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Baxuan undopmauust s nons3osaresei uaaenuii u uacrpymentos KAPJI ILTOPLY
Important information for users of KARL STORZ devices and instruments

Pexomenayerca IpoBepuThL NPRTOAHOCTL HPOAYKTOR IR NPEANOIATAeMoil DPOLEAYPh A0 HAYATA HCNOALIOBARNS.

Bnarosapum Bac 3a nosepue, okasanroe Toprosoii mapke KARL STORZ. Kax v aca Halia npoayKuus, JaHHOe H3fenue SBASeTCH Pe3yAbTATOM HAWEN0 ONbITa U
KponoTiueoit pabothl. Bei 1 Bama opranusatms BmOpani coBpeMeHHbIl # BLICOKOKaYecTBeHHbIH npoaykT npoussoacTsa komnannu KARL STORZ,

Hacrosmasn HHCTPYKHHA AO/DKHA ITOMOMb Bam NpasWwIbHO HCHONB3OBATE, & TAKXKC OUHLILUATD, }l%lﬂi¢ﬂl.ﬂlp08m H pH HOOGXOJIHMOOTH CTCPHIH3OBATD H3ACIHEC, Bee

HeoOXOAMMEIE AeTalK K AeHiCTBUA HAMNAAHO pasbiAcHAoTes. [ToITOMY BHHMATENBHO NPOYTHTE HACTOALLYIO HHCTPYKUMIO; GEPeKHO XpaHHTe ed, 41066l B Ciyuae
BO3HHKROBSHHSR BOMPOCOB K Heit Beeraa MoskHO 6110 06paTuTees.

NPEAYHPEXJEHHAE: suoocxonet KARL STORZ nocmasntiomes HecmepunsimMu, i ux HeobX00UMO ONIamb, Oe3unpuyupoeams 1 Cmepuauzoeans neped
nEPauM UCRORLI0BANUEM U KANCOBM NOCICOVIOUSUM NOBMOPHBIM UCTIORDIOSAHUEM,

Komnauna KARL STORZ nocroanno paboTaer Haa ycoBepuieHCTBOBaHMeM Beeli npoaykums. T1o 310 npHunHe BO3MOMXHB H3MEHEHHA POPMBI, OCHALIEHNAS ¥
TEXRONOrHH. Mui paccuntsisaeM Ha Batite nonnmManue. IToatomy aanHbie, H300paxenns W ONMHCEHHA B HACTORLIEH MHCTPYKUMHA He MOTYT GbITh OCHOBAHHEM ANIN
NIPEeXbABRNCHUA TIPETEH3UHA.

It is recommended to check the suitability of the products for the intended procedure prior to use,

Thank you for your expression of confidence in the KARL STORZ brand name. Like all of our other products, this product is the result of years of experience and
great care in manufacture. You and your organization have decided in favor of a modern high-quality item of equipment from KARL STORZ.

This instruction manual is designed to provide help with the proper application, cleaning, and sterilization of the endoscopes manufactured by KARL STORZ. All
required details and all actions on your part are clearly presented and explained. We therefore ask that you read this manual carefully before proceeding to work with
the instrument. Keep this manual available for easy reference.

WARNING: KARL STORZ endoscopes are not sterile when delivered, and must be cleaned, disinfected and sterilized prior to initial use and each subsequent reuse.

KARL STORZ is continuously working on the further development of all products. Please understand that changes to the scope of supply, design, equipment, and
technology are possible for this reason. Therefore, no claims may be derived from the information, figures, and descriptions in this manual.
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1. Obmue ceeaenng/General information

SH0ckonsl co crepxHeBbiMu nuniamH HOPKINS sBafi0TCA MHOrOpazoBbLIMH M
COCTOAT M3 OKy/Apa, pashbeMa ANA CBeToBhiX kalenell ¢ npexyCTaHOBICHHBIMH
ajanTepaMH ANA cBETOBMX Kabeneli apyrmx npowssopuTeneli u ofonouxu m3
HEPKABEIOIETO MATEPHANA, KOTOPAas 3aKPLIBACT CUCTEMY CTEPXHEBLIX JIMH3 M
BCTPOCHHOIO OITTOBOJIOKOHHOTO CBETOBOAA.

[lostoMy ¢ HuMH HeoOxonumo o0pawaTECA OCTOPOXHO H NPOBEPATL Ha
NPaBWILHOCTE (GYHKUMOHUPOBAHKA M HA HallHYHe MPU3HAKOB NOBPEXACHMS 10 K
noce KAKAOre HCNOMb30BaHMA Ha NaUMeHTe.

CobGmonenne cnenyoumeit undopmaunn ofecneuur noaruii cpok cayxOel Baumx
angockonos HOPKINS.

HOPKINS rod lens endoscopes are reusable and consist of an eyepiece, a
connection for light cables with screwed-on adaptors for light cables from other
manufacturers, and a sheath made of rust-proof material that encloses the rod lens
system and an integrated fiberoptic light cable.

They must therefore be handled with care, and checked for correct functioning and
for signs of damage before and after every use on a patient.

Observing the following information will ensure that your HOPKINS endoscopes
have a long service life.

1.1. HamMenosanne meaunuanckoro nigenns/Name of the medical device

nnockon xecrxnii HOPKINS ana npaMesienua npH JanapockonH4eckux onepannax
B BAPDHAHTAX HCMOJHEHHNA ¢ APAHAANCKHOCTRMH:

L Iupockon xecTxnit HOPKINS ans npumMeHeHUst NPK NN POCKONNIECKHT

ONEPALHAI B BADRAHTAX HCNONHCHKA:

1. Dupocxon xectkniit HOPKINS ang npuMeHeH A Py NANapOCKONMYECKHX ONEpaumsix,
THOOPA3IMEPL:

1.1.1. Sunockon xectruit HOPKINS nns npumenesnn npH AaNapockONHYECKHX
onepauMax, TUTIOpasMep: Hanpasnenue saGnioaetnn 0°, auameTp 10 My,
anuxa 31 cM, B COCTARE:

3upockon ~ 1 mr,;

HHCTpYKUMS NO IKCIUTyaTaunn — 1 .

1.1.2. Funockon wecrkuit HOPKINS m1s npumeHEHHA NPH NANAPOCKONHIECKHX
onepaLpAx, THNOpasMep: HanpasneHue raGmoaenua 0°, auametp, 10 MM,
AnuHa 42 ¢M, B COCTaBE:

Oupockon - 1 .}

Hucipykuus no axcrmyaTanu — | wr.

1.1.3. uaockon xectkuit HOPKINS nns npuMEHEHHA NPH NaNapOCKOMMUECKUX

Onepaunax, THIIOPE3MED: HanpanneHue RabmoaeHun 30°, auametp 10 MM,
anuua 31 cm, B cocrase:

Buaocxon — 1 wr.;
HrcTpyxuma no sxcnnyataigan — 1w,

—

-—

Endoscope rigid HOPKINS for use in laparoscopic operations in variants with
accessories:

L Endescope rigid HOPKINS for use in Iaparoscopic operations im variants:

1. Endoscope rigid HOPKINS for use in laparoscopic operations, dimension types:
1.1.1. Endoscope rigid HOPKINS for use in laparoscopic operations, dimension
type: direction of view 0°, diameter 10 mm, length 31 ¢m, consists of:
Endoscope - 1 pc.;
Instruction for use - 1 pe.

1.1.2. Endoscope rigid HOPKINS for use in laparoscopic operations, dimension
type: direction of view 0°, diameter, 10 mm, length 42 cm, consists of;
Endoscope - 1 pe.;
Instruction for use — 1 pe.

1.1.3. Endoscope rigid HOPKINS for use in laparoscopic operations, dimension
type: direction of view 30°, diameter 10 mm, length 31 ¢m, consists of*
Endoscope - 1 pc.;
Instruction for use - 1 pe.

-

1.1.4. Endoscope rigid HOPKINS for use in laparoscopic operations, dimension
type: direction of view 30°, diameter10 mm, length 42 ¢m, consists of:
Endoscope— 1 pc.;
Instruction for use — 1 pc.
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1.1.7.

. DHpockon xecTkMit HOPKINS ansa npumMeHeHWs npu nanapockonunyecknx

onepauunax, Tunopasmep: HanpasneHue Habnwgenns 30°, guameTpto MM,
4nnHa42 cm, B cocTaBse:

QHpocKon-1wrT,;

MHCTpYyKLMA no akcnayataymm - 1 wr.

. 9Hpockon xecTknit HOPKINS gnd npumeHeHUa Npu n1anapockonmyecknx

onepauunax, Tunopasmep: HanpaBneHume HabnwaeHuns 45°, anametp 10 MM,
ANnHa 31 cm, B COCTaBe:

QHpockon-1lwrT,;

MHCTpyKLUMA no akcnayataymm - 1 wr.

. dHpockon xecTknii HOPKINS ans npumeHeHUs npu nanapockonunyeckKnx

onepauyusax, TunopasmMep: HanpasneHne HabnwgeHna 45°, guametp 10 mMm,
AnNnHa 42 cMm, B cocTaBse:

QHpgockon - 1wrT,;

MHCcTpyKuua no akcnayaTtaumm - 1 wr.

3Hpockon xecTkmin HOPKINS gns npumeHeHUsa npu nanapockonnyecknx
onepauunax, Tunopasmep: HanpaBieHune HabnwageHus 30°, guamMmeTp 3 MM,
AnvHa 14 cm, B cocTaBe:

QHpgockon - 1wrT.;

WHCTpyKUumMA no akcnayatauumm - 1wt

Funb3a 3aWnTHAsA, 4N 3HAOCKOMOB A/IMHON 18 cm (npwu

Heo6X0ANMOCTM) - 1 WT.

. QHpockon xecTknii HOPKINS ana npumMeHeHMs Npu nanapocKoMmMyeckunx

onepauunax, Tunopasmep: HanpaBneHue HabnwaeHus 0°, gnameTp 3.3 MM,
ANnHa 25 cm, B cocTaBge:

QHpockon - 1wr.;

MHcTpyKumna no skcnnyartaymm - 1 wr.;

Funb3a 3aWunTHas, 4NS 3HAOCKONOB AnnHoN 30 cm (npwu
Heo6XxoAMMOCTH) - 1 WT.

. QHpockon xecTkmin HOPKINS ans npuMeHeHWs Npu nanapocKonmMyeckunx

onepaunsax, Tunopasmep: HanpaeneHue HabnwoaeHnsa 30°, guameTp 3.3 MM,
ONnHa 25 cMm, B cocTaBse:
QHpgockon - 1wt
MHCcTpyKUmMs no akcnnyatauum - 1wt
Funb3a 3aWUTHasA, 4N 3HAOCKONOB AnnHoi 30 cm (npwu
HeobXo0AMMOCTHN) - 1 LWIT.
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1.1.5. Endoscope rigid HOPKINS for use in laparoscopic operations, dimension
type: direction of view 45®, diameter 10 mm, length 31 cm, consists of:
- Endoscope - 1pc,;
- Instruction for use - 1pc.

1.1.6. Endoscope rigid HOPKINS for use in laparoscopic operations, dimension
type: direction of view 45°, diameter 10 mm, length 42 cm, consists of:
- Endoscope-1pc,;
Instruction for use - 1 pc.

1.1.7. Endoscope rigid HOPKINS for use in laparoscopic operations, dimension
type: direction of view 30°, diameter 3 mm, length 14 cm, consists of:

- Endoscope - 1pc.;

- Instruction for use - 1pc.;

- Protective tube, for endoscopes length 18 cm (if necessary) - 1pc.

1.1.8. Endoscope rigid HOPKINS for use in laparoscopic operations, dimension
type: direction of view 0°, diameter 3.3 mm, length 25 cm, consists of:
- Endoscope—1 pc.;
- Instruction for use - 1pc.;
- Protective tube, for endoscopes length 30 cm (if necessary) - 1pc.

1.1.9. Endoscope rigid HOPICINS for use in laparoscopic operations, dimension
type: direction of view 30°, diameter 3.3 mm, length 25 cm, consists of:
- Endoscope-1pc.;
- Instruction for use - 1pc.;
- Protective tube, for endoscopes length 30 cm (if necessary) - 1 pc.

1.1.10. Endoscope rigid HOPKINS for use in laparoscopic operations,
dimension type: direction of view 30°, diameter 4 mm, length 18 cm,
consists of:

- Endoscope-1pc.;
- Instruction for use - 1pc.;
Protective tube, for endoscopes length 18 cm (if necessary) - 1 pc.

1.1.11. Endoscope rigid HOPKINS for use in laparoscopic operations,
dimension type: direction of view 0°, diameter 5 mm, length 24 cm,
consists of:

- Endoscope - 1pc.;
- Instruction for use - 1 pc.
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1.1.10. Onaockon xectikuiil HOPKINS ans npHMeHeHNN Npy JanapoCKOMHYECKIX
ONepaLHAX, THIIOpa3Mep: HanpasneHue Habmonennn 30°, auameTp 4 MM,
anwHa 18 oM, B cocTane:

- ugockon — 1 wr.;

- Hucrpyiauma no sxcnayaTauss — | wit.;

- wne3a 3amuTHAR, 409 IHA0CKONOB ATHHONH 18 oM (pu
Heobxonumoctn) — I mr.

L1.11. 3unockon kectxuit HOPKINS ana npumeneHns npH Aanapockonueckux

OUCPaALMAX, THNOPAZMED: HanpasachHe HaGmoaenns 0°, anameTp 5 MM,
ANHHA 24 cM, B cocTaBe:

- 3naockon — 1 wr.;
- Unctpyxipn no sxcnnyataumu — 1 auer.

1.1.12. 3nnockon xecrkuit HOPKINS mns npuMeHenna Apyu AanapocKonHecKux
onepalHax, TRIOPaIMEp: HanpasaeHne naGnioaeuns 30°, auameTp 5 MM,
ANRHA 24 CM, B COCTARE:

- uaockon ~ | wr.;
- HHCTpyKUHA NO IKCTuTyataunn — | wr,

1.1.13. Onuaockon xectiuit HOPKINS fna RpuMeHeHsas Py JanapocKONHYECKHX
OnepaLuaX, THNIOpa3Mep: HanpasneHue Hatmonenus 30°, guametp 6.5 MM,
JUTHHA 35 oM, B COCTaBE:

- 3npockon — | mr.;
- Huctpykuug no sxcuryarauns — | wr.

1.1.14. Supockon xectknit HOPKINS ans nprMeHeHHN NPH JANIAPOCKONMYECKMX

OnNepaLMAX, THIOPAIMEp: Hanpannexnue naGmonenun 0°, AnaMeTp 5 MM,
anuHa 29 ¢, B cocTaBe:

- Sugockon — 1 wr.;
- Huctpyxims no sxcmnyarauwd — 1 wir.

1.1.15. Onpocxon xecTknit HOPKINS ang npHMEHEHHA APY JTaMapOCKOMHHECKHX

ONCpalHAX, THNOPA3IMEP: HanpasiieHue HaGmonewnn 30°, auamerp 5 Mm,
BAHHA 29 M, B COCTaBe:

- Aupockon — 1 wT,;
- HHCTPYKIMA 10 KCAYATALHA — | wT,

1.1.16. Onpocxon xectknit HOPKINS ang npuMeHEHHA NPy JANAPOCKOMHYECKHX
ONepauMAx, THNOPAIMEP: HATpaRReHHE HabmoaeHna 45°, aAnamMeTp 5 MM,

1.1.12. Endoscope rigid HOPKINS for use in laparoscopic operations,
dimension type: direction of view 30°, diameter 5 mm, length 24 cm,
consists of’

- Endoscope -1 pe.;
- Instruction for use - 1 pc,

1.1.13. Endoscope rigid HOPKINS for use in laparoscopic operations,
dimension type: direction of view 30°, diameter 6.5 mm, length 35 cm,
consists of:

- Endoscope — 1 pc.;
- Instruction for use — 1 pe.

1.1.14. Endoscope rigid HOPKINS for use in laparoscopic operations,
dimension type: direction of view 0°, diameter 5 mm, length 29 cm,
consists of:

- Endoscope ~ 1 pc.;
- Instruction for use — 1 pc.

1.1.15. Endoscope rigid HOPKINS for use in laparoscopic operations,
dimension type: direction of view 30°, diameter S mm, length 29 cm,
consists of:

1.1.16. Endoscope rigid HOPKINS for use in laparoscopic operations,
dimension type: direction of view 45°, diameter 5§ mm, length 29 cm,
consists of:

1.1.17. Endoscope rigid HOPKINS for use in laparoscopic operations,
dimension type: direction of view 0°, diameter 5,5 mm, length 50 cm,
consists of:

- Endoscope — 1 pe.;
- Instruction for use — 1 pc.

1.1.18. Endoscope rigid HOPKINS for use in laparoscopic operations,
dimension type: direction of view 30°, diameter 5,5 mm, length 50 cm,

consists of’

- Endoscope— 1 pc.;
- Instruction for use — 1 pe.
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AnuHa 29 ¢M, B COCTaBe:
- Oupockon — | wr.;
- Huctpyxums no axcnayarauss — 1 wr.

L.1.17. Onaockon mectkuii HOPKINS in npiMeHeHHS MPH NANAPOCKONUYECKHX
OlepaLmAX, THNOPA3MEpP: HatparieHke HabmoaeHuA 0°, auaMeTp 5,5 MM,
anuya 50 cm, B cocTase:

- Dnpockon — 1 wir,;
- HeCTpyxXuns no sxcnnyaraums — 1 wr,

1.1.18. Inaockon xectxuli HOPKINS ana npuMeHeHHA NPH NANapOCKONHIECKHX
OnepalnsX, THNOPA3MEp: Hanpasaexue Halunoaenus 30°, ananerp 5,5 Mm,
AnrHa 30 oM, B cocTaBe:

- Auaockon - 1 wir.;
- HHCTPYKUMA RO IKCIUTYaTaunu — | T,

1.1.19. Smumockon xectkufi HOPKINS ans npHMeHeHRA MPU NANAPOCKONMISCKHX
onepalMax, THIIOpaiMep: Hanpasnenne HaGmoenna 45°, avameTp 5,5 MM,
AnHHa 50 oM, B cocTase:

- Suaockon — 1 wr.;

- HucTpyRuMA 1o IKciuTyatausu — 1 m.

