VHCTpYyKUNA MO NPUMEHEHUIO

NHCTPYMEHTbI 0hTasIbMOIOTMYECKNE XMpypruveckne: PYKOSTKM:

PykoaTtka gnsa
PykoaTka gns
PykoaTka gns
PykoaTka ansa
PykodaTka gns
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PykoaTtka gna

MHCTPYMEHTOB-Hacaaok ¢ 1 knasuwein Sutherland NG kpacHas
NHCTPYMEHTOB-Hacaaok ¢ 1 knasuwei Sutherland NG cuHsas
NHCTPYMEHTOB-HacaokK ¢ 2 knasuwammn Renaissance NG kpacHas
WHCTPYMEHTOB-HacaokK ¢ 2 knasuwamn Renaissance NG cuHsas
MHCTPYMEHTOB-HacaoK C Kpyrosoi aktusauuein Revolution kpacHas
WHCTPYMEHTOB-Hacaf0kK C KpYroBoli aktuBaumnen Revolution cnHsas

NHCTPYMEHTOB-Hacaok 2 knasuwammn Renaissance Advanced
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VHCTpyKUMA No npumMmeHeHuto 1.
VHCTpYyMeHTbI opTasibMOIOTMYECKNE XUPYypruyeckme: PyKOATKN:

1PykoaTKa o1 MHCTPYMeHTOB-Hacagok ¢ 1 knasuwein Sutherland NG kpacHas
2.PykosTka gnsa MHCTpymeHToB-Hacagok ¢ 1 knasuwein Sutherland NG cuHsas

3.PykosTKka gna MHCTPYMEHTOB-Hacaok ¢ 2 knaBmwamu Renaissance NG kpacHas

4. PykosaTka a1 MHCTPYMEHTOB-Hacaok ¢ 2 knasuwamm Renaissance NG cuHAs
5.PykosTka /11 MHCTPYMEHTOB-Hacalok C KpyroBsoi aktusaumein Revolution kpacHas

6.PyKosiTka AN UHCTPYMEHTOB-HAcaA0K C KpyroBoi aktuBauueli Revolution cuHsist

1. OnucaHne n ncnosib3oBaHMe NO HasHa4YeHUIo.

PyKoATKM 0151 MHCTPYMeHTOB-Hacanok ¢ 1 knasuwei Sutherland NG kpacHas, Sutherland
NG cuHAA, PYKOATKM A1 MHCTPYMEHTOB-HacaokK ¢ 2 knasuwammn Renaissance NG
KpacHas. Renaissance NG cuHAs. PyKoATKM ANS UHCTPYMEHTOB-Haca[okK C KpyroBow
akTnBaumein Revolution kpacHas, Revolution cuHAs, (Aanee MHOropasoBble PyKOSITKU
GRIESHABER) pa3paboTaHbl g1 Ucnosib30BaHMs BMecTe C 04HOPa30BbIMU NUHLETaMU-
Hacagkamun unn HoxHuuamum-Hacagkamm GRIESHABER. [laHHble UHCTPYMEHTbI
NCNONb3YTCA B 0PTa/IbMOIOTMYECKOM XUPYpPrun. PasnunyHble Hacagkn npegHasHayeHbl
ANa paspesa, 3axBara, MaHunynsaunin ¢ ILM (BHYTpeHHel orpaHuymBaloLLLein MemopaHoi
rnasa) n 1.n. MHoropasoBble pykoAaTkn GRIESHABER BbinyckalTCs pas/fiMyHbIX LBETOB
ANF yNpoLleHna naeHTndmkaumm Bo Bpemsa onepauun.

[JaHHble WHCTPYMEHTbl W3rOoTOBJ/IEHbI MO MOCAEAHUM TEXHO/orMAM W cTaHjaptam Wt
MMeeT BblCOYanLunii ypoBeHb (PYHKLNMOHMPOBAHUSA, 6e30nacHOCTU 1 An3anHa.

[aHHbIMW MHCTPYMEHTaMM JO/HKEH NMOJSIb30BaTbCSA KBANIMPULNPOBAHHbLI NepcoHaln.

2. NMpepocTepexeHnsa u MNMpepynpexaeHns.
e |/hcrpyiVEHF MOHET wucnoroaoB3rtbca TOJIbKO >cpowa c6yqe|/|—brnn Y1%Irprama u
nepcnHancxn
* He gonyooine KoHTaKTa LWCTPY//eHTa ¢ TBepLb/1/M Nceep<HCXIAM/L BO N36EHO-Me ero
noBpemMaaHus.

o [lepes kan™M|pM MCMNOMb30BaHMEM Ke00>a3/IVI0 QUMACTUTTL M FPOCTEPUIM30BaTH
NHCTpYNn/EHr.
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* Hacagka vHCTpyMeHTa A0J/1KHAa 6bITb NPaBU/IbHO NpUcoefMHEHa K PYKOSATKe: NMpoBepbTe,
4yTOObl TOYKA Ha Hacajke coBnasla C OTMETKOW Ha PpYKOSATKE W Hacagka nMI0THO
npucoenmnHANach.

e Tlocne npucoeavHeHUs Hacafku WHCTPYMEHTa K PYKOATKE U nepes Kax4bim
NCMNonb3oBaHMEM HeoOXoAUMO TwaTe/lbHO OCMOTPeTb WHCTPYMEHT Ha npeamer
HOPMasibHOIo (PYHKLUMOHUPOBAHUA, U3HOCA WU NOBPEXAEHNS.

* WHCTpykuMn no cTepunmsauuu, npepcrasneHHble B Tabnuue (cMm. pasgen 4.4.
Ctepunusauyms) 6binm ytBepxaeHbl komnaHumel Alcon Grieshaber kak nogxogsawme ans
cTepun3aunum MHCTPYMEHTOB, MpeAHasHavyeHHbIX A9 MHOTOKpaTHOro WCMosib30BaHus.
O6sa3aHHOCTBID /iMUa, OTBevawllero 3a crepuiusauyuio, saBnsetTca obecnevyeHue
JOJ/DKHOTO  OCYLLeCTB/IeHUs npouecca C MNOMOLWbIO Heobxo4Mmoro 06opyaoBaHus,
mMaTtepuasioB U fnepcoHana yypexaeHus ANA OOCTUXEHUA Xenaemoro pesynbTarta. Ans
3TOro Heob6XxoAMMbI NPOBEPKM U 06A3aTesIbHbIA KOHTPO/Ib Npouecca.

Mopo6HbiM 06pa3oM, Heo6XOAMMO [O/DKHbIM 06pa3oM oueHUTb 3PEEKTUBHOCTb U
BO3MOXHOCTb HexesiaTteflbHblX MOCNeACTBUA B c/llydyae /1060ro  OTK/IOHEeHMA  OT
WHCTPYKUMIA  nvua, oOTBevallwero 3a ocyulecTBsieHne npouecca. [loxanyiicta,
NoNb3yNTECh NMPUHATBIMU FOCY4APCTBEHHLIMU CTaH4apTamu, Takumm kak ctaHgaptel AAMI
(cm. ccbinkm 2, 3 1 4 B pasgene 4.4) unu ctaHgapTHeIMW npouenypamMu, NPUHATLIMA B
Bawem yupexaeHuu.

NMPNMEYAHWNE: BcneacresMe BO3MOXHOIMO HAaKOMMEHUA MakpoyacTul, U ocaxaeHus
6MoNnornyecknx  ocTaTkoB B BOAOCOOpHMKax  cTepunmsatopa  06A3aHHOCTbIO
XNUPYPIrMUYecKoro yuypexzaeHus ABnseTca cogepxaHume o6opyaoBaHUS U CBA3AHHbIX C HUM
(PMNLTPOB B HajnexatlemM COCTOAHWKM, YTOObI 0b6ecneynTb MOCTYM/NEeHMe 4YUCTOoro napa,
NINIEHHOTO 3arpA3HALWNX BEWECTB, HA MHCTPYMEHT.

* Bo nsbexaHume passutma TASS (TOKCMYECKOro CMHApPOMA NepegHero cermeHTa) cneayer
TwaTesIbHO BbIMOMHATL 3Tanbl MOMIOCKAHUA W MPOMbIBAHUA WHCTPyYMeHTa BOLOW A/
yaaneHns ocTaTKkoB pacTBOPOB, MCNOJIb3YEMbIX MPU BTOPUYHOM 06paboTke.

+ Cobnopgainte npaBuia TeXHUKM 6e30MacHOCTM MPU UCNOJIb30BAHUM OUMLLAKOLWMUX U
Ae3MHPULMPYIOLWNX PACTBOPOB, a Takke MHCTPYKLUU yUpexaeHUsa no ctepunmsaunm.

e O TOM, 4YTO WHCTPYMEHT TnMpuLlles B HErogHOCTb MOXHO CYAUTb MO YXYALIEHUIO
(OYHKLUMOHMpPOBaHMSA, a TaKxe TMOSABMEeHUI0 M3Hoca W uapanvH  (NoBpexXaeHui).
HeBO3MOXHO TOYHO yKa3aTb KOMMYECTBO LMK/IOB MOBTOPHOrO MCMOMb30BaHUA, T.K. 3TO

3aBNCUT OT MHOIMX (DaKTOPOB.
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e Ecnn o6HapyxeHO noBpexaeHne Wanm W3MEHEHMEe XapakTepucTuk, Heobxoanmo
BO3BPaTUTb MHCTPYMEHT B OTAEN MOAMAEPXKM NOTpebuTenein komnaHum Alcon. [ns 3Toro
Heo6xo4uMMO CBA3aTbCA C YNO/ITHOMOYEHHbIM [peacTaBuTenem npovssoauTens B Poccum.
e Ecnn nprvo6GpeTEHHbIA MHCTPYMEHT MMEET Kakyl-Mbo HeucrnpaBHOCTb, HEOOXOAMMO
coobwntb 06 3tom Alcon Grieshaber wnn YnonHomovyeHHoMy [lpefcTaBUTESIO
npoussoantens B Poccumn.

Henb3a ncnonb3oBaTb NOBpPeXAeHHble Un ,D,e(.bEKTHbIe MHCTPYMEHTLI.

