KOMNWAHA

Beglaubigte Abschrift

IIIII

Urkimde des Notars
\ Eckart Maafi

Jena

Die wortliche Ubereinstimmung nachstehender Abschrift mit der mir
vorliegenden Urschrift beglaubige ich hiermit.

I hereby certify that the following copy is a true copy of the original
which has been produced of me.

Jetj4 drji 05. LLL2023

Notar

3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCTIbITAHIW W PETUCTPALIMI MEAHLMHCKWX H3OENHIA



ZEISS

VHCTPYKUMSA MO MPUMEHEHMIO HA MeANLMHCKOE N3AeNue:
«KoMNneKT npoueypHblid 4ns CUCTEMbl OPTa/IbMONOr NYECKOIA
nasepHot VISUMAX B BapyaHTax UCNO/THEHWS»

Instructions for use for a medical device:
«Treatment Pack for VISUMAX ophthalmic laser system in

variants»
visyName Diego Ziinare Vims/Name Dr. Claudia Christner-Albrecht
[JomxHocTts/Position Senior RA-Manager  [omkHocTs/Position Senior RA-Manager
Moanuck/Signature Mogninck/Signature
J.1/o<™
[Jata/Date December 04*, 2023 [Jara/Date December 04*, 2023

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



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



KomnnekT npoueaypHbIA o5 cCUCTeMbl OPTasibMOSIOTNYeCKomn
nasepHoin VISUMAX B BapmaHTax UCNOMHEHUSA - VIHCTPYKUUKX MO
NMPUMEHEHUIO

YKA3AHNA K PYKOBOACTBY MO NMPUMEHEHNIO

O6nacTb gelicTBus

HacToswas NHCTPYKLMSA No NpUMEHEHWIo AefiCTBUTENbHA AN1A NPOLefyPHbIX KOMMNIEKTOB CO CeaytoLleit

MapKMpoBKoii: KOoHTponbHble Homepa: 1013, 1014, 1015, 1016

Llenb n xpaHeHue JOKyMeHTaUuun

B JaHHOM PYKOBO/ACTBE MO 3KCNyaraLluy ONMCbIBAKOTCA 3aLLMTHbIE YCTPOICTBA, (YHKLUMN 1 paboune

napametpbl NpoLesypHbIX KomnnekToB. OHO obecneynBaeT 6e30nacHyto aKcnyarauuio u onncbIBaet

[eicTBMS N0 yX04y W NOAAEPXKAHMIO CUCTEMbI B UCMPABHOM COCTOSHWUU. MpaBunbHOE ynpasneHue

npoueAypHbIX KOMNAEKTOB SBNSETCA YCNOBMEM 6€30MacHOro 1 YyCNeLWHoro NPUMEHeHNS.

O » [lpouTuTe AaHHy0 WHCTPYKLMIO MO NPUMEHEHWIO Nepej U3BNeYeHnemM 1 UCnonb3oBaHNeM

npoueAypHbIX KOMNNEKTOB,

» XpaHuTe pyKOBOACTBO NO 3Kcnayatauun takum o6pasom, Yto6bl OHO BbIN0 fOaYNHbIM AN BCEX
nonb3oBateneil BNo6oe Bpems.

Bonpockl n ykaszaHus

Ecnun y Bac eCTb BONPOCH! M 3aMeyaHnst N0 3TOMy PyKOBOACTBY N0 3Kcnayatauuu uav o npouesypHbIX

KOMMAEKTaX, CBSXXMTECH C CEPBUCHBbIM LieHTPOM ZEISS. KoHTakTHble nuua ZEISS gna Balei cTpaHbl

npvBELEHbI B MHTEPHETE Ha caiite: www.zeiss.com/mecl:www.zeiss.com/med

OTo6paxeHue NH(HOPMALMMN B AaHHOM [JOKYMEHTE

BHMAHVE! MpegynpexaeHve, npegoaeperatoliee 0T ONacHOCTEN, KoTopble, ecnu He
npefoTBpaTUTbL UX, MOYT NPUBOANTL K TPABMaM.
B npegfynpexzaeHnu ykasbiBatoTcs BO3MOXHbIE NOCNEACTBUS.
» Mepa, C NOMOLLb0 KOTOPOI MOXHO NPefoTepaTuTb NacHoCTy.

YKA3AHUNA MO BE3OMNACHOCTW

MpeanucaHHbIn Nponnb NoNb30BaTENS

MpegnucaHHbIl Npodunb NoNb30BaTeNs yKkasbiBAeTCA B ONpPeAeneHnn, NprBeJeHHOM B UHCTPYKLMK Mo
NPUMEHEHMNI0 MCNONb3yeMoro eMToCekyHAHOro nasepa ZEISS.

O6nactb NPUMeEHEHNS

MpouesfypHbI KOMNNEKT HE06X0AUM N5t NIO6Oro XMPYPruyeckoro BMeLlaTensCTBa Ha porosuLe ans
pedpakLNOHHOA Koppekuun nnn TepaneBTMHecKux Lenei, TpebytoLmx pacceyeHns ¢ NOMOLLbH0
(heMTOCEKYHAHOrO nasepa, rae JOMKHa CyllecTBoBaTb (IM3nNyeckan CBA3b Mexay rnasom naumexta u
(heMTOCeKyH/LHON NasepHoli CUCTEMOIA.

HasHaueHune

MpouesypHbIA KOMNNEKT — 3TO OfHOPA30BbIA PACXOAHbIA MaTepuan Ana GemMTocekyHAHbIX nasepos ZEISS
B COOTBETCTBUM C Ha3HAYEHNEM 3TUX YCTPOMCTB.

MpoTrBOMOKa3aHNs 1 NO6OUHbIE 3((eKTbI

MpoTnBonokasaHus, No6oyHbIe 3thdeKTbl 1 Apyrne Mepbl NPefOCTOPOXHOCTU BKIOYEHDI B
COMPOBOANTENbHYIO JOKYMEHTAUMIO ANA KaXA0A ONUMK NeYeHNs NCNob3yeMOoro heMToOCeKYHAHOro
nasepa ZEISS.

VIHCTpYKUMM 1 Mepbl NPeAoCTOPOXHOCTH

» He ncnonb3yiite npoueaypHbIi KOMNNEKT NPY BCKPBITOW NN NOBPEXAEHHON ynakoBke.

» He ncnonb3yiite npoueaypHbIi KOMNNEKT NOCNe HaneyataHHOro Ha HeM CpoKa rofHOCTH.

» He ncnonb3yiiTe KOHTaKTHbIE CPEACTBA,

» BblHMMaliTe CTepuabHbIA NPOLEAYPHbIV NakeT U3 ynakoBKM TONbKO HENOCPeSCTBEHHO nepeq
1CNONb30BaHNEM.

He ncnonb3yiite fe3nHMEKLMI0 ONPbICKUBAHNEM NPY OTKPbLITON ynakoBKe NpoLesypHOro naketa.
» He npukacaiitecb 1 He YMCTUTE ONTUYECKME NOBEPXHOCTU NPOLEAYPHOro nakera (KOHTaKTHas NMH3a).

v
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OTBETCTBEHHOCTb M 0683aHHOCTK Bnagenbla

O6ecnyXmBatoLLMiA NepcoHan

> YpocToBepbTech B TOM, Y4TO 06CAYXMBAIOLLWI NepcoHan NpoLuen oby4eHne 1 MHCTPYKTax.

» YpocToBepbTech B TOM, Y4TO 06CAyXMBAIOLLWIA NepcoHan 03HaKOMUNCS C PyKOBOAABOM MO
NPYMEHEHMIO.

» O6ecnyxuBatoLnii nepcoHan fOMKEH MMeTb MOCTOSIHHBIA AOCTYN K PyKOBOACTBY MO MPUMEHEHWIO.

» [pu HeobxoANMOCTK, 3aTpebyiiTe elle HECKONbKO 3K3EMMNNSPOB UHCTPYKLWW MO NPUMEHEHNIO B
KomnaHum ZEISS.

> YcTaHOBWTE YPOBHM KOMMETEHLMM Npu 06palleHn ¢ NpoLeypHbIM KOMMNEKTOM 1 coo6LiuTe
nepcoHary, KTo yNonHOMOYEH Ha BbIMONHEHWE TEX UAN UHbIX BUOB AESATENbHOCTY.

» Onpegenute 0653aHHOCTU MO YBEOMIEHWIO O HEUCMPABHOCTSX 1 MOBPEXAEHUSX 1 oBeauTe
VH(hopMaUMIo 40 CBefeHUst nepcoHana (cM. 1. «CooBLLEHNS U3FOTOBUTENIO U YUPEXKAEHNSIMY).

» PerynapHo nposepsiite, COGNOAAIOTCA W AeCTBYIOWME B Ballleli CTpaHe 3aKOHOoAaTeNbHble akTbl U
HOPMbI MO OXpaHe TpyAa W TeXHWUKe 6e30MnacHoCTu.

Co06LeHNA N3rOTOBUTENIO U YUPEXAEHNAM

Mpn BO3HUKHOBEHMM B CBSA3N C JAHHLIM MEeAULMHCKUM N34ENNEeM CEPLE3HOTO MPOMUCLLECTBIS,
KacaroLerocsi noab30BaTens, NauMeHToB UM Kakoro-11m6o Apyroro nnua, BRagenel, unn oTeeTcTBeHHoe
MU0 0653aHbl U3BECTUTL 06 3TOM CEPLE3HOM MPOWCLIECTBUAN U3TrOTOBUTENS MW MPOAABLA MEAULIMHCKOrO
u3genvs.

B ctpaHax EBponeiickoro Coto3a Bnafenet, unn oTBeTCTBEHHOE U0 AOMKHbI COOBLLATL O CEPLE3HbIX
NPOUCLIECTBUAX B KOMNETEHTHbIN opraH. Bo Bcex Apyrux cTpaHax AeiCTByeT aHanormyHbIi NpUHLMN, ecin
3TOro TpebyeT HalMoHaNbHOE 3aKOHOAATENbCTBO.

[OeiicTBusA 1 0643aHHOCTM onepaTopa

YCnoBus OKpYXKatoLLei cpesbl

» He akcnnyatupyiite 1 He XxpaHuTe BXOASLLME B KOMNNEKT NOCTABKW NpoLefypHble KOMMAEKTbI 3a
npegenamu npeanucaHHbIX YCNOBWIA OKpyXatoLwei cpepl.

» He gonyckaiite kanam unu 6pbi3ru Bogsl B6113M NpoLeypHbIX KOMMNEKTOB.

CuMBONbI 1 Haanucu
06partnte BHAMaHWE Ha UHCTPYKLMM UAN MH(HOPMAaLMIO, CBA3AHHYIO C HAHECEHHLIMU CUMBOAAMU Y
Hagnncamn.