2. Oupockon xecTkuli HOPKINS ans npHMeHeHNs IPH NanapOCKONHYECKMX ONEPauyax ¢
MAPALNEALHLIM OKYAPOM, C HHCTPYMCHTANLHBIM KAHATOM, THIIOPAZMEDHL:
2.1.1. Sunockon xectkuft HOPKINS ans npuMeHeHRs NPH AANapOCKONHYECKHX

ONEPAUMAX C NAPAVICALHLIM OKY/APOM, ¢ HHCTPYMEHTANLHBM KAHANOM,
THNOpaIMep: HampabaeHue HaGmoaenua 0°, auamerp 10 MM, wuua 27 oM, B
coCTaBe:

- Supocxon — | .

- Hucrpyxuna no sxcruryaraunm — | wr.

- Komnavox ynnorearensHulit 50/4.0 -2 wt.

- Apnanrep 26034V — | .

2.1.2. 3upockon xectxkuil HOPKINS ans npHMenenus Npu 2anapockonHueckux
OTIEPAUMAX € NAPAENLHBIM OKYIAPOM, C HHCTPYMEHTATIbHHM KaHANOM,
THNOpAIMEp: HanpasaeHue Habmoznenus 6°, auamerp 11 mm, una 27,5 ¢,
B COCTaBe;

- Oupockon - 1 wr.;

- HucTpykuma no sxciuryarausu ~ 1 mrr.

- Kosmawox ynaorsurensubift $0/5.0 — 2 urr.
- Agantep 26075V — 1 wr.

1.1.19. Endoscope rigid HOPKINS for use in laparoscopic operations,
dimension type: direction of view 45°, diameter 5,5 mm, length 50 cm,
consists of’

- ‘Endoscope — 1 pe.;
- Instruction for use - 1 pe.

2, Endoscope rigid HOPKINS for use in laparoscopic operations with parallel
eyepiece, with instrumental channel, dimension types:

2.1.1. Endoscope rigid HOPKINS for use in laparoscopic operations with
parallel eyepiece, with instrumental channel, dimension type: direction of
view 0°, diameter 10 mm, length 27 cm, consists of:

- Endozcope - 1 pc.;

- Instruction for use — 1 pe.
- Sealing cap 50/4.0 - 2 pc.
- Adapter 26034V — 1 pe.

2.1.2. Endoscope rigid HOPKINS for use in laparoscopic operations with
parallel eyepiece, with instrumental channel, dimension type: direction of
view 67, diameter 11 mm, length 27,5 cm, consists of:

- Endoscope— 1 pc.;

- Instruction for use — 1 pe.
- Sealing cap §0/5.0 -2 pc.
- Adapter 26075V - 1 pe.

3. Endoscope rigid HOPKINS for use in laparoscopic operations with angled eyepiece,
with instrumental channel, direction of view 0°, diameter 10 mm, length 27 cm,
consists of:

- Endoscope - 1 pc.;

- Instruction for use - 1 pe.
- Sealing cap 50/4.0 - 2 pc.
- Adapter 26034V — 1 pc.

4. Endoscope rigid HOPKINS ENDOCAMELEON for use in laparoscopic operations,
adjustable direction of view 0° - 90°, diameter 10 mm, length 31 cm, consists of:
- Endoscope - 1 pc.;
- Instruction for use — 1 pc.
18 Accessories:

1. _Adapter for KARL STORZ and Olympus light guides

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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2. Adapter for Richard Wolf light guides
3. Ounockon xectknit HOPKINS zins npuMeneHis npu nanapockonmueckix onepausax ¢ | 3. Optics rewiner, size 6 mm, sterile, disposable - 12 pes / pack;
YTIOBHIM OKYJIAPOM, C HHCTPYMEHTANLHLM KAHAIOM, HanpaBienne sabnionexun 0°, 4. Retainer, optics, size 11 mm, disposable - 12 pes / pack;
auameTp 10 MM, amuna 27 cM, B COCTABE: 5. Retainer, optics limiter, size 3.9 mm - 12 pcs / pack;
- Supockon — | T, ; 6. Flat brush for ‘ﬂming -5 pcs / pack.;
- ""c'rpyxw N0 IKCIUTYaTaluu ~ { T, 7. Wire container for dismfm { sterilization / smge, dlmmions: 290 x 60 x 52
- Konnauok ynnots # 50/4,0 - 2 . mm
- Amamep MV - e o 8. ::eoonminerfordisinfection/steﬁlimﬁm/storage, dimensions: 352 x 125 x 54
4. Sunockon xecruit HOPKINS ENDOCAMELEON R1a npumcsienss nph 9, :)::l'e container for disinfection / sterilization / storage, dimensions: 430 x 65 x 52
NIANaPOCKOMIPICCKHX ONIEPALIAX, PErYARpYeMOe Hanpasieuie sabmonenns 0° - 90°, 10. Wire container for disinfection / sterilization / storage, dimensions: 487 x 125 x 54
auameTp 10 mm, anusa 31 ¢cwm, B cocTape: mm
- Snzocson — ) wr.; 11. Wire container for disinfection / sterilization / storage, dimensions: 670 x 80 x 52
- HucTpyxuns no sxcnyaraunm — | wr. o

12. Wire container for disinfection / sterilization / storage, dimensions: 480 x 125 x 54
IL TMpunagneRnocTn:

mm
13. Wire container for disinfection / sterilization / storage, dimensions: 604 x 125 x 54

1.  Anantep creroBonos KARL STORZ a Olympus mm
2. Apantep cretoBonoB Richard Wolf
3. ®HxcaTop ONTHKM, pasMep 6 MM, cTepunbhbl, ogHopaszoBit — 12 wr./ym. Possible further names: Optics, Device, Endoscope, Endoscope HOPKINS, medical
4. Puxcarop, onrrkH, pasmep |1 MM, oaHopaszosbiti - 12 mr./yn; device.
5. Puxcatop, OrpaHHUMTCNE ONTUKH, pasMep 3,9 MM — 12 wiT./yn.;
6. lllerxa nnockas ang OYUCTKHM - 5 WT./ym, !
7. Konrelinep npoeonoutsiii 1A Je3HHPEKURH/CTEPHNHIAUNK/ XPaHEeHHA, pa3MEphl:
290 x 60 x 52 Mm
8. Konreiiuep npoeonounelii s naezuHeKUNH/CTCPNAH3ALMK XPaHCHRA, PA3MOPH:

352x 125 x 54 mm

9.  Konrelinep nposonovunuiii Ana Ae3MHGEKUHN/CTEPHAMIALUI XPAHCHHS, PASMEPLI:
430 X 65 x 52 Mm,

10. Kouretinep npoeonouHsiii AN AeIHHGEKUNI/CTEPHNHIAUNK/ XpaHeHus, pa3MepLl:
487 x 125 x 54 uMm

11. Koureiinep npoeonousbiit Ana Ae3HEGEKUHIW/CTEPHANHZALMK XPAHEHNAA, PA3MEPH:
670 x 80 x 52 MM

12. Konreiinep nposonctimit Ana Ae3HEGEKUNI/ CTEPHANZANUK XPAHEHNMS, PAIMEPH:
480 x 125 x 54 MM

13. Konrelinep nposonoussii ans Ae3HHPEKLHW/ CTEPHAHIALMW XPAHEHHA, PA3MEPHL:
604 x 125 x 54 MM

Hanee noaMoxnn HanmeroBanna: Onruka, Uagemue, Sunockon, Iuaockon HOPKINS,
MEQHIMHCKOS H3ZEIHE,

1.2, Hepewens apTukyaos manemii/REF list
L _Jusocxon secvwuit HOPKINS miw npemewenns nps nanapockoumwecknx | I Rigid endoscope HOPKINS for use in Inparvscopic operations in versions:
9
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HanmeHoBaHMe
JHpgockon xecTknit HOPKINS gns npumeHeHus npu
NnanapockKonuyecknx onepaunax HanpasneHue Habnw geHuns
AnaMeTp 10 MM, AnnHa 31 cm
JHAockon XecTknit HOPKINS gna npumMeHeHuns npu
NnanapockKonuyecknx onepaunsax HanpasneHue Habno geHus
avametp, 10 MM, gnnHa 42 cm
JHpockon xecTknit HOPKINS gns npumeHeHus npu
NnanapocKONMYecKnx onepauunax HanpasaeHue HabnogeHuns
AvamMeTp 10 MM, gnvHa 31 cm
JHpockon xecTkuit HOPKINS gns npumeHeHus npu
NanapocKonMyecknx onepayuax HanpaBneHue Habo geHNA
avametp 10 MM, AnuHa 42 cm
JHpgockon xecTknit HOPKINS gns npumeHeHus npu
NnanapocKONMYecKMX onepaunax HanpaeneHne HabnwgeHns
AnaMeTp 10 MM, AnnHa 31 cm
JHpockon xecTkuin HOPKINS gna npumeHeHUs npu
nanapocKONMYecKMX onepauunax HanpaBneHue Habnw geHns
avametp 10 MM, gnvHa 42 cm
Hpockon xecTknit HOPKINS gns npumeHeHus npu
nanapocKONMYecKMX onepauunax HanpaBneHue Habnw geHns
avameTp 3 MM, AnnHa 14 cm
JHAockon XecTkniht HOPKINS gna npumeHeHUs npu
NnanapoCcKONWYecKUx onepawunax HanpaBneHue HabnwaeHusa
avameTp 3.3 MM, ANUHA 25 cMm
JHpockon xecTkuit HOPKINS gns npumeHeHns npu
NnanapocKONMYecKUx onepaunax HanpaBneHue Habnw aeHusa
AnameTp 3.3 MM, A/IMHaA 25 cM
JHpockon xecTkuit HOPKINS gns npumMeHeHus npu
NanapoCcKONWYecKUX onepauunax HanpaBneHue Habnw aeHusa
avameTp 4 MM, fnnHa 18 cm
JHpockon xecTkuit HOPKINS gns npumMeHeHuUs npu
NnanapoCcKONMYecKUX onepauunax HanpaBneHue Habnwo geHns
avnameTp 5 Mm, AnuHa 24 cm
JHpockon XecTkMin HOPKINS gnda npumeHeHns npu
nanapockKomMYeckux omepaunsax HanpaBieHWe HabnoAeHmns
AnameTp 5 MM, fnvHa 24 cM
JHpgockon xecTknit HOPKINS gna npumeHeHns npu
NnanapocKONMYecKUx onepaynax HanpaeneHune Habnw geHns
AnameTp 6.5 MM, AnunHa 35 cm
JHAockon XecTknint HOPKINS gna npumeHeHUs npu

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

REF
0° 26003AA
0°, 26003AEA
30°, 26003BA
30°, 26003BEA
45°, 26003FA
45°, 26003FEA
30°, 26004BA
0°, 26007AA
30°, 26007BA
30°, 26009BA
0° 26011AA
30°, 26011BA
30°, 26031BA

26046AA

Eng
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Name
Rigid endoscope HOPKINS for use in laparoscopic operations,
direction of view o °, diameter 10 mm, length 31 cm
Rigid endoscope HOPKINS for use in laparoscopic operations,
direction of view 0°, diameter 10 mm, length 42 cm
Rigid endoscope HOPKINS for use in laparoscopic operations,
direction of view 30°, diameter 10 mm, length 31 cm
Rigid endoscope HOPKINS for use in laparoscopic operations,
direction of view 30°, diameter 10 mm, length 42 cm
Rigid endoscope HOPKINS for use in laparoscopic operations,
direction of view 45°, diameter 10 mm, length 31 cm
Rigid endoscope HOPKINS for use in laparoscopic operations,
direction ofview 45°, diameter 10 mm, length 42 cm
Rigid endoscope HOPKINS for use in laparoscopic operations,
direction ofview 30°, diameter 3 mm, length 14 cm
Rigid endoscope HOPKINS for use in laparoscopic operations,
direction ofview 0°, diameter 3,3 mm, length 25 cm
Rigid endoscope HOPKINS for use in laparoscopic operations,
direction ofview 30°, diameter 3,3 mm, length 25 cm
Rigid endoscope HOPKINS for use in laparoscopic operations,
direction ofview 30°, diameter 4 mm, length 18 cm
Rigid endoscope HOPKINS for use in laparoscopic operations,
direction of view 0°, diameter 5 mm, length 24 cm
Rigid endoscope HOPKINS for use in laparoscopic operations,
direction of view 30°, diameter 5 mm, length 24 cm
Rigid endoscope HOPKINS for use in laparoscopic operations,
direction of view 30°, diameter 6,5 mm, length 35 cm
Rigid endoscope HOPKINS for use in laparoscopic operations,
direction of view 0°, diameter 5 mm, length 29 cm
Rigid endoscope HOPKINS for use in laparoscopic operations,
direction of view 30°, diameter 5 mm, length 29 cm
Rigid endoscope HOPKINS for use in laparoscopic operations,
direction of view 45°, diameter 5 mm, length 29 cm
Rigid endoscope HOPKINS for use in laparoscopic operations,
direction of view 0°, diameter 5,5 mm, length 50 cm
Rigid endoscope HOPKINS for use in laparoscopic operations,
direction of view 30°, diameter 5,5 mm, length 50 cm
Rigid endoscope HOPKINS for use in laparoscopic operations,
direction of view 45°, diameter 5,5 mm, length 50 cm

Rigid endoscope HOPKINS for use in laparoscopic operations with
parallel eyepiece with instrumental channel, direction ofview o °,

diameter 10 mm, length 27 cm

REF

26003AA

26003AEA

26003BA

26003BEA

26003FA

26003FEA

26004BA

26007AA

26007BA

26009BA

2601 IAA

26011BA

26031BA

26046AA

26046BA

26046FA

26048ASA

26048BSA

26048FSA

26034AA
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NanapocKoNMYecknx onepaunax HanpasneHne Habnw geHNA o °,
AvnameTp 5 MM, anHa 29 cm

JHpockon xecTkuilt HOPKINS gns npumeHeHus npu
nanapockKomMuyeckux onepaymax HanpasneHue HabnwoaeHns 30°,
avameTp 5 MM, ganHa 29 cm

JHpockon xecTkuint HOPKINS gna npumeHeHus npu
NnanapocKONMYecknx onepaunax HanpasneHune HabnwgeHna 45°,
AnameTp 5 MM, ffiMHa 29 cMm

JHpockon xecTkuit HOPKINS gns npumeHeHus npu
NanapocKONMYecknx onepaunsax HanpasneHne Habnw aeHns o °,
avnameTp 5,5 MM, gnnHa 50 cm

3Hpockon xecTknit HOPKJINS gna npumeHeHus npu
nanapocKonNuYeckMx omepaumsax HanpaBaeHue HabnwogeHua 30°,
avnameTp 5,5 MM, gnnHa 50 cm

JHpockon xecTkuit HOPKINS gna npumeHeHus npu
NanapoCcKONMYecKMX onepauuax HanpaBneHue HabnwogeHns 45°,
anameTp 5,5 mm, gnnHa 50 cm

JHpockon xecTkuit HOPKINS gna npumeHeHus npu
NanapoCcKONMYecKMX onepaumnax ¢ napannefbHbIM OKYnspoMm, ¢
WHCTPYMEHTaNbHbIM KaHanoM HanpaBieHvWe HabngeHuns o °, gnameTp
10 MM, ANnHa 27 cM

JHpockon xecTkuit HOPKINS ans npumeHeHus npu
NanapocKONMYecKMX onepaymnax ¢ napannenbHblM OKynspoMm, ¢
WHCTPYMEHTaNnbHbIM KaHanoM HanpaBneHune HabnogeHna s °, guameTp
11 MM, anmMHa 27,5 cm

JHpockon xecTkuit HOPKINS ans npumeHeHus npu
NanapoCcKONMYeCcKUX onepawymax ¢ yrnoBblM OKYNspoMm, ¢
WHCTPYMEHTaNbHbIM KaHanom, HanpaBneHne Habnw geHus o °, fuameTp
10 MM, ANnHa 27 CM

JHpockon xecTknii HOPKINS ENDOCAMELEON pgns npumeHeHus
npu Nanapockonnyecknx onepaLuax, perynnupyemoe HanpasneHune
HabnwgeHnsa 0° - 90°, guametp 10 MM, gnuHa 31 cm

Il. TlpuHagnexHocTu
HanmeHoBaHue
Apantep cBetoBofgoB KARL STORZ n Olympus
Apantep ceeToBogoB Richard Wolf
®uKcaTop ONTUKKU, pa3Mep 6 MM, CTEPUNbHbINA, OfHOPa30BbI i
dukcatop, oNTUKKU, pasmep 11 MM, 04HOPA30BbINA
dukcaTop, orpaHNYnUTENb ONTUKK, pasMep 3,9 MM
Ll eTka nnockas And OYUCTKKM - 5 wT./yn.
KoHTeliHep NPOBONOYHbIA ANa fe3nHpekyuu/cTepunnsaynm/
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26046BA

26046FA

26048ASA

26048BSA

26048FSA

26034AA

26075AA

26038AA

26003EC

REF
495G
495F

30160CS
30103CS
30117CS
27652-05
39501A1

Eng

Rigid endoscope HOPKINS foruse in laparoscopic operations with
parallel eyepiece with instrumental channel, direction of view 6 °,
diameter 11 mm, length 27,5 cm

Rigid endoscope HOPKINS for use in laparoscopic operations with
angled eyepiece with instrumental channel, direction of view o °,
diameter 10 mm, length 27 cm

Rigid endoscope HOPKINS ENDOCAMELEON foruse in
laparoscopic operations, adjustable direction of view 0° - 90°,
diameter 10 mm, length 31 cm