3. YKasaHunsa no Ucrnosib30BaHuio.

Cbopka nepeg onepauuen:

* MoacoeanHnTe Hacagky K PyKOSATKE: COBMECTUTE TOUKY Ha Hacajke C NnasoM B PYKOATKe
N HafjeHbTe Hacagky npoAosibHO Ha PyKoATKy. BO Bpemss faHHOW onepauyum  He
HaJaB/MBaWTE Ha pblyarv, AepXUTe PYKOATKY 3a 3a[HHOK YacTb.

» 3aKkpyumBanTe Hacajgky no 4acoBOW CTpesfike, Moka To4ka Ha HacafKke He COBMECTUTCSH C
OTMETKOM Ha pyKoATKe. B xoge aTol MaHunynaumm 6yayT ChblWHbI ABa LWenyka.

» Ybeantecb B TOM, YTO Hacafjka njoTHO coefuHeHa.

N3penve ncnonb3yetcs B MeAULMHCKUX YUpe>KAEHUSX 0D TasIbMONOrMYeCcKoro npodounns.

4. OunweHuve, ne3HMEKLMSA, MHAKTUBaLVA NPUOHOB N CTepuusayms.
4.1. Obuan nHopmayms No BTOPUYHON obpaboTke.
. Ecnu, no MHeHuo Bpava, nauuveHT c 3abosieBaHMEM, BbI3BaHHbIM MNPYOHaMMU,
nogsepraetca npouegype, CBA3aHHOW C BbICOKMM PUCKOM, crefyeT YHUUYTOXUTb
WHCTPYMEHT nnvn obpaboTtatb ero B COOTBETCTBMM C MECTHbIMWU TpeboBaHUSAMN.

[na ob6ecrneyeHna ANUTENIbHOW 3Kcnayartauum un xopowero ¢YHKUUOHUPOBaHUS,
Heo6XoAUMO NPUHATL crieyowme Mepbl:
- CnepyeTt nNpombiBaTh M BbICyLUMBATb WHCTPYMEHT HENOCPEACTBEHHO Moc/ie onepayuu.
Nlobble 3acoxwme WHOpOoAHble BelecTBa, 0COOEHHO (U3MONOrnMYecknin  pacTeop,
OoCTaBLUMECH Ha/B WMHCTPyMeHTax MOryT npuBecTU K HeobpaTMMOWN KOppo3un v ApYrum
NOBPEeXAEHNAM.
- Bce npumeHsiemble npoueaypbl BTOPMYHON 06paboTKM [O/MKHBI  NOAXOAUTL  ANS
HepxxaBewLen cTanm 1 NnoNnadupadPMPKETOHHbIN NnonvMmepa.
- Henb3a noaBepratb MHCTPYMEHT BO3AENCTBUIO OKUCAAIOLWMX OYULLAKOLNX PacTBOPOB
Wnn pacTBOpoB C HWM3kMM pH, ocob6eHHo NaOCI, T.K. 3TO npuBeAeT K HeobpaTMMOMY
NOBPEXAEHNIO.

- Henb3sa nogsepratb MHCTPYMEHT BO34EMCTBUIO TeMnepaTyp Bbiwe 140°C (284®F).
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- WHCcTpymeHT wmMoOXeT Bbigepxatb 1 MonsapHblii pactBop NaOH npu  KOMHaTHOW
Temnepartype 25°C (77°F).
- Henb3s oxnaxgartb ropsiunii MHCTPYMEHT B BOAE WM APYroi XUaKoCTu.
- OcTaBbTe VHCTPYMEHT OX/1aXA4aTbCA Ha BO3AyXe.

OnpegeneHusa:  “Boga” -  WUCNOMb3yWTe  TOMbKO  AENOHU3UPOBAHHYK WM
ANCTUNNMPOBaHHYIO Bogy. “Bo3gyx™ ucnonb3yihite TOAbKO BO34yx U3 wnpuya nvbo
BbICYLUEHHbIA M OT(IUIbTPOBAHHbIN CXaTtblil BO3AyX. KaXAblii pa3 npu ynomMuHaHuUM BOAbl

nnn Bosayxa B AaHHOM AOKyMeEHTE Heobxoanmo cobnaaTb ONMMCaHHbIe Bbllle yCnoBus.

4.2.0uncTKa 1 gesmHiekums.

Cnepywowune atanbl  Heob6XxoAMMO  OCYLWECTBAATbL CHavyana C  UCNOJib30BaHWEM
ouuLlaloLLLero pacteopa, a 3atem Ae3vHpuuupyLero pacrsopa:

e 3amMounTe WHCTPYMEHT npegnoyYTUTeNlbHO B Y/NbTPA3BYKOBOW BaHHe, HanoJSIHEHHOM
COOTBETCTBYHOLNM pPacTBOpOM, B TeYEHUE MUHMMasIbHOro BpPEMEHWU, peKoMeHAyemoro
npousBoguTeNnem pacrtsopa.

m [IpoMOIiTe UHCTPYMEHT CBEXeil BOAOW, NpeanoyTUTENbHO, B Y/IbTPa3BYKOBOW BaHHe, Kak
MUHAMYM B Te4yeHue O[HON MWHYTbl. [MOBTOpWUTE [aHHYyK Mnpoueaypy Kak MUHUMYM
OBaxapbl.

MoBTOpAWTE 3Tanbl OYUCTKM A0 Tex nop, noka NpombIBOYHAA BOoAa He 6yAeT npo3payHoi

npy OTCYTCTBUM Ocajka W yacTul,.

4.3. JoNoNMHUTeNbHbIN yXo4:

» CyluKa peKkomeHAyeTCs, ec/in UHCTPYMEHT He 6bl1 NPoCTepuIN30BaH HeMeaeHHo [
o6/1eryeHns CywWwKn WUCNosb3ylTe MPOMbIBAHWE CBEXWM MW30NPONWUIOBLIM CNUPTOM UK
pactBopom  3taHona  (MuHumMym  70%).  TuwartesibHO  BbICYLUUTE  WUHCTPYMEHT
OTPU/IbTPOBAHHBLIM CXaTbIM BO34YXOM.

 Neprnoagnyeckoe MCnNonb3oBaHne cmasku (ybpukaHTa) ANs MHCTPYMEHTa Crnocoo6CcTByeT

YBENIMYEHNIO CPOoKa FOAHOCTU U (DYHKLMOHUPOBAaHKS.

4.4. CTepunnsauyusa

* Heob6xoanmo ounwatb 1 Ae3nH(ULMPOBaTb UHCTPYMEHT nepes ctepunnialmen.

« Ecnv BO Bpems cTepuamnsaumm WCNOMb3YeTCHA Kakasa-nmbo ynakoBKa, OHa [AOJIKHa
noaxoauTb ANa cTepunmsaymm napom mn coorsetcteoBatb EN 868 nim AAMI/ISO 11607.

* Henb3a wucnonb3oBaTb YMNakOBOYHbIA MaTepuan B KavyecTBe KOHTelHepa Ans

crepunnmnsaynn.
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o CTepnnusyinte WHCTPYMEHT, MNPUMEHSIST UUKA CTepunms3auun napom, YTBEPXKAEHHbIN

60/bHULEN AN AaHHOTO UHCTPYMEHTA.

Tvn dopma obpasua  Temnepatypa MuHuMasibHOe BpemA
cTepunusaropa 3KCno3nummn (B MUHyTax)
O6epHyTbI 20
MOCTOSAHHBIN HeobepHyTblii 132X (270T) 10
BaKyym
O6epHyTbIi
VimnynbcHoe
NnoBbILLeHne Heob6epHyTbIl 4
fasneHun")
OG6epHyTbI 134"C (273T) 18")

"YOCHOBbIBAETCA Ha UYK/IE C YeTbIpbMS My/ibcamu
~N)EBponeiickne ctaHaapThbl

Ccblkuy;

1) ISO 17664; Crepunusaumst MeamUMHCKOro o60pyaoBaHns - MHdpopmaumsi, Kacarowwascst
06paboTkN MegUUMHCKOro 060pyA0BaHUs, A0NyCKatoLero NoBTOPHYO CTepuIM3aumnio, KOTopyHo
[O/MKEH NpeaocTaBuTb NPOU3BOAUTENb.

2) AAMI TIR12: Pa3paboTka, TeCTMpPOBaHNE 1 MapKMpoBKa MeAULMHCKOro 060pyA0BaHUs
MHOrOKpaTHOr0 MCMosib30BaHUSA /19 BTOPUYHOM 06paboTKn B yUpexaeHUsX 34paBO0OXpaHeHNs;
PYKOBOACTBO /15 Npou3BoauTenein 06opyaoBaHus.

3) AAMI TIR30; CnpaB0o4HVK NPOLECCOB, MaTteprasioB, METOAVK TECTUPOBAHNSA W MPUEMIEMbIX
KpUTEPUEB OUNCTKA MEANLMHCKOro 060pYyA0BaHNA MHOITOKPATHOIO MCMO/b30BaHuSA.

4) ANSI/AAMI ST79; MNMonHoe pykoBOACTBO MO CTEpUIn3auum napom 1 obecneyeHunto

CTEePU/IbHOCTU B YYpeXaeHNAX 34PpaBoOOXpaHEHUA.

5. Banmpauus:

KomnaHua Alcon Grieshaber nposena Banugaumio, 4Tobbl NPOAEMOHCTPUPOBATb
3(hheKTMBHOCTb peKkoMeHAyeMbIX B JaHHOM PyKOBOACTBE npouenyp ¢ NOMOLbIO
cnefyrLmnx cpeacTs:

« ®epmeHTHOEe momwulee cpeacteo: CIDEZYME® komnaHun «>XOHCOH 1 [>KOHCOH», 0.8%
B 06 bEMHOM OTHOLUEHUN.

» Ne3nHcuuynpyrowee cpenctso: GIDEX® OPA komnaHnun «IXXOHCOH M [KOHCOH»,

Hepa3Be,quHb||7| aKTMBMpOBaHHbII‘fl pacTBop.
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ABTOkNnaB: cepusa Amsco Eagle 300

6.YcnoBus XpaHeHunsa, TpaHCNOPTUPOBKN U yTuamnsaumm. Cpok rogqHoOCTHU.

YcnoBua XxpaHeHus:

Temnepatypa ot 5°C po +30 °C

OTHOCUTENIbHAaA BIAXHOCTb o1 30% po 85%

Cpok aKcnlyatauuy pyKosaToK onpeaenseTcss UX U3HOCOM U NMOBPEXAEHUAMU, HO [JOIKEH

ObITb He 6onee 5 nerT.