OMNCAHVE M3OENNA
O6bemM NoCTaBKK

N

MpoueaypHbIii NakeT CocTonT U3
CNeAyoLmX 3NEMEHTOB:

KoHTakTHaa nuH3a

Lepxatenb KOHTAKTHOW NNH3bI
Tpyb6ka coegnmHuTeNbHAsA
KOHHeKTOp BakyyMHbIiA
®dunbTp

Puc. 1 TpouesypHbIii NakeT B CTEPULHON ynakoBke

MpoueaypHbIli NakeT NOCTaBASIETCA MOAHOCTLIO YKOMMNEKTOBaHHbLIM B yNakoBKe U3 6iuctepa v taiiBeka.
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MapKMpoBKa Ha ynakoBKe MpoLeaypHOro nakeTa

Size 0603HaueHe pasmepa ans He ncnons3osars npu
tmnos S, M, L NOBPEeXZAEHHOI ynakoBke
STERILEEO  CrepunusosaH Hara nsroroenenns
3TUNEHOKCMAOM a W {YYYY =rog, MM = mecs,
DD = geHb)
1 XpynKoe, nepemeLyars ¢ REF 3aBo/iCcKOii Homep
J. OCTOPOXHOAabo
3awmiarb 0T COMHEUHbIX LOT MapTns
44 nyyeit
OrpaHuyeHne Temneparypsbl Mcnonb3oBatk A0
100 L (YYYY =rog, MM = mecs,
DD = fieHb)
XpaHuTb B CyXxoM MecTe He ncnonb3oBarb NOBTOPHO
IpaHnupl ArnanasoHa He ctepunusoBartb noBTOPHO
BNaXXHOCTU BO3ayXa
paHuLbl fnanasoHa RX only CornacHo 3aKoHogaTenbCTBy
aTMOoChepHOro AaBneHms CLUA paHHoe usgenue
paspeLLeHo K Npojaxe ToNbKo
Wsrotosurens BpayaM WM No 3aKasy Bpava.
Tabnnuka «Cobnogatb UDI-kog (MaTpuua faHHbIX 1
VIHCTPYKLMIO NO TeKer) N
NPUMEHEHNIo»
Tabauuka «Cobnogatb LUTpux-ko4 naptum
O VIHCTPYKLMIO NO
NPUMEHEHNIO»
0297 CUMBON COOTBETCTBUSA W Tpnx-KOA apTUKyNbHOTO
C€ craHgaptam EC ¢ kogom Homepa
YNONHOMOYEHHOTO OpraHa
MD Tabnnuka, o6o3HavatoLas OpHa cTepunbHas bapbepHas
YCTPOICTBO KaK MpoayKT cucTeMa ¢ HapyxHow
MEANLMHCKOrO HasHauYeHus 3alLMTHOI ynakoBKoii/OaHa
cTepunbHas 6apbepHas
cuctema

OnucaHune NpuHuUKUNa pa6oTsl

MpoLiedypHbIii KOMMIEKT — 3T0 OAHOPA30BbIA CTEPUNLHBIN PACXOAHBIA MaTepuan, KOTopbIii UCMONb3yeTcs B
KayecTse MHTepdelica nauveHTa Bo Bpems ledeHist heMTOCeKYHAHbIM nazepom ZEISS,

MpoLiedypHbIii NakeT Kak UHTEpGelic Mexay OTBEPCTUEM BbIXOAA Na3ePHOT0 U3NyYeHUst KOHCOMM flasepa n
POroBULbI NALMEHTA COAEPXKMT KOHTAKTHYIO IMH3Y, AEPXKATENb KOHTAKTHOM MH3bI 1 KOMMNEKT TPYGOK, Npuyem
KOHTaKTHas IMH3a MMEET Takyto (hopMy, YTO OHa KacaeTcs POroBuLb! NaLyeHTa no Beel NOBEPXHOCTY.
[epxartenb KOHTAKTHOM NMH3bI COBAMHEH C CUCTEMOI BCAChIBaHNS (heMTOCEKYHAHOTO flasepa Ans (uykcaLmmn
rnasa naupeHTa. [1s 3aLmTbl ONTMYECKUX MOBEPXHOCTEN OT 3arpssHeHmst K MHTepdelicy paspeLuaetcs
npuKacarbest TONbKO B 30HE AepKarensi KOHTAKTHOM NH3bI.

KOHTaKTHas IMH3a ONTUYECKW HanpaBnsieT la3epHbIii fyy B POroBuLY naupeHTa. [epxare/b KOHTaKTHOM MH3bI
MIMEET TaKyt KOHCTPYKLMIO, YTO OH NEpeaeT CBET OT NPefHa3HAYEHHOrO0 A1s 3TOr0 MCTOYHVKA CBETA B KOHCO/b
nasepa. bnarogaps aToMy peanmsyercsi 61aronpuUsiTHOE OCBELLEHWE rMasa BO BPEMs onepaLim.
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TpeboBaHMA K 6€30MacHOCTU

N\ sHvaHVE! OnacHOCTb 13-3a HENPaBW/IbHOTO MPYMEHEHNS
» icnonb3yiite npouesypHblil komnaekT Tuna KP 1onbKo AnA AOHOPCKON
porosuLbl.
MpumeHeHune

» XpaHuTe npouesfypHble KOMMNNEKTbl B UX YNAKOBKE.

» BbiGepute TMN NPOLEAYPHOTO KOMMNEKTa B 3aBUCMMOCTM OT pa3Mepa rnasa uiam Tuna onepaum.

» V3Bnekute GANCTEPHYIO YNaKoBKY U3 BHELLHEN YNakoBKW.

» [py HEOBXOAMMOCTM: cockaHupyiTe QR-KO4 (MaTpyLa AaHHbIX) Ha KPbILLKE TaliBEKOBOI yNakoBKu

npoLeaypHOro naketa Ha nasep.

MpoBepbTe, NOAXOANUT NN pa3mep NPOLeypPHOro KOMMAeKTa ANs 3annaHnpoBaHHOW NpoLeypbl.

» 3BneknTe cTepunbHbIi NpouesypHblid naket (tun S, M, L unn KP) n3 6nmMctepHoli ynakoBku v
NPUCOEANHNTE ero B COOTBETCTBUM C UHCTPYKLMEl NO NCNONb30BaHUIO N1a3ePHOIA CUCTEMBI.

» [ocne npoueaypbl YTUAN3NPYIATE NCNONb30BaHHbIA NPOLEeAYPHbI NakerT.

OUYNCTKA 1 CTEPUNU3ALINA

A \ BHVMAHVIE! OnacHoCTb TPaBMMPOBaHWSA 13-3a MOBTOPHOI CTepuan3aLmm 1
NOBTOPHOr0 MUCMO/b30BaHNA
OnTuyeckne CBOMCTBA KOHTAKTHOWM NMH3bI U3MEHSIIOTCA B pesynbTare onepayun.
ﬂOBTOpHoe MCNoNb30BaHNe MOXeT NPUBECTN K 3HAuMTENbHOW ONacHoCTU ana
rnasa naumeHta.
» He noggepraiite npoueAypHbIA NakeT NOBTOPHOI CTKpUAM3aLun.
» Vicnonb3yiite npoueaypHbIi NakeT TONbKO OAUH pas.

v

TEXHNYECKME XAPAKTEPUCTUKIN

YKasaHusi No BbIGOPY NOAXOASLIErNO pa3mepa npouefypHOro KoOMnjaeKkTa npuBefeHbl B NPUKNAAHON YacTu
VHCTPYKLUM NO NPUMEHEHUIO NCNOMb3yeMoro pemMToceKkyHAHOro nasepa ZEISS.

Pasmepbl 1 Bec (Kopobka ¢ 10 i)

Pa3mepbl (kopo6ka ¢ 10 wT.) 304 MM X 162 MM X 95 Mm

Bec (kopo6ka ¢ 10 wT.) 400 r

YcnoBus OKpyxKatoLLeii cpeabl ANs XpaHeHWs NpoLeaypHOro KoMnnekTa

Temnepartypa oT -blO °C go -b30 “C
OTHOCUTENIbHAaA B/IAXHOCTb o1 30 % po 70 %
YTUIN3AUNA
A BHVIMAHVE! Bronornyeckas onacHoOCTb BCNneACTBME NEPEKPECTHOIO 3arpAsHeHnsa
’ » CobnopgaiTe HauMoHaNbHble TPEGOBAaHUSA NO YTUNMU3ALUN UHAEKLMOHHBbIX
MaTepuasnos.

[na yTunusaumy ynakoBo4YHOro maTepuana: cAatb YNakoBOUYHbIN MaTtepuasn Ha NOBTOPHY nepepaboTky B
NPU3HaHHbIV NPUEMHbIW LEHTP.

Carl Zeiss Meditec AG @(

1 B | Goeschwitzer Str. 51-52 <
07745 Jena WHTepHeT: www.zeiss.com/med
Fepmanus 3n. nouta: info.meditec@zeiss.com B03MOXHbI U3MEHEeHUs
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[lononHeHNe K MHCTPYKLMUK MO NPUMEHEHUIO Ha
MeaAWLUNHCKOEe n3genune:
«KomnnekT npouefypHbIid NS CUCTEMBI
ohTanbMonormyeckoin nasepHoin VISUMAX
B BapuaHTax UCNOJHEHUSY

Supplementto instructions for use for a medical
device:

«Treatment Pack for VISUM AX ophthalmic laser system in
variants»
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HaunmeHoBaHne meguumnHckoro mnsgenus / Name of the medical device
Ha3HauyeHne meguumnHckoro mnsgenusa / Purpose of the medical device
Mokasanusa / Indications

MpoTuBonokasaHusa u nob6oyHble acpdekTbl / Contraindications and side effects
CsegieHus o npoussoauTtene / Information about manufacturer

Ycnosus npumeHeHus / Usage conditions

MoTeHuManbHbIN NoTpe6buTensb / Potential users

OnucaHune nsgenus / Description of device

WNHopmaunsi o cTepunmsaymum MeaMLUHCKOro nsgenus, nopsigke AeicTBuii npyu HapylweHun
cTepunbHoi ynakoBku / Medical device sterilization information, the procedure in case of

package appears damaged 8
TexHu4yeckoe ob6cnyxumBaHue mpemoHT / Maintenance and repair 8

OCHOBHble TexHu4Yeckne n hpyHKUMOHanbHble xapakTepuctukm / Main technical and functional

characteristics n

OonucaHve NPUHAANEXHOCTEN, MeANLNHCKUX U3AeNuii unu n3nenvii, He SBNAOWMUXCA
MeANUUNHCKNMU, HO NPeayCMOTPEHHbIX ANA NCNoNb30BaHNA B KOM6I/IHaLI,VIVI C 3adBJ/IEHHbLIM
MeaunumHckum nsgennem / Key accessories, medical devices or non-medical devices, to be

used in combination with medical device submitted for registration 14

CBefleH1s1 0 NNeKapCTBEHHbIX cpeAcTBax BXOAALWMNX B COCTaB MeguLMHCKA(-0 nsgenus /
Information about the medicines included in the medical device 15

CBefleHMs1 O MaTepuanax XuUBOTHOro/4enoBeyeckoro npouncxoxexHus / Information about
materials of animal/human origin 15

Ycnosua akcnnyaTtauum meguumnHckoro nsgenus / Operating conditions of the medical device 15

Ycnosus TPAHCNOPTUPOBKN U XpPaHeHUA MeAuuMHCKOro nigenus / Storage and transportation
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Cpok rogHocTun / Shelf life 16
MopsifoK OCyLWeCcTBeHUA YyTUN3aLMM N YHUUTOXEHUSA MeAuLnHckoro nsgenus / Disposal 16
MepeyeHb HaLMOHaNbHbLIX U MeXAYHapPOAHbIX HOPMATUBHbIX OKYMEHTOB/CTaHAAPTOB,

KOTOPbIM COOTBETCTBYET MeagunLmnHckoe usgenue / List of international regulatory
documents/standards which the medical device complies with 16
FapaHTuiiHble o6si3aTenbcTBa / Warranty 19
Peknamauusa / Reclamation 19
PacwunpoBka CMMBOJIOB, NPUMeEHSEMbIX NMPU MapKUpoBKe MeAULUHCKOTo nsgenus /
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1. HavmeHoBaHue meguumHckoro usgenusi / Name of the medical device

KomnnekT npoueaypHblil s cnaemsbl
opTanbmonoruyeckoin nasepHoii VISUMAX B
BapuaHTax UCMOJIHEHUS:

1. KomnekT npoueaypHblii 15t cucTeMbl
ohTanibMosIorMyeckoii nazepHoii VISUMAX, pasvep S

1.1 MpoueAypHbIl NakeT ANs CUCTEMbI
ohTanbmonornyeckoit nazepHoit VISUMAX
(oepxaTesib KOHTAKTHOW JIMH3bI C BaKyyMHbIM
KO/IbLLOM, KOHTaKTHas /InH3a, KOHHEKTOP
BakyyMHbIii, punNbTP BO3AYLWHbIA, TPy6Ka coeau-
HUTesbHasA - B cO6ope), pa3mep S, C aTUKeTKamMu Ans
ncrtopumn 60ne3HM nauuneHTa (2 aTUKeTKK), B yna-
KkoBKe Mo 10 WT. C MHCTPYKLUMeE No NPUMEHEHUIO

1.2 lnyeH3na Ha npoueaypy aktuBaummn @yHKLUK
SMILE B 3/1eKTPOHHOM n/unun 6ymaxHom Buae (Ha
10, 50, 100, 200 npoueayp), Npn HEOGXOAMMOCTH.