Il.  Accessories

11

Name
Adapter for KARL STORZ and Olympus light guides
Adapter for Richard W olf light guides
Optics retainer, size s mm, sterile, disposable
Retainer, optics, size 11 mm, disposable
Retainer, optics limiter, size 3.9 mm
Flat brush for cleaning 5 pcs/pack
W ire container for disinfection / sterilization / storage, dimensions:
290 X 60 X 52 mm
W ire container for disinfection / sterilization / storage, dimensions;
352 x 125x54 mm
W ire container for disinfection / sterilization / storage, dimensions:
430 X 65 X 52 mm
W ire container for disinfection / sterilization / storage, dimensions:
487 x 125 X 54 mm
W ire container for disinfection / sterilization / storage, dimensions:
670 X 80 X52 mm
W ire container for disinfection / sterilization / storage, dimensions:
480 X 125 X 54 mm
W ire container for disinfection / sterilization / storage, dimensions:
604 X 125 x 54 mm

26075AA

26038AA

26003EC

REF

495G

495F
30160CS
30103CS
30117Cs
27652-05

39501A1

39501A2

39501B1

39501B2

39501C

39501BEC

39501CEC
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XpaHeHud, pasmepbl: 290 X 60 X 52 MM
KoHTeliHep NpOBONOYHbIWA ANA Ae3nHpekyun/ctepunnsaunm/

XpaHeHud, pasmepsbl: 352 x 125 X 54 Mm 39501A2
KoHTeliHep NPOBONOYHbIA ANA fe3nHpekyuu/cTepunnsaynmn/
39501B1
XpaHeHud, pasmepsbl: 430 X 65 X 52 MM
KoHTeliHep NPOBONOYHbIA ANa fe3nHpekynu/cTepunnsaynmn/
39501B2
XpaHeHud, pasmepsbl: 487 x 125 x 54 Mm
KoHTeliHep NpoOBONOYHbINA ANA fe3nHbekynu/cTepunnsaynmn/
39501C
XpaHeHusa, pasmepbl: 670 X 80 x 52 mm
KoHTeliHep NPOBONOYHbIA ANA Ae3nHpeKLnn/cTepunnsaymnm
pnp ana g deky p u 39501BEC
/xpaHeHus, pasmepbl: 480 x 125 x 54 mm
KoHTeliHep NPOBONOYHbIA ANA Ae3nHpekynn/cTepunnsaynmn/
pnp ana g deky p u 39501CEC

XpaHeHusa, pasmepbl: 604 x 125 x 54 mm

1.3. HasHaueHve/Intended use
OHAOCKON NpeAHa3HayeH 419 NONYYEHWA 3HAOCKOMMYECKOro N3obpaxeHusa v, npu
HEeob6Xxo0AMMOCTH, ANA cO3faHNA paboyero n NPOMbIBOYHOTO KaHana B 1anapockonunyeckoi
XUPYPTUU, TUHEKONOTUN N YPONOTUN.

1.4.TokasaHwus/Indications
MpuMeHeHMe 3HAOCKONOB U MHCTPYMEHTOB NpPUW NanapockonMyecknx onepayuax B 06nactu
XUPYPrun, yponorun v rtHeKONOrMyM NokKasaHo AN AUATHOCTUKN U NeYeHuns
06HapYXeHHbIX B GPIOLWHON NoNoCcTn 3aboneBaHunii.

1.5. MpoTtuBonokasaHus/Contraindications
MpumeHeHne 3HAOCKOMOB W WHCTPYMEHTOB MNPU NanapoCcKOMMYecKMX onepaumax
NpoTWBONOKa3aHoO, ecAM NO OLleHKe Nevalero Bpaya ecTb NPOTUBOMNOKAa3aHMA K omepayumn
AN NPOTMBOMOKAa3aHWS K HapKo3y.
DHAOCKONbI HENb3Sl NCNONb30BATbL NMPU NMPOBEAEHUN OMepaLmnii, NP KOTOPbIX NPOUCXOANT
HEeNnoCpefCTBEHHbIVi KOHTaKT aHfockona ¢ LLHC 1 yeHTpanbHOMR cepievyHo-coCyAncTOoi
CUCTEMOIA.

Eng

The endoscope is intended for obtaining an endoscopic image and, if necessary, for
creating aworking and flushing channel in laparoscopic surgery, gynecology and
urology.

The use ofendoscopes and instruments in laparoscopic operations in the field of surgery,
urology and gynecology is indicated for diagnostics and treatment of diseases found
inside the abdominal cavity.

The use of endoscopes and instruments in laparoscopic operations is contraindicated if,
according to the attending physician, the surgical method or anesthesia are contraindicated
for the patient.

The optics cannot be used in operations with direct contact with the central nervous
system and the central cardiovascular system.

1.6. Bo3moxxHble MoboyHbIe adhdeKTbI 1 ocnoxHeHns/Possibie adverse events and complications

MN3BeCTHbI BO3MOXHble PUCKN, CBA3aHHbIE C UCMONb30BAHWEM UHCTPYMEHTA:
- 0XOMW OT KacaHWs 3HAOCKOMOM MalueHTa;

- PUCK KOHTaMMUHaLUN.

TakXe W3BECTHbl BO3MOXHbIe
nanapockonuu B LenoMm:

- peakuus, cBs3aHHas C HEMNEpPeHOCUMMOCTbIO Yy MauueHTa M/MAU UCNONb3ylLWero usgenve
n/vnm TpeTbux nuy (NUPOreHHbIN 3P ekT/ 3alWnTHas peakLns);

- TpaBMa TKaHem;

- MHTOKCMKAL WA naymneHTa

puckn (No6OYHbIE HABNEHURA),

npucywme npoueaypam

- UMMYHHas peakLuna Ha MHPEKLWOHHbIE, TOKCMYECKNE areHThl.
1.7. Kearmdmkauma nonb3osatens/User qualification
dHpockonbl KARL STORZ nu HOPKINS MOryT ncnonb3oBaTbCa TO/MIbKO NULLAMU C

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

Potential risks associated with the use of the tool:

-bums from touching the patient with the endoscope;

-risk of contamination.

Possible risks (side effects) inherent in laparoscopic procedures in general:

- reaction associated with intolerance in the patientand / or using the product and / or third
parties (pyrogenic effect/ protective reaction);

- tissue injury;

- patient intoxication

-immune response to infectious, toxic agents.

KARL STORZ endoscopes and HOPKINS endoscopes may only be used by

12
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COOTBETCTBYIOLLLEN MeAULMHCKOW
3H0CKONMMYECKUMU MeTOaMU.

KBanndukaunen "

3HaKOMbIMU

Cc persons with an appropriate medical qualification and who are acquainted with
endoscopic techniques.

1.8. Onu1caHne 0CHOBHbIX (YHKLMOHa/TbHBIX 3/1EMEHTOB M COCTaBHbIX YacTei (y3/10B) MeauumHeKoro magenns \Key Functional Elements and Components

(Units) Description

© +@ +

(2 ®

dHpgockon xecTknii HOPKINS gns npuMeHeHWs Npu nanapockonumuyeckux onepaymsax/
endoscope rigid HOPKINS for laparoscopic operations

Apantep cBetoBogoB KARL STORZ n Olympus (npegycTaHoB/EH)
ApanTtep cBetoBogoB Richard W olf (npegycTaHoBieH)

W Tyuep ans noasoja cBeTa, 6e3 agantepa

KonbLo NS L4BETOBOr0 KOAMPOBAHUSA HanpaBieHUs HaGNO AeHUS:

S

3eneHoe = Orpagycos
YepHoe = 12 rpagycoB/45 rpajycos
KpacHoe = 30 rpagycos

5. OKyndp n HarnasHuk
6. OnTnueckas Tpybka
7. Konbuo c mapkmpoBKoii «Autoklav»
g. O603HayeHWe TMNa W yKaszaHWe HanpaBneHus B3rnaga. 1-aq 6yksa nocne
HoMmepa 0603HavaeT:
A = 0/6 rpagycos
B = 30 rpagycos
F = 12 rpagycoB/45 rpagycos
9. OO6beKTUB M AUCTaNbHbLIA BbIXOA CBETOBOAA
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1. Adapter for KARL STORZ and Olympus light guides (pre-installed)
2. Adapter for Richard W olf light guides (pre-installed)

3. Connection for light supply, without adapter

4. Ring for color coding the direction of view:

Green = 0 degrees
Black = 12 degrees/ 45 degrees
Red = 30 degrees

[¢]

. Eyepiece and eyeshade

. Optical tube

. Ring marked 'Autoklav"

Type designation and direction of sight. The 1st letter after the number means:
= 0/6 degrees

= 30 degrees

= 12 degrees / 45 degrees

9. Objective and distal light guide exit

~N @

mow >



3npockon xecTknit HOPKINS ans npuMeHeHHA HPH NANAPOCKONHIECKNX ONEPAUBAX C MAPAMICIBHLIM OKY/IRPOM, C HHCTPYMEHTANLHLIM KAHAIOM
HOPKINS rigid endoscope for use in laparoscopic operations with a parallel eyepiece, with an instrumental channel

1. Onmika 1. Optics
3. HppurauxoHusiii pazbem 3. Irrigation Port

O+@+®

Sunockon xecTknit HOPKINS ENDOCAMELEON ajia nprMeHeHHS NPH NANapockoNuecKux onepatmsx
Rigid endoscope HOPKINS ENDOCAMELEON for use in laparoscopic operations

1. Ananrep cseroronos KARL STORZ u Olympus (npeaycranopieH) 1. Adapter for KARL STORZ and Olympus light guides (pre-installed)
2. Ananvep ceetoponos Richard Wolf (npeaycranonien) 2. Adapter for Richard Wolf light guides (pre-installed)
3. Lliryuep ans nogeoaa ceera, Ge3 ajanrepa 3. Connection for light supply, without adapter
4. Koabuo ajn yBeToBOTO KOAMPOBAHHA HANpPaABRNeHRrS HAGRIOACHNUA: 4. Ring for color coding the direction of view:
3onoroe = 0°—90° Gold = 0° - 9¢°
3. _OKynsp ¥ HarnasHuK 3. Eyepiece and eyeshade
14
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6. OnTHyeckan TpyOka 6. Optical tube
7. Konbuo ¢ Mapkupoxoit « Autoklavs 7. Ring marked "Autoklav"
8. OG6bexTHB M AUCTANBHLIA BLIXON CBETOBONA 8. Objective and distal light guide exit
9. Koneco Hapoxkn gokycepa OKynapa 9. Eyepiece focuser wheel

I'ans3a samuTHaN, LA SHAOCKONOB
Protective wbe, for endoscopes

MpunazaexuocT/Accessories

Apanrep ceerorofios KARL STORZ u Olympus
KARL STORZ and Olympus light guide adapter

Ananrep caeroponos Richard Wolf
Richard Wolf light guide adapter

DHKCATOp ONTHKE, PasMep 6 MM, cTepuabHbIH, OHOpasoBbil — 12 mT./yn.
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Optics retainer, size s mm, sterile, disposable - 12 pcs, /pack.

®ukcaTtop, onTUkKKM, pasmep 11 mm, ogHOopa3oBbIn -12 wT./yn;
Retainer, optics, size 11 mm, disposable - 12 pcs / pack;

dukcatop, orpaHUuYNTeNb ONTUKK, pasmep 3,9 mm - 12 wT./yn.
Retainer, optics limiter, size 3.9 mm - 12 pcs / pack;

Ll eTKa nnockas ANs OYMCTKM - 5 wT./yn.
Flat brush for cleaning - 5 pcs / pack.

KOoHTeNHep MPOBONOYHbIA ANA Ae3nHPeKUunmn/cTepunmnsaymmn/xpaHennsa, pasmepbl: 290 x 60 x 52 mm
W ire container for disinfection / sterilization / storage, dimensions: 290 x 60 x 52 mm

16
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Konrelinep npoponounsiil (A ae3uHeKUM/CTepHIN3AUNK/ XPAHEHHA, Pa3MepLt: 352 X 125 X 54 MM
Wire container for disinfection / sterilization / storage, dimensions: 352 x 125 x 54 mm

Koutefiep nposonounniit ans aeswHbexunn/crepunnsaunn/xpaHenns, pasmepni: 430 x 65 x 52 Mu,
Wire container for disinfection / sterilization / storage, dimensions: 430 x 65 x 52 mm.

Konreliep nposonounntit Ana xe3nsGEKIMH/CTEPHARIALIMH/XPAHEHHA, paMepbl: 487 x 125 x 54 MM
Wire container for disinfection / sterilization / storage, dimensions: 487 x 125 x 54 mm

KouTtetinep nposoiiounnlii ana aesuaberuun/crepuansaumwn/xpaneaun, pasmepnd: 670 x 80 x 52 mu
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Wire container for disinfection / sterilization / storage, dimensions: 670 x 80 x 52 mm

Konteiinep npoBonouHblit A Ae3nHPEKUM W/ CTEpHIH3ALHK/XpaHeHUs, pa3mepbl: 480 x 125 x 54 Mm
Wire container for disinfection / sterilization / storage, dimensions: 480 x 125 x 54 mm

Konreiinep npoBonouHbiit 1ns ae3nHdexunn/cTepuaniauniw/xpaHeHus, paMepsl: 604 x 125 x 54 mm
Wire container for disinfection / sterilization / storage, dimensions: 604 x 125 x 54 mm

1.9. OcHOBHbIe TEXHHYECKHE H YHKIIHOHALHBIE XapakTepucTuku/Main technical and functional characteristics

Iuaockon O6wasn Anuuna paGoueit | Hapyxubiii | BuyTpennnit | Yron Hanpasienus IoJse 0630pa L{BeTOBOE Macca, r
N LJTHHA, MM YACTH, MM AHAMETP, MM RHaMeTp HabJsioneHHn o6o3nauerne
Endoscope | Total length, Working Outer Inner Direction of view Field of view Color code Weight, g
mm length, mm diameter, mm diameter
1) 26003AA 386,06 314,20 10,00 N/A 0° 74° 3eneubtit/ green 179
2) 26003AEA 490,24 418,45 10,00 N/A 0° 74° 3eneHsbiit/ green 199,72
3) 26003BA 385,52 313,66 10,00 N/A 30° 74° KpacHblii/ red 1949
4) 26003BEA 489,65 417,79 10,00 N/A 30° 74° Kpachbiii/ red 1984
5) 26003FA 387,25 315,46 10,00 N/A 45° 74° YepHuuiii/ black 198,6
6) 26003FEA 491,55 419,69 10,00 N/A 45° 74° YepHbiit/ black 198,9
7 26004BA 188,58 140,12 2,90 N/A 30° 68° KpacHbiii/ red 75
8) 26007AA 306,86 255,40 3,3 N/A 0° 73° 3eneHblit/ green 61,9
9) 26007BA 307,50 256,01 3,3 N/A 30° 73° Kpachbiii/ red 60,9
10) 26009BA 2334 175,0 4,00 N/A 30° 78° Kpachbiit/ red 81,7
11) 26011AA 287,76 234,30 5,00 N/A 0° 68° 3eneHbiii/ green 77,5
18
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5,00
6,50
5,20
5,20
5,20
5,45
5,45
5,45
10,60
11,30
10,60
10,30

N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A

25° 68°
30° 65°
0° 68°
25° 68°
45° 68°
0° 69°
30° 69°
45° 69°
0° 62°
10° 67°
0° 62°
0-90° 55°

KpacHblii/ red
KpacHbiii/ red
3eneHsblit/ green
KpacHblii/ red
YepHbiin/ black
3eneHsblit/ green
KpacHblii/ red
YepHbiin/ black
3eneHblin/ green
YepHbiit/ black
3eneHblin/ green

3onoTolii/ Gold

75,7
117
89
94,9
94,7
317,5
285
118
303,6
318,8
277,1
252

12) 26011BA 287,34 233,88
13) 26031 BA 417,83 349,77
14) 26046AA 361,90 292,30
15) 26046BA 361,60 292,00

-16) 26046FA 362,64 293,04
17)  26048ASA 559,71 488,85
18)  26048BSA 562,53 491,67
19) 26048FSA 560,52 489,66
20) 26034AA 401,20 272,75
21) 26075AA 404,88 275,97
22) 26038AA 408,39 272,80
23) 26003EC 422,88 302,58

HanmeHoBaHMNe
Name
Mnnb3a 3aWMTHas, ANS 3HAO0CKONOB ANUHON 18 cm/
Protective tube, for endoscopes length 18 cm
Funb3a 3aWUTHasA, 4NS 3HAOCKONOB AnnHON 30 cm/

Protective tube, for endoscopes length 30 cm

HanmeHoBaHMe
Name
Konnayok ynnoTHuTenbHblin 50/4.0 /
Sealing cap 50/4.0
Konnayok ynnoTHuTenbHblin 50/5.0 /
Sealing cap 50/5.0

HaunmeHoBaHMUe
Name
Apantep/Adapter 26034 V
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Oonycku cocTaBnsT + 10%/Tolerances are £ 10%

Mnmnb3a 3awmtHasA/ Protective tube
O6waa gnuHa (J1), mm
Total length (A), mm

197

325

Konnayok ynnoTHuTenbHbi/Sealwg cap
OnvHa, MM

Length, mm

OvameTp oTBepCTUSA, MM

Hole diameter, mm

7 4
7 5
ApanTtep/Adapter
OnvHa, MM
Length, mm
45
19

OunameTp (B), MM
Diameter (B), mm

16,50

16,50

BHeWHNI gnamMmeTp, MM

Outer diameter, mm

16

16

OvameTp, MM
Diameter, mm
25
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| Anantep/Adapter 26075 V

| 45

25

Jonycku cocraensior + 10%/Tolerances are + 10%

IMpauagnexnocT/Accessories

Anarrrep caerorosor KARL STORZ u Olympus / Adapter for KARL STORZ and Olympus light guides (495G)