YcnoBust TpaHCNOPTUPOBKK:

Temnepatypa ot 5°C pgo +60 “C

OTHOCUTEeNbHasA BNaXHOCTb oT 30% po 85%

Ycnosua ytunumsaunu

MHoropasosble pykosaTku GRIESHABER fo/mkHbl 6bITb YTU/IN3UMPOBaHbl B COOTBETCTBUN C
TpeboBaHUAMM K yTUimM3aunum meauuuHCKUX 0TX040B.

B ycnoBusax crauuoHapa, cknaga v T.n., nNpy HeobxoAMMOCTW, MeAUUMHCKOe u3genue
YTUIN3UPYIOT M YHUYTOXAKT B COOTBETCTBUM C MpasBuiamMy obpalieHns ¢ MeauLHCKUMun
oTxodamn, pernameHtupyrwowmnmmca CadluH 2.1.7.2790-10 ot 12.12.2010 «CaHuTapHO-
annaemmnosiornyeckme TpeboBaHnsa K o6paLleHnto ¢ MegULUUHCKUMWN OTX04aMU.
MpuaepxunBaliiTecb HauMOHa/IbHbLIX CTaHAAPTOB NpV nepejayve u yTunausauuun wusgenus,

€ro KOMNOHEHTOB N YNaKOBKW.

7. CUMBO/bI, BCTpeYyalLlimecs Ha ynakoBKe:

CBepbTeChb C CONPOBOAUTENBHBIMU AOKYMEHTAMM,

REF KaTasioxkHblii HoOMep
LOT Homep naptun
REUSABLE

MHOropasoBoe unsgenne
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NON STERILE
HECTEPU/ILHO

MpoussoanTenb

A JaTta npoussoacTea

8. TexHuyeckume napameTpsbl.

FabapuTHble pa3mepbl C NOJIEM AONycka MHOropasoBblX pykostok GRIESHABER:
1**
HanmeHoBaHue L* H
(Mm) (Mm) (Mm)

PYKOSITKM AN UHCTPYMEHTOB-
Hacaok

C KpyroBoii akTuBauuei Revolution, 103. 2415 101.5+1 5 11405
KpacHas T T o

Revolution, cnHas

PyKosAATKM NS MHCTPYMEHTOB-
Hacagok c 1 knaBuwen

+
Sutherland NG, kpacHas 108,35+1,5 106,65+1,5 14£0,5

Sutherland NG, cuHsas
PYKOSITKM ANS MHCTPYMEHTOB-
HacafokK

c 2 knasuwamm RENAISSANCE NO, 104,1+1,5 102,5+1,5 10+0,5
KpacHas

RENAISSANCE NG, cuHss

*B cTonbue L ykazaHa f/iMHa PyKOATKN B aKTUBHOM COCTOSIHWW, KOTAa aKTVBALWIOHHbIN CTEPXeHb
BbICTYNnaeT Brnepes,

**B cTtonbue | ykasaHa [/imHa PyKOATKA B HEAaKTUBHOM COCTOSIHUM.

PucyHkn panee (Ne 1-3) -cxeMaTUyHbI, OHU NOKa3bIBAT MEXaHN3M PYKOSATKA B HEAKTVUBHOM
cocTosiHuK (I), 1 B aKTVBHOM COCTOSIHWM, KOTAa aKTMBaLWMOHHLIA CTEPXEHb BbiABUHYT Briepes (L).

1

L

PucyHok 1. Pasmepbl pykosTOK A/11 MHCTPYMEHTOB-HacaoK C KpyroBol akTvsaumeri Revolution,
KpacHas 1 CUHSASA.
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KpacHas 1 CUHSAS. PY*<OsITOK /19 MHCTPYMEHTOB-Hacafok € 1 knasuwei Sutherland NG,

KpacHas 1 CUHAAN' PYKOATOK AN MHCTPYMeHTOB-Hacazok ¢ 2 knasuwamm RENAISSANCE NG

HavmeHoBaHne nsgenuvsa
Macca (r)

PYKOATKN AN UHCTPYMEHTOB-HacaokK
C Kpyrosoii akTuBauuein Revolution, kpacHas 16
Revolution, cuHan
PYKOATKN ANA MHCTPYMEHTOB-HacafoK C 1
Knasuwien

10,5
Sutherland NG, kpacHas, Sutherland NG, cuHsas
PYKOSITKM AN MHCTPYMEHTOB-Hacaao0kK
¢ 2 knasuwamun RENAISSANCE NG, kpacHas 10
RENAISSANCE NG, cunssa
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\J)\1C/|-|MPEK!

PYKOSITKM AN MHCTPYMEHTOB-HACaA0K C KPYyroBoil akTuBaumvei

Revolution, kpacHas
Revolution, cuHasa

LLlepoxoBaTtocTb

NnoBEepPXHOCTU* TeepaocTb™
AKUTMBaLI,VIOHH KOHHEKTOP  HepxaBetoll, HepxaBeto
bl CTEPXEHb  BalioHeT as ctanb was cranb

1.4435 1.4310
Ra =0,8
Ra = 0,8 MKm !
MKM HB"215 HB<230

PYKOATKM NS MHCTPYMEHTOB-HacaZoK C 1 KfaBuLIei
Sutherland NG, kpacHas
Sutherland NG, cuHsasa

LWepoxoElaTocTh

NMoBepX HOCTN* TeepaocTb™

AKTMBaMMOHH KoHHekTOop HepxaBetowasn crasnb
bl CTEPXEHb BaioHert 1.4435
Ra= 0,8 MKkm Ra=0,8

MKM HB<215

KYKOATKU ONA WHCTPYMEHTOB-Haca/okK C 2 Knasuliamm
RENAISSANCE NG, kpacHas
RENAISSANCE NG. cuHsas

LLiepoxoBaToCTb -
MOBEPXHOCTU* TBepAoCcTH
AKTUBALMOHH ~ OCHOBHOWM  HepxaBewl, Hepxaseto
bl CTEPXEHb  CTEepPXEHb as cTa/lb was crasnb
1.4435 1.4310
Ra =0,8

Ra = 0,8 MKm HB5215 HB < 230
‘D MKM

BaXEH AaHHbIli napameTp.

Ycunue
cBobogHoro
xopa
Knasuwun
aKTusaumu
AKTMBaALIMOHH
blli CTEPXEHb

He 6onee 2H

Ycunune
cBo6ogHOro
xoga
KnaBumLn
aKTuBauum
AKTUBaALNOHH
blli CTEPXEHb

He 6onee 5H

Ycunue
cBo6ogHoOro
xopa
KnaBuLn
aKkTmsaumu
AKTMBaALNOHH
bl CTEPXEHb

He 6onee 5H

CooTHOLWe
Hue
akTmpaumm
*%k%

PykosaTka-
Hacaaka

4,5/1

CooTHowe
HVe
akTupauum
*%%

PykoATka-
Hacagka

3.4/1

CooTHOoLWwe
Hue
akTnauuun
*%k%k

PykoAaTka-
Hacajka

3,3/1

** TBepAOCTb CTa/IN yKa3aHa Ha ocHoBse cTtaHgapTta EN 10088-3:2014, cneundpnyeckasn

TBEPAOCTb KOHEYHbIX AeTanein He onpegenseTcs, T.K. He ABAseTca TpebyeMoli

XapakTepucTtiu KoW Ana ncnosib3oBaHuA.

*** COOTHOLUEeHNe akTuBauun pykosaTKa-Hacagka - 3T0 3HauyeHue, KoTopoe nokasbiBaeT

CBA3b X0Ja KNaBuLWW akTMBaALMW PYKOATKU U pacKkpbiTve GpaHLueit NMHUEeTOB-Hacagok um

HOXHWUL-HacaZok, Hanpumep, 4,5/1 o3HavaeT, 4To Ha 4,5 MM He06X04MMO CABUHYTb
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KnaBuLLYy/KNaBULIN PYKOSITKM, YTOGbI OGUTLCS akTuBauuu 6paHwieli Hacagkm Ha 1 MM K

MOJTHOCTbLIO 3aKpPbITb NMUHUET-HAacaaky Uanm HOXHULbI-HacaakKy

9. PeMOHTHOE 06CcnyXmnBaHue. NapaHTUiiHble 065s3aTeIbCTBA.

Ecnn npuobpeTeHHbli MHCTPYMEHT WMMEeeT Kakyl-mbo HeucnpaBHOCTb, HEO0O6XO0ANMO

coobwmnts 06 atom Alcon Grieshaber wi YnonHomoyeHHomy [pegcrtaBuTento

npoussoanTens B Poccun.

He ucnonb3yite nospexneHHble Unn gedekTHble NHCTPYMEHTDI.

N3penua [o/mKHbI MCNOMb30BaTbCA B COOTBETCTBMM C MOKas3aHMAMU WM NOLLAroBOW

NHCTPYKUmnei. Bce BOMpoOChl, CBA3aHHble C paboTolr mu3genus, Moryt ObiTb afpecoBaHbl

YnosiHoMo4YyeHHOMY lNpeactasuTento NnponsBoanTens.

Bce pemoOHTHble paboTbl MHOropasoBblX pykoATok GRIESHABER npoussogaTcs
> 9KCKNIO3MBHO  KOomnaHuei Alcon  Grieshaber. Csxutecb € YNO/IHOMOYEHHbIM

npeacrasuteneMm npomssogutens B P® anA  okasaHMs  nomowuM B BO3BpaTte

NOBPEXAEHHOI0 MHCTPYMEHTA.

Tonbko 4ncTble, o06e33apaxeHHble W CTepuIM30BaHHble WHCTPYMEHTbl MOryT ObITb

oTnpaBneHbl And pemMoHTa.

YNonHOMOYEHHbIN npeacTtaBmTeNb nponssoantens B Poccun:
OO0 «AnkoH ®apmaueBTUKa», Poccus,

109004, Poccus,

Mocksa, yn. Hukonoamckas, 54

TenedoH +7 495 961-13-33

MpoussoguTens:

«AnkoH pewabep Al», LBenyapusn CEt

lilAlcon Grieshaber AG
Winkelriedstrasse 52
CH-8203 Schaffhausen

Switzerland
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VHCTpYKUMA MO NPUMEHEHUIO 2.