1.3 /luyeH3nsa Ha npoueaypy akTuBaummn @yHKLNK
SMILE pro B 3/IeKTPOHHOM u/unn 6ymMmaxHom Buge
(Ha 10, 50, 100, 200 npoueayp), npu
Heo6xo4MMOCTH.

1.4 lnyeH3na Ha npoueaypy akTuBaummn @yHKLNK
CIRCLE B 31€KTPOHHOM u/unn 6ymaxHoM Buge (Ha
10 npoueayp), NpyM HEOGXOAMMOCTH.

1.5 /luyeH3nsa Ha npoueaypy aktmBaummn yHKLUn
FLAP B 2N1€KTPOHHOM u/unn 6ymaxHom Buge (Ha
10, 50, 100, 200 npoueayp), NPy HeO6XO4NUMOCTMU.

1.6 /lnueH3na Ha npoueaypy akTuBaummn yHKLUn
ICR B 3NeKTPOHHOM u/unn 6ymaxHom Buge (Ha 10
npoueayp), Nnpy Heo6xoANMOCTH.

2. KomniekT npoueaypHblii ANsi cucTeMbl opTanb-
MOJIoTM4YecKoit nasepHoii VISUM/LX, padmep M:

2.1 MpoueaypHbI NakeT NS CUCTEMbI
opTanbmonornyeckoit nazepHoit VISUMAX
(aepxaTenb KOHTAKTHOM NINH3bI C BaKyyMHbIM
KOJIbLLOM, KOHTaKTHasi INH3a, KOHHEKTOP
BaKyyMHbI, (hUNbTP BO3AYLHbIA, TPy6Ka
coefMHUTeNbHas - B cbope), pasmep M, ¢
3aTUKeTKamMun ANsi uctopum 6071e3HN nauneHta

(2 aTukeTKM), BynakoBke no 10 WT. ¢ MHCTPYKLUUeit
no NpUMeHeHuo

2.2 nueH3na Ha npoueaypy aktuBauum yHKLnm
SMILE B 3/1eKTPOHHOM n/unn 6ymaxHomMm Buge (Ha
10, 50, 100, 200 npoueayp), NPy HEOGXOAMMOCTH.
2.3 lnueH3nsa Ha npoueaypy aktuBauum yHKLUn
SMILE pro B 3/1€KTPOHHOM U/Mnn 6yMmaxHoMm Buae
(Ha 10, 50, 100, 200 npouegyp), npu
Heo6xo4MMOCTH.

2.4 NnueH3na Ha npoueaypy akTuBauum yHKLnM
CIRCLE B 31eKTPOHHOM un/unn 6ymaxHom Buge (Ha
10 npouenyp), Npu HEO6XOA4UMOCTMU.
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Treatment Pack for VISUMAX ophthalmic laser
system in variants:

1. Treatment Pack for VISUMAX ophthalmic
laser system, size S

1.1. Treatment Pack for VISUMAX ophthalmic
laser system (contact glass holder with suction
ring, contact glass, vacuum connector, air filter,
conneaing tube - assembled), size S, with
patient labels (2 pcs.), in a package of 10 pcs.
with instructions for use.

1.2. Treatment License SMILE in electronic
and/or paper form (for 10, 50, 100, 200
procedures).

1.3. Treatment License SMILE pro in electronic
and/or paper form (for 10, 50, 100, 200
procedures).

1.4. Treatment License CIRCLE in electronic
and/or paper form (for 10 procedures).

1.5. Treatment License FLAP in electronic and/or
paper form (for 10, 50, 100, 200 procedures).
A

1.6. Treatment License ICR in electronic and/or
paper form (for 10 procedures).

2. Treatment Pack for VISUMAX ophthalmic
laser system, size M:

2.1. Treatment Pack for VISUMAX ophthalmic
laser system (contact glass holder with suction
ring, contact glass, vacuum connector, air filter,
connecting tube - assembled), size M, with
patient labels (2 pcs.), in a package of 10 pcs.
with instructions for use.

2.2. Treatment License SMILE in electronic
and/or paper form (for 10, 50, 100, 200
procedures).

2.3. Treatment License SMILE pro in electronic
and/or paper form (for 10, 50, 1(tO, 200
procedures).

2.4. Treatment License CIRCLE in electronic
and/or paper form (for 10 procedures).
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2.5 NlnueH3na Ha npoueaypy aktuBaumm yHKLUn
FLAP B 3N1eKTPOHHOM u/unun 6ymaxHom Buge (Ha
10, 50, 100, 200 npoueayp), Npn Heo6xoaMMoan.

2.6 NlnueH3nsa Ha npoueaypy akTuBaumm yHKUUn
ICR B 3N1eKTPOHHOM n/unun 6ymaxHom Buge
{Ha 10 npoueayp), Npu Heob6xoaMMOCTH,

3. KomnnekT npoueAypHblii Ans cnaemMbl
opTanbmonoruyeckoli nasepHoii VISUMAX,
pasmep L;

3.1 MpoueaypHbIA NakeT AN CUCTEMbI
opTanbmonorunyeckoii nasepHoii VISUMAX
(aepxaTtenb KOHTAKTHOW /IMH3bI C BaKyyMHbIM
KOMbLOM, KOHTaKTHas /InH3a, KOHHEKTOop
BaKyyMHbI, GUNLTP BO3AYLWHbINA, TPy6GKa
coefiMHUTeNbHas - B cb6ope), pasmep L, ¢ aTukeT-
Kamun gns naopuun 6onesHn naymeHTa (2 aTu-
KeTKW), BynakoBKke no 10 WIT. C MHCTPYKLUMeEN no
npYMeHeHUto

3.2 JluueH3nsa Ha npoueaypy aktmBaumn yHKLUn
SMILE B 91€KTPOHHOM u/unu 6ymaxHom Buge (Ha
10, 50, 100, 200 npoueayp), NP HeEO6XO4UMOCTH.

3.3 J/lnueH3ns Ha npoueaypy akTuBauum yHKUUN
SMILE pro B 3/1€KTPOHHOM u/unn 6ymaxHom Buge
(Ha 10, 50, 100, 200 npoueayp), Npu
Heo6xo4MMOCTH.

3.4 JluueH3nsa Ha npoueaypy aktuBaummn @yHKLUM
CIRCLE B 3/1eKTPOHHOM U/Mnun 6ymMmaxHoM Buge
(Ha 10 npoueayp), Np1M HEO6XO4UMOCTU.

3.5 /lnueH3na Ha npoueaypy aktuBaummn yHKLUU
FLAP B 3/1eKTPOHHOM Mn/unn 6ymaxHom Buge (Ha
10, 50, 100, 200 npoueayp), NP HEO6XO4NUMOCTH.

3.6 /luueH3usa Ha npoueaypy akTuBaumm yHKLUn
ICR B 31€KTPOHHOM U/UNn 6ymMmaxHoOM Buae

(Ha 10 npoueayp), Np1 HeO6XOAMMOCTHN.

4. KoMnnekT npoueAypHbI Ana cucTembl
opTanbmonornyeckoit nasepHoit VISUMAX, tun KP;

4.1 MpoueaypHbIA NakeT ANA CUCTEMbI
ohTanbmMonornyeckoit nasepHoin VISUMAX
(aepxaTesib KOHTAKTHOM JIMH3bI, KOHTAKTHAsA JINH3a,
KOHHEKTOP BaKyyMHbI, pUNbTP BO3AYLWHbIN,
Tpybka coegun-HuTenbHas - B c6ope), Tun KP, ¢
3TUKeTKamMun A5 UICTOpuM 6Osie3HM nauuneHTa (2
3TUKETKM), B ynakoB-ke no 10 WT. ¢ MHCTpyKuuei
no NpuMeHeHuno

4.2 MpoueaypHbli NakeT ANA CUCTEMbI
opTanbmonornyeckoit nasepHoii VISUMAX (gep-
XaTeflb KOHTAKTHOW INH3bI C BaKyyMHbIM KOJIbLOM,
KOHTaKTHas /IMH3a, KOHHEKTOP BaKyyMHbIl, (QUNbTP
BO3AYyLWHBbIA, Tpy6Ka coeguHuTeNnbHasa - B cb6ope),
pasmep S, M nnu L, c aTukeTkamun gns ncropmun
60M1e3HM NnayneHTa (2 3aTUKeTKM), B ynakoBke no

10 WT. C MHCTPYKLMNEN MO NPUMEHEHUIO
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2.5. Treatment License FLAP in elearonic and/or
paper form (for 10, 50, 100, 200 procedures).

2.6. Treatment License ICR in electronic and/or
paper form (for 10 procedures).

3. Treatment Pack for VISUMAX ophthalmic
laser system, size L

3.1. Treatment Pack for VISUMAX ophthalmic
laser system (contact glass holder with suction
ring, contact glass, vacuum connector, air filter,
connecting tube - assembled), size L, with
patient labels (2 pcs,), in a package of 10 pcs.
with instructions for use.

3.2. Treatment License SMILE in electronic
and/or paper form (for 10, 50, 100, 200
procedures).

3.3. Treatment License SMILE pro in electronic
and/or paper form (for 10, 50, 100, 200
procedures).

3.4. Treatment License CIRCLE in electronic
and/or paper form (for 104?rocedures).

3.5. Treatment License FLAP in electronic and/or
paper form (for 10, 50, 100, 200 procedures).

3.6- Treatment License ICR in electronic and/or
paper form (for 10 procedures).

4. Treatment Pack for VISUMAX ophthalmic
laser system, type KP:

4.1, Treatment Pack for VISUMAX ophthalmic
laser system (contact glass holder, contact glass,
vacuum connector, air filter, connecting tube -
assembled), type KP, with patient labels (2 pcs.),
in a package of 10 pcs. with instructions for use.

4.2. Treatment Pack for VISUMAX ophthalmic
laser system (contact glass holder, contact glass,
vacuum connector, air filter, connecting tube -
assembled), size S, M or L with patient labels

(2 pcs.), in a package of 10 pcs. with instructions
for use.



4.3 NInueH3ns Ha npoueaypy aktuBaunm yHKLUM
KP B 3/1eKTPOHHOM u1/unn 6yMaxHom Buge

(Ha 10 npoueayp).