Hnnna (A): 22,2 MM
Hnamerp (B): 11 mm
HuameTtp (C): 12 MM
Juamerp (D): 8,50 mm
Macca: Sv

Jonycxn cocrasnsor = 10%

Length (A): 22,2 mm
Diameter (B): 11 mm
Diameter (C): 12 mm
Diameter (D): 8,50 mm
Weight: 5 g

Tolerances are + 10%

Anantep ceerorogon Richard Wolf / Adapter for Richard Wolf light guides (495F)
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Jmna: 12 mm Length: 12 mm

Bnewnuit avamerp:8,95 Mm Outer diameter:8,95 mm

Buytpenunit aramerp: 7,6 MM Inner diameter: 7,6 mm

BryTpetnas peasGa: M8,5x0,5 Inner thread: M8,5x0,5

Macca: 1,25 r Weight: 1,25 g

Hosyckn coctansor £ 10% Tolerances are = 10%
20




Buewnuii nnametp: 14 MM
BHyTpeHHu#l anameTp: 3 MM
Macca: 73 r

Honycku coctapnsior + 10%

Rus | Eng
Duxcatop ONTHKH, pasmMep 6 MM, CTEPHIILHBIH, oaHOpa3oBbii — 12 wT./yn. / Optics retainer, size 6 mm, sterile, disposable (30160CS)
Idnuna: 19 Mm Length: 19 mm
[lUupuna: 10 Mm Width: 10 mm

Outer diameter: 14 mm
Inner diameter: 3 mm
Weight: 73 g

Tolerances are + 10%

NRL STO
CEERMAN TS

6524190

dukcatop, OnTHKH, pamep 11 mm, ogHopasosbifi — 12 wr./yn; / Retainer, optics, size 11 mm, disposable (30103CS)

JlnuHa: 25 MM

Llnpuua: 10 mm

Buewnuit anamerp: 22 mm
BHyTpeHHNWi anameTp: 7 MM
Macca: 88 r

Jonycku cocrasasioT + 10%

Length: 25 mm

Width: 10 mm

Outer diameter: 14 mm
Inner diameter: 7 mm
Weight: 88 g

Tolerances are + 10%

®ukcatop, orpaHHuHUTENb ONTHKH, paiMep 3,9 MM — 12 wiT./yn.; / Retainer, optics limiter, size 3.9 mm (30117CS)
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Hnnua: 16 MM Length: 16 mm
LLinpuna: 10 Mm Width: 10 mm
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BHewHNii gnametp: 12 mm Outer diameter: 12 mm
BHYTpeHHU guameTtp: 1,5 MM Inner diameter: 1,5 mm
Macca: 61 1 Weight: 61 g

[onyckun coctaBnsaT = 10% Tolerances are £ 10%

D

Ll eTka nnockas gns ounctkm - 5 wrt./yn. / Flat brush for cleaning (27652-05)

OnvHa: 152 mm Length: 152 mm
WwnpuHa: 15 mm Width: 15 mm
Macca: 12,7 r Weight: 12,7
[Oonyckun coctasnsaw T+ 10% Tolerances are + 10%

KoHTeliHep NpoBONOYHbLIN Ana fe3nHpekyun/cTepunusaumm/xpaHeHus, pasmepsl: 290 x 60 x 52 mm /
W ire container for disinfection / sterilization / storage, dimensions: 290 x 60 x 52 mm (39501 A1)

OnnHa: 290 mm Length: 290 mm

WwnpuHa: 60 mm Width: 60 mm

BbicoTa: 52 MM Height: 52 mm

Macca: 427 r Weight: 427 g

Oonycku coctaBnatoT = 10% Tolerances are £ 10%
22
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Konrelinep nposonounsiit ann Acauuexuni/cTepuIRIaUHI/XpaHeHus, pasMepsl: 487 x 125 x 54 mm /
Wire container for disinfection / sterilization / storage, dimensions: 487 x 125 x 54 mm (39501B2)

Jnuna: 487 mm Length: 487 mm
Illupyna; 125 MM Width: 125 mm
Bricota: 54 Mm Height: 54 mm
Macca; 880 r Weight: 880 g
Honycky cocrasnsoT + 10% Tolerances are + 10%

Konreiinep nposonounniii Ans nesundieKurn/crepuniaunn/xpaHennsd, pasmepsi: 670 x 80 x 52 mm /
Wire container for disinfection / sterilization / storage, dimensions: 670 x 80 x 52 mm (39501C)

Anuna: 670 MM Length: 670 mm
IIupuna: 80 Mm Width: 80 mm
Baicora: 52 MM Height: 52 mm
Macca: 896,3 r Weight: 896,3 g
Jonyckn cocrasnmor = 10% Tolerances are + 10%
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Konrefinep nposonounsiii ana aesundexuni/crepunuianun/xpanenns, passMepsi: 480 x 125 x 54 mm /
Wire container for disinfection / sterilization / storage, dimensions: 480 x 125 x 54 mm (39501BEC)

Jnuna: 480 MM Length: 480 mm
Iliupusa: 125 MM Width: 125 mm
Buicora; 54 MM Height: 54 mm
Macca: 866 r Weight: 866 g
Jonyckn cocrasmmoT = 10% Tolerances are £ 10%

Koureitiep npoBonounnii a1 aeanndeximu/crepunnanmi/xpaneHnd, pasmepsl: 604 x 125 x 54 um /
Wire container for disinfection / sterilization / storage, dimensions: 604 x 125 x 54 mm (39501CEC)

HAmasa; 604 MM
Winpana: 125 MM
Bricora: 54 MM
Macca: 1142,7r

Jomycku cocraensor + 10%

Length: 604 mm
Width: 125 mm
Height: 54 mm
Weight: 1142,7 g

Tolerances are + 10%

1.10. Knaccudaxamma MU/Device classification
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Knaccnpuxauns Classification
Knacc B 38BUCHMOCTH OT
NOTEHLMANBHONO PHCKA 29 Class of potential risk for medical Tla
NPHMEHEHHS MEAMUHHCKOTO device
H3Ae/HA
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KpaTHOCTb NMPHUMEHEHUA Hznenne MHOrOKpaTHOI 0 NpUMEHCHHA

Multiplicity of applications Reusable

CrepuibHOCTD Hectepunbhoe, crepunusyemoe

Sterility Non-sterile, sterilizable

Knaccudmkauns no Buay koHrakra

KoHTakTHpylollee ¢ MATKHMH TKaHAMH
C OpPraH{3MOM 4eJloBeKa

Kareropus A — usnenus
KPaTKOBPEMEHHOIO KOHTaKTa (He 6onee
24 yacos)

Knaccudukauusa uzaennii no
MPOAOKMTENIBHOCTH KOHTaKTa

[TpuroaHocTh ANA 3KCIUTyaTaLKK B
cpesie C NOBbILIEHHBIM
coziepkaHHeM KHCIopoaa

He npuroatxo

Contact Tissue

Contact Duration Less than or equal to 24 hours

Suitable for oxygenated environments | Not suitable

Knaccupukauns cornacno MIK 60601-1-2010 npu pabore ¢ coBMeCTHMbIM
InexTpooGopynoBannem (BuaeocHcTeMbl KOMIIAKTHBIE FJHAOCKONHYECKHE,
roJIOBKH BHACOKAMEDbI, FJHAOCKONHYIECKHE HCTOTHHKH CBeTa):

Classification according to IEC 60601-1-2010 when working with
compatible electrical equipment (Compact endoscopic video systems, video
camera heads, endoscopic light sources):

Pa6ouas yactb | Tun CF npu necnonb30BaHHWHM B COCTaBE MEAMLIMHCKOM
3JIEKTPHUYECKOH CHCTEMBI C COBMECTUMBIM 000pYya0BaHHEM,
MMEIOLLHM COOTBETCTBYIOLLYIO MAPKHPOBKY BO3JIE Pa3beMOB

NIUTAHUS W/HWITH HAa STHKETKE.

Applied part CF type when used as part of a medical electrical system
with compatible equipment that is labeled near the power

connectors and/or on primary label.

2. Hucrpyknnu no 6esonacHoctn/Safety instructions

2.1.Cumsoan! u undopmanun 06 onacuoct/Symbols and hazard information

BHuMaTebHO NPOYTHTE JAHHYIO HHCTPYKLIMIO NO 3KCIUTyaTallik H CTPOro

cobmopaiire ykasanus. Cnosa «IIpeaynpexaenne», «Buumanne» u «Ykazanue»

MMEIOT CRElManbHOE HasHaueHue. ['ie 6b1 OHH He BCTpeuanuch B HHCTPYKLMH NO
IKCIUTyaTaLKH, CJIEyeT BHUMATENbHO NPOYHTaTh CEAYIOUWHI 32 HHMH TEKCT,
4ToOBI 0becneunTb Ge3onachyo u 3ddekTHBHYIO 3KCNIyaTaumio usaenus. Jnsa
6onee 3ameTHoro BeiaeneHus cno «Ilpeaynpexaenne», «Buamanue» u
«YKkazaHHe» nepea HUMH JIOTIONHHTENBHO CTOUT NUKTOrpamMMa.

NPEAYNIPEXIAEHHUE. «Ilpexynpexaenne» obpaiiaer BHUMaHKie Ha
CYLLECTBYIOILYIO ONAaCHOCTDb A1 MalMeHTa unH Bpaya. Hecobnioaenue
npeaynpeXxAeHHA MOXKET NPHBECTH K TPABMHPOBAHHIO MALMEHTa WM Bpaya.
BHUMAHME. «Buumanne» o6paiuaer BHHMaHHE Ha HE0OXoAMMOCTh
NpoBeEeHUS ONpeAeNeHHbIX MEPONPHUATHI NO TeX06CTYXKMBAHHIO WIH NIPUHATHA
mep no obecneueruio 6ezonacHoCTH, 4ToObl NPEAOTBPATHTD NMOBPEXAECHHE
H3J1eHs.

YKA3AHHUE. «Yka3zaHHe» COAEPKHUT CneliHaibHYIO HHpOpMauuio no

Please read this manual carefully and follow its instructions exactly. The words
WARNING, CAUTION and NOTE convey special meanings. Wherever they
are used in this manual, the following text should be carefully reviewed

to ensure the safe and effective use of this instrument. To make these words
stand out more clearly, they are accompanied by a pictogram.

WARNING: A Warning indicates that the personal safety of the patient or
personnel may be endangered. Failure to observe

a Waming could result in injury to the patient or personnel.

CAUTION: A Caution indicates that particular procedures or precautions must
be followed to avoid possible damage to the instrument set.

NOTE: A Note indicates special information regarding operation or clarifies
important information.
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O0CHYXKHBAHHIO H3ACIIHA WA PasbACHACT BAKHYIO HHOOPMALIHIO.

2.2. Hactpyxnnn no rexuixe 6ezonacuocrn/Safety instructions
Cepoesnbie HEREACHTL Serious incidents

Cornacho Ionoxennio o meauumrckux wapenuax (MDR), «cephesHbiil RHLMACHT?
BRIIOYACT WHLMAEHTH, KOTOPHIE MPAMO WIH KOCBEHHO MMENY MAM MOIJH HWMETHL
moboe w3 cnexyoumx nocieactenii (MDR, cratea 2, Ne 65):

= CMepTb NauneHTa, MOAL3OBATENR HIH APYrOro YenoBexa

- BpemeHHOe HAH NOCTONHHOE CEPLE3HOE YXYAWICHWE COCTOAHHA 340POBbA
HaLMEHTa, MOb30BATENA HAH APYIOro YenoBeKa

- Cepbe3nan yrpoza o6IEeCTBEHHOMY 3A0POBLIO

060 Bcex Cepbe3HbLIX MHIMACHTAX HEOOXOAMMO YREAOMAATL MPOMIBOAMTENN M
COOTBETCTBYIOLINE OPraHbl.

Iospexaenusie HIACAHS

[opexaentsie HInENHA MOTYT IPHBECTH K TPaBMaM MALMEHTOB, NoAL30BaTenel
Ny TpeTbHX nuu, Tlepea KaKABIM HCTIONIB30BAHHEM NPOBEPAHTE BCE KOMIOHEHTH
H3/IeIMA Ha npeaMeT nospexacHuii. He nenonb3yiite nospexacnnvie magenna.

IIpasnasnoe ofipamenne

Henpasunshoe obpalieHne ¢ u3genMeM MOXET NPHBECTH K TPaBMaM NAUWEHTOB,
noae3oBarenel W TpeTsux aul. PaboTarh ¢ HIM MOTYT TOABLKO AHUA, o0nazaloLIMe
HeoOXoAuMOl MeaAHLMHCKOH kKBanudHKaLMeit ¥ 3HAKOMBIC C NPIMEHEHUEM HIJICNHA.
TNepen scnone3opansem ybeaurech, HTO M3AENME NOAXOAUT VI JAHHOH poLeaypbl.
Tpopepsiire ninenue A0 W NOCAE KAXKAOTO HCNONL3OBAHKMA Ha:

- UenoctHoCTD

- Xopowee pabouee cocToanue

- OcTpeie Y

- Kpas ¢ 3a3yOpuramn

- Mpasunshas c60pKa KOMIVIEKTYIOMMX

~ QyHKLHOHANBHOCTD

He ocrasnsiite BHyTpH NaLKeHTa cNOMaHHbIE AETANH.

He noagepraitre wagenne MexaHn4yeckol Harpyske.

He suiruGaiite nortyTsie nanenna o6paTHO B HCXOAHOE NONGKEHHE.

PaGoTa B noste 3penus

HUcnonksoBanvie H3IACTHA BHE NOA 3PSHUA MOXKET NPHBECTH K NOBPEKACHHIO TKaHeil
HITH TIOBPEAKACHHIO M3AENNS.

Hcnoap3yitre uanenue TobKo B NONE 3pSHUA.

According to the Medical Device Regulation (MDR), a “serious incident”
includes incidents that directly or indirectly had, could have had, or could have
any of the following consequences (MDR, Art. 2, No. 65):

— Death of a patient, user, or another person

— Temporary or permanent serious deterioration in the medical condition of a
patient, user, or another person

— A serious threat to public health

The manufacturer and appropriate authority must be notified of all serious
incidents.

Damaged products

Damaged products can result in injury to patients, users, or third parties. Before
each use, check all components of the product for damage. Do not use damaged
products.

Correct handling

If the product is not handled correctly, patients, users, and third parties may be
injured. Only persons with the necessary medical qualification and who are
acquainted with the application of the product may work with it. Check that the
product is suitable for the procedure prior to use. Check the product for the
following points before and after every use:

— Completeness

— Good working order

— Sharp comers

— Burred edges

— Correct assembly of the components

- Functionality

Do not leave broken-off components inside the patient.

Do not overload the product with mechanical stress.

Do not bend bent products back to their original position.

Working in the field of vision

Using the product outside the field of vision can cause injury to tissue or can
damage the product.

Only use the product in the field of vision.
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Topsume wacTn

Bbicokas HHTEHCHBHOCTL CBETA, CO3JaBAEMAN HCTOYHHKOM CBETS, MOXKET BBI3BATHL
Harpes AMCTANLHOrO KOHIIA, CBETOBBIX COCAMHEHHH U COCEHUX KOMIOHEHTOB. 310
MOXET BbI3BATL OKOTH Y MALMEHTOB, NONL30BATENCH W TPETHHX SH.

YCTaHOBHTE MOIIHOCTb HCTOYHMKA CBETA@ HA YPOBEHb, AOCTATOMHBIN And
ofecneyeHna ONTHMANBHOTO OCBelicHuA paGovell 3onbl. HaGeralive xoutakta ¢
AMCTANIBHBIM KOHIIOM M CBETOBSIMH COENHEHHAMU,

BLicOKAS RETEHCHBROCTDL CBETA

Bricokag HHTCHCHBHOCTD CBETA, HATy4aeMan HCTOYHHKOM CBETA, MOXKET NIPUBECTH K
ReoOpaTHMOMY MOBPEXACHHIO IVIa3 WIH C/IENOTe, a TAKKE K HarpeBy TKaHeH MW
NPeIMETOB, Ha KOTOPHIE HATIPABIIEH CRETOBOH MOTOK.

He cmoTpuTe Ha CBETOBOH NOTOK.

YcTaHOBHTE MOWIHOCTh HCTOYHHKA CBETA HA YpPOBEHb, AOCTATOMMBINA ANs
obecneueHns ONTHMaNBHOIO OCBelleHHs pabovelt 30HbL.

Y6enntech, 4TO HCTOMHHK CBETA HAXOAMTCA HA JAOCTATOMHO GONBLIOM PaCcCCTORHUM
OT TKaHeH N ONEePaALHOHHBIX MPHHAZIEXKHOCTEH,

Tox yTeuxH nansesara

Toku yTeuky NaUHEHTOB U3 NPOAYKTOB MOTYT CKAAABIBATHCA, €C/TH OAHOBPEMEHHO
HCIIONB3YIOTCA 3NEKTPHYECKHE YCTPOHCTBA H  2NEKTPHUECKHE KIASAMA AiA
SHAOTEpanHK. pe3MepHO BHICOKHH YPOBEHb TOKA YTEUKH MOKET NPHESCTH K TpasMe
naunerTa. Hcnonesyiite BMecTe TONLKO NPOAYKTH OAHOTO THNA, OCOGEHHO B CITyy4ae
npoayxtos CF.

CooTsercrayoman KOMONHAIIHA FHZ0CKOIIA H ONTOBNIOKOHHOIO CBETOBOAA
Ecnan auaMeTp ONTOBOJOKOHHOTO CBETOBOAA CAMILUKOM BENIMK, PA3hEM 3HHNOCKONA
Harpeerca. D70 MOXKCT BBLI3BATL NOBpeXaeHue snaockoma. Ecan  guamerp
ONTOBOAOKOHHOTO CBETOBOAA CAMIIKOM Mal, B SHaockon Oyaer nonajath
HEAOCTATOYHO CBETR. JTO MOXET 03HAYATh, YTO padouas 30Ha OyAeT HEAOCTATOMHO
oceewena. Henonesyiite 3HA0CKOI ¢ ONTOBONOKOHHBIM CBETOBOJOM NOAXOAALETO
aMameTpa.

