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Baxuas unbopMaLms 1ns nons3osatenei inennii u uHCTpyMeHToB KAPJI LLITOPLY .
Important information for users of KARL STORZ devices and instruments

Pexomennyercs zposepxTs nprroasocts wpoayxTos aia mpeanoaaraemoil npoueypH A0 AR HCNOILIOBAREL.

Baaronapum Bac 3a nosepue, oxazannoe Toprosoif mapke KARL STORZ. Kax i Bea Haia npoXyKuma, AaHHOE H3Aenne SBIIeTCH Pe3y/IbTaTOM HALLIETO ONHTS B
KporoTriBoi paGoThl. Bui W Bawa opranusaums uGpantt coBpeMerHEIA H BHCOKOKAYECTBEHHLL] nNpoxyxr npox3poacTea komnanru KARL STORZ.

Hacrosmas uncTpykums aomsxua nomous Bam npasunuio HCTIONBIOBATE, A TAKKE OUHLIAT, ACIHHUIMPOBATL H NPH HEOGXOAUMOCTH CTEPHAKIOBATS H3eaHe. Boe
Heo0XOAMMEE AeTanu 1 AeHCTBHS HArIAAHO paspacHmoTes. [losromy BHMMaTeHO MpouTHTE HacTOALLYIO HHCTPYKLHIO; Gepexwo XpanuTe €€, uTo6ul 8 ciyuae
BO3IHHKHOBEHHA BONPOCOB K Hell Beerna MOXHO GbLo obpaTuThCA.

IPEAYIIPEXKAEHHE: snoocxons KARL STORZ ROCMQBARIOMCR HECTMEPURLHBIMU, U UX HEOBXOOUMO oYtyam, Oesunguyupoeams u cmepuruzsosams neped
NEPBLIM UCHONLIOBANUEM U KAMCOBIM NOCREOYIOUSUM NOSTIODHBIM UCHORLIOBANUEM.

Komnanus KARL STORZ nocrosuno paGoraer nax YCOBCPUICHCTBOBAHHEM BCedi npoxykiiH. TTo 3Tol NpHYMHE BOIMOXHB U3MEHEHHA ¢opmel, ocHawenns 1
TeXHONOTHK. Ml paccunTaiBaem na Bawe nommmanye., TMo3ToMy nanubIe, W3oGpaxenns U ONUCaHNA B HACTORIEH HHCTPYKUHN He MOTYT GHTH OCHOBAHHEM AN
NPEeabABIICHNS NPEeTeH3HHA.

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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Rus [Eng

1. O6mue cseaennn/General information

3upoCKONL co cTepikHeBsiMM THH3amMH HOPKINS sansiorca mAoropasosbiMH H | HOPKINS rod lens endoscopes are reusable and consist of an eyepiece, a
COCTOST U3 OKYnfpa, pasbema A CBeTOBbIX kabenei ¢ npeaycranomneHnmmu | connection for light cables with screwed-on adaptors for light cables from other
ajanTepaMH MM cBeToBbIX kalenedt apyrux npomssoauTencit W ofonouxm u3 | manufacturers, and a sheath made of rust-proof material that encloses the rod lens
HEPAABCIOWETO MAaTEpHANA, KOTOpAs 3AKPLIBACT CHCTEMY CTCPXKHEBMX JIWH3 H | system and an integrated fiberoptic light cable.

BCTPOCHHOTO ONTOBONIOKOHHOTO CBETOBOAA.
They must therefore be handled with care, and checked for correct functioning and
TlostoMy ¢ HHMH HeoGxoauMo OGPAIATLCA OCTOPOXKHO M mpoBepsT Ha | for signs of damage before and after every use on a patient.

NPaBHILHOCTD PYHKLMOHHPOBAHHMA H HA HANHYHE NPHIHAKOB MOBPEANCHHA IO W
NOCAE KAKAOTO HCTONB30OBAHMA