(manee no TekcTy: MpoueaypHbI KOMMIAEKT,
MeAUUUHCKOe usgenue, n3genve)

4.3. Treatment License KP in electronic and/or
paper form (for 10 procedures);

(Further in the text: Treatment Pack, Medical

Device, Device)

2. HasHauyeHue meguumHckoro nsgenus / Purpose of the medical device

KomnnekT npoueaypHblii npegHa3HavyeH ans
thunkcaynn rnasHoro A610ka naymeHTa npu
noMowmn Bakyyma B HENOABWXHOM MNOJTOXEHUN ANA
ocyuwecTBneHna BbICOKOTOUYHbIX MaHVII'IyﬂﬂLWIﬁ npu
npoBeAeHNN 0PTasIbMONIOITMYECKON onepaymu.

3. TlokasaHusa / Indications

KomnnekT npoueaypHblii NokasaH ans o 6oro
XUPYPrnyeckoro sBmelwlaresibCTea Ha porosuue ansa
pedpakyMOHHOU KOPPEKLUM NN TEPANEBTUYECKUX
uenei, TpeGyOLWMNX pacceyeHunst C NOMOLbIo
theMmTOCEeKyHAHOrO nasepa, rgae Aos/HxHa
cylueaBoBaTb hM3nYeckas CBA3b Mexay rnasom
nauneHTa u )eMTOCEKYHAHOW Na3epHoli CUCTEMOIA.

The Treatment Pack is intended for fixation of
the patient's eyeball with a vacuum in a fixed
position for high-precision manipulations during
ophthalmic surgery.

A Treatment Pack is required for each corneal
refractive and therapeutic surgery requiring
femtosecond laser-cut incisions in which physical
coupling of patient's eye to a femtosecond laser
system is required.

4. TpoTuBonokasaHus n no6ouHble X )pekTbl / Contraindications and side

effects

MpoTnBonokasaHMa 1 No6oyHble ahekTbl
OTHOCSTCA TONIbKO K npouegypam npu
MCMNO/Ib30BaHNN CUCTEMbI O(PTa/IbMOIOTMYECKOWA
nasepHoii VISUMAX. OTaenbHble
nokasaHna/no6o4YHblie ahdekTbl AN NpoLesypHOro
KOMI/1eKTa OTCYyTCTBYIOT.

Contraindications and side effects apply only to
procedures when using the VISUMAX
Ophthalmic Laser System. There are no separate
contraindications and side “ects described for
the Treatment Pack.

5. CsepgeHunsa o npoussogutene/ Information about manufacturer

Kapn Leicc Megutek Al (Carl Zeiss Meditec AG),
Goeschwitzer Strasse 51-52, 07745 Jena, Germany
(FepmaHus)

Carl Zeiss Meditec AG,
Goeschwitzer Strasse 51-52,
07745 Jena, Germany

6. Ycnosus npumeHeHus / Usage conditions

MeauuMHCKOe n3genne npegHasHayeHo gns
MCNONb30BaHUSA TOMbLKO B @aaHAaPTHbIX YCMIOBUSIX
onepauvoHHOM.

The medical device is intended for use at the
standard conditions of hospital operating room
environment.

7. MoTeHynanbHbIA noTpebuTens / Potential users

KomMnnekT npoueaypHblii ucnonb3yetcs B

KOMG6UHaLUM TONbKO C cucTemoit

opTanbMonornyeckoii nasepHoit VISUMAX,

noaToMy /1 UCMOJIb30BaHWS M0JIb30BaTEs0

TpebytloTcs crefytolie 3HaHUSA U OMNbIT:

m 3aKOHYEeHHOEe MeAuLMHCKoe o6pa3oBaHue,
opTanbmonor

m OnbIT paboTbl € rpadnyeckumm
nosib3oBaTe/IbCKUMU UHTepdelicamu
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The Treatment Pack is used in combination only
with the VISUMAIX ophthalmic laser system,
therefore, the following knowledge and
experience is required for use by the user:

m Completed eye specialist training,

ophthalmologist

m Experience with graphical user interfaces
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m3HaHUSA COBPEMEHHbIX ODTaNIbMOJIOTUYECKMX m Knowledge of current ophthalmic diagnostic
MEeTOA0B AVNArHOCTUKNA U UX Pe3y/ibTaToB procedures and their measurement results for
n3MepeHuii 4N NnaHnpoBaHus pedpakTUBHOW refractive surgery treatment planning
Xnpyprun

| 3HaHUA COBPEMEHHbIX TepaneBTUYECKNX m Knowledge of current therapy methods in
MeToZ0B pedpakTUBHOW XUpyprum corneal and refractive surgery

| 3HaHMA BO3AENCTBUSA HEBEPHbLIX UMW HETOUHbIX = Knowledge of the effects of incorrect or

pesynbTaToB M3MepeHuil Ha nedeHue inaccurate readings on the therapy

m Possible consistency checks against other
measurement resuits

| 3HaHUs1 O NPOBEPKE HENPOTUBOPEUNBOCTMN
AaHHbIX, NpefHasHa4YeHHbIX 4718 NIaHMpoBaHUsA
npoueaypsbl

« MpakTU4ecKnii onbIT B XUPYPrum porosuubl

8. Orwicanve nsgenmsit Description of device

m Practical experience in corneal surgery

MpoueaypHbI KOMMNIEKT MOXHO UCMNONb30BaTb The Treatment Pack can only be used as
TO/IbKO MO Ha3HaA4YeHUO BMECTe C CUCTEMOM intended together with a VISUMAX ophthalmic
odTanbmosiornyeckoii nasepHoit VISUMAX. laser system.

Bpau/nonb3oBaTe/ib NepBoHaYasibHO BbINOHAET A physician/user initially performs treatment
NNaHMpoBaHMe NeYeHNss B PaMKax KOHKPETHOI planning for a particular patient procedure
npoueaypbl, NOKa3aHHOW MayueHTy, yepes through the user interface and controls,
nonb30BaTENbLCKUI MHTEPMEC N 31eMeHTbI inputting appropriate parameters based on the
ynpaBneHus, BBOAA COOTBETCTBYIOLME napameTpbl surgical requirements. The software in the

C y4yeToM Tpe6OoBaHUl XUPYypPruyeckoii onepauuu. VISUMAX ophthalmic laser system uses this
MporpammHoe o6ecnevyeHne CUCTEMbI planning data to generate patient-specific laser
oTanbinonornyeckoi nasepHoit VISUMAX shot information and laser scanning pattern
ncnonb3yeT 3Tb NaHMpoBaHue ANs reHepaymmn information.

MHGOpPMaL MM O NasepHOM BbICTpesne Ans
KOHKPEeTHOro nayuveHTa v uHpopmMmauum o wabnoHe
Na3epHOro CKaHWpoBaHus.

MauyneHT 3aHMMaeT COOTBETCTBYIOLLEE NOJIOXEHUE, The patient is positioned appropriately, and the
v rnas nayueHTta annjiaHupyeTcs ¢ NOMOLLbO patient eye is applanated using the contact glass
KOHTaKTHOW /IMH3bI C BaKyyMHbIM KO/bLOM U3 from the Treatment Pack. The force applied by a
npouegypHoOro Kkomnnekra. Ycunuve, npunaraemoe swivel arm carrying the treatment objective
NOBOPOTHbIM KPOHLTEAHOM, Ha KOTOPOM housed inside the laser arm achieves proper
yCTaHOBJ/IeH pabounii 06 bEKTUB, PACMONOXEHHbIN applanation of the patient's eye.

BHYTPU N1a3epHOro maHunynatopa, o6ecneyvsaet
NpaBuU/IbHYI0 anniaHauuio rnasa naymeHTa.

Mocne Hagnexauwei acnMpauumn 1 annnaHauum After proper suction and applanation of the
nccnefyemoro rnasa cnegyet fiedeHue. subject eye has been achieved, treatment is
NasepHble UMNY/bLCbl, TEHEePUPYEMbIe Na3epHbIM initiated.

MOZY/EM, HanpaBAsTCS Yepe3 ONTUYECKYH Laser pulses generated by the laser module, are
cucTeMy B 1asepHblii MaHWUMYATOP W U3NydatoTcs guided through the optical system in the Laser
13 anepTypbl flazepa B KOHTAKTHYIO JINH3Y C Arm and emitted from the laser aperture into
BaKyYMHbIM KO/IbLLOM COMPSXXEHHOTO C HUM the contact glass of the connected Treatment
npoueaypHoro komnsekra. Takum o6pasom, Pack, That way the laser beam is focused into an
nasepHblli Nyy DOKyCUpyeTcst B HYXHOM yacTu rnasa  area of the connected patient”s eye where a
nauueHTa, rae 6yaeT BbINOSIHEHA npoueaypa B treatment according to the intended purpose of
COOTBETCTBMU C HA3HAYEHUEM Jla3epHOI the ophthalmic laser system will be executed.

odean bMO/IOTNYECKOI CUCTEMBI.
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BakyymHasi cucTeMa 1a3epHOl KOHCOMN co3aaet The Laser Console vacuum system provides a

[aBfieHne acnupauun yepes COeANHUTENTbHYIO suction pressure through the connecting tube
TPy6Ky M BaKyyMHOE KOJIbLLO Ha POroBuLy nauueHTta and suction ring onto the patient's cornea and

n obecneymBaeT conpsaxXeHWe rnasa c npoueayp- affixes the eye to the Treatment Pack.

HbIM KOMTMJ/IEKTOM.

OAVH NnasepHblii UMNYNbC, CO3/aHHbIA 1 A single laser pulse produced and directed by
HanpaB/ieHHbI NnasepHoli odTasibMOsIOrnyeckoi the ophthalmic laser system is tightly focused by
CUCTeMOW, NAOTHO hoKycupyeTcs pabounm the Treatment Objective through the Treatment
06BbEKTUBOM Yepe3 npoueaypHbli KOMMN/IEKT B Pack Into the corneal tissue at a particular

TKaHW poroBulbl B ONPeAE/IEHHOM MOIOXEHUN U Ha position and depth.

onpefenieHHoN rny6uHe. The Treatment Pack is designed to adhere to the
MpoueaypHbIi NakeT npegHasHayeH A5 NJIOTHOTO corneal surface and to connect the cornea to the
npusieraHns K NoBepPXHOCTU POroBULibl 1 laser aperture. A vacuum system applies suction
coeiIMHEHUSA POroBULbl C /la3epHOI anepTypoil. pressure to the contact glass and cornea, so that
BakyymHaa cucTema oKasblBaeT faB/ieHune the contact glass adheres to the Treatment
acnvpaunmmn Ha KOHTakKTHYO JINH3Y U POroBuuy Objective lens aperture, and the cornea adheres
TakMm 06pasoM, 4TO KOHTAKTHas JInH3a npuavnaeT (separately) to the contact glass. The contact

K OTBEpCTUIO 06bekTMBa, a porosuua npuavnaet glass applanates the cornea to conform to the
(oTAEeNbHO) K KOHTAKTHOW /IMH3e. KOHTaKTHas InH3a curved surface of the contact glass and creates a
annnaHvpyeT poroBuuy A7 COOTBETCTBUSA reference surface for the depth control, while
N30THYTOi NMOBEPXHOCTU KOHTAKTHOW’ SINH3bI 1 the suction ring on the contact glass holder fixes
co3jaeT ONOPHYH NMOBEPXHOCTb AJ1 KOHTPONSA the eye with respect to the contact glass and the
rny6buHbl, a BaKyyMHOE KO/bLO Ha NMOBEPXHOCTU Treatment Objective lens.