Boaesns Kpeiirudeanara-Axoba

Hanenna, KoTopeie BCTYNAIOT B KOHTAKT ¢ LEHTPaIbHOH HEpPBHON CHCTEMOMN, MOryT
ObiTh 3arps3HEHBl OPTAHHMECKWMH OCTATKAMM, COACPXKALIHMH NPUOHHI. [IpHOHbI
MPHBOAAT K 3apaxkenuio 6onesnbio Kpelrugemsara-Axkoba. Ecnu nuarnoctiposana
unu nojospesaerca GonesHb Kpeiitudenvaa-AxoGa: ymunumsmpyiite npoayxr
HaIeKaWMM 00pasoM 1 He npogoKaliTe ero HCNOIR30BATD.

Hot components

The high level of light intensity produced by the light source may cause the distal
end, the light connections, and adjacent components to heat up, This can cause
bums to patients, users, and third parties

Set the light source output to a level that is just high enough to ensure optimal
illumination of the operating area. Avoid contact with the distal end and light
connections.

High light intensity

The high level of light intensity produced by the light source may lead to
permanent eye damage or blindness, and may cause tissue and items facing the
light output to heat up.

Do not look into the light output.

Set the light source output to a level that is just high enough to ensure optimal
illumination of the operating area.

Make sure the light output is sufficiently far away from tissue and operating
accessories.

Patient leakage current

Patient leakage currents from products may add up if powered products and
powered endotherapy devices are used simultaneously. Excessively high leakage
current levels may result in the patient becoming injured. Only use products of the
same type together, particularly in the case of CF products.

Appropriate combination of endoscope and fiber optic light cable

If the fiber diameter of the fiber optic light cable is too large, the endoscope light
connection will heat up. This may cause damage to the endoscope. If the fiber
diameter of the fiber optic light cable is too small, not enough light will enter the
endoscope. This may mean that the operating area is not sufficiently illuminated.
Use the endoscope with a fiber optic light cable that has an appropriate fiber
diameter.

Creutzfeldt-Jakob disease

Products that come into contact with the central nervous system can become
contaminated by organic residue containing prions. Prions lead to infection with
Creutzfeldt-Jakob disease. If Creutzfeld-Jakob disease has been diagnosed or is
suspected: Dispose of the product properly and do not continue to use it.

Unsterile product

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

28



Rus Eng
. The product is not sterile when delivered. The use of non-sterile products poses a
HecTepwibHbI MPOAYKT risk of infection for patients, users, and third parties. Reprocess the product in line

V13nenvie NocTaBnAeTcst HeCTepW/IbHbLIM. Vicnonb3oBaHye HecTepusibHbIX M3demmin  with the reprocessing instructions before initial use and every subsequent use.
CO303€T PUCK 3apaXkeHs A1 MNaUVeHTOB, MOMb30BaTeNiel M TPETbMX JILL

O6paboTaiiTe n3fenvie B COOTBETCTBAN C MHCTPYKLMAMM MO NOBTOPHO 06paboTke  Ultrasonic treatment
repez, NepsbIM MCMO/L30BaHVEM U MPU KaXKA0M MOC/IeAYHOLLEM MCTO/Nb30BaHNM. The product is not suitable for ultrasonic treatment

YnbTpa3ByKoBasi 06paboTKa
MpOAYKT He NOAXOAUT 4 YNbTPa3BYKOBON 0OPabOTKW.
2.3. Mepbl NnpefocTOPOXKHOCTM MpY UCMOMb30BaHUM 3HAOCKoMNoB/Safetv precautions while using the endoscopes

SHAOCKOMbI A0/MKHBI UCMO/b30BATHCS TO/IbKO B COOTBETCTBUAN C MEAVLIHCKAMI The endoscopes must only be used according to the medical rules and procedures
npasuiamMmn 1 MpoLeLypammn 3HLOCKOMW, NMPU3HAHHLIMK [/19 JAHHOTO METOoa. of endoscopy recognized for the method.

2.4. MoTeHUmanbHLIA NoTpebuTens/Potential consumer
MeaunUWHCKIMe 130eNnsa MOTYT UCMO/b30BaTLCA TO/BLKO Bpadammn 1 Bpadamut- Medical devices may only be used by physicians and medical assistants who
aCCMCTEHTaMV, MMEHOLLMIMI COOTBETCTBYHOLLLYHO CrieLyain3vpoBaHHyo have a corresponding specialized qualification and who have been instructed in
KB/IMPMKALWIFO 1 NMPOLLEALLIMMI UHCTPYKTaX MO MCMO/b30BAHMIO JAHHBEX use of these medical devices.

MEAVLHCKMX U3LENIA.

2.5. Ycnosusa npHiueHenuH/Usage conditions
MeanUmMHCKIE V3Aenns, BKNKOUas MOAKOUYEHHOe 060PY/j0BaHME, MOXET Medical devices including the equipment connected may only be used in medical
MCMO/b30BATLCS TO/MBKO B MEAMUMHCKMX KaOMHETaX, B KOTOPbIX YCTaHOB/IEHO rooms in which the electrical equipment has been installed in accordance with
3MeKTpUYeCKoe 060py/10BaHME B COOTBETCTBM C MPUMEHUMbIMA HaLioHabHbIMK - applicable national regulations and standards.
npaBWIaMy 1 CTaHAAPTaMW.

2.6. CBefileHVS 0 JTeKapPCTBEHHbIX CPeACTBaX BXOASALLMX B COCTaB MeamumHeKoro magenms/information about the medicines included in the medical device

He npumeHnmMo Not applicable
2.7. CBefieHMA 0 MaTepurasiax XXMBOTMO0/4eioBeYecKoro npovcxoxaeHns ol orra™on about materials of animal/human origin
He npvmeHymo Not applicable

3. ObpaueHie ¢ nsgenvem/Handling
3.1. PacnakoBka/ Unpacking

MpoBepbTE MOCTaBKY Ha KOMM/IEKTHOCTb 11 HA MPeAMET BO3MOXKHbIX NoBpexkaeHnic.  Check for missing items and evidence of shipping damage.
3.2. Ycnosus TPaHCNOPTUPOBKM U XpaHeHus/Storage and transportation conditions

Temnepatypa -20°C ... +60°C Temperature -20°C...+60°C
(B)OTSES(V;Teanaﬂ BNIKHOCTb 10%...90% Rglative humidity 10% ... 90%
[laBneHVE BO3IyXa 200... 1060 rMa Alr pressure 700 ... 1060 hPa

3.3. YcnoBua 9kcnnyataymn/Operating conditions
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Temnepartypa +10°C ...+40°C
OTHOCUTENbHASA BAXKHOCTb 0 0
BO3AYXA 30% ... 70%

[aBneHvie Bo3ayxa 700...1060 rfa

Pabouast YacTb U3aeNMa NpeHasHaveHa /15 UCrosb30BaHUs BO BHYTPEHHE cpeae
opraHv3va.

3.4. Cpok rogHoctu/cpok akcnnyataumn/Shelf life/Service life
Urobbl pacnosHaTb BO3MOXHbIA W3HOC MaTepuiasia, HEOOXOAMMO  BbIMOMHUTL
crepytoLme (DyHKLVIOHa/bHbIE MPOBEPKUA:
1 MpoBepUTbL MOBEPXHOCTb SHA0CKOMA HA OTCYTCTBME MEXAHUYECKUX MOBPEXAEHNIA
W UBMEHEHWIA.
2. MpoBepuTb NPaBWIbHOCTL MOCALAKM MPUCOEAMHEHHBIX KOMIMOHEHTOB M MK
Heo6X0AMMOCTI 3athMKCUPOBATbL Pa3beM /151 OUUCTKU.
3. MpoBepuTb, NepefaeTcs /i N300padKEHME.
4. TpoBepuTb, NepefaeTcs /N CBET.
MpurogHoOCTb  M34eMMA B 3HAYMTENIbHOM  CTereHW  orpefensieTcd o
AKCIJTyaTaLUyOHHOMY M3HOCY, Ha/IMYMIO N XapaKTepy BO3MOXHbIX MOBPEXIEHUIA 1
3aBUCUT OT BblOOpa METOLOB 06pabOTKM M XUMUYECKMX CpefcTB. OxumgaemMas
cpefHsA HapaboTKa Ha 0TKa3 - 1000 LMKIIOB.
OXuaaemblid CPOK CNYyXObl - 5 NeT.

CpoK rogHOCTN (hMKCATOPOB ONTUKMN (CTEPUNbHBIX M34ennii) coctaBnsaeT 5 ner.

3.5. Vcnonb3oBaHue/ Application
MPEOYTIPEXXOEHWE. SHAOCKON NOCTaB/IAETCA HECTEPWILHBLIM, MO3ITOMY €ro
HEO6X0AMMO OUMLLATD, AE3H(MLIMPOBATL M CTEPUN30BATL Nepes MepBbIM
CMO/b30BaHMEM U KXKbIM MOC/IELYHOLLMM NOBTOPHBLIM WCMO/b30BaHMEM.

Eng
Temperature
Relative humidity
Aiir pressure

+10°C...+40 °C
30%...70%
700 ... 1060 hPa

The working part of the medical device is used in the internal environment of the

bodly.

In order to recognize possible material wear, the following functional checks
must be carried out:

1. Check the endoscope surface for mechanical damage and changes.

2. Check that the connected components are seated correctly and, if necessary,
secure the connector for cleaning.

3. Check ifthe image is being transmitted.

4. Check if light is transmitted.

The suitability of a product is largely determined by operational wear, the
presence and nature of possible damage and depends on the choice of processing
methods and chemicals. Average mean time between failures (MTBF) - 1000
cycles.

Expected service life - 5 years.

Shelflife ofretainers (sterile devices) is 5 years.

WARNING: The endoscope is not sterile when delivered and must therefore be
cleaned, disinfected and sterilized prior to initial use and each subsequent reuse.

3.6. TMpuHageXXHOCTK, NMpPeLyCMOTPEHHbIE 151 UCMO/b30BaHNA BMeCTe C m3genem/Accessories to be used in combination with the device

BraeocrcTeEMbl KOMMAKTHbIE 3HAOCKOMUUECKME (CUCTEMBI
yrNpaBeHNs/NosTyYeHst BUAEON306PaXKEHIA A/l SHAOCKONA), COYETAtOLLIEE B
cebe 610K ynpaB/ieHNs KaMepoii, UCTOUHIK CBETa, MOHMTOP),
MoACOeAVHsIEMbIE MPY MOMOLLM CBETOBO/A:

[0MyCTVMO UCTO/b30BaHVE /H00bIX KOMMAKTHBIX BIALEOCUCTEM SHAOCKOMMYECKVX,
3aPErncTPMPOBaHHbIX B YCTAHOB/IEHHOM MOPSIAKE Ha TeppUTOpUM PO.

["0n10BKa BUaeOKaMepbI (BUaeOKamMepa SHAOCKONa) ¢ MyqiTo timkcaLm
OKYNAPHOW OMTUKN:
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Compact endoscopic video systems (systems for control/getting video images
for an endoscope), combining a camera control unit, a light source, a
monitor), connected using a light cable:

It is allowed to use any compact endoscopic video systems registered in
accordance with the established procedure on the territory of the Russian
Federation.

Video camera head (endoscope video camera) with eyepiece optics fixation
clutch:
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[onycTmo MCno/b30BaHme NFOObIX FOI0BOK BULEOKAMEPbI C MyqITOM (hKcaLmm
OKY/ISIPHOM OMTWKY, 3aperiCTPUPOBaHHbIX B YCTaHOB/IEHHOM MOPsAKe Ha
Tepputopun Pd.

OHAOCKOMNYECKME UCTOYHMKM CBETA (VICTO‘-IHVIKI/I OoCBeLLEHNA AS1A SH,CI,OCKOI'Ia),
noacoeaMHAEMbIE MNPy NMomMoLUy CBETOBOAOB:

[onycTyIMO 1CMo/b30BaHIe NHOObIX 3HAOCKOMYECKMX MCTOYHMKOB CBETA,
3apPerncTpUPOBaHHbIX B YCTaHOB/IEHHOM MOpPSiAKe Ha TeppuTopumn PO.

CBeT0BObI:

Ecnv cBETOBOZA, 11 3HA0CKOMN MapKypoBaHbl CYMBO/IaMM (CM. Tabnnuy), To
MOLXOAALLAA KOMOVHALMA [O/HKHA OMNPeSEeNsaThCA B COOTBETCTBUAN C 3TUMM
CMMBO/IAMU.

[JviaveTp cBeToBofa [JviaveTp aHAockomna
4.8 -5.0 mm 6.6-12.0 mm
3.0-3.5 Mm 3.0-6.5 mm (iQ)
20-25mm 0.8-2.9 mm

2.1. OcmoTp/Inspection
OcmaTpuBaiiTe 3HAOCKOM Ha NpeAMET NOBPEXAEHWI Cpasy Noc/e NoydeHus, a
TaKoKe [0 ¥ Noc/e KaKA0ro MCMo/b30BaHMS.

306pakeHune

OcMOTpUTE TOPLbI OMTUKM (AMCTa/bHBIA KOHEL, 1 OKY/SP) Ha MPeaMeT LiapanuH 1
OCTaTKOB XVPYPrMYECKVX W APYTUX 3arpsisHeHMiA. OBEPXHOCTM A0/MKHbI ObITh
rMaaKUMA 1 GNeCTALLIMN.

YT0o6bI MPOBEPUTL KA4ECTBO VI306pa)KEHVIFI, HEOﬁXO,D,VIMO BpaLlaTb 3HAOCKOIT,
CMOTpPA B €ro.

ECnm 1306paXKeHMe YacTVIHO U/ MOJTHOCTBHO UCKAXKEHO, TO 3TO 03HAYAET, UTO 60
cucTeMa CTEPXKHEBBIX /IVH3 HEMCMpaBHa, /G0 /IMH3bI B OKY/ISpe MOBPEXAeHbl. B
TaKUX CyYasix 3HAOCKOM HEOOXOAMMO 3aMEHMTh.

TYCK/I0e W MSTHCTOE M306PadKEHIIE MOXET BblITb BbI3BAHO BAKHOCTHLIO WK
ocTaTKamyt Ae3VHAMLPYIOLLIEro CPEACTBA Ha TOPLIEBbLIX MOBEPXHOCTSX OMTUKUA.
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It is allowed to use any video camera heads with an eyepiece fixation clutch,
registered in accordance with the established procedure on the territory of the
Russian Federation.

Endoscopic light sources (light sources for the endoscope), connected using
light cables:

It is allowed to use any endoscopic light sources registered in accordance with
the established procedure on the territory of the Russian Federation.

Light cables:
If there is an identification symbol on the light cable and the endoscope (see

Light cable diameter Endoscope diameter
4.8-5.0 mm 6.6 -12.0 mm
3.0-35mm 3.0-65mm
20-25mm 0.8-2.9 mm

Inspect the endoscope for damage immediately after receipt and before and after
each use.

Image
Examine the optical end faces (distal end and eyepiece) for scratches and
surgical or cleaning residues. The faces should be smooth and shiny.

In order to test the image quality, slowly rotate the endoscope while looking
through it.

If the image is completely or partially impaired, either the rod lens system in the
sheath is broken or the lens in the eyepiece is defective. In such cases, the
endoscope must be replaced.

A cloudy or speckled image can be caused by moisture or disinfectant residue on
the optical end faces.
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HanpaebTe AMCTANLHBLIA KOHEl B HANPABACHHUH HCTOMHHKA CBETA W NPOBEPLTE
KOJIHYECTBO TEMHBIX TOUEK B MECTE COSAAMHEHHA CO CBETOBOAOM. Takue TeMHbe
TOYKH YKa3biBalOT HA TO, YTO ONTHYECKHE CBETONPOBOAALIHE BOJOKHA
nospexaeHst. H3onuposaHHbie NOBPEXAEHHBIE ONITHYECKHE BOIOKHA HE
OKA3KBAIOT 38METHONO BUIHAHHA HA KAYECTBO M30GpaKeHns.

OaHako BHIXOAHAA APKOCTh ACHCTBUTENEHO 3HAYMTENRHO YXYALIACTCS, €CIH
ONPEAENCHHOE KOIHYECTBO ONTHYECKUX BOIOKOH NOBpexeHo (npumepHo 20-
25%), uTO B CBOIO OUEPeAb MPHBOANT K CHIDKCHHIO KauecTBa H3oGpaxeHus.
Bonsblie He/BIA HCNONB3OBATH IHAOCKONL.

YKA3AHME: ecnu nospexaeHue OUEBHAHO, IHAOCKON GONkILe HEAb3A
HCTIONB30BATE. JHAOCKONH HEOOXONUMO JaMEHNTD, €CNH H305paKeHHe MyTHOS HAK
H300paKEHHE OTCYTCTBYET WIIH BUAHA TOALKO €r0 4acTb.

Light cable

Hold the distal end in the direction of a light source and inspect the number of
dark dots on the light cable connection. Such dark dots indicate that

the optical fibers of the light conducting bundle are broken. Isolated broken
optical fibers do not noticeably compromise the quality of the image.

However, the light output does significantly deteriorate if a certain number are
broken (from approx. 20 % to 25 %), which therefore also results in reduced
image quality. The endoscope must not be used any longer.

NOTE: If damage is apparent, the endoscope should no longer be used.
Endoscopes must be replaced if the image is cloudy or if no image or only parts
thereof are visible.

3.8. Meput npeaocropoxnocTn/Precauntions

Kax n Bce onrruueckue HHCTpyMenTsl, 3Ha0cKkonbi HOPKINS sansiorcs ouenn
YYBCTBKTENbHBIM 00opyaoBaHueM. UToGn rapaHTHpOBaTL JOATOCPOUHOE KAYECTBO
3HAOCKONA, HeoGX0AUMO cobI0AAT CAGAYIOLINE NpaBHAa:

* Bo n3bexanue ROTOMOK IHROCKONB HEOOXOAHO BCETAA AEPXKATH €10 33 OKYAAP, 3
HE 332 NUCTANBHBIH KOHEL\.