NHCTPYMEHTbI 0hTasibMOsIOrMyeckmne Xmpypruieckme: PyKosiTku:

PykosaTKa A1 MHCTPYMEHTOB-Hacaok 2 knasuwammn Renaissance Advanced.

1. OnucaHne N Ucrnosib3oBaHMe No Ha3HaAYeHUIo.

PykoaTka gnsa uHctpymeHtoB ¢ 2 knaBumwamu RENAISSANCE Advanced paspaboTtaHa
AN MCNO/b30BaHUA C O4HOPA30BbIMU MUHLETaMU-Hacakamum U HOXHULaMWU-Hacagkamu
GRIESHABER. [laHHble MHCTPYMEHTbI UCMOJb3YKTCA B OPTa/IbMO/IOTMYECKON XUPYPruw.
Pa3nnyHble Hacagku npefHasHayeHbl ANA paspesa, 3axBara, MaHunynsaumin ¢ ILM
(BHYTpEHHEN oOrpaHnyMBalOWEein mMembpaHol rnasa) u T.4. [aHHbIA  NHCTPYMEHT
N3roTOBMIEH MO NOCNeAHMM TEXHOIOTUSAAM U cTaHfapTaM U MMeeT Bblooyanlnii ypoBeHb
pyHKUMOHMPOBaHUA, 6e30MacHOCTM U Au3ainiHa.

JaHHbIM MHCTPYMEHTOM [0J/1KEH M0J/Ib30BaTbCA TOJIbKO KBaﬂVI(*)VILI,VIpDBaHHbIVI nepcoHaJl.

2. NMpepocTepexeHua n MNpepynpexneHns
* VIHCTpYMEHT MOXeT WCMob30BaTbCA TOJIbKO XOPOLWO OOYy4YeHHbIMU XuUpypramv W
MeLUUWNHCKMM NepcoHaioMm.
* Hacapgka MHCTpyMeHTa Ao/hKHa 6biTb NpaBu/ibHO NpUcoeAnHEHa K PyKOATKe: NpoBepbTe,
yToObl TOYKA Ha Hacajke coBrajana C OTMETKOW Ha pyKoATKe W Hacagka MI0THO
npucoeanHANach.
m [locne npucoeguMHeHUs Hacaikum WHCTPYMEHTa K pPYKOATKE W nepes KaxXabiM
MCNOSIb30BaHNEM HEOOXoAMMO TuwaTteslbHO OCMOTPEeTb WHCTPYMEHT Ha npegmer
HOPMasiIbHOro (PYHKUMOHUPOBAHWSA, U3HOCA WU MOBPEXAEHUA.
» He pgonyckaiTe KOHTaKkTa MHCTPYMEHTa C TBEpPAbIMU MOBEPXHOCTAMU BO U3bexaHue ero
noBpexgeHuns.
e [lepep KaxAabiM KUCNOMb30BaHMEM HEOOXOAUMMO OYUCTUTbL UM NPOCTEPUIN3OBATH
NHCTPYMEHT.
* Mepen KaxablM MCNOMb30BaHNEM HEOOXOAMMO TLiaTesIbHO OCMOTPETb WMHCTPYMEHT Ha
npeaMeT HopMasibHOTo DYHKUNOHMPOBAHUA, U3HOCA UK MOBPEXAEHUS.
* VHCTpyKuMn no crepunusauumn, npeacras/ieHHble B Tabnuue (cm. pasgen 4.4,
Ctepunusauns) 66111 yTBEpXAEeHbl komnaHuel Alcon Grieshaber kak nogxogswme ans
cTepuniMsaunun NHCTPYMEHTOB, NpefHa3HayeHHbIX A1 MHOTOKPaTHOro WCMOJ/1b30BaHUA.

O653aHHOCTbIO nnuda, oTBedawuwero 3a Ccrtepuinsadunio, ABNdeTcA obecneyeHune
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OO/DKHOTO  OCYLLEeCTB/IEHMs npouecca C MNOMOLWbID Heobxogumoro obopyaoBaHus,
MartepuasioB M nepcoHasia yypexpaeHus nna OOCTMXKEHMS Xenaemoro pesynbrara. And
3TOro Heo6X04MMbI MPOBEPKN N 06A3aTEeNbHbIA KOHTPO/b NpoLecca.

Moao6bHbiM 06pa3oM, Heo6XoAUMO [O/IKHbIM 00pa3oM OueHUTb IPIEKTUBHOCTL U
BO3MOXHOCTb HeXefiaTesibHblX MNOCNeACTBUA B cnyvyae /0OOro  OTKIOHEHUA  OT
WHCTPYKLUMA  Nvua, oOTBevalllero 3a ocyuwecTB/ieHMe npouecca. [loxanyiicta,
NONb3yNTEeCh NPUHATLIMU TOCYAAPCTBEHHbIMU CTaHAapTamMun, TakuMu Kak ctaHgapTel AAMI
(cm. ccbinkn 2, 3 1 4 B pasgene 4.4) unu ctaHfapTHbIMU npoueaypaMmun, NPUHATbBIMA B
Bawem yupexgeHun.

MPUMEYAHWE: Bcnepgcteue BO3MOXHOIO HakoM/eHUsas MaKpo4dacTul, W ocaxXaeHus
6M00rM4Yecknx  ocTaTkoB B  BogocbopHuMKax  cTepuamnsatopa  006A3aHHOCTbIO
XNPYPIrMUYECKOro yuypexzaeHua ABMseTcA cojepxaHue o60pyaoBaHUS U CBA3AHHBIX C HUM
(bUNbTPOB B Haj/iexalemMm COCTOAHUKM, 4YTOObl 06ecneynmTb MNOCTYMN/IeHMe 4YMCTOro napa,
NNLWIEHHOTO 3arpA3HALLNX BELWECTB, Ha UHCTPYMEHT.

* Bo nsbexaHue pasputna TASS (TOKCMYECKOro CMHAPOMA nepeHero cermMeHTa) cneayer
TWaTteNIbHO BbINOMHATL 3Tamnbl MOSIOCKAHUA WM MNPOMbIBAHUS WHCTPYMEHTa BOAOW ANA
yAaneHns oCcTaTkoB pacTBOPOB, MCMOb3yEMbIX NPY BTOPUYHOW 06paboTke.

» Cobniopaiite npaBuna TexXHUKM 6e30MaCHOCTM MPU UCMOMb30BaHUM OuMLAWKX U
Ae3VHULMpYOLWMX pacTBOPOB, a Takxe fnpasuia rmrmeHbl yupexaeHus.

O TOM, 4YTO WHCTPYMEHT npulien B HEroAHOCTb MOXHO CYAUTb N0 YXYALWEHWNO
QYHKUMOHMPOBaHUA, a Takke TMOSABMEHUI U3HOca W uapanuH (NOBpeXaeHui).
HeBO3MOXHO TOYHO yKas3aTb KO/IMYECTBO LIMK/IOB MOBTOPHOrO WCMO/Ib30BaHUA, T.K. 3TO
3aBUCUT OT MHOTMX (DaKTOpPOB.

« Ecnu o6HapyXeHO noBpexieHne Wn Wn3MeHeHue XapakTepucTuk, Heobxoanumo
BO3BpaTUTb UHCTPYMEHT B OTAE/ MOALEPXKM noTpebuTeneir komnaHum Alcon. [na atoro
Heob6Xxo4MMO CBA3aTbCA C YNOJIHOMOYEHHbIM peactaBuTenieM npovssogutens B Poccunm.

Ecnv NpuoBpeTeHHblli MHCTPYMEHT UMEET Kakyt-nmbo HeucrnpaBHOCTb, HEO0O6X04MMO
coobwmntb 06 3Tom Alcon Grieshaber wan YnonHomouvyeHHoMy [lpegcrtaBuUTesnto
npoussogutens B Poccuw.

Henb3a ncnonb3oBaTb NOBpEXAEHHbIe NN ,ﬂ,eq:)eKTHble NHCTPYMEHThI.
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3. YKaszaHusa no ncnosib30BaHuo.
Cbopka nepeg onepauuen:
* [logcoeamMHUTe Hacafky K pyKosTKe: COBMeCcTUTe TOYKY Ha Hacafke C Na3oM B PYKOATKe
N HafeHbTe HacagKy npoAo/IbHO Ha PyKosATKy. BO Bpems p[gaHHOW onepauum He
HafaB/MBaMTE Ha pbluyarn, 4EPXNTE PYKOATKY 3a 3a4HIOK YacCTb.
» 3akpyumBainTe Hacadky Mo 4YacoBOWM CTpesike, Nnoka ToYKa Ha Hacajke He COBMECTUTCS C
OTMETKON Ha pykosTke. B xoge aToil MmaHuMnynauum 6yayT CAbllWHbI ABa LWesyKa.
» YbeguTtecb B TOM, YTO Hacajka njoTHO coeguHeHa.

I/I3,qen|/|e NCMoNb3yeTcAa B MEANUNHCKNX YUpeXAEHUAX O(*)Ta}'leOﬂOFI/Il-IeCKOFO I'IpO(*)VI}'IFI.

4.0unueHne, aesnHGEKUNA, NHAKTMBaALNA NPUOHOB U CTepunmn3ayns.
4.1 O6uwas nHgopmaumsa Nno BTOPMUYHON 06paboTKe.
. Ecnv, no MHeHWo Bpaya, naumeHT Cc 3abonieBaHMEM, BbI3BaHHbIM MNpPUOHaMWU,
nogsepraeTcsa npoueaype, CBSA3aHHOW C BbIOOKAM  PUCKOM, cnefyeT YHUUTOXUTb
NHCTPYMEHT uUnin o6paboTaTtb ero B COOTBETCTBUN C MECTHbIMU TPEOOBAHUAMMU.