KPen/ieHUs KOHTAaKTHOW NUH3bl (DUKCUPYET rnas
OTHOCUTE/IbHO KOHTAKTHOW NINH3bI npouyegypHoro
KOMM/eKTa U NNH3blI paboyero o6beKTMBA.

9. WHdopmayna 0 cTepuansaLlyn MefULNHCKOrO U3fenus, nopsjke AedcTsnii

npu HapyLlleHumn cTepunbHon ynakosku / Medical device sterilization
informafion, the procedure in'case of package appears damaged

MeanunHckoe nsaenve NOCTaBNAETCA CTEPUSIbHbIM, The medical device is supplied sterile, the

MeTo/ cTepunmsaummn - ctepuansaynsa c sterilization method is sterilization using
Mcnonb3oBaHWEM 3TUNEeHOKCMAaA. ethylene oxide.

Mpy noBpexXxAeHUN CTEPUBHONI yNakoBKu, nsgenune If the sterile packaging is damaged, the products
Heo6xo0AMMO yTUAN3NPOBaTb COr/lIacCHO paspgeny must be disposed of in accordance with the
«MopAfoK ocylecTB/IeHUA yTuansauymm n section «Disposal».

YHUUTOXEHUS MEAULMHCKOTO U3LENUsi».

10. TexHunuyeckoe obcnyxuBaHue n peMoHT / Maintenance and repair

N3penne oqHOpPa3oBOro NpMMeHeHns, He TpebyeTt The product is disposable, maintenance-free and
TEXHUYECKOTO 06CNYXMBAHUA N HE NOANEXUT non-repairabie. In case of damage, it must be
PeMOHTY. B cniydae nopuu, nsgenve noanexurt disposed of in accordance with the legal
yTunnsaunm B COOTBETCTBUN € TpeboBaHUAMU requirements in the country of use.

3aKoHogaTenbCTBa B CTpaHe NpUMEeHeHnA.
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11. OCHOBHble TEXHMYECKME U C|SYHKLMOHAMbHbIE XapakTepucTuku / Main
technical and functional characteristics

Tabnuua 1 - OcHOBHbIE TeXHMYecKue xapakTepucTukn / Table 1- Main technical specifications

HaunmeHoBaHue Ha
pycckom s3bike /
Name in Russian

Komnnekrt
npoueaypHblit gns
crnaembl

o TanbMOsIOrnyecKkoi
nasepHoii VISUMAX,
pasmep S
MpoueaypHbIii nakeT
ANA cucTembl
ohTasIbMONOrNyeckoim
nasepHoi VISUMAX
(nepxartene
KOHTaKTHOW JINH3bI C
BaKyyMHbIM KOJIbLOM,
KOHTaKTHas /InH3a,
KOHHeKTop
BakyyMHblii, (hUNbTp
BO3AYLHbINA, Tpy6Ka
coefMHMUTEe/IbHAsA - B
cbope), pasmep S, ¢
aTukeTKamu ans
ncTopumn 6onesHn
nayuneHTa (2
3TUKETKMN), B yNaKoBKe
no 10 wT, c
VHCTpYyKUWel no
npuMeHeHUuto

HanmeHoBaHue Ha
aHrnuiickom sisbike /
Name in English

Treatment Pack for
VISUMAX ophthalmic laser
system, size S

Treatment Pack for
VISUMAX ophthalmic laser
system (contact glass
holder with suction ring,
contact glass, vacuum
connector, air filter,
connecting tube -
assembled), size S, with
patient labels (2 pcs.), in a
package of 10 pcs. with
instructions for use.
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XapaktepucTuka / specification

O6uwasn macca, r/ Total mass, g

MpoyHOoab Ha paspbiB Mexay
NIVH30W 1 fepxaTenem NnH3bI,
He MeHee, H/ Tensile strength
between contact glass and
contact glass holder, not less
than, N

NMpoyHoab Ha paspbiB Mexay
Tpy6KOUi COEAUNHUTENLHOW 1
KOHHEKTOPOM BakKyyMHbIM, He
meHee, H/ Tensile strength
between connecting tube and
vacuum connector, not less
than, N

[laBneHne Bakyyma, He MeHee,
kMa / Vacuum pressure, at
least, kPa

Tpy6bka coeguHuTenbHasa, *
AnvHa, mm = MM / Connecting
tube, Length, mm = mm

Tpyb6ka coeAnHUTeNbHAas,
AnameTp, MM = MM /
Connecting tube, diameter, mm

£ mm

[lepxaTenb KOHTaKTHOM
NNH3bI, AnameTp OoTBepCcTUs
ANA NUH3bI, MM * MM / Contact
glass holder, contact glass hole
diameter, mm * mm

[epxaTenb KOHTAKTHO
NWH3bI, yron packpbitua (D) /
Contact glass holder, opening
angle (D)

®UNbTP BO3AYLWHbIA, TOHKOAb
cunbTpaymn, mkm / Air filter,
filtration fineness, pm

KOHHEKTOP BaKyyMHbI, A/INHA,
MM + MM / Vacuum connector,
length, mm £ mm

3HaueHune/
Value

<50

15

10

50

750 + 25

2,7 £0,1

12,1 £0,09

42“+ 0,05%

0,1

11 £ 0,2



KOHHEKTOP BaKyyMHbIli, Makc, 7
AvameTp, MM £ MM /

Vacuum connector, max.

diameter, mm * mm

KOHHEKTOp BaKyyMHbIli, TUN Nyep Nok /
coeguHeHns / Vacuum Luer Lock
connector, connection type

KoHTakTHasa nmH3a ¢ 12,8 £0,2
BaKyyMHbIM KOJIbLLOM,

AvameTp, MM = mm (Al)/

Contact glass holder with

suction ring, diameter, mm *

mm (Al)

KoHTakTHasa nuH3a ¢ 2,1 +0,1
BaKyyMHbIM KOJIbLLOM, BbICOTa

KPOMKW (BEpPLUNHbI) NNH3bI

OTHOCUTE/IbHO KOHTaKTHOW

30HbI lepXaTtessi INH3bl, MM *

MM (B1) / Contact glass holder

with suction ring, lip height

(apex) contact glass to the

contact area contact glass

holder, mm + mm (B1)

KoHTakTHasa nuH3a c 8,6 +0,2
BaKyyMHbIM KOJ/IbLLOM,

BHYTPEHHUI gnameTp

OTBEPCTUA JINH3bI, MM * MU

(C1) / Contact glass holder with

suction ring, inner opening

diameter of the contact glass,

mm = mm (Cl)

Komnnekrt Treatment Pack for O6uwas macca, r/ Total mass, g <50
7 VISUMAX hthalmic |

MPOUSAYPHEIN ANA ) op aimic faser MpOoOYHOCTL Ha pas3pbIiB Mexay 15

cucTemsbl system, size M:

. JINH30M C BaKyyMHbIM KO/1bLOM
opTanbMoN0rM4yeckom

- 1 fepxaTtesieM NINH3bI, He
nasepHoit VISUMAX,

meHee, H/ Tensile strength

pasmep M: between contact glass and
(> MpoueaypHbIil naket Treatment Pack for contact glass holder, not less
NS cucTembl VISUMAX ophthalmic laser than, N
o TaslbMONOrNYecKoi system (contact glass
nasepHoii VISUMAX holder with suction ring, MPOYHOCTL Ha paspbIB MexXAy 10
(aepxatens contact glass, vacuum TPYOKoii coepuHuTeNLHOM 1
KOHTaKTHO JINH3bI C connector, air filter, KOHHEKTOPOM BakyyMHbBIM, HE
BaKyyMHbIM KO/1bLOM, connecting tube - meHee, H/ Tensile strength
KOHTaKTHas fIMH3a, assembled), size M, with between connecting tube and
KOHHEKTOP patient labels (2 pcs.), in a vacuum connector, not less
BakyyMHbIi, PUNbTP package of 10 pcs. with than, N
BO3A4YLWHbIN, Tpy6Ka instructions for use. [laBneHue Bakyyma, He MeHee, 50
coegnHuTeNnbHasa - B kMa / Vacuum pressure, at
c6ope), pasmep M, ¢ least, kPa
10 000000-2411-017-Treatmem-Pack-Add-ru-RU-011223
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9TUKeTKamMun ansa
ncropum 60ne3Hn
naymeHTta (2 atu-
KeTKW), BYynakoBke no
10 WT. C UHCTPYKUMER
no NpUMeHeHut

000000-2411-017-Treatment-Pack-Add-ru-RU-011223
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Tpy6ka coegnHuTeNbHas,
ANvHa, MM £ MM / Connecting
tube. Length, mm £ mm

Tpy6ka coegnHuTenbHas,
AvameTp, MM = MM /
Connecting tube, diameter, mm

+ mm

[lepxaTtenb KOHTAKTHOW
NINH3bI, AnamMeTp OTBEpPCTUSA
ANSA NNH3bI, MM £ MM / Contact
glass holder, contact glass hole

diameter, mm = mm

[lepxaTtenb KOHTaKTHOW
NWNH3bI, yron packpbitus (D) /
Contact glass holder, opening
angle (D)

®UNbTP BO3AYLHbI/A, TOHKOCTb
cunbTpayun, mkm / Air filter,
filtration fineness, pm

KOHHEeKTOp BaKyyMHbIli, AnnHa,
MM * MM / Vacuum connector,
length, mm £ mm

KOHHEeKTOp BaKyyMHbIii, Makc,
AvameTp, MM = MM /

Vacuum connector, max.
diameter, mm * mm n

KOHHeKTOp BaKyyMHbIli, TUM
coeaunHeHus / Vacuum
connector, connection type

KoHTakTHas nnH3a ¢
BaKyyMHbIM KOJ1bL,OM,
AvameTp, MM + MM (A2)/
Contact glass holder with
suaion ring, diameter, mm *
mm (A2)

KOoHTakTHas nnH3a ¢
BaKyyMHbIM KOJ/1bLOM, BbICOTa
KPOMKW (BEPLUMHbBI) NNH3bI
OTHOCUTE/IbHO KOHTaKTHOM
30HbI flepxaTens IMH3bl, MM +
MM (B2) / Contact glass holder
with suction ring, lip height
(apex) contact glass to the
contact area contact glass
holder, mm + mm (B2)

750 = 25

2,7+0,1

13,1 +£0,09

42,6° = 0,05°

0,1

11 + 0,2

fy *70+0,09
I»10-0.05

Nyep Nok /
Luer Lock

13,8 £0,2



Komnnekr
npoueaypHblii ans
cucTemsl

o TaIbMOIOrn4ecKoin
nasepHolii VISUMAX,
pasmep L
MpoueaypHbIi nakeT
AN cucTeMbl
ohTanbMoniornyeckoi
nasepHoit VISUMAX
(pepxatenb
KOHTAKTHOW JINH3bI C
BaKyyMHbIM KOJIbL,OM,
KOHTaKTHas NnH3a,
KOHHEKTop
BakyyMHbI, hunbTp
BO3AYLIHbINA, Tpy6Ka
coefMHUTeNbHasA - B
cbope), pasmep L, c
aTuKeTKamu Ans
ncropun 6onesHu
nauveHTa (2
3TUKETKN), B yrnakoBke
no 10 wrt. ¢
VHCTpyKUMei no
npuMeHeHuto

12

Treatment Pack for

VISUMAX ophthalmic laser

system, size L;