* Hu npu kakux obcrosrensctiax He crubaiire pabouyio yacTe sngockona. 31o
MOXET MPHBECTH K NONIOMKAM WM TPEIIHHAM B CHCTEME CTEPXKHEBBIX AMH3.

» Knaaure 35p0CKONbBI © OCTOPOXKHOCTLIO. CWIbHbIE YAApb, 0OCOOEHHO 10
JANCTANTLHOMY KOHLLY, MOTYT BBI3BATh MOBPEKACHUE WIH TPELHHGL, a TaKXKe
MPOHMKHOBEHHE AHIKOCTH, 1apa d T.4. 3TO NMPHBOAMT K MOABJICHHIO CBETNLX U /
HAH pacTAHYTLIX oGnacTei n3oOpaxeHu.

» [loaTOMY BO BPEMS OYHCTKY, AC3HHMESKUMN, CTEPHIHIALMHE H XPAHCHAHS
HeoOXOAMMO CASANTE 32 TeM, YTOOLI IHAOCKOMDbE N3Gekany NOBpEIKACHHH APYrUMH
uncTpymenramu. Maeanohblit BapnanT: Xpanuts anpockonst HOPKINS
HHAHBHAYANBHO HAH HCNONBL30BATL KOHTEHHEPLI, B KOTOPbIX SHAOCKONH MOXKHO
38KPENHTD.

YKA3ZAHHE: ecnu nospexxacHue OUEBHIHO, PHAOCKON GoNbie HENb3A
UCIIONB30BATE. JHAOCKONH HEOOX0ANMO 3AMEHHTD, ECITH H300PAKEHHE MYTHOE WM
H300p@KeHHe OTCYTCTBYET HIN BUAHB! TOJIBKO €0 YaCTH.

As with all optical instruments, the HOPKINS endoscopes are a very sensitive
equipment. In order to ensure the long-term quality of the endoscope, the
following rules must be observed.

. In order to avoid breaks, endoscopes must always be held by the
eyepiece and never by the distal end alone.

. Do not bend the sheath under any circumstances. This can resuit in
breaks or cracks in the rod lens system.

. Place the endoscopes down with care. Hard impacts, particularly to the
distal end, can cause damage to or cracks in the luting and allow liquid, steam,
etc. to penetrate. This results in cloudy and/or blurred image areas.

. Therefore, during cleaning, disinfection, sterilization and storage, it must
be ensured that the endoscopes cannot be damaged by other instruments. Ideally,
you should store HOPKINS endoscopes individually or use containers in which
the endoscopes can be secured,

NOTE: If damage is apparent, the endoscope should no longer be used.
Endoscopes must be replaced if the image is cloudy or if no image or only parts
thereof are visible.

CAUTION: HOPKINS endoscopes that do not have the “Autoclave’

identification ring must not be steam sterilized. This may cause irreparable
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BHMUMAHHE: 3upockonbl HOPKINS 6e3 MapKHpOBKH « ABTOKN2B» HENb3s
CTEPHJIM30BATb NapOM. 3TO MOXET HaHECTH HEMONpPaBUMBbIii yuiep6.

damage.

4. IloeTopuas o6paGorka. Ceenenns 06 ouncrke u nesungexunn MU / Reprocessing. Information about cleaning and disinfecting of MD

NMPEAYIIPEXJAEHHUE. Puck 3apaxenus. [pu nocraBke 3TH MEAULIMHCKHE

H3€/1MA HE ABJIAIOTCA CTCPHJIBHBIMH. Hcnonb3oBanue HECTEPHUIIbHBIX MEAHLIHHCKHX

H3/E/IHH CO34aET PHCK 3aPaKEHUA ANA MALMEHTOB, NOJb30BATENEH H TPETHHX UL
OcMOTpHTE MEAHLIMHCKHE M3/IEIHA HA NIPEAMET BHAMNMOrO 3arpsi3HEHHS.
Buaumoe 3arpasHenune yKasbiBaeT Ha TO, YTO NOBTOpHas o6paboTka He
npoBoAMaach Wiau Oblia npoBeaeHa HenpaBunbHo. O6paboTaiite MeAMUMHCKHE
M3/1EJIWA NEPEA NEPBbIM HCTIONB30BAHHEM, A TAKOKE A0 W NOC/E KAKAOro
NOCNEeAYIOLEro HCNob30BaHHA, HCTIONb3YS YTBEPXKIAECHHbIE NPOLEAYPHI.
NPEAYTIPEXAEHHME: Puck 3apaxeHus: HenpaBiibHO oGpaboTaHHble
MEANLIHHCKHE H3/IEHs NOABEPraioT NauHEeHTOB, N0b30BaTesiel M TPETbUX ML
PHCKY 3apaxkeHHs, a TAKXKE PUCKY TOrO, YTO MEAHLMHCKOE M31e/IHe MOXKET BbIHTH
3 CTpoOA.

BHHUMAHME: npu npMroToBneHHH H UCMONBL3OBAHHK PacTBOPOB cClleayiiTe
cneundrKaLMsIM NPOU3BOAUTENS XMMHUYECKHUX CPEACTB, yaenss ocoboe BHUMaHHe
NpaBUAbLHOM KOHUEHTPALMH, BPEMEHH BO3AEHCTBHA K CPOKY CILYXObl.
[TponomkuTeNnbHOE NOrpy>keHHe B BORY W HEMpaBWibHas KOHUEHTPAaUUs MOryT

MPHBECTH K NOBPEXKACHHIO. [MomumTe 0 MHKpOﬁMOﬂOFH‘leCKOM JAnanasoHe aeicTBus

UCINOJIb3YEMbIX XMMHUYECKHX CPEACTB.

BHHUMAHME: OnacHocTb NOBpPeXAEHHA MEAHLIMHCKHX YCTPOHCTB:
MCNONIb30BaHHE XUMHUYECKHX CpeacTB, He oaobperHbix KARL STORZ, moxer
APHBECTH K NOBPEXKACHHIO MEAULIMHCKUX ycTpoiicTB. Ucnonb3ayiiTe Tonbko
0106peHHble XHMHYECKHE CPEACTBa.

YKA3AHHE: Ilepeuens pexoMeHIyeMbIX YHCTHILHX H Ae3HHPHUHUPYIOWIHX
pacTBopoB npeacrasiies B [Ipunoxennn 1.

WARNING: Risk of infection: These medical devices are not sterile when
delivered. The use of non-sterile medical devices poses a risk of infection for
patients, users and third parties. Inspect medical devices for visible
contamination.

Visible contamination is an indication that reprocessing has not been carried out,
or has been carried out incorrectly. Reprocess the medical devices before initial
use and before and after every subsequent use using validated procedures.
WARNING: Risk of infection: Incorrectly reprocessed medical devices expose
patients, users and third parties to a risk of infection as well as the risk that the
medical device may malfunction.

CAUTION: When preparing and using the solutions, follow the chemical
manufacturer's specifications, paying close attention to proper concentration,
exposure time and service life. Prolonged immersion and incorrect concentration
may result in damage. Bear in mind the microbiological range of action of the
chemicals used.

CAUTION: Danger of damage to medical devices: The use of chemicals which
have not been approved by KARL STORZ may cause damage to the medical
devices. Only use approved chemicals.

NOTE: See Appendix 1 for List of recommended cleaning and disinfecting
solutions

4.1. IToaroToBka k ouncrke u aesnudexunu/ Preparing for cleaning and disinfection

IToaroroBka Kk O4HCTKe H Je3HHPEKUHH

I'pybbie 3arps3HeHMs, BbI3bIBAIOUIME KOPPO3HIO pacTBOPBl W JIEKAPCTBEHHbIE
CpeacTsa clielyeT yaalaTh C SHAOCKONOB Cpa3y Mocie ero npuMeHeHus. na storo
3HAOCKONBI CAEAYET NPEABAPHTENbHO OYMCTHTb, HaMp., MyTEM NPOTHPAHHS M
Komnanns KARL STORZ pexkomeHayer Bceraa MpoBOAWTD

MPOMBIBaHHA.
Npe/IBapHTE/IbHYKO OYHCTKY PY4HbIM cioco60M noj cTpyeit X0Nn0AHOM BObI.

Preparation for cleaning and disinfection

Heavy soiling, corrosive solutions and pharmaceuticals must be removed from
the medical device immediately after use. To this end, preclean the medical
device by wiping down and rinsing, for example. As a general rule, KARL
STORZ recommends manual precleaning under cold running water.

4.2. Pyunas npeasapntebHas ouncTka / Manual precleaning

Pa36opka

[lepen ouncTkoi M aAesHeKkuHeH 3HAOCKONbI HEOOXOAMMO OTKpPbITh WHIH

pa3o0paTh Ha OTAENbHbIE KOMMOHEHTBI, HACKOJIBLKO 3TO BO3MOXHO.
Ouncrka nosepxHocTeili meTKoii

Disassembly
Prior to cleaning and disinfection, the medical device must be separated into its
individual components as far as possible, and/or must be opened.

Brushing the surfaces
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Buaymbie wam rpybble 3arpsis3HeHMs HeOOXOAUMO Yaa/siTb C MOBEPXHOCTEN MO
CTpYeli XO0AHON BOAbI MPK MOMOLLM LLETOK NOAXOAALLMX Pa3MepOoB OT Pas/INUHbIX
MPOM3BOAUTESEN.

O6paboTKa y/bTPa3ByKOM 3aripeLLeHa

Mo  TEXHWYECKMM  MpUYMHAM  3HAOCKOMbI
Y/bTPa3BYKOBOI 06PabOTKM.

HOPKINS  HenpurogHbl

ons

Eng

Any visible contamination or heavy soiling of the surfaces must be removed
under cold running water by cleaning using brushes of suitable sizes from
various manufacturers.

No use of ultrasound

For technical reasons, the medical device is not suitable for ultrasound treatment.

4.3. MalumHHas uncTka 1 fieanHgekumsa/Machme cleaning and disinfection

OuncTKa/TepMUYecKast Ae3VHPEKLMA MeXaHN3POBaHHBLIM CrOCO60M
MpeanoyTuTenbHa TepMMYeckas  AesvHGeKUMs. [aHHbIA  MeTod HeobXoammo
MCMOMb30BaTb C YYETOM HaLMOHaNbHBLIX HOpM W nokasatens AO. Mpu Bbibope
NOAXOAALLErO  BbIABMXHOIO KOHTEVHEpPA WM KPEyieHWs AN MHCTPYMEHTa
HEOOXOAMMO MPOKOHCY/bTMPOBATLCA C U3rOTOBUTENIEM 000pYA0BaHUS C LIEMbHO
obecreyeHnst OMbIBaHNSA UM MPOMbIBaHMS MEAULMHCKOTO M3AENMS.
YKazaHue: npy HeobXoAMMOCTY CrefyeT BPYUHYHO AOCYLLUMTb VHCTPYMEHT.
4.4. Cbopka, ocMOTp 1yxog/A$$eTbly, inspection and care

Cbopka, NpoBepKa 1 yxof,
BusyanbHO MpOBEPbTE  OYMLLEHHBIA U MPOAE3MHMLMPOBAHHBIA  3HAOCKOM Ha
YMCTOTY, KOMM/IEKTHOCTb, CYXOCTb M OTCYTCTBME MOBPEXAEHWIA:
. Moy  HaMuM  CNedoB  3arpsi3HEHMIA/OCTATKOB  CPeACTB  HEOOXOAMMO
MOBTOPHO 06paboTaTh SHAOCKOMbI BPYUHYHO M ELLE pa3 NoABEPrHYTb UX MOMHOMY
LMKITY OYUCTKM U [E3UHMDEKLMN.
. MoBpeXxaeHHbIE WM MOpaXKeHHbIE KOPPO3MEl 3HAOCKOMbI AOMKHbI ObiTb
V3bSATbI 13 06PALLIEHMS.
3areM Heo6X0AMMO BbINOHATL MPOBEPKY (YHKLIOHMPOBaHWS.

4.4.1. MNMpoBepKa n3obpaxxeHus/ Checking the image
OcMmoTpuTe ONTUYECKKe TopLbl (06BEKTVIB, ANCTa/bHBIN BbIXOZ, CBETOBOAA U
OKy/15p) Ha NPEAMET LiaparniH 1 0CTaTKOB XUPYPrUYeCKNX WK YACTALLMX CPEACTB.
MOBEPXHOCTW AO/MKHbI ObITb FNaAKUMM 1 611eCTALLWMMU. UTOOLI NPOBEPUTL
KauyecTBO M306paXkeHUsl, MeNIEHHO BpaLLiainTe 3HAOCKOM, MNsAs Yepe3 Hero. Ecnm
306paKEHNE MOMHOCTBIO WM YaCTUYHO UCKaXXEHO, 3HAUMT HelcrpaBHa crcTeMa
CTEXHEBbIX /IMH3 B OMTUYECKOMN TPYOKe WK NINH3a B OKy/isipe. B Takux ciydasx
3H/0CKOM HEOBXOANMO 3aMEHNTD.
MyTHOE WM NATHUCTOE M306PadKEHNE MOXKET ObITb BbI3BAHO B/TYKHOCTHIO WK
ocTarkamm Ae3NHPULMPYIOLLETO / XMMUYECKOr0 CPeACTBa Ha OMTUYECKMX
MOBEPXHOCTSAX. B 3TWX Cyyasix OCTOPOXKHO OUMCTUTE OMTUYECKME TOPLbI
anrMKaTopoMm BaTHbIM TamMrOHOM, CMOYeHHbIM B 70% crivipTe.

4.4.2. MNpoeepka cBeToBogos/ Checking the light guides
[JepxuTe AncTanbHbIA KOHEL, B HarpaBieH! UCTOUHMKA CBETa U NMPOoBEpbTe
KO/IMYECTBO TEMHbIX TOYEK Ha COEAMHEHMM CBETOBOJA. TaKMe TEMHbIE TOUKU
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Machine cleaning/thermal disinfection

Thermal disinfection is preferred. The relevant national requirements and the AO
value must be taken into account when using this method. The selection of a
suitable slide-in tray or instrument holder, which should ensure that the medical
device is thoroughly rinsed out or through, must take place in consultation with
the manufacturer of the device.

Note: If necessary, the instrument must be dried off afterwards by hand.

Assembly, inspection and care
The cleaned and disinfected medical device must be visually inspected for
cleanliness, completeness, damage and dryness:
 Ifresidues or contamination are still present, the medical device must be
manually cleaned and subjected to a frill cleaning and disinfection
procedure once more.
» Damaged or corroded medical devices must be withdrawn from use.
Afterwards, a functional check must be carried out.

Examine the optical end faces (lens, distal end of light guide and eyepiece) for
scratches and surgical or cleaning residues. The faces should be smooth and
shiny. In order to test the image quality, slowly rotate the endoscope while
looking through it. If the image is completely or partially impaired, either the rod
lens system in the optical tube or the lens in the eyepiece is defective. In such
cases, the endoscope must be replaced.

A cloudy or speckled image can be caused by moisture or disinfectant/chemical
residue on the optical end faces. In these cases, carefully clean the optical end
faces with a cotton tip applicator soaked in 70 % alcohol.

Hold the distal end in the direction ofa light source and inspect the number of
dark dots on the light guide connection. Such dark dots indicate that the optical
34
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YKa3bIBatOT Ha TO, YTO OMTUYECKNE BO/IOKHA CBETOBO/A Pa30PBaHbI. fibers of the light guide are broken. Isolated broken optical fibers do not
/13011MpoBaHHbIe NOpBaHHbIE OMTUYECKIIE BOIOKHA 3aMETHO He YXY/LLIAKOT Ka4YecTBO  noticeably compromise the quality of the image. However, the light output does
M306paKeHIs. TeM He MeHee, CBETOOT/aua 3HAUMTE/TbHO YXY/LLIAETCS, ecrin significantly deteriorate if a certain number are broken (from approx. 20 %to 25
MOBPEXKJAETCS OMPe/ie/IeHHOe KOMMYECTBO BOIOKOH (MPprMepHO 0T 20% o 25%), %), which therefore also results in reduced image quality. The endoscope must
YTO, COOTBETCTBEHHO, TAKXKE MPUBOAUT K CHUDKEHMIO KAYeCTBa M300paXKEHVS. not be used any longer.

3HAOCKOM 60/IbLLE HEMb3S UCTOMb30BaTb. WARNING: If damage is apparent, the endoscope should no longer be used.
BHVIMAHWE: ecnn nospeXxaeHne 04eBnaHO, 3HAO0CKON 60/IbLLe He CriefyeT Endoscopes must be replaced if the image is cloudy or if no image or only parts

MCMOMb30BaThb. IHAOCKOMbI HEOOXOAMMO 3aMeHUTb, C/IN 1306paXkeHne MyTHOe WM thereofare visible.

1306paXKeHMEe OTCYTCTBYET WK BUfHbI TO/IbKO €50 YacTu.
4.4.3. Cywka/ Drying

Y4aCTKV BOJIOKHa B CBETOBO/E, a TakKe AVCTa/bHbIE U NMPOKCMasbHble TopLeBble  The fiber areas in the light inlet piece in particular as well as the distal and

MOBEPXHOCTU [O/MKHbI ObITb TLLATE/BHO BbICYLLIEHLI 70% crmpToM. OCTaTKM proximal end faces must be dried carefully with 70 % alcohol. Disinfectant and
AE3VHULIMPYIOLLIETO 1 YACTALLIErO CPeACTBa, HanpyMep, B CBETOBOAR, MOryT cleaning agent residue, e.g., in the light inlet piece, can become burnt on when
MPUropeTL NPX NOAK/MOYEHNI CBETOBOIO Kabess, YTO Cepbe3HO YXyALLaeT the light cable is connected, thereby seriously impairing light transmission.
CBETOMPOMYCKaHVE. . Damaged or corroded medical devices must be withdrawn from use.