[Ona ob6ecneyeHns ANUTENbHOW 3Kcnayatauum W XOpoLlero (yHKUMOHMPOBaHWS,
Heobxo4MMO NPUHATL Ccrieyloline Mepbl:
- Cnepyet npombiBaTb M BblOYLIMBATb WHCTPYMEHT HENOCPeACTBEHHO MNocse onepauuun.
lobble 3acoxwune WHOpPOAHble BellecTBa, OCOO6EHHO U3NONOTMYeckUii  pacTBop,
ocTaBlUMeCA Ha/B MHCTPYMeHTax MOryT NPUBECTU K HeobpaTMMOW KOppO3uMuM W OpYrum
NoBpPeXAeHUAM.
- Bce npumeHsiemble npoueaypbl BTOPUYHOW 06paboTKM  AO/MKHbI NOAXOAUTb  AJ1A
Hepxasetlowen ctanu, noancynbdoHa u NonanpatnpKeTOHHbIA Noanmepa.
- Henb3sa nopgsepratb MHCTPYMEHT BO34ENCTBMIO OKUCNAKOLWMX OYMLLAKLWMX pacTBOPOB
Win pacTtBopoB C HU3KMM pH, ocobeHHo NaOCI, T.K. 3TO npuBefeT K HeobpaTMMoMy
NMoOBPEXAEHNIO.
- Henb3sa nogBepratb UHCTPYMEHT BO34ENCTBUIO TemnepaTyp Bbiwe 140°C (284°F).
- VIHCTpyMeHT mMoOXeT Bblgepxatb 1 MonspHbln pactBop NaOH npu KomHatHOW
Temneparype 25°C (77T).
- Henb3a oxnaxpatb ropssunin UHCTPYMEHT B BO4E WAW APYTrOW XUAKOCTW.
- OcTaBbTe MHCTPYMEHT OX/laXaaTbCA Ha BO34yXe.

Onpepgenenns:  “Boga” -  WUCMNONb3YyWTe  TONbKO  AEWNOHU3UPOBAHHYK WK
ANCTUNNNPOBAHHYKO BoAy. “Bo3gyx’- mcnonb3yihite TOAbKO BO34yX M3 wnpuua smnéo
BbICYLUEHHbIN 1 OT(UNbTPOBAHHbIN CXaTblil BO3AyX. Kaxapli pa3 npu ynoMuHaHUM BOAbI

W BO3ayxa B JaHHOM [I0KyMeHTe Heo6XxoAnmMo cob1t0aaTh ONMCaHHbIE Bbllle YCTOBUS.
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4.2.0uncTkKa n gesvHgekums.

Cnepywouwme 3atanbl  Heo6xXoAUMMO  OCYLLECTB/IATb CHayasia C  WUCNOJIb30BaHWEM
ouyuLLaloLWero pacTeopa, a 3atem Ae3nHuumpyoLero pactsopa:

e 3amMouynMTe WHCTPYMEHT nNpeAnoyvTUTEesIbHO B Y/NbTPa3BYKOBOM BaHHe, Hamno/IHeHHOW
COOTBETCTBYKOLWMM pacTBOPOM, B TeyeHwe MUHMMAs/IbHOro BPeMeHU, pekoMeHAyemMoro
npon3BogunTesieM pacteopa.

* [IpOMOTE MHCTPYMEHT CBEXEWN BOAOW, NPeanoyTUTEeNIbHO, B Y/IbTPa3BYKOBOW BaHHe, Kak
MWUHUMYM B TeyeHue OAHOW MWHYTbl. [MOBTOpUTE AaHHYl npouesypy Kak MUHUMYM
ABaX/bl.

MoBTopsAlTe 3Tanbl OYUCTKN A0 TeX Nop, Noka NPoMbIBOYHAs Boda He b6yAeT Npo3pavHoil

npn OTCyTCTBUN OCakKa U 4aCTUl.

4.3. loNONHN T Ee/bHbIN YXOA;

» CyllKka peKkoMeHAyeTCHA, eC/IM UHCTPYMEHT He Obls1 NpoCcTepuIn3oBaH HemMeaeHHo Ansa
06/1eryeHms CylWKn WUCMOMb3yinTe MPOMbIBAHWE CBEXMM W30MPONUIOBbLIM CAUPTOM WK
pactBopoMm  3taHona  (MuHMUMym  70%).  TwaTenbHO  BbICYLUUTE  MHCTPYMEHT
OT(OUNLTPOBAHHBLIM CXAaTbIM BO34YyXOM.

* Nepunoanyeckoe UCMoONb30BaHME CMa3kn (1ybpukaHTa) ANA MHCTPYMEeHTa cnocobceTByeT

YBE/IMYEHMIO CPOKa roAHOCTU U PYHKLMOHMPOBaHKS.

4.4. CTepunmsauymnsa

* Heo6xogMmMo ounwaTb 1 Ae3vHULMPoBaTb UHCTPYMEHT nepes cTepunmsaumneil.

* Ecnn BO Bpemsa cTepunmsaumy UCNOJb3yeTcsa Kakas-IMbo ynakoBKa, OHa [0/hKHAa
noaxoauTb ANA ctepunusaumm napom n cootsetcteoBartb EN 868 nnm AAMI/ISO 11607.

* Henb3a wucnonb3oBaTb YMNakoOBOYHbIA MaTepuasl B KavyeCTBe KOHTeilHepa AN
cTepunmsaunm.

o CTepunvsyinte WHCTPYMEHT, MNPUMEHSAS LUMKN CTepunmnsayum napom, YTBEpPXAEeHHbI

60MbHULEN A8 AAHHOTO MHCTPYMEHTA.
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Tvin dopma obpasua Temnepartypa

MuHUManbHOe Bpems

cTepuamsaTtop aKcno3nymm (B MMHyTax)
O6epHyThbIN 20
MOCTOSAHHBbIN Heob6epHyTbin 132X (270T) 10
Bakyym
O6epHyTbIN
VimnynbcHoe
noBbllLEHNE HeobepHyTbii 4
faBneHuns
OG6epHyTbIi 134X (273"F) 18")

N)OCHOBbBIBAETCA Ha LMK/e C YeTbipbMA nynbcamu
NEBponeiickue ctaHaapTbl

Ccebiku:
1) 1ISO 17664: Crepunusaumsa MeauLMHCKOro 06opyaoBaHns - HgopMaLms, kacaroLwasacs
06paboTKN MeanLUMHCKOro 060pyAoBaHMs, AONyCKatoLWero NoBTOPHY0 CTEpUIN3aUmIo,
KOTOPY!O JIO/DKEH NPefoCTaBUTb NPOU3BOAUTEb.
2) AAMI TIR12: Pa3paboTka, TeCTMpOBaHNE 1 MapK1poBKa MeauLIMHCKOro 060pya0BaHNs
MHOTFOKpPaTHOrO MCMOJb30BaHUS A1 BTOPUYHON 06PaboTKN B YUPEXAEHUSX 34PaBOOXPaHEHUS:
PYKOBOZCTBO /19 NPOU3BOAUTENEN 060pYA0BaHMS.
3) AAMI TIR30: CnpaBOYHMK NPOLLECCOB, MaTepuasioB, METOAMK TECTUPOBAHUA 1 NPUEM/IEMbIX
KpUTEPUEB OUMCTKN MeAULIMHCKOro 060pyA0BaHUss MHOTOKPATHOIO UCMO/b30BaHusA.
4) ANSI/AAMI ST79: NMonHoe pyKoBOACTBO MO CTepun3aumm napom 1 obecneyeHuo
CTEPU/IBHOCTU B YUPEXAEHUSAX 30PaBOOXPaAHEHNS.

5. Banupauus:

KomnaHusa Alcon Grieshaber nposena Banugaunto, 4To6bl NPOAEMOHCTPMPOBATL

3P PEKTUBHOCTb peEKOMeHAYEMbIX B JAHHOM PYKOBOACTBE npoueayp C NOMOLLbIO
cnepyroLwmnx CpeacTs:

» PepmeHTHOE motouee cpencTso: CIDEZYME® koMmnaHun «[JXXOHCOH 1 [)XoHCOoH», 0.8%
B 06BbEMHOM OTHOLLEHUMN.

» NlesanHduumpyouiee cpenctso: CHOEX® OP/[] komnaHun «>XOHCOH U [IKOHCOH»,
Hepa3BeeHHbl1 aKkTUBMPOBaHHbIN pacTBop.

» ABTOKNaB: cepua Amsco Eagle 300
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6.YCNoBUs XpaHeHUs, TPAHCNOPTUPOBKM 1 yTunmnzaumm. CpoK rogHoCTH.

Ycnosusa xpaHeHuns:

Temnepatypa or5X po +30 °C

OTHOCUTENNbHAA BNaXHOCTb oT 30% p[o 85%

CpokK akcnnyataumm pyKoATOK onpefensaerca Ux U3HOCOM M MOBPEeXAeHUAMWU, HO LOJ1KEeH

ObITb He 6onee 5 nerT.

YCcnoBusi TpaHCMOPTUPOBKMU:

Temnepartypa ot 5°C po +60 "C

OTHOCUTENbHAasA BIaXHOCTb oT 30% A0 85%

Ycnosusa ytunmsaumn.
PykoATKa O/19 MHCTPYMEHTOB-Hacaok 2 knasuwamn Renaissance Advanced fosikHa

ObITb yTnnn3npoBsaHa B COOTBETCTBUN C TpeﬁoBaHVIFIMI/I KyTnnnsaynmmn megnumHCKnX

OTXO[0B.

B ycnosusax crayuoHapa, cknaga W T.M., NpyM Heobxo4umocTW, MeAUUUHCKOe usgenve
YTUU3UPYIOT U YHAUTOXAKT B COOTBETCTBMM C NpaBuiaMy obpalieHns ¢ MeanuuuHCKUMu
oTxogamu, pernameHTtupyrwwmmuca CaHlnH 2.1.7.2790-10 ot 12.12.2010 «CaHutapHo-
anugemuonornyeckmne TpebosaHnsa K obpaleHnto ¢ MeAnUUMHCKUMM 0TX04aMuU>.

MpuaepxmeaniTecb HauuoHasIbHbIX CTaHAAPTOB Npu nepegadve u ytunusaumm usgenus,

€ro KOMNOHEHTOB U YNaKOBKN.

7. CnmBO/bl, BCTpeydalowmecsa Ha yrnakoBKe:

CBepbTeChb C COMPOBOANTENbHbIMU AOKYMEHTAMM.

REF KaTtanoxHblin Homep

LOT
Homep napTtumn

REUSABLE MHOropasoBoe nsaesnune

NON STERILE
HEeCTepPW/IbHO
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npounssoguTens
[aTta npousBojcTBa
8. TexHnyeckme napameTpsbl.