Treatment Pack for

VISUMAX ophthalmic laser

system (contact glass
holder with suaion ring,
contact glass, vacuum
connector, air filter,
connecting tube -
assembled), size L, with

patient labels (2 pcs.), ina

package of 10 pcs. with
instructions for use.
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KoHTakTHasa finH3a ¢
BaKyyMHbIM KOJ/1bLOM,
BHYTpeHHUI AnameTp
OTBEPCTUA /INH3bI, MM * MM
(C2) / Contact glass holder with
suction ring, inner opening
diameter of the contact glass,
mm £mm (C2)

O6uwas macca, r/ Total mass, g

MpoYHOCTb Ha paspbiB Mexay
JINH30/ € BaKyyMHbIM KOJ/1bLLOM
1 aepxaTtenem NINH3bI, He
meHee, H/ Tensile strength
between contact glass and
contact glass holder, not less
than, N

MpoYHOCTb Ha paspbiB Mexay
Tpy6KOli coefMHUTENBHOW 1N
KOHHEKTOPOM BakKyyMHbIM, He
meHee, H/ Tensile strength
between connecting tube and
vacuum connector, not less
than, N

[laBneHve Bakyyma, He MeHee,
kMal! Vacuum pressure, at
least, kPa

Tpyb6ka coeguHuUTeNbHas,
AnvHa, MM £ MM / Connecting
tube, Length, mm + mm

Tpy6ka coeguHuTeNnbHas,
AvameTp, MM + MM /
Connecting tube, diameter, mm
+* mm

[epxaTenb KOHTaKTHO
NINH3bI, AVaMeTp OTBepCTUs
ANA NUH3bLI, MM £ MM / Contact
glass holder, contact glass hole
diameter, mm = mm

[lepxatenb KOHTaKTHOW
NNH3bI, Yron packpbitusa (D) /
Contact glass holder, opening
angle (0)

®UNbTP BO3JYLWHbIN, TOHKOCTb
cunbTpaymn, mkm / Air filter,
filtration fineness, pm

KOHHEKTOpP BaKyyMHbIi, AsnHa,
MM = MM / Vacuum connector,
length, mm = mm

000000-2411-017-Treatment-Pack-Adcl-ru-RU-011223

9,6 + 0,2

15

10

50

750 + 25

2,7+ 0,1

13,9 + 0,09

42,8 + 0,09

11+0,2
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KOHHEKTOp BakyyMHbIii, Makc,
P 44 /,lo_0,05

AvnameTp, MM = MM / Vacuum
connector, max, diameter, mm
+ mm

Nyep Mok /
Luer Lock

KOHHEKTOP BaKyyMHbIW, TUn
coegunHeHus / Vacuum
connector, connection type

KOHTaKkTHas nnH3a ¢ 14,6 £0,2
BaKyyMHbIM KOJIbLLOM,

AvnameTp, Mmm = mm (A3)/

Contact glass holder with

suction ring, diameter, mm *

mm (A3)

KoHTakTHas nuHs3a ¢ 2,3 0,1
BaKyyMHbIM KOJIbLLOM, BbIiCOTa

KPOMKW (BEPLWUHbI) NUH3bI

OTHOCUTENIbHO KOHTaKTHOW

30HbI flepxXaTtens NH3bl, MM *

MM (B3) / Contact glass holder

with suction ring, iip height

(apex) contact glass to the

contact area contact glass

holder, mm + mm (B3)

KoHTakTHas nuHsa c 10,4+ 0,2
BaKyyMHbIM KO/bLOM,

BHYTPEHHWI AnameTp n

OTBEPCTUA /INH3bI, MM * MM

(C3) / Contact glass holder with

suction ring, inner opening

diameter of the contact glass,

mm £ mm (C3)

Komnnekr
npoueaypHbiii Ans
cucTemsl

o TasbMOIOrNYeCcKoi
nasepHoit VISUMAX,
TMn KP:

MpoueaypHbIi nakeT
ANA cUCTEMBI
oTaNbMOJIOTUYECKOA
nasepHoii VISUMAX
(nepxatens
KOHTAKTHOW NNH3bI,
KOHTaKTHas /MH3a,
KOHHEKTOop
BakyyMHbI, punbTp
BO34YLWHbIN, TPy6Ka
coeAuHWUTENbHAs - B
cbope), Tun KP, ¢
3TUKeTKaMu Ans

Treatment Pack for
VISUMAX ophthalmic laser
system, type KP:
Treatment Pack for
VISUMAX ophthalmic laser
system (contaa glass
holder, contact glass,
vacuum connector, air
filter, connecting tube -
assembled), type KP, with
patient labels (2 pcs.), in a
package of 10 pcs. with
instructions for use.

000000-2411-017-Treatment-Pack-Add-ru-RU-011223
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obuwan macca, r/ Total mass, g

MpPOYHOCTL Ha paspbiB Mexay
JINH30# C BaKyyMHbIM KOMbLOM

n gepxaTtesieM /INH3bI, He
meHee, H / Tensile strength
between contact glass and

contact glass holder, not less

than, N

MpOYHOCTL Ha paspbiB MEXAY

TPYyGKOW COeANHUTENBHON ©

KOHHEKTOPOM BakKyyMHbIM, He

meHee, H / Tensile strength

between connecting tube and

vacuum connector, not less
than, N

[laBneHue Bakyyma, He MeHee,

kMa / Vacuum pressure, at
least, kPa

<50

15

10

50



nctopun 6onesHun
nauueHTa (2
3TUKETKU), B ynakoBke
no 10 wr. ¢
VHCTpYKUMEN no
npuUMeHeHuo

Tpy6ka coeanHuTenbHas, 750 £25
ANvHa, MM = MM / Connecting

tube, Length, mm + mm

Tpy6ka coeagnHuTenbHas,
AnameTp, MM = MM /
Connecting tube, diameter, mm
+ mm

®UNbTP BO3AYLIHbIN, TOHKOCTb
cunbTpaymn, mkm / Air filter,
filtration fineness, pm

0,1

KOHHEKTOP BakKyyMHbIii, A/IMHA,
MM + MM / Vacuum connector,
length, mm + mm

11 + 0,2

KOHHEKTOp BaKyyMHbIii, MaKc, 7 7q9+0,09
avameTp, MM + MM / Vacuum
connector, max. diameter, mm

£ mm

KOHHEKTOP BaKyyMHbI, TUN Nyep Nok /

coepuHeHns/ Vacuum Luer Lock

connector, connection type

KoHTakTHasi nuH3a, gnameTp,
MM * MM (A4) / Contact glass,
diameter, mm + mm (A4)

13,1 +0,2

KoHTakTHasa nnH3a ¢ 10,4 +0,2
BaKyyMHbIM KOJIbLLOM, a

BHYTPEHHUIT AnameTp, MM *

MM (C4) / Contact glass, inner

opening diameter, mm = mm

(C4)

12. OnucaHue NPUHaANEXHOCTeN, MeAUUNHCKUX U3AENUIA UNKN N3aennii, He
ABNALWMNXCA MEAULUHCKUMU, HO NPeAYCMOTPEHHbIX AN8 NCNOMb30BaHUS B
KOMOGMHaLMW C 3afBNEHHbIM Me/WLUMHCKUM n3gennem / Key accessories,
medical devices or non-medical devices, to be used in combination with
medical device submitted for registration

MpoueaypHbI KOMMAEKT MOXHO UCMNOMb30BaTb
TO/IbKO MO Ha3HayeHWto BMecTe ¢ cnaemoii
ohTanbMoniornyeckoii nasepHoii VISUMAX
(Cuctema ohtanbmonornyeckas nasepHas VisuMax
C npuHagnexHoctamu, Cuctema
odTanbmoniornyeckasa nasepHasa VISUMAX mogenb
600; Cuctema odTanbmosiornyeckas nasepHas
VISUMAX mogenb 800).

Cunaema odrtanbmonornyeckas nasepHas VisuMax
C NpYHaANexXHOCTAMU yxe 3aperncTpupoBaHa B
Poccuiickoii ®egepauunmn (PC3 2008/03531).

YKazaHHOe MeAuLMHCKOe nigenue npegnonaraetcs
ANs perucTpauum B Poccuiickoii ®epepaymn.

14
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The Treatment Pack can only be used as
intended together with a VISUMAX ophthalmic
laser system (VisuMax ophthalmic laser system
with accessories, VISUMAX ophthalmic laser
system model 600; VISUMAX ophthalmic laser
system VISUMAX model 800).

The VisuMax ophthaimic laser system with
accessories is already approved in the Russian
Federation (®C3 2008/03531). The medical
device VISUM/\X ophthalmic laser system model
600 and model 800 is intended for registration
in the Russian Federation.

000000-2411-017-Treatment-Pack-Add-ru-RU4111223



13. CsefileHus 0 NeKapCTBEHHbIX CPeACTBAX BXOAALLUX B COCTAB MEAULIMHCKOrO
n3genua / Information about tne medicines included in the medical device

HenpumeHuMo. MegnumHckoe nsgenve He Not applicable. The medical device does not
COAEpPXUT B CBOEM COCTaBe JIeKapCTBEHHbIX contain any medicinal products.
cpeacTB.

14. CefeHus o maTepuanax X1BOTHOr0/4e0BE4ECKOr0 NPOMCXOXEHNS /
Information about materials of animal/human origin

HenpumeHumo. [laHHOE MeAMLUHCKOe usgenve He Not applicable. This medical device does not
coAepXUT maTepuasibl XUBOTHOTO n (Mnn) contain materials of animal and / or human
4esI0BEeYEeCKOro NPOUNCXOXAEHUS. origin,

15. YcnoBua akcnayatauum megmuymnHckoro nsgenus / Operating conditions of
the medical device

Tabnuua 2 - YcnoBumsa akcniyataumy MeLuLyMHCKOro n3genus [ Table 2- Operating conditions
of the medical device

XapakTepuctunka 3HaueHune Characteristic Value
Temnepatypa, "C OT +18 go +25 Temperature, °C From +18 to
+25
OTHOCUTenbHasn OT1 30 go 70 Relative humidity, % From 30 to
B/1AXHOCTb, % 70

16. Ycnosus TpaHCMOPTUPOBKM W XpaHeHUs IV_IEL\VILI,VIHCKOFO nsgenus / Storage
and transportation conditions of the medical device

Tabnuua 3 - Ycnosus xpaHeHus MeguumHckoro naaenus / Table 3 - Storage conditions of the
medical device

XapakTepuanka 3HaueHune Characteristic Value
Temnepatypa, “C OT +10 go +30 Temperature, "C From+10 to
+30
OTHOCUTeNbHas OT 30 go 70 Relative humidity, % From 30 to
B/IAXHOCTb, %0 70

Tabnuua 4 - YcnoBums TpaHCMOPTMPOBKY MeaULMHCKOro n3genus / Table 4 - Transportation
conditions of the medical device

XapakTepuctuka 3HauveHune Characteristic Value
Temnepatypa, °C OT -33 go +55 Temperature, °C From -33 to
+55
OTHOCUTENbHasA OT 10 pgo 95 Relative humidity, % From 10 to
BNaXHOCTb, % 95

17. CoctaB ynakoBkyu / Package contents

KomnnekT npoueaypHblii ans cuctembl Treatment Pack for VISUMAX ophthalmic
ohTanbmonornyeckoin nasepHoin VISUWAX laser system, size S, Mor L

pasmep S, Munm L

M3penve noctaBnseTcsA B TPAHCNOPTHbIX yNakoBKax. The product is supplied in transport packages.
Kaxpas TpaHcnopTHas ynakoBka cogepxuTt 10 Each transport package contains 10 packs of
KOMM/IEKTOB MpouefypHbIX B UHANBUAYANbHbIX Treatment Pack in individual packages inthe
ynakoBkax B BbIGpaHHOM pa3mepe, a Takxe selected size, as well as instructions for use,
VHCTPYKLUMIO NO NPUMEHEHUIO, KOTopasi which is labelled on the top of the transport

000000-2411-017-Treatment-Pack*Add-ru*RU-011223
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3aKpennsieTcs Ha BEpPXHel 4acTu TpaHCMOPTHOW
ynaKoBKU.