* [oBpeXaeHHbIE NN KOPPOANPOBaHHbIE MEAULIVHCKIE YCTPOCTBA A0MKHDBI ObTb o Threads and glide surfaces on the endoscope must be lubricated locally
U3bSTbI U3 UCTIO/b30BaHUS. with instrument oil and the running surfaces on the cock plug with special

* Pe3b0bl 11 CKOMb3SILLME MOBEPXHOCTM 3HAOCKOMA HEOBXOAMMO CMa3aTb Ha MecTe grease.

VHCTPYMEHTa/IbHbIM Mac/ioM, a paboume NOBEPXHOCTM Ha MPobKe KpaHa - . Dismantled medical devices must be assembled.

crieuyianbHOM CMasKoA. . Afterwards, a functional check must be carried out.

* Pazo6paHHble MeAULMHCKIE YCTPOCTBA A0/MKHbI ObITb COBPaHbI. NOTE: The oil used for this purpose must be suitable for the subsequent

* [ocne 3Toro He06X0AVMO NPOBECTU (DYHKLIMOHA/bHYHO MPOBEPKY. sterilization procedure (silicone-free and paraffin- or white oil-based).
YKA3AHWE: Macno, ncnonb3yemoe Ass 3Toi Lenn, A0MKHO NOAX0ANTb 1 NOTE: During care procedures, use items from the catalog ‘Care, Sterilization

Mnoc/efytoLLEN NpoLeaypbl CTepun3aLmn (6e3 CUMKOHA M Ha OCHOBE NapauHa and Storage Techniques’.

W1 6eM1oro Macsa).

YKA3AHWE: B0 Bpems npoLeayp no yXo4y MCronb3yinTe NpeaMeThbl U3 KaTanora

«MeTofb! yX0[a, CTEPUN3aLIN U XPaHEHNS».
4.5. Crepunmsaumsi/ Sterilization

Ycnosus cTepunmsaumnm Sterilization conditions

[opAAOK AENCTBUIA, a TaKKe BaxkHble TEXHOMOrMYECKME NapameTpbl A oTAeNbHbIX — The procedures as well as the process-relevant parameters for the individually
Ba/IMAMPOBaHHbIX METOAO0B MOAPO6HO OnicaHbl B PYKOBOACTBE 3KCI/TyaTalym. validated methods are described in detail in the reprocessing manual. The
Komnatvieit KARL STORZ 151 JaHHOr0 MeaMLIMHCKOro u3aenms BarmavposaHbl 1 method must be selected taking the respective applicable national requirements
YTBEPXKAEHDBI CrIeAyHoLLye METOAbI CTEPUI3ALINNA: into account and in consultation with the device manufacturers.

Crepunmnzaums napom ¢ npuMeHeHeM (pakLoOHMPOBaHHOMO

(hopBaKyyMHOro MeToja. The following sterilization methods have been validated and approved by KARL

YKa3aHue: Cma3zaHHble KOMMOHEHTbI He0OX0AMMO CTepuM30BaTh B pa3obpaHHOM STORZ for this medical device:

BUge. [inAa CTepunsaLv MeAVLIMHCKOTO M3fienua B cobpaHHOM Buae Heobxoammo — Steam sterilization using the fractionated prevacuum procedure
MCMO/Mb30BaTb (DPAKLIOHMPOBaHHBIN (hopBakyyMHbIN MeTog (DIN EN I1SO 17665-1) note:  Sterilize greased components in  a  disassembled  state.
C COOMHOAEHMEM CrieflyHOLLMX NapameTpoB: 134 °C Ha NPOTSHKEHWUN 5 MUHYT. The medical device must be sterilized in its fully assembled state using the
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®ukcartopbl (30160CS, 30103CS, 30117CS) sBNAKOTCA WM3AENMAMKM, KOTOPble
MOCTaB/IAKOTCA B CTEPUILHON ynakoBke. CTepuM30BaHO C MOMOLLBHO paaviaLiyn.

5> CepBUCHOe 06Cy>KMBaHME 1 peMoHT/ Servicing and repair
HeucnpaBHble  MHCTPYMEHTbI  A0/MKHbI  OBC/Y>XXMBATLCA W PEMOHTMPOBATLCA
VCK/KOUYATENbHO  YMOMHOMOYEHHBIMA  HaMn  vuamy;  Tpt NpOBEAEHNN  BCEX
PEMOHTHBbIX PaboT HEOBXOAMMO UCMO/b30BaTb TO/IbKO OPUrMHAMbHbIE AETa/M.
6. rapaHTnnWVarranty
CTaHAapTHbIN rapaHTUHbIA CPOK 3KCN/yaTaLum U3ennsa coCTaBNseT 12 MecsLeB ¢
[iaTbl BBOAA NPrbopa B 3KCr/yaTaLmio, Ho He 60siee 15 MecsALEB €O AHA OTIPY3KW.

MeauLyHCKoe M3fiene BCeraa CrigdyeT OTNpaBsTh B MECTHOE OT/AENEHMe, [aXe B
TeUeHVe rapaHTUIHOIO Nepropa.

BCkpbiTe  06OPYAOBAaHWS WM BbINOSHEHME JHOObIX PEMOHTHBIX patoT W
MOAMGIKALMIA 0B0PY/I0BaHNS HEYNOSHOMOUYEHHBIMM NIALAMA OCBOGOXKAET Hac OT
MBI OTBETCTBEHHOCTM 3a €ro paboTy. J1o60e Takoe OTKPbITUE, PEMOHT WM
MOAVMKALISA, BbIMOMHEHHbIE B TEUEHME FAPAHTUIAHOTO MEpUoaa, aHHYIMPYET BCHO
rapaHTUIO.

OGLLECTBO C OrpaHMYeHHOI OTBETCTBEHHOCTLIO Kapn LLTopuy, - SHAocKonbl BocTok
(OO0 KLLUT3 BOCTOK)

115114, Mocksa, [epbeHeBckas HabepexxHasi, 7, cTp. 4.
Ten. +7 495 983 02 40

Fax: +7 495 983 02 41

Info-ru@karlstorz.com

7. Ytumzaums/Disposal

Mpn  ytwmsaum ocobble  Mepbl He  TpebyroTcs.
BHYTPUroCyJapCTBEHHbIE MPeanucaHms/ 3aKoHbI.

Mpun yTUAM3aLwmmn 13gaenuin Ha Tepputopumn Poceuiickoii Pefiepauyn credyet
PYKOBOACTBOBATLCA HOpMamK, M3NnoXeHHbIMM B CaHlMH 2.1.3684-21.
Heucnosb3oBaHHbIE 3HAOCKOMbI, HENCTO/Mb30BaHHbIE MPUHALNEXHOCTU U
KOMMNEKTYIOLLME K HEMY, B TOM YWC/E CTEPU/IbHBIE U3AENNWA, a TakoKe

YMaKoBOYHble MaTepuasbl CNeAyeT YTUIN3MPOBaThb Kak anUaeMMOsIOr4ecky
Be3onacHble 0TX0Apb! Kacca A. /cro/b30BaHHbIe 3HAOCKOMbI U NMPUHALIEXXHOCTU
CcneflyeT yTUIM3MPOBaTb KaK 3MAEMMO/IOTMYECKN OMacHbIe 0TX0Ab! Kacca b.

8. BaxxHast nHpopmaumst / Important Information

CnenyeT  cob6noaath
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fractionated prevacuum procedure (DIN EN ISO 17665-1) with the following
parameters: 134°C for 5 minutes.

Retainers (30160CS, 30103CS, 30117CS) are devices supplied in sterile
packaging. Sterilized by irradiation.

Defective instruments must be serviced and repaired exclusively by persons
authorized by us; all repair work must employ genuine parts only.

The standard warranty period for the device is 12 months from the date of
commissioning of the device, but no more than 15 months from the date of
shipment.

The medical device must always be sent to your local subsidiary (see
“Subsidiaries” section), even during the warranty period.

Opening the equipment or performance of any repairs or modifications to the
equipment by unauthorized persons shall relieve us of any liability for its
performance. Any such opening, repair, or modification performed during the
warranty period shall void all warranty.

LLC KARL STORZ Endoskopy - WOSTOK
Derbenyevskaya nab. 7, building 4

115114 Moscow, Russia

Phone: +7 495 983 02 40

Fax: +7 495 983 02 41
Info-ru@karlstorz.com

To dispose of these medical devices, no special measures are necessary. National
laws and regulations must be observed.

For disposal of products on the territory of the Russian Federation, follow the
norms of SanPiN 2.1.3684-21. Unused endoscopes, unused accessories and
components, including sterile devices and packaging materials are disposed of as
class A epidemiologically non-hazardous wastes. Used endoscopes and
accessories are disposed of as class B epidemiologically hazardous waste.
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3 coobpaskeHuid MUrveHbl 1 i3 NPEAOTBPALLIEHN  3apadkeHs  SHOOCKOMbI, - For hygiene reasons and to prevent infection, endoscopes, instruments and devices
VHCTPYMEHTbI 1 YCTPOWCTBA FUI606X0.U.MM0 QuMCTUTL 1 I'IPO.U.e3VIUHd0VILI.VIDOBaTb /" must be cleaned and disinfected/sterilized before they are sent for repair. We
CTepU130BaTh Mepe/ 0TMPaBKOI B pEMOHT. Mbl OCTaB/IsieM 3a COBOVi MPaBo BEPHYTL  reserve the right to return contaminated instruments/devices to the sender.

3arpsisHeHHbIE MHCTPYMEHTbI / YCTPOICTBA OTIPABUTENIO. Repairs, modifications, or construction changes which are not performed by
PeMOHT, MOAMMMKALIA N U3MEHEHNA KOHCTPYKLMM, KOTOPbIe BbIMOMHAOTCA He  KARL STORZ or by experts authorized by KARL STORZ will invalidate all
KomnaHvei bCARL STORZ win crieumanvcTamu, YrnoHoMoYeHHbIMN KARL warranty rights.

STORZ, aHHYNMpYIOT BCe rapaHTUiAHbIE 06513aTe/bCTRA.
9. PaclumdpoBka cmBosios/Explanation of symbols
PaclumhpoBKa CYIMBO/I0B, MPUMEHSIEMbIX MPW MAPKUPOBAHUN MeALIMHCKOTO  Explanation of symbols used in labelling the medical product:

M3nenus:
Cumson OnpepeneHve Symbol Definition

.. VizrotoBuTenb I J Manufacturer
)

|[NNAnlC [aTa M3rotosneHus Date of manufacture
MD  MeanumHckoe nsgenve MD  Medical device

REF Howmep no karanory REF  Catalogue number

SN CepuiHbIiA HOMep SN Serial number
LOT Kog naptum LOT Batch code
QTY Konn4yecTso 13fenuin B ynakoBKe QTY Number of products in the product packaging
UDI YHVKabHbIA UOEHTUUKATOP 13aenmns UDI Unique Device Identifier

*  O6paTnTeCh K UHCTPYKLWN .

M0 MPUNEHEHIIO Consult instructions for use
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/Moy

/tre aiiX

RxOnly

Ct

EC REP

6LLUM A

He cTepuibHO

Xpyrko, 06paLLaTLCH OCTOPOXHO

B COOTBETCTBUN C (PeaepasibHbIM 3aKOHOAATE/TbCTBOM
CLLA (cornacHo 21 CFR 801.109) uzaenve
paspeLLeHOo NpogaBaTb TOMbKO BpayaMm (MMEHLLYIM
JLLEH3MKO) WK M0 PeLienTy Bpava.

Mapkuposka CE

3TVM 3HAKOM MPOV3BOAMUTESb 3aABNSET O
COOTBETCTBUM YCTPOICTB AEVCTBYIOLLMM CTaHZapTam
W AMPEKTVIBaM.

Hu B Koem cnyyae Hemb3st MOAU(MLMPOBATL
YCTPOICTBO.

YNOMHOMOYeHHbIV MpeaCTaBuTe b B EBpOMeickom
coobLLecTBe

PaayaLmoHHasi CTepUIM3aLIS

He cTepnnn3oBatb NOBTOPHO

He 1cnonb3oBaTb NMpy NOBPEXAEHNM YNaKoBK/

bepeub OT Baru

3anpeT Ha NOBTOPHOE MPUMEHEHVIE
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/LTLIJI'IVIX

RxOnly

Ct

EC REP

Unsterile

Fragile, handle with care

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

CE marking

With this mark, the manufacturer declares the
compliance of the devices with the applicable standards
and directiyes

The device must not be modified in any way

Authorized representative in the European Community

Sterilized using irradiation

Do not resterilize

Do not use if package is damaged

Keep dry

Do not re-use

Keep away from sunlight
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He fonyckarb BO3/EVICTBIA CONHEYHOTO CBeTa
* ]

2 Vicnonb3osars oo

10. MepeyeHb HaUMOHAIbHBLIX W MEXAYHapPOAHbIX HOPMATMBHBLIX [OKYMEHTOB/CTaHAapPTOB, KOTOPbIM COOTBETCTBYET MeAUUMHCKOe u3genve\EI$L of
international regulatory documents/standards which the medical device complies with

CraHgapt OnucaHve Identification  Designation
EN 1041 V3gennsa megmumHekme. ViHdopmMaums, EN1041 Information supplied by the manufacturer of medical
MnpeaocTas/isieMas U3roToBUTEIeM devices
ISO 13485 3nenvs megmumHekve. CUCTEMbI MEHEDKMEHTA
KauecTBa. TpeboBaHMA A4/151 LieNein perynnpoBaHms ISO 13485 Medical devices - Quality management systems -
ISO 14971 V3penvs meayumHcKve Requirements for regulatory purposes
MpriMeHeHMe MeHeDKMEHTA PUCKA K MEAVILHCKIM
V30ennam ISO 14971 Medical devices - Application of risk management to
ISO 15223-1 V3nenvsa MeayumHCKue. medical devices
CVIMBO/TbI, NMPUMEHSIEMbIE MPX MaPKMPOBaHNM
MEAVLMHCKUX U30ENNIA, Ha STUKETKAX U B ISO 15223-1 Medical devices - Symbols to be used with medical
COMPOBOANTE/bHOM AOKYMeHTaumn. Yactb 1 device labels, labelling and information to be supplied -
OCHOBHbIe TpeboBaHA Part 1: General requirements
I1SO 17664 CTrepunmsaums MeAULHCKMX M3aenmnia. Hdopmauws,
npesocTaBnseMast 3roToBUTENEM /191 NPOBEAEHNA ISO 17664 Processing of health care products - Information to be
MOBTOPHOM CTEPUN3ALIN MEAVLIMHCKNX U3AENIA provided by the medical device manufacturer for the
W3pennsa MeguumHCKVe. processing of medical devices
IEC 62366-1 [MpOoeKTMpOBaHME MEAULIMHCKUX U3LENNIA C YUETOM
3KCM/TyaTaLUMOHHOW NPUroAHOCTM IEC 62366-1 Medical devices - Part 1: Application of usability
VIHCTPYMEHTBI XVMPYPryecKye. engineering to medical devices
ISO 7153-1 MeTaimyeckvie Matepuasibl. ISO 7153-1 Surgical instruments - Materials - Part 1: Metals

UacTb 1 HepxaBeroLas cTasib

1SO 10993-| Biological evaluation of medical devices - Part 1
V3penua meguumHekve. OLieHKa 6110/10rMyeckoro

Evaluation and testing within a risk management process

ISO 10993-1 [ENCTBUA MEAVLIMHCKMX m3denmi. YacTb 1 OueHKa 1 1SO 109935 Biological evaluation of medical devices - Part 5; Tests
1ccneaoBaHmA for in vitro cytotoxicity
V30envs MeauLmHCKVe. 1SO 10993-10 Biological evaluation of medical devices - Part 10: Tests
ISO 10993-5 OueHKa B1oNorYecKoro AencTBMS MeAULIMHCKMX for irritation and skin sensitization
m3genuin. Yacts 5. ViccnenoBaHns Ha ISO 10993-11  Biological evaluation of medical devices - Part 11: Tests
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UHMTOTOKCHYHOCTDL: METOAM! in vitro*

ISO 10993-10

H3nenns Mmeanumuckure. QueHka GHonoruyeckoro
NeHCTBHA MEAHUMHCKHUX u3aenuii. Yacts 10.
Hcenenosanus pasapakarowero u
CEHCHOMAU3UPYIOLLETO AEHCTBUS

1SO 10993-11

H3nenna meanuuHckue. Ouenka 6Monoruueckoro
JeHCTBHA MEAHLIHHCKHUX M3nenui. Yacrs 11.
HccnenosaHng oO1eTOKCHUECKOTO J1€HCTBHUSA

ISO 10993-12

Hsnenns meanuunckue. OueHka Guonoruyeckoro
NeHCTBUA MEAHLIMHCKUX M3aenuid. Yacts 12.
IlpuroroBnenne npod W KOHTpoAbHbIE 06pa3Lbl

I1SO 10993-17

HU3nenus meauumHckue.

OueHka 6HON0rHYECKOro AeHCTBUA MEAULIMHCKHX
n3genui. Yacte 17. YcraHosneHue noporosbix
3HaYE€HHUH 111 BbIMbIBAEMBbIX BELIECTB

ISO 10993-18

HUsnenns MeanuuHcKHe.

OueHka 6M010rH4ecKoro 1eicTBUA MEAHLIMHCKHX
uzaennii. Yacrs 18. Uccnenosatne xXumMuueckux
CBOHCTB MaTepHanoB

IEC 60601-1

Hanenus meauuunckue 3nexrpuueckue. Hacrs 1.
O6uwue TpebGoBaHua 6e30NaCHOCTH C yYETOM
OCHOBHBIX ()YHKLIHOHAIbHBIX XapaKTEPHCTHK.