FabapuTHble pa3mepbl C MNosiemMm Aonycka PykoaTku gnsa UWHCTPYMEHTOB-HacagokK
c 2 knaBnwamu RENAISSANCE Adyanced:

H L* 1** H
aMeHoBaHve (MM) (Mm) (M)
PykosaTka 415 MHCTPYMEHTOB-HacazokK
¢ 2 knasuwamn RENAISSANCE 107,1+1,5 106,1+1.5 9+0,5
Advanced
MpumevaHus;

*B cTonbue L ykasaHa f/IMHa PyKOATKM B aKTUBHOM COCTOSIHWW, KOT[a aKTUBALWMOHHLI CTEPXEHb
BbICTynaeT Brepes.

cTonéue | yka3zaHa giMHa pyKoATKN B HEaKTMBHOM COCTOSAHUN.

PucyHok 1-cxemaTuyeH, OH nokasbiBaeT MexaHU3M PYKOATKM B HEAKTUBHOM COCTOAHUU ),

M B aKTUBHOM COCTOSIHUM, KOT[a aKTUBaUMOHHbIA CTEpPXEHb BblABUHYT Bnepep, (L).

Tt
H i A rom*]

>f

PucyHok 1. Pasmepbl pyKoATKM [O/19 WUHCTPyMeHTOB-Hacagok 2 knasvwamm RENAISSANCE
Advanced.

Macca PykosTku O/ UHCTPYMEHTOB-Hacaaok c 2 knasuwamm RENAISSANCE
Advanced:

HanmeHoBaHWe n3aenvs Macca (r)

PykosiTka 411 UIHCTPYMEHTOB-HacaA0K

¢ 2 knasmwamy RENAISSANCE Advanced 10

TexHUYecKne XxapakTepuCTUKU PykoaTtkn ans UHCTPYMEHTOB-Hacagok
c 2 knasnwamu RENAISSANCE Advanced:

" Ycunue CooTHoLle
epoxoBaToCTb cBOOOAHOIo Hve
rnoBepxHoCTU* TBepAoCTL™ xopa KI'I%.BI/ILIJVI aKkTBaumn
aKkTnsauuun
AKUTMBau,MOHH OcCHOBHoO HepxaBekslla Hepxaselol, AKTMBaLMOHHbLIA  PykosiTKa-
bl CTEPXEHb CTepXeHb A CTaUlb as cTa/lb CTepXXeHb Hacazka
1.4435 1.4310
Ra=0,8 mkm Ra =0,8 Mkm HB<215 B S230 He 6onee 2 H 1

BaXeH AaHHbIA napameTp.

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



** TBepAoCTb CTa/IN yKa3aHa Ha ocHoBe cTaHgapTa EN 10088-3:2014, cneunduyeckas
TBEPAOCTb KOHEUHbIX AeTanei He onpegenseTcs, T.K. He ABNseTcs Tpebyemoin
XapakKTepuUcTUKon A9 NCnob30BaHuUs.

*** COOTHOLLUEHME aKTuBaLUUM pyKosTKa-Hacajka - 370 3HavyeHue, KOTopoe nokasbiBaeT
CBA3b X0[a KfaBuLL akTUBaLUN PYKOATKM N pacKkpbliTue bpaHLwel NMHUEeTOB-HacaaokK unn
HOXHULU-Hacagok, Hanpumep, 3/1 o3Ha4vaeT, YTO Ha 3 MM HEO6XOANUMO CABUHYTL
KnaBuwy/KNnaBuLLM PYKOATKN, YTOObI 4OOUTLCA akTuBauuu 6paHLiein Hacaakm Ha 1 Mm K
NMO/IHOCTbIO 3aKPbITb NUHUET-HAcanKy WM HOXHULbI-HacankKy.

9. PemOHTHOE 06CnyXunBaHue. NapaHTUiiHble 065s3aTeNbCTBA.

Ecnu nprvoBGpeTeHHbIi MHCTPYMEHT MMEET KakKyh-1Mbo HeUcrnpaBHOCTb, HEO6GXO0AMMO
coobwntb 06 atom Alcon Grieshaber wnun YnonHomoueHHOMy [pegctaBuTesito
npounssoautens B Poccum.

He ncnonbayiite NnoBpexaeHHble U AeekTHble NHCTPYMEHTbI.

M3penve p[OMKHO WMCNOMb30BaTbCsl B COOTBETCTBUMM C MOKA3aHUAMM U NOLIAroBOW
NHCTPYKLMENn. Bce BOMpPOCHI, CBSAI3aHHble C paboToil M3genusi, Moryt 6biTb agpecoBaHbl
YnosiHomo4yeHHOMY lNpeacrtasmtento NnponssoguTens.

Bce pemMoHTHble paboTbl PYKOATKM AN WMHCTPYMEHTOB-HacafoK 2 KaBuwamu
Renaissance Advanced npou3BoAATCs 3KCKN3MBHO KomnaHuen Alcon Grieshaber.
CBsXutecb C YNO/IHOMOYEHHbIM npeacTtasuTenem npounssoantena B PP ans okasaHus
nomMoLyM B BO3BpaTe NOBPEXAEHHOIO MHCTPYMEHTA.

TONbKO 4UCTble, 06e33apaXeHHble W CTepuIN30BaHHble WHCTPYMEHTbl MOryT ObiTb

oTnpaB/ieEHbl ANA PEMOHTA.

YNonHOMOYEHHbIN npeacTtaBuTeNb nponssoanTensa B Poccun:
OO0 «AnkoH ®apmaueBTUKa», Poccus,

109004, Poccus,

MockBa, yn. Hukonoamckas, 54

TenedpoH +7 495 961-13-33

Mpon3BoauTesnb: C€
«AnkoH pewabepArl», LBeliuapus

MNilAlcon Grieshaber AG
Winkelriedstrasse 52
CH-8203 Schaffhausen

Switzerland

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



Ophthalmic surgical instruments: Handles:
Sutherland Handle NG, red
Sutherland Handle NG, blue
RENAISSANCE Handle NG. red
RENAISSANCE Handle NG. blue
Revolution Handle, red
Revolution Handle, blue

RENAISSANCE Advanced Handle

N o g b w DN e

Manufacturer:

mlAlcon Grieshaber AG
Winkelriedstrasse 52
CH-8203 Schaffhausen

Switzerland
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INSTRUCTION FOR USE 1.
Ophthalmic surgical instruments: Handles:
1.Sutherland Handle NG, red
2.Sutherland Handle NG, blue
3.RENAISSANCE Handle NG. red
4. RENAISSANCE Handle NG, blue
5. Revolution Handle, red

6.Revolution Handle, blue

1. Description and Intended Use.
The Sutherland Handle NG, red; Sutherland Handle NG, blue; RENAISSANCE Handle
NG, red; RENAISSANCE Handle NG, blue; Revolution Handle, red and Revolution
Handle, blue (further - GRIESHABER Reusable Handles) are designed to be used
together with GRIESHABER DSP Forceps Tips or Scissors Tips. These instruments are
used in ophthalmic surgery Different tip designs are available for cutting, grasping, ILM
handling, etc. The GRIESHABER Reusable Handles are available in different colors to
simplify recognition in the OR theatre.
These instruments are produced according to the latest methods and standards and on
the highest level of function, safety and design.

The use of these instruments is obvious to specialized personnel.

2. Precautions and Warnings.

* The instrument may be used only by well-trained physicians and personnel.

* Prevent instrument from touching any hard surface, it could get damaged.

* Prior to each use, the instrument must be cleaned and sterilized.

* The instrument tip must be properly attached to the handle: Check that the dot on the tip
does align with the mark on the handle and that the tip fits tightly.

« After attaching the instrument tip to the handle, but prior to each use, it must be thoroughly
inspected for correct function, wear and damage.

» Sterilization instructions provided and validated by Alcon Grieshaber (see Chapter 4.4
Sterilization) are capable of sterilizing the instrument(s) for re-use. It remains the
responsibility of the processor to insure that the processing as actually performed using
equipment, materials and personnel in the facility achieve the desired result. This requires

verification and routine monitoring of the process.
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Likewise, any deviation by the processor from the instructions provided should be properly
evaluated for effectiveness and potential adverse consequences. Please refer to nationally
recognized standards, such as AAMI standards (see References 2, 3 and 4 in Chapter
4.4) or to your facility's standard procedures.

NOTE: Due to the potential for the accumulation or particulate and bio burden residues in
the sterilizer water reservoirs, it is the surgical facility's responsibility to properly maintain
the equipment and their associated filters to ensure the introduction of contaminant-free
steam onto the device.

To prevent from TASS (Toxic Anterior Segment Syndrome) thoroughly follow the steps of
rinsing and flushing with water to remove any remnants or the reprocessing solutions.
Refer to the safety instructions for the use of cleaning and disinfecting solutions and to the
hospital's sterilization Instructions.

o The end or product life is recognized by decreased functionality and appearance of wear
and tear (damage).The number or reprocessing cycles cannot be specified by number as it
depends on many factors.

The instrument has to be returned to the Customer Support Department of Alcon, if any
damage or changes in its characteristics are observed. For this it's necessary to contact
with authorized representative of manufacturer in Russian Federation.

If any Instrument is received in defective condition, Alcon Grieshaber or authorized
representative of manufacturer in Russian Federation has to be notified. Never use

damaged or defective devices.

3.Directions for Use.

Set-up, prior to surgery:

» Attach tip to handle: Align dot at the tip with the groove in the handle. Slide the tip
longitudinally onto the handle. While doing so, do not compress the levers; hold the handle
at its rear part.

» Twist tip clockwise until the dot of the tip aligns with the marking on the handle. While
doing this, two clicks will be noticeable.

» Check tip for tight fit.

The device is used at medical institutions of the ophthalmological profile.
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4. Cleaning, disinfection, prion inactivation and sterilization.

4.1. General information for reprocessing:

« If in the medical opinion of the physician a patient with a prion related disease undergoes
a high risk procedure, the instrument should be destroyed or be processed according to
local requirements.

» To provide a long lifetime and smooth function, the following care should be taken:

- The instrument should be cleaned and dried immediately after surgery. Any dried off
remnants especially saline solution, left on/in the instrument could trigger irreversible
corrosion and other damage.

- All applied reprocessing procedures must be compatible with stainless steel and PEEK.

- The instrument should not get exposed to oxidative or low pH cleaning solutions and
especially not to NaOCI. Irreparable damage will result.