JinueH3nn Ha npoueaypbl akTuBauumn PyHKLmni
SMILE, SMILE pro, CIRCLE, FLAP unn ICR
nocTaB/ISAOTCA B 3/IEKTPOHHOM U/MNN GyMaxHOM
Buje.

KomnnekT npou,e,qyprlVl aonsa CUCTEMbI
ohTanbMonormyeckoi nasepHoin VISUMAX,
™n KP

KoMnnekT npoueaypHblii ANs cUCTeMblI
opTanbMonornyeckoii naszepHoit VISUMAX, tuna
KP noctaBnstoTcs B Bue ABYX TPAHCMOPTHbIX
ynakoBOK, OfjHa 13 KOTOPbIX COAepXUT 10
KOMMJIEKTOB npoueaypHbix Tuna KP, a gpyras -
KomnaekT npoueaypHblii ANsi cUCTEMBI
ohTanbMosiornyeckoii nasepHoii VISUMAX,
pasmepa S, M nnu L B3aBUCMMOCTU OT BblGPaHHOIA
KOMMIeKTaynm.

WHCTPYKUUA 3akpenaseTcs Ha BepxHel yactu
TPaHCMOPTHOW YyNaKoBKU.

NinueHsuna Ha npoueaypy akTusauumn yHkumm KP
nocTaB/isieTCA B 3/IEKTPOHHOM W/UM GyMaxHOM
Buae.

18. Cpok rogHocTtu / Shelf life

CpoOK rogHOCTN MeAULMHCKOro nsgenus (Cpok
COXpaHeHusa cTepunbHOCTU) - 3 roga.

package.

Treatment Licenses SMILE, SMILE pro, CIRCLE,
FLAP or ICR are supplied in electronic and/or
paper form.

Treatment Pack for VISUMAX ophthalmic
laser system, type KP

Treatment Pack for VISUMAX ophthalmic laser
system, type KP is supplied in two transport
packages, one of which contains 10 treatment
packs type KP, and the other one contains
Treatment Pack for VISUM/\X ophthalmic laser
system, size S, M or L, depending on the chosen
configuration.

The instruction is placed on the transport
package with KP type Treatment Packs.
Treatment License KP supplied in electronic
and/or paper form.

Shelf life of medical device (sterility preservation
period) is 3 years.

19. MopsA0K OCYLLECTBAEHNUS YTUAN3ALUN N YHUUTOXKEHWUS MEANLUHCKOrO

nsgenns / Disposal

Mpy NoBpPexXAeHNn LenoCTHOCTU CTEPU/ILHONM
ynakoBKW, a TakXxe Npu UCTEYEHUW CPOKa roAHOCTN
n3genune yTuamanpyeTcs B COOTBETABUMN C
npasuaamMmu o6paweHns ¢ MeguLMHCKUMMN
anuagemuonornyeckn 6esonacHbiMyu oTXogamu,
NpUGANXEHHbIE MO COCTaBy K TBEPAbLIM GbITOBLIM
oTxofam.

M3penvie, MeBLIEE KOHTAKT C OPraHu3MoMm
naymeHTa, yTUAn3vpyeTcsi B COOTBETCTBUU C
npaBunamu o6paweHns ¢ MeguLMHCKUMUN
3MNUAEMMNOIOTMYECKU ONACHBIMU OTXO4aMU.

The original packing material can be sent in for
recycling via a recognized collection system. If
sterile packaging is damaged, as well as when
the shelf life expires, the product is disposed as
ordinary domestic waste.

The product that has had contact with the
patient's body is disposed of in accordance with
the rules for handling medical waste.

Observe local waste disposal regulations.

20. MepeyveHb HALMOHANbHbLIX N MEX/YHAPOAHbIX HOPMaTUBHbIX
[LOKYMEHTOB/CTaHfapToB, KOTOPbIM COOTBETCTBYET MeAULMHCKOe n3aenuve /
List of international regulatory documents/stanaards which the medical

device complies with

Tabnuua 5 - MepeyeHb HALMOHAbHBIX U MEXAYHaPOAHbIX HOPMaTUBHBbIX
[IOKYMEeHTOB/CTaHAapTOB, KOTOPbIM COOTBETCTBYET MeANLUHCKOe n3genue / Table 5 - List of
international regulatory documents/standards which the medical device complies with

MpumeHneMblii OnucaHue / Description
aaHpgapT / Applied
Standard

16
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ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

10993-1

10993-5

10993-7

10993-10

10993-17

10993-18

14698-1

14698-2

14644-1

14644-2

14644-3

14644-4:

OueHka 6uosIornyeckoro aencTems
MeAULVHCKUX U3genuin - Yactb 1;
OueHka 1 uccnefoBaHns B pamMmKax
npouecca ynpas/ieHus puckammu

OueHka 61M010rMYecKoro geiicTeus
MeAULNHCKUX nsgenuii. Yactb 5;
WccnenoBaHUst Ha LMTOTOKCMYHOCTDL in
vitro

OueHka 6Monornuyeckoro gelicTeus
MeAULVHCKUX n3gennii - Yactb 7;
OcTaTo4yHOoe cogepxaHue
3TU/IEHOKCUAa nocne cTepunmsaymm

OueHka 61M010rMYeckoro geiicTeus
MeAULMHCKUX n3gennii - Yactb 10;
ccnepoBaHus pasgpaxatoLero u
CeHCUGUIN3MpPYIOLLero geiicTBus

OueHka 6M0NornMYeckoro gelicTeus
MeAULUHCKUX n3genuii - Yactb 17:
YcTaHOB/IeHWE MOPOroBbIX 3HAYEHWUA
ANA BbIMblBaeMbIX BellecTB

OueHka 61M010rMYecKoro geiicTeus
MeAULMHCKUX n3gennii - Yactb 18;
WccnepoBaHve XMMUYECKUX CBONCTB
mMatepuanos

YucTble NOMELLEHUS U CBA3aHHbIe C
HUMUN KOHTpO/IMpyeMble cpefbl -
KoHTponb 6uosarpasHeHnii - Yactb 1;
O6Lure NPpUHUUNLI U MeTo/bl

YucTtble noMeuweHna n ces3daHHble C
HUMU KOHTpONIMpyemMble cpefbl -
KoHTponb 6uosarpasHeHnii - Yactb 2:
AHanu3 flaHHblx 0 6Mo3arpsi3HeHnAxX

YucTble NOMeLeHNs 1 CBA3aHHble C
HUMUN KOHTpO/MpyeMmble cpeAbl -
YacTb 1; Knaccudmkaymsa 4mctoTbl
BO3/yXa Mo KOHLEHTpaLuu 4acTtuy,

YucTble NoOMelleHNs U CBA3aHHble C
HUMUW KOHTPONIMpYyeMble cpeabl -
YacTb 2; TeKywWwnii KOHTPONb ANnsa
noATBEPXAeHUA NOCTOSIHHOTO
COOTBETCTBUS YNCTOTbI BO3Ayxa Mo
KOHLeHTpaLmm yactuy,

YucTble NoOMelleHUs U cBA3aHHble C
HUMW KOHTpO/IMpyeMble cpeabl -
YacTtb 3: MeToabl UCMbITaHWU

YucTble NOMeleHNs U CBsi3aHHble C
HUMW KOHTpOJIMpyeMble cpeabl -
YacTtb 4: lNMpoekTupoBaHue,

000000-2411-017-Treatment-Pack-Add-ru-RU-011223
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Biological evaluation of medical
devices - Part 1; Evaluation and testing
within a risk management process

Biological evaluation of medical
devices - Part 5; Tests for in vitro
cytotoxicity

Biological evaluation of medical
devices - Part 7: Ethylene oxide
steriiization residuals

Biological evaluation of medical
devices - Part 10: Tests for irritation
and skin sensitization

Biological evaluation of medical
devices - Part 17: Establishment of
allowable limits for leachable
substances

Biological evaluation of medical
devices - Part 18; Chemical
characterization of materials

Cleanrooms andAssociated Controlled
Environments - Biocontamination
Control - Part 1: General Principles and
Methods

Cleanrooms and Associated Controlled
Environments - Biocontamination
Control - Part 2: Evaluation and
Interpretation of Biocontamination
Data

Cleanrooms and associated controlled
environments - Part 1: Classification of
air cleanliness by particle concentration

Cleanrooms and associated controlled
environments - Part 2: Monitoring to
provide evidence of cleanroom
performance related to air cleanliness
by particle concentration

Cleanrooms and associated controlled
environments - Part 3: Test methods

Cleanrooms and associated controlled
environments - Part 4: Design,
construction and start-up
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ISO 14644-5

ISO 14971

IEC 62366

IEC 62366-1

ISO 13485

EN 1041:2008

ISO 15223-1

ISO 11607

1ISO 11607-1

ISO 11607-2

ISO 14161

CTPOUTENLCTBO U BBOA B
aKkcnayaraymto

Yuctble nomew,eHnsa n cBA3aHHbIe C
HUMU KOHTpOJIPpYeMble cpeabl -
YacTb 5: 9kcnnyatauuns

N3penna meguuMHCKMe -
MpuMeHeHVe MeHeAXMEHTA puUcka K
MeANLMHCKUM U34enusim

N3penua meguuymnHckue -
MpoekTrpoBaHue MeANLUHCKNX
n3genuii ¢ yueTom akcnayataunoHHoN
npurogHocTH

N3penna meguymnHckue - Yactb 1:
MpoekTupoBaHne MeANLNHCKNX
n3genuii ¢ y4eTom aKcnayaTalMOHHOM’
npurogHocTu

N3penua megnunHckue - Cuctemsl
MeHeXMeHTa KayecTsa -
Tpe6oBaHus gns uenei
perynvpoBaHus

WHopmauns, npegoctaBnsiemMas
npou3BoANTENEM MeANLUHCKUX
nspenuvii

N3penua megnumHckme - CUMBONbI,
npuMeHsieMble NP MapKMpoBaHUK
MeAULMHCKNUX U3gennii, Ha aTukeTkax
1 B CONPOBOANTE/NIbHOW
AoKyMeHTauum - Yactb 1: OCHOBHbIe
TpeboBaHusa

YnakoBKa AN MeAULUHCKUX N3AEeNNiA,
nognexawmx UHNLWHOMN
cTepunmsaymm.

YnakoBka /151 MeAULNHCKUX U3aennid,
nognexawmx UHULWHOMK
cTepununsaumm - Yactb 1;TpeboBaHus
K MaTepuanam, 6apbepHbIM cuctemam
AN CTepunmsanmm 1 ynakoBoYHbIM
cuctemam

YnakoBKa A/ MeAULMHCKUX U3gennii,
nogsexawmx UHULLIHOWN
cTepunmsauunmn - Yactb 2 : TpeboBaHus
K Basmjauumm npoLeccos
(hopmMupoBaHusi, repMeTnsanmm un
cbopku

CTepunusauns MeauuuHCKon
npoaykuuu - Buonoruyeckue
MHAVKaTopbl - PyKoBOACTBO NO
BbIGOPY, NCMNONB30BAHUIO U
MHTepnpeTauun pesynbLTaTos.