IEC 60601-1-6

Hanenus MeanumHckne snektpuueckune. Hactob 1-6.
O61wme TpeGoBaHuns 6€30MaCHOCTH C y4EeTOM
OCHOBHbIX QYHKLUHOHAIbHbIX XapaKTEPUCTHK.
JononxurenbHbiii cTaHAAPT. JKCIUTyaTalMOHHAs
NPHIOAHOCTb.

IEC 60601-2-18

H3nenus meanumHckue anexkrpuueckue. Yacts 2-18.

YHacTHbie TpeGoBaHus 6€30NaCHOCTH € yueToM
OCHOBHBIX YHKUHOHANbHbIX XapaKTEPHCTHUK K
3HAOCKOMNKYECKOH annaparype.

ISO 17665-1

Crepuau3sauns MeAHUHMHCKOR NPOAYKUHH.
Crepunnsauus napoM. Yacts 1. Tpebosanus k
pa3paboTke, BaTHAALMH H TEKYLIEMY KOHTPOO
NpoLecca CTEPHIM3ALIMHM MEAHLIMHCKHX U3JeNHii

ISO ITS 18339

YcTpoitcTBa /1 9HAOTEPANUH - KpbillKa OKy/1spa 1
KOHHEKTOp CBETOBOAA

for systemic toxicity

ISO 10993-12

Biological evaluation of medical devices - Part 12:
Sample preparation and reference materials

ISO 10993-17

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

ISO 10993-18

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

IEC 60601-1

Medical electrical equipment -- Part 1: General
requirements for basic safety and essential performance

IEC 60601-1-6

Medical electrical equipment — Part 1-6: General
requirements for basic safety and essential performance
— Collateral standard: Usability

Medical electrical equipment -- Part 2-18: Particular

II%C 60601-2- requirements for the basic safety and essential
performance of endoscopic equipment
Sterilization of health care products - Moist heat - Part 1:
1SO 17665-1 Requirements for the development, validation and

routine control of a sterilization process for medical
devices

ISOITS 18339

Endotherapy devices - Eyepiece cap and light guide
connector

ISO 11137-1

Sterilization of health care products - Radiation - Part 1:
Requirements for development, validation and routine
control of a sterilization process for medical devices
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CTepHian3aumna MEAMUIHCKOR NIPOIYKLIMH.
Paanaunonnas crepiutsauns. HYacrs 1. Tpebosanns k
pazpaboTKe. BATHAALUIN 1 TCKYIEMY KOHTPOIIO
NPoUCCCa CTCPHIMU3ALIMM

ISO 11137-1

11. Pexnamauus/Reclamation

Ilopanok npeabaBneHUs pekaMaLuii U OTBETOB Ha HHX PETYJIPYETCS FPaKAAHCKUM
npasoM. Pexnamauns MOXeT NpeabABAATLCA TOMALKO MO TAKUM BOMPOCAM, KOTOpbIe
HE ABJANHCH NPEAMETOM NPHEMKH TOBapa, NPOM3BENECHHOH B COOTBETCTBMH C
YCJIOBUAMH OrOBOpA.

[To Bcem BompocaM, CBA3aHHBIM ¢ OOCHY)KMBaHHEM H3Jenus, HeobXoaumo
06paTHTLCA K YNOJIHOMOUEHHOMY NPEACTaBUTENIO NPON3BOAUTENA.

B cayuae pexnamaummn obpaiuarscsi K NPOU3BOAMTENO M / HIM YNIONHOMOYEHHOMY
NPEACTABUTEIO NPOH3BOAUTENS.

[MpouseoauTens:

«KAPJI LUTOPL] CE u Ko. KI'», I'epmanus (KARL STORZ SE & Co. KG)
Dr.-Karl-Storz-Strafie 34, 78532 Tuttlingen, Germany

Tenedon: +49 7461 708-0

®akc: +49 7461 708-105

E-mail: info@karlstorz.com

Y10AHOMOYEHHBIH NPEACTaBHTENb MPOH3BOAUTENA:

OG61uecTBo ¢ orpaHHueHHO# oTBeTcTBEHHOCTbIO Kapn Llltopu — Duaockonet Boctok
(000 KWIT3 BOCTOK)

115114, Mocksa, /lepbeneBckas HabepexHas, 7, cTp. 4.

Ten. +7 (495) 983-02-40, dakc: +7(495) 983-02-41

e-mail: info-ru@karlstorz.com

The procedure for submitting complaints and responses to them is governed by
civil law. A complaint may be brought only on such issues that were not the subject
of acceptance of the goods made in accordance with the terms of the contract.
For all issues related to product maintenance, please contact the Authorized
Representative of the manufacturer.

In case of complaint, contact the manufacturer and / or authorized representative
of the manufacturer.

Manufacturer:

KARL STORZ SE & Co. KG, Germany
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
Phone: +49 7461 708-0

Fax: +49 7461 708-105

E-mail: info@@karlstorz.com

Authorized representative of the manufacturer:

Limited Liability Company KARL STORZ - Endoskopy WOSTOK (LLC
“KSHTE VOSTOK")

Derbenyevskaya nab. 7, building 4

115114 Moscow, Russia

Phone: +7 (495) 983-02-40, Fax: +7 (495) 983-02-41

e-mail: info-ru@karlstorz.com

12. Ceaenns o nponszsoaureie / Information about manufacturer

PA3PABOTYMK:

«KAPJI LHITOPL] CE u Ko. KI'», 'epmanuns (KARL STORZ SE & Co. KG)
Dr.-Karl-Storz-Strale 34, 78532 Tuttlingen, Germany

Tenedon: +49 7461 708-0

®axc: +49 7461 708-105

E-mail: info@karlstorz.com

NPOU3BOIUTEJIb:

«KAPJI IITOPLL CE u Ko. KI'», 'epmanns (KARL STORZ SE & Co. KG)
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany

Tenedon: +49 7461 708-0

DEVELOPER:

KARL STORZ SE & Co. KG, Germany
Dr.-Karl-Storz-Strafie 34, 78532 Tuttlingen, Germany
Phone: +49 7461 708-0

Fax: +49 7461 708-105

E-mail: info@karlstorz.com

MANUFACTURER:

KARL STORZ SE & Co. KG, Germany
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
Phone: +49 7461 708-0
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Rus

®axc: +49 7461 708-105
E-mail: info@karlstorz.com

YIIOTHOMOYEHHBIH IPEACTABHTEJIL IPON3BOAUTENSA
000 KUIT3 BOCTOK

115114, Mocksa, JlepGenerckan naGepenwuas, 7, cTp. 4

Tenedon: 8§ (495) 983-02-40
E-mail: info@karistorz.com

-

MECTO MPOH3BOACTBA:
1. KARL STORZ SE & Co. KG,
Dr.-Karl-Storz-Straie 34, 78532 Tuttlingen, Germany
2. Storz Endoskop Produktions GmbH
Schneckenackerstr. 1, 8200 Schaffhausen, Switzerland.
3. Alton (Shanghai) Medical Instruments Co., Ltd.

No. 24 Building, JinShao Rd. 1688, Baoshan District, 200949, Shanghai, PEOPLE'S

REPUBLIC OF CHINA

Fax: +49 7461 708-105
E-mail: info@karlstorz.com

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER:
LLC "KLIT> BOCTOK"

115114, Moscow, Derbenevskaya embankment, 7, p. 4

Phone: 8 (495) 983-02-40

Email: info@karlstorz.com

MANUFACTURING SITE:
1. KARL STORZ SE & Co. KG,
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
2. Storz Endoskop Produktions GmbH
Schneckenackerstr. 1, 8200 Schaffhausen, Switzerland.
3. Alton (Shanghai) Medical Instruments Co., Ltd.
No. 24 Building, JinShao Rd. 1688, Baoshan District, 200949, Shanghai,
PEQPLE'S REPUBLIC OF CHINA
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MpunoxeHue 1. MNepeyeHb pekomeHayeM|  yucTawwx n gesuHGUUMpytowmx pacTBOjub\ Appendix 1. List of recommended cleaning and
disinfecting solutions
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Py4ynas ouncrka M gesuHpexuns / Manual cleaning and disinfection

Yucramue pacteopsl / Cleaning agent

JAe3nndpuunpyrome pacrsopsi / Disinfectant

IIpoussoauTens /

ToproBoe HaumeHnoBanue /

Ipoussoaurtens /

ToproBoe HaumeHoBanue /

Manufacturer Trade name Manufacturer Trade name
Advanced Sterilization Cidezyme® Advanced Sterilization Cidex OPA®
Products (Johnson & Products (Johnson &
Johnson) Johnson)
Anios ANIOSYME P.L.A. Anios ANIOSYME P.L.A.
B. Braun Medical AG Stabimed® B. Braun Medical AG Stabimed®
Ecolab Deutschland GmbH Sekusept™ aktiv Ecolab Deutschland GmbH Sekusept™ aktiv
Esteer Pharma GmbH ULTRASEPTIN® activ Esteer Pharma GmbH ULTRASEPTIN® activ
Esteer Pharma GmbH ULTRASEPTIN® PAA Esteer Pharma GmbH ULTRASEPTIN® PAA
Lysoform Dr. Rosemann Lysoformin® 3000 Lysoform Dr. Rosemann Lysoformin® 3000
GmbH GmbH
Schumacher, Dr. GmbH PERFEKTAN® ENDO Schumacher, Dr. GmbH DESCOTON extra
Schulke & Mayr GmbH gigasept AF® forte Schumacher, Dr. GmbH DESCOTON 2% GDA
Schulke & Mayr GmbH gigasept® instru AF Schumacher, Dr. GmbH PERFEKTAN® ENDO
Schumacher, Dr. GmbH DESCOTON extra Schulke & Mayr GmbH gigasept AF® forte
Schulke & Mayr GmbH gigasept® instru AF
Schulke & Mayr GmbH Lysetol® V
Steril-4 s.r.l. STERIL-C
Weigert, Dr. GmbH & Co. neodisher® Septo Active
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Ouncria B Ae3ANdpekuUns B Moome-AeInnunnpyomux Mamunaax / Machine cleaning and disinfection

Yucramue pacteopsi / Cleaning agent

Aeanugnunpyome pacrsophl / Disinfectant

ITponssoauTens / Manufacturer | Toprosoe nanMenoBanue / ITpoxspogurens / Manufacturer | Toprosoe nammenoBanue /
Trade name Trade name

Ecolab Deutschland GmbH Sckumatic™ FR Ecolab Deutschland GmbH Sekumatic™ FD

Ecolab Deutschland GmbH Sekumatic™ FRE Weigert, Dr. GmbH & Co. neodisher® SeptoClean*

Ecolab Deutschland GmbH Sekumatic™ MultiClean Weigert, Dr. GmbH & Co. neodisher® Septo DN

Medisafe UK, Ltd. 3E-Zyme/HS- Zyme

Weigert, Dr. GmbH & Co. neodisher® FA

Weigert, Dr. GmbH & Co. neodisher® MediClean

Weigert, Dr. GmbH & Co. neodisher® MediClean forte

Weigert, Dr. GmbH & Co. neodisher® MediZym

Weigert, Dr. GmbH & Co. neodisher® SeptoClean*

YucTamue cpeAcTBa, IOMeUeHHbE *, AoKasanH cBoio MpdexTHBHOCTH NpoTHB DpuoHoB / Cleaning agents that are marked with*; These cleaning
agents are proven to be effective against prions
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[{ITepeeod ¢ nemeyxozo u AHZAUTICKO20 AZLIKOE HA PYCCKUL ATBIK]

[[Tepesod naonuceii, neuameii u Homapuarorozo 3aeepenus Ha OoKymenme «Hucmpyxyus no
KCnIyamayuy Meouyunckoz2o usdeaus ,, ndocrkon sxcecmwuti HOPKINS oan npumenenus npu
MANAPOCKONUNECKUX ONEPAWUAX 6 BAPUGHMAX UCNOAHEHUR C  NPUHAORENCHOCMAMU ™y,
npeccmasieHHOM HA QHZRUIICKOM U PYCCKOM R3biKax.)

[Ha Gnanxe xomnanuu «Kapn LlImopy CE u Ko. KI'»)

QPopMupyeM BMecTe Oyaymee SHAOCKONMH Ha MPOTXEeHUH Oonee 75 ner

«KAPJT LITOPL[ CE u Ko. KI' (KARL STORZ SE & Co. KG) » a/a 230 « 78503 Tyrmuren/Tepmanna
(Postfach 230 « 78503 Tuttlingen/Germany)

YTBEPXKJIEHO

Baue-npeIanaenT MEAXYHAPOAHOTO OTAEC/A 10 3A0POBLIO NALMEHTOB

H HOPMATHBHO-NIPABOBOMY Pery/1nposaHmI0/
OCTh

HU.B. Kapum JIxamMmuan
{1M5)

«Kapa llItopu CE u Ko. KI'»
Ap. Kapa-lllropu-Llrpacce
34, 78532, Tyrnunren,
lepmanus
(Dr.-Karl-Storz-Strafle

34, 78532 Tuttlingen
Germany)

/nodnucs!

(noanuce)

13 aneaps 2023 2.
(neus, mecau (undpamu))

[ITexvame xomnanuu «Kapn llimopy CE u Ko. KI'»]
HHCTPYKIHA MO SKCINIYATAIITHH

Inpockon wectknit HOPKINS pis npeMeneHHs NpH JANAPOCKONHECKHX ONlepaniHgxX B
BAPHAHTAX HCTIOJNHEHHN ¢ NPHHAVICKHOCTAMA
Ha3sanue MeAHIIMHCKOTO H3ACTHA

2023 r.
OasTRaecKei aapec: BaRKoBCKIE PEXBIZHTH: «Rofive Banx AT TyTnisirexs KOMMRBHANTHOE TORIPHILIECTBO Tonsmd koMXNEON
+«KAPJ] IUTOPL[ CE & Ko. KM «IOwnKpeant Baux Al SWIFT: «KAPJ UITOPLL CE n Ko. KI'» «KAPJ LITOPL depaanstymrc CE»
Jip. Kapa-Ihopu-Iitpacce 34, SWIFT: HYVEDEMMA73 DEUTDESS6S3 Jp. Kapa-lLropn-1ikpacce 34, Jp. Kepn-{itropa-1lirpacce 34,
78532 TytnmmrenT epmasmn IBAN: DE62 6002 0290 0034 [BAN: DE09 6537 0075 0211 6390 78532 TyrmtnrenT epasating 78532 Tyvawaren/Tepmannn
Tenehon: +49 746) 708-0 $326 05 00 MeCTOHAXOMACHHE womnasny;  Mecrosaxomnenie KOMDAHHA:
Daxc: +49 7461 708-105 7. Tyrmuren r. Tyrnmaen
0. noura: infoi@karistorz.com ul(ymnmm Tyrnwurens  Hapomweil Ganx Toproewis peectp: r. Mirymrapr, Toproasail pocerp: r. Wivytrapr,
www karlstorz.com ulllzapusanes-Aongy-tHesxap 3  HRA 450442 HRB 762524
SOLADESITUT SWIFT: GENODESITUT Paexy. M  nmaremsimwxa HIOC: Ynpaaxmomm aupexyop: Kepn-Kpecruan
[BAN: DE79 6435 0070 0000 IBAN DE97 6439 0130 0000 7720 DE 142931059 1lkvopa
0013 22 Anpearmuas of yTHRIZAUMY  TIDSACEANTCNS COBETS ANPEKTOPOB:
ANEKTPHYECKOND 1 MNEKTPOHHOND  MEOTORPATENIE NoveTHIE noxTop Cubunn
oBopyaosamin, Hhvopit

per. }e DE 74465858
9370320, nep. 4.1
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PeecTp HoTapuanbHeix aelictsuit UVZ 104/2023 UZ 150/2023
Actpun Xapant-lltpekkep * Ten.: +4974619659700 * ®akc: +4974619659720

HotapunansHoe ynocroBepenne
[Toanuce, nocTaBieHHas BbILIE B MOEM IPHCYTCTBHH, SABJISETCA MOAMHUCHIO
r-na Kapuma Jlxamiomuam,
nara poxxaenus: 20 anpens 1985 r.,
cnyxeOHbri anpec: 78532 r. Tyrmunren, [lp. Kapa-Lropu-1litpacce 34,
— H3BECTHOTO MHE JIMYHO — |
4TO 1 HACTOSLIUM OPHLHAIILHO yIOCTOBEPSIO.

r. TytnuHren, 25 susapsa 2023 r.

/noonucw/
Hotapuyc Actpua Xapaunt-lliTpekkep

[/Tevams Homapuycal
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TeKCcT AaHHOro OKymMeHTa nepesén nepesofuunk Paxumkynos Inbap Cepkanuesuy. 3HaHue
WHOCTPaHHOrO A3blKa NOLTBEPXKAAK0. BbINONHEHHbIN NepeBOA ABNAET CA NPaBuIbHbIM, TOYHbBIM W
MO/HbIM.

Poccuiickasa depaepaums
Mopog Mocksa
BToporo thespans Ase Thicaun ABafLaTh TPeTbero roga.
7, YKypasnesa EkaTepyHa BnagymMnpoBHa, BPeMeHHO MCTONMHAOLLAA 0653aHHOCTY HOTapuyca
ropoga Mocksbl ToHKVHa MU TpUA Baniepbesnya, CBUAETENbCTBYHO NOAMHHOCTL MOANMUCY NEPEBOAUMKa
Paxvmkynosa Snbaapa Cepkanmesiya.
[Nognveb caenaHa B MOEM NPUCY TCTBUN.
JIM4HOCTH NoANMCaBLLErO JOKYMEHT YCTaHOB/EHA.

3aperucTpuposaHo BpeecTpe: Ng 77/. 023
YnnaueHo 3a COBEpLLIEHME MO T apLo”™p

E.B. >Kypasnesa
Bcero npoLuHypoBaHo, MPOHy.
W CKpervieHo neyaTbio 48

BPNO HoTapuyca

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