- The instrument should not be exposed to temperatures higher than 140°C (284T).

- The instrument can withstand 1 molar NaOH-solution at room temperature 25X (77T).

- The hot instrument should not get chilled in water or other liquid.

- Allow the instrument to cool by air.

« Definitions: “water” use only deionized or distilled water. "Air" use only air from a syringe
or dried and filtered compressed air. For each time water or air is named in the DFU these

conditions must be kept.

4.2. Cleaning and disinfection.

Perform the following steps first with cleaning solution and then with disinfection solution.

» Soak the instrument in an ultrasonic bath filled with the relevant solution, for the minimum
time recommended by the manufacturer of the solution.

* Rinse the instrument in an ultrasonic bath with water for at least one minute. Repeat this
procedure at least twice.

Repeat the cleaning steps if the rinsing water is not clear or residue is present.

4.3. Additional care:

* Drying is recommended, if the instrument is not sterilized immediately. A flush with fresh
isopropy! alcohol or ethanol solution (min. 70%) will facilitate drying. Dry the instrument
thoroughly with air.

» The periodic use of an instrument milk (lubricant) will increase the lifetime and function.

4.4, Sterilization

* The Instrument must be cleaned and disinfected prior to sterilization.
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« If any kind of packaging during sterilization is used, it must be suitable for steam
sterilization and comply with EN 868 or AAMI/ISO 11607.
* Do not use packaging material as sterilization container.

« Sterilize the Instrument using a steam sterilization cycle validated for this device by the

hospital.
Sterilizer Type Sample Temperature Minimum Exposure Time
Confiauration (Minutes)
Wrapped 20
_ Unwrapped 10
Gravity 132°C (270T)
Displacement
Wrapped
Prevacuum Unwrapped 4
pulsing
Wrapped 134X (273°F) 187)

"YPrevacuum pulsing is based on cycle with four pulses.

NEuropean Standards.

References:

1) ISO 17664 Sterilization of medical devices - Information to be provided by the manufacturer for the
processing of resterillzable medical devices.

2) AAMI TIR12: Designing, testing, and labeling reusable medical devices for reprocessing In health
care facilities: A guide for device manufacturers.

3) AAMI TIR30: A compendium of processes, materials, test methods and acceptance criteria for
cleaning reusable medical devices.

4) ANSI/AAMI ST79; Comprehensive guide to steam sterilization and sterility assurance in health care
facilities.

5. Validation.

Alcon Grieshaber has performed validations to demonstrate the efficacy of the herein
recommended procedures with the following setup:

* Enzymatic cleaner: CIDEZYME® by Johnson & Johnson, in 0.8% v/v

* Disinfectant: CIDEX® OPA Johnson & Johnson, undiluted, activated solution

» Autoclave: Amsco Eagle 300 Series
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6. Conditions of storage, transportation and utilization. Shelf life.
Storage conditions;

Temperature +5 “C to +30 “C

Relative humidity 30% to 85%

The end of life for the handles is determined by their wear and damage, but must not be

longer than 5 years.

Transport conditions:

Temperature +5 X to +60 °C

Relative humidity 30% to 85%

Conditions of utilization

GRIESHABER Reusable Handles should be properly disposed as medical waste.

In case of clinic, warehouse, etc. medical device is utilized in accordance with medical
waste circulation rules of SanPin 2.1.7.2790-10 dated 12.12.2010 «Sanitation and
epidemiological requirements for medical waste circulation».

Adhere to national regulations when disposing or recycling the product, its components

and its packaging.

7. Definition of symbols.

Consult accompanying documents

REF Catalog number

LOT Batch code

SN Serial number

REUSABLE Reusable

NON STERILE .
Non sterile

iJ Manufacturer

r f Date of Manufacture
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8. Technical parameters.
Dimensions with tolerances of the GRIESHABER Reusable Handles:

L* r*

Name (mm) (mm)

H (mm)
Revolution Handle, red

+ + +
Revolution Handle, blue 103,2+1,5  101,5¢1,5 11205

Sutherland Handle NG, red
Sutherland Handle NG, blue
RENAISSANCE Handle NG. red
RENAISSANCE Handle NG. blue

Notes
*L - indicates handle length in activated position, the pin is protruding.
**| - indicates handle length in not activated position.

Figures 1-3 are schematic only, representing the mechanism in a non-activated state (I)

108,35+1,5 106,65%1.5 14+0.5

104,1+1,5 102,5+1,5 10+0.5

and the activation pin in an activated state (L).

H
Figure 1; Dimensions of Revolution Handle red and blue
I
t\
H |
O
\t
Figure 2: Dimensions of Sutherland Handle NG red and blue
I

H m mMOi C€

Figure 3: Dimensions of RENAISSANCE Handle NG red and blue

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



Weight of the GRIESHABER Reusable Handles

Device Name Weight (g)
Revolution Handle, red 16
Revolution Handle, blue
Sutherland Handle NG, red

10.5
Sutherland Handle NG, blue
RENAISSANCE Handle NG, red 10

RENAISSANCE Handle NG, blue

Technical characteristics of the GRIESHABER Reusable Handles:

Revolution Handle, red and Revolution Handle, blue

Actuation
Surface Roughness* Hardness** Travel )
ratio**
Activation Pin  Front Part Stainless Stainless Activation Pin  Handle/Tip
Steel 1.4435  Steel 1.4310
Ra=08|jm Ra=0.8im HB5216 HB ~ 230 Not more 2 N 45/1
Sutherland Handle NG, red and Sutherland Handle NG, blue
Actuation
Surface Roughness* Hardness** Travel )
ratio**
Activation Pin Bayonet Stainless Steel 1.4435 Activation Pin  Handle/Tip
connector
Ra=0.8|m Ra=0.8jm HBS215 Not more 5 N 34/1
RENAISSANCE Handle NG, red and RENAISSANCE Handle NG, blue
Actuation
Surface Roughness* Hardness** Travel )
ratio***
Activation Pin Core Stainless Stainless Activation Pin  Handle/ Tip
Steel 1.4435  Steel 1.4310
Ra= 0.8 |jm Ra= 0.8 jjm HBW215 HB s 230 Not more 5 N 331

Parts for which the surface roughness has been indicated are selected based on the

relevance of surface finish for instrument function.
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** Steel hardness is based on the EN 10088-3:2014 standard. No specific hardness
specifications have been defined for the finished subcomponents, because itis not a
required characteristic based on their intended use.

*** The Handle / tip actuation ratio is an value indicating how far the surgeon must move
his fingertip to actuate the forceps or scissors tip. For example 4.5/1 means 4.5 mm
movement with the fingertip that translates to 1mm actuation of the tip and complete

closure of the forceps or scissors tip

9. Repair service. Warranties

If any instrument is received in defective condition, Alcon Grieshaber or the Authorized
representative of manufacturer in Russian Federation has to be notified.

Do not use damaged or defective instruments.

The device must be used in accordance with indications and DFU. All questions regarding
with the device’s function can be addressed to Authorized representative of manufacturer.
All repairs work for GRIESHABER Reusable Handles is carried out exclusively by Alcon
Grieshaber. Contact Authorized representative in Russian Federation for assistance on
returning devices.

Only cleaned, disinfected and sterilized instruments may be sent for repair.

AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION:
Alcon Farmacevtika LLC, Russia,

109004, Russian Federation,

Moscow, Nikoloyamskaya str., 54

Telephone +7 495 961-13-33

Manufacturer:

mlAlcon Grieshaber AG C€
Winkelriedstrasse 52
CH-8203 Schaffhausen

Switzerland
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INSTRUCTION FOR USE 2.

Ophthalmic surgical instruments: Handles:
RENAISSANCE Advanced Handle.

1. Description and Intended Use.
The RENAISSANCE Advanced Handle has been designed to be used with the
GRIESHABER Disposable Forceps Tips or Scissors Tips. These instruments are used in
ophthalmic surgery. Different tip designs are available for cutting, grasping, ILM handling,
etc.
These instruments are produced according to the latest methods and standards and on
the highest level of function, safety and design.

The use of these instruments is obvious to specialized personnel.

2. Precautions and Warnings.
» Theinstrument may be used only by well-trained physicians and personnel.
* The instrument tip must be properly attached to the handle: Check that the dot on the
tip does align with the mark on the handle and that the tip fits tightly.
» After attaching the instrument tip to the handle, but prior to each use, it must be
thoroughly inspected for correct function, wear and damage.
» Prevent instrument from touching any hard surface, it could get damaged.
* Prior to each use, the instrument must be cleaned and sterilized.
» Prior to each use, the instrument must be thoroughly inspected for correct function,
wear and damage.
 Sterilization instructions provided and validated by Alcon Grieshaber (see Chapter 4.4
Sterilization) are capable of sterilizing the instrument(s) for re-use. It remains the
responsibility of the processor to insure that the processing as actually performed using
equipment, materials and personnel in the facility achieve the desired result. This
requires verification and routine monitoring of the process.
Likewise, any deviation by the processor from the instructions provided should be
properly evaluated for effectiveness and potential adverse consequences. Please refer to
uaWonaW vecognrad sXandaTds. sucW\ as AJ1LL sVanciavtis isee References 2, band A\n
CVap\.et 4.4" ov\o 'jow facWWys sXandaxd pwce/lnTea.
NOSTE. X0 raANaN \onax and BoVivvoen

sVeam otxVo IV\e Aem\ce.
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» To prevent from TASS (Toxic Anterior Segment Syndrome) thoroughly follow the steps
of rinsing and flushing with water to remove any remnants or the reprocessing solutions.

* Refer to the safety Instructions for the use of cleaning and disinfecting solutions and to
the hospital's sterilization Instructions.

* The end or product life is recognized by decreased functionality and appearance of
wear and tear (damage).The number or reprocessing cycles cannot be specified by
number as it depends on many factors.

* The instrument must be returned to the Customer Support Department of Alcon, if any
damage or changes in its characteristics are observed. For this it's necessary to contact
with authorized representative of manufacturer in Russian Federation

* If any Instrument is received in defective condition, Alcon Grieshaber or authorized
representative of manufacturer In Russian Federation has to be notified. Never use

damaged or defective devices.

3. Directions for Use.

Set-up, prior to surgery:

 Attach tip to handle: Align dot at the tip with the groove in the handle. Slide the tip
longitudinally onto the handle. While doing so, do not compress the levers, hold the
handle at its rear part.