Cleanrooms and associated controlled
environments - Part 5; Operations

Medical devices - Application of risk
management to medical devices

Medical devices - Application of
usability engineering to medical
devices

Medical devices - Part 1: Application of
usability engineering to medical
devices

Medical devices — Quality
management systems — Requirements
for regulatory purposes

Information supplied by the
manufacturer of medical devices

Medical devices - Symbols to be used
with medical device labels labelling
and information fJ) be supplied - Part
1: General requirements

Packaging for terminally sterilized
medical devices

Packaging for terminally sterilized
medical devices - Part 1; Requirements
for materials, sterile barrier systems
and packaging systems

Packaging for terminally sterilized
medical devices - Part 2: Validation
requirements for forming, sealing and
assembly processes

Sterilization of health care products -
Biological indicators - Guidance for the
selection use and interpretation of
results
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11SO 11138-1

ISO 11138-2

1ISO 11135-1

ISO 14937

1ISO 11737-1

1ISO 11737-2

CTepunnusauus rmeguLnHCKoi
npoaykumu - 6uosiornyeckme
nHaukartopsl - Yactb 1; TexHnyeckue
TpeboBaHusa

CTepunusaums MeguLuHCKON
npoaykuun - bunonornyeckue
MHAMKaTopbl - YacTb 2:
Buonornyeckne MHOMKaTopbl A4NnA
cTepnnusaynm OKCMaom aTuneHa

CTepunusauyusi MenLMHCKON
npoaykummn - 3TuneHokcupg - Yactb 1;
TpeboBaHus k pa3paboTke,
BanMAauun n TekylwemMmy KOHTPOso
npouecca ctepunmsagmm
MeANLMHCKUX n3aenni

CTepunusauymsi MenuLMHCKO M
npoaykumun. - O6uwme TpeboBaHMA K
onpeaeneHnto xapakrepuamk
CTEpUIN3YIOLLEro areHTa u K
pa3paboTke, BanMgauMu u Tekylemy
KOHTPOJIIO npolecca aepununsaymnm
MeAULMHCKNX n3aenui

CTepnnmnsauusa MeanunHCKUX nsaenuii
- Mukpo6uonoruyeckne MeToabl -
Yactb 1: OueHka nonynsauum
MWKPOOPraHM3MOB Ha NPoAyKLUn

CTepunusauns MegNLUHCKUX n3aenuii
- Mukpo6uosnormyeckne mMetToabl -
YacTb 2: MicnblTaHUa Ha CTePUIbHOCTb,
nposoAuMbIe Npu Banugauumn
npoueccoB cTepuansaumum

21. MapaHTuitHbIe 06A3aTenbcTBa / Warranty

Sterilization of health care products -
Biological indicators - Part 1: General
requirements

Sterilization of health care products -
Biological indicators - Part 2: Biological
indicators for ethylene oxide
sterilization

Sterilization of health care products -
Ethylene oxide - Part 1: Requirements
for development, validation and
routine control of a sterilization
process for medical devices

Sterilization of health care products -
General requirements for
characterization of a sterilizing agent
and the development, validation and
routine control of a sterilization
process for medical devices

Sterilization of medical devices -
Microbiological methods - Part 1:
Determination of a population of
microorganisms”rn products

Sterilization of medical devices -
Microbiological methods - Part 2: Tests
of sterility performed in the definition
validation and maintenance of a
sterilization process

Mpou3BoAnNTENb CHUMAET C cebs BCAKYIO
OTBETCTBEHHOCTb MO MPETEH3USAM, BO3HUKW UM
BC/IeACTBME HENPABU/ILHOIO WCMNO/b30BaHUS
n34enus, BbI3BaHHOTO Heco6/AeHneM
MHCTPYKLUU NO NPUMEHEHUIO.

22. Peknamauyus / Reclamation

[lna nonyyvyeHns [0ONOMHUTENbHON MHMOpMaLuu,
CBsi3aHHOI C UCNO/Ib30BaHWeM MeAULUHCKOTo
n3genusi, npocb6a cBA3aTbCs C YNO/THOMOYEHHbIM
npeacTaBuTeNIeM NPou3BOAUTENS.

O6LecTBO C OrpaHNYeHHOl OTBETCTBEHHOCTbIO
«Kapn Llelicc»

127006, r. MockBa, BH.Tep.T.

MYHUUUNaNbHbIA OKPYr TBEPCKOWA,

yn fonropykosckas, A.7

+7(495) 933-51-51

office@ru.2eiss.com
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The manufacturer disclaims ail liability for claims
arising from improper use of the product caused
by non-compliance with the Instructions for Use.

For more information related to the use of a
medical device, please contact an authorized
representative of the manufacturer.

Carl Zeiss LLC

127006, Moscow, inside urban area
Tverskoy municipal district,
Dolgorukovskaya street, 7

+7(495) 933-51-51

office@ru.zeiss.com
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23. Pacumdy

m3genva / Explanation of

Cumson /Symbol

LOT
REF

UDI
STERILE EO

MD

e

1

—~
wn
~

- oo QFE

P

0BKa CYIMBO/10B, NPUMEHSIEMBIX 1
syr%bols used in |

3HauveHune

Kog naptun

Homep no katanory

CVMBON YHUKaNbHOTO
naeHTudukaTopa nsgenus

CTepvm Mn30BaHO Npu MCNosib3oBaHUN
3TUNEHOKCnga

CumMBON «MeAuLMHCKOE n3genve»

Ll,aTa n3roToBneHuA

Vcnonb3oBaTtb 40...

He ncnonb3oBaTtb NMOBTOPHO

He noanexuT NnoBTOpPHOM
cTepunusaumnm

He ncnonb3oBaTb, €C/M yNakoBKa
noepexgeHa

CM. UHCTPYKLMIO MO MPUMEHEHUIO

O6paTuTecb K MHCTPYKLUM MO
npUMeHeHuto

TemnepaTypHblil AnanasoH XpaHeHus

[ivanasoH OTHOCUTENbHOW BNAXHOCTN
npu XpaHeHumn

[uana3oH aTMOC(EPHOro AaB/eHus
npu xpaHeHum

Xpynkoe, o6pawarbCsi OCTOPOXHO
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1 MAPKMPOBKE MEANLIIHCKOrO
ellin thg medical elil'/lce

Meaning

Batch code

Catalogue number

Unique Device Identifier symbol
Sterilized using ethylene oxide

«Medical Device» symbol

Date of manufacture

Use by date

Do not reuse
Do not re-sterilizK

Do not use if package is damaged

See Instructions For Use

Refer to Instructions For Use
Storage temperature range

Storage Relative Humidity Range
Atmospheric storage pressure range

Fragile, handle with care



["only

H
a

O
O

He gonyckaTb BO3aeiicTBus

CO/THEeYHOoro ceeta

Bepeub oT Bna™

dPenepasibHOEe 3aKOHOAATENBCTBO
CLUA orpaHuMymBaeT npogaxy 3Toro
yCTpOWCTBa, NO3BOMSAS NpojaBaTb ero
TO/IbKO Bpayam Wau no 3akasy Bpava.

N3roTtoButens

CooTBeTCTBME NpoayKTa TpeboBaHUAM
no 6e30nacHoCTn Ans noTpeébuTeneit,
MeAUKO-CaHUTapHbIM TpeGoBaHUSM ©
Tpe6oBaHMAM No 6e30nNacHOCTU ANs
oKpyXatouei cpeabl EBponeiickoro
Cotosa.

CUMBO/ «OA4MHOUYHbIV CTEpPUbHbIN
6apbep»

CUMBO/ «OA4VHOYHbIN CTEPU/IbHbIN
6apbep C BHeELWHelW 3alnTHON
ynakoBKoli»

Keep away from sunlight

Keep dry

Federal (USA) law restricts this device
to sale by or on the order of a
physician.

Manufacturer

Product compliance with consumer
safety, health and environmental
requirements of the European Union,

«Single sterile barrier» symbol

«Single sterile barrier with protective
packaging outside» symbol
A

24. [aTa BblNycKa unu nepecmoTpa MHCTPyKumumn / Date of issue or revision of

01,12.2023

instructions
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{MepeBoA C aHFNMIACKOTO U HEMELKOTO S3bIKOB Ha PYCCKUIi A3bIK"

{MepeBof cBMAeTENbCT BA HOTapuyca U Hagnuce Ha LOKYMEHT e « IHCT PYKLUMA MO NPUMEHEHUIO
Ha MeauuuHckoe wusgenne: ,,KoMnnekT npoueaypHbId AN CUCTEMbl O TanbMONOrNYECKOIA
nasepHoin VISUMAX B BapMaHTax MCNONHEHUA “», NpeAcTaBNeHHOM Ha PYCCKOM W aHTNUACKOM

A3blKax.}
3aBepeHHasa Konus
CBnpaeTtenbCTBO HOTapuyca
OKkKapTa Maaca

r. Mena

HacTosLmm 1 yf0CTOBEPSHO, UTO NPUBEAEHHAs faniee KONUs SBSETCA BEPHO KONWen opurnHana
LOKYMEHTa, NPeACTaBNEHHOrO MHe.

r. Mena, 05 gekabps 2023 r.
Inodnuchbl
Maac
HoTtapuyc
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\Ha 6naHke kKomnaHuu «Lleiice»]

Vvia [vero 3nmape Nvia [O-p Knayausa XpuctHep-AnbopexT
CrapLumin MeHekep o
JomkHocTb HOPMaTVBHO-MPaBOBOr0 JomKHOCTb CTapLUIAN MEHEIKED HOPMATMBHO-
NpaBoBOro PerynmpoBaHns
perynnpoBaHus
Mognuck Ko. 'mognucs! MNognuce Ko. 'mognucs!
Hata 04 nekabps 2023 T. [Oata 04 pekabps 2023 T.

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



Mepesena dpaHuesa EneHareHHagbeBHA

Poccuiickan degepaums
BocbMoro aekabps aBe ThicauM ABafuaTb TPETLEMO roga

A, Koponb Bwuktopusi AsekceeBHa, HoTapuyc ropoga MOCKBbI, CBUAETE/NbCTBYHO
NOL/IMHHOCTb MOAMMUCK NepeBoayrka ®paHLeBo EneHbl M'eHHaAbEBHbI.

Mognuck caenaHa B MOeM NPUCYTCTBUW.

JInyHoCTL NoAnNuMcaBLLero AOKYMEHT YCTaHOB/EHA.

3aperunctpuposaHo B peecTpe: Ne08/82-H/77-2023-~ - 2 -

YnnayeHo 3a coBepLLeHne HoTapuanbHoro aeinctams: 400 py6. 00 kor.

FEPBEOBASA MEYATb Mo ,ﬂ, NMNCb B.A. Koponb
HOTAPUYCA

MpoLUHYypoBaHO, NMPOHYMEPOBAHO M CKPereHo neyatetd  5™cT(-a,-0B)

B.A. Kopo/ibj

FEPBEOBAA MNEYATB no.ﬂln I/ICb

HOTAPUYCA
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Poccuiickas depepauus
lopog Mocksa
Bocemoro geHa6ps [JBEMAY3ABAATMIOOTHENO/AL,

71, Koponb Buktopusa AnekceeBHa, HoTapuyc ropoga MocCkBbl,
Bcero npowwHypoBsaHo,

NMPOHYMEPOBAHO ¥ CKPENIEHO
Neyatbto_ " _"""a.-0B)
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