» Twist tip clockwise until the dot of the tip aligns with the marking on the handle. While
doing this, two clicks will be noticeable.

» Check tip for tight fit.

The device is used at medical institutions of the ophthalmological profile.

4. Cleaning, disinfection, prion inactivation and sterilization.

4.1. General information for reprocessing:

e If in the medical opinion of the physician a patient with a prion related disease
undergoes a high risk procedure, the instrument should be destroyed or be processed
according to local requirements.

* To provide a long lifetime and smooth function, the following care should be taken:

- The instrument should be cleaned and dried immediately after surgery. Any dried off
remnants especially saline solution, left on/In the instrument could trigger irreversible
corrosion and other damage.

- All applied reprocessing procedures must be compatible with stainless steel, PPSU and
PEEK Polymer.
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- The instrument should not get exposed to oxidative or low pH cleaning solutions and
especially not to NaOCI. Irreparable damage will result.

- The instrument should not be exposed to temperatures higher than 140“C (284°F).

- The instrument can withstand 1 molar NaOH-solution at room temperature 25°C (77T).
- The hot instrument should not get chilled in water or other liquid, - allow cooling by air.

» Definitions: “water” use only deionized or distilled water. “Air” use only air from a
syringe or dried and filtered compressed air. For each time water or air is named in the

DFU these conditions must be kept.

4.2. Cleaning and disinfection.
Perform the following steps first with cleaning solution and then with disinfection solution.
» Soak the instrument preferably in an ultrasonic bath filled with the relevant solution, for
4 the minimum time recommended by the manufacturer of the solution.
* Rinse the instrument preferably in an ultrasonic bath with freshly filled water for at least
one minute. Repeat this procedure at least twice.

Repeat the cleaning steps if the rinsing water is not clear or residue is present.

4.3. Additional care:

» Drying is recommended, if the instrument is not sterilized immediately. A flush with
fresh isopropyl alcohol or ethanol solution (min. 70%) will facilitate drying. Dry the
instrument thoroughly with filtered compressed air.

» The periodic use of an instrument milk (lubricant) will increase the lifetime and function.

4.4, Sterilization.

* The Instrument must be cleaned and disinfected prior to sterilization.

« If any kind of packaging during sterilization is used, it must be suitable for steam
sterilization and comply with EN 868 or AAMI/ISO 11607.

* Do not use packaging material as sterilization container.

« Sterilize the instrument using a steam sterilization cycle validated for this device by the

hospital.
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Sterilizer Type Sample Temperature Minimum Exposure Time

Confiauration (Minutes)
Wrapped 20
Unwrapped 10
Gravity 132X (270T)
Displacement
Wrapped
Prevacuum Unwrapped 4
pulsing
Wrapped 134°C (273T) le™)

NMPrevacuum pulsing is based on cycle with four pulses.
NEuropean Standards.

References:

1) ISO 17664: Sterilization of medical devices - information to be provided by the manufacturer
for the processing of resterilizable medical devices.

2) AAMI TIR12: Designing, testing, and labeling reusable medical devices for reprocessing in
health care facilities; A guide for device manufacturers.

3) AAMI TIR30: A compendium of processes, materials, test methods and acceptance criteria for
cleaning reusable medical devices.

4) ANSI/AAMI ST79: Comprehensive guide to steam sterilization and sterility assurance in health
care facilities.

5.Validation.

Alcon Grieshaber has performed validations to demonstrate the efficacy of the herein
recommended procedures With the following setup:

* Enzymatic cleaner: CIDEZYME® by Johnson & Johnson, in 0.8% v/v

* Disinfectant: CIDEX® OPA Johnson & Johnson, undiluted, activated solution

* Autoclave: Amsco Eagle 300 Series

6. Conditions of storage, transportation and utilization. Shelf-life.
Storage conditions:

Temperature +5 °C to +30 “C

Relative humidity 30% to 85%
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The end of life for the handles is determined by their wear and damage, but must not be

longer than 5 years.

Transport conditions:

Temperature +5 X to +60 X

Relative humidity 30% to 85%

Conditions of utilization.

RENAISSANCE Advanced Handle should be properly disposed as medical waste.

In case of clinic, warehouse, etc. medical device is utilized in accordance with medical
waste circulation rules of SanPin 2.1.7.2790-10 dated 12.12.2010 «Sanitation and
epidemiological requirements for medical waste circulation».

Adhere to national regulations when disposing or recycling the product, its components

and its packaging.

7. Definition of symbols.

A Consult accompanying documents

REF Catalog number

LOT Batch code

SN Serial number

REUSABLE Reusable

NON STERILE Non sterile

Manufacturer

d Date of Manufacture

8. Technical parameters.
Dimensions with tolerances of the RENAISSANCE Advanced Handle

1**
Name L* H
(mm) (mm) (mm)
RENAISSANCE Advanced Handle 107,1+1,5 106,1+1,5 9+0,5
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Notes

*L - indicates handle lengtli in activated position, the pin is protruding.
**| - indicates handle length in not activated position.

Figure 1 is schematic only, representing the mechanism in a non-activated state (I) and

the activation pin in an activated state (L).

Y TIWIO3B CE

Figure 1 Dimensions of RENAISSANCE Advanced Handle

Weight of the RENAISSANCE Advanced Handle
Device Name Weight (g)

RENAISSANCE Advanced Handle 10

Technical characteristics of the RENAISSANCE Advanced Handle:

Surface Roughness* Hardness** Travel Actuation
ratio***
Activation Pin Core Stainless Stainless Activation Pin  Handle / Tip
Steel 14435  Steel 1.4310
Ra=08\im Ra=0.81m HB" 215 HB ~ 230 Not more 2 N 31

of surface finish for instrument function.

** Steel hardness is based on the EN 10088-3:2014 standard. No specific hardness
specifications have been defined for the finished subcomponents, because it is not a required
characteristic based on their intended use.

*** The Handle / tip actuation ratio is an value indicating how far the surgeon must move his
fingertip to actuate the forceps or scissors tip. 3/1 means 3 mm movement with the fingertip that
translates to Imm actuation of the tip and complete closure of the forceps or scissors tip.

9. Repair service. Warranties.

If any instrument is received in defective condition, Alcon Grieshaber or the Authorized
representative of manufacturer in Russian Federation has to be notified.

Do not use damaged or defective instruments.

The device must be used in accordance Vv¥ith indications and DFU. All questions

regarding with the device’s function can be addressed to Authorized representative of

manufacturer.
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All repairs work for RENAISSANCE Advanced Handle is carried out exclusively by Alcon

Grieshaber. Contact Authorized representative in Russian Federation for assistance on

returning devices.

Only cleaned, disinfected and sterilized instruments may be sent for repair.

AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION:
Alcon Farmacevtika LLC, Russia,

109004, Russian Federation,

Moscow, Nikoloyamskaya str., 54

Telephone +7 495 961-13-33

Manufacturer:

N nJ Alcon Grieshaber AG C€
Winkelriedstrasse 52
CH-8203 Schaffhausen

Switzerland
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Seen for legalisation of the signature

Schaffhausen,

Town Chancery Schaffhausen
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/TepeBog, C HEMELLKOIO M aHIJIEACKOIO S3bIKOB Ha PYCCKMIA SA3bIK/

KomnaHust «<AJTKOH » rpynnbl KOMMaHMA «HoBapTuc»
«ANKOoH Mpeluabep Al »

BuHkenbpyaLmpacce, 52

LLiBelALapcKas KoHeaepaupms, 8203 Ladidxay3eH

BCEIMNO NMPOHYMEPOBAHO, MPOWNTO
M CKPEIJIEHO NMEYATbBIKO 35 CTPAHUL,

/Moanwnce/
/OthmupanbHas neyaTb FOpoACcKoA KaHuespuu 1. LaddgxayseH/

/WTamn/: «AnkoH Mpewabep Al»
BuHkenbpuAaLLpacce, 52
8203 LWaddhxayseH

Jleranunsayusa

Y [00CTOBEPAD Sierasm3aLmio rnoanvcm
r—>xun M apusa Mopesun — Spxapa,
LLladhpxay3eH, 18.05.2015 .

Mopoackas kaHuenspus, LaddxayseH
/Mopnuck/
2nm3abeT Xosnep

APOSTILLE
AMNOCTW/b
(Convention de La Haye du 5 octobre 1961)
(Maarckasa KoHBeHUWst 0T 5 okTA6ps 1961 roga)
1 CrpaHa: Lsetiuapckan KoHgeaepaums
HacTosawmia ogvLpasibHbIA JOKYMEHT

2. 6b111 NognmcaH: 3nun3abeT Xosep,

3. BbCTYTAIOLLEA B KAUYECTBE: C/TY)KALLIEIA KaHLIENSIpUN

4. CKpervieH neYaTb/LLITaMrioM: ropoAckoiA KaHLespum r. L addxay3eH
YpaocToBepeH

5. B LLadhhxay3eHe 6.18.05.2015 .

1. ropoacKoiA KaHLUEAprei KaHToHa LUadhxay3eH

8. 3a Ne569/20/5

9. MeyaTb/LLUTamn 10. Mognicb
A. Bap /Mognuck/

/OthmupanibHas NeyaTb FOPOACKOLA KaHUESp KaHToHa LLladdxay3eH/

/TlepeBof, C HEMELLKOIO M aHI/INIACKOIO S13bIKOB HaPYCCKUEA 31U LUTHO/THW

nepeBog4VK Balilues b MmnxatanioBud N /
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Mopos Mocksa, fBajLaroe Mmas fiBe ThICAYM NATHAALATOrO roja.

A, KybacoB Wropb EBreHbesnudy, HoTapuyc ropoga MOCKBbI, CBUAETENbLCTBYIO
NOANMHHOCTbL MOAMWUCKU, CAeNaHHOW nepeBoguYnKoM bBaliweBbiM Wnbéihk MuxainnoBnyem B MOEM
NpUCYTCTBMU. JINYHOCTb €ro yCTaHOB/EHA.

3aperucTpmpoBaHo B peecjP €/ Xa 8-
B3bickaHO noTap A”* "y pj

Bcero npowuTo, NPOHYMEpPOBaHO

n cKpennenone4vyaTbro
S rTAM-cMX et
Hotap”c I [ ]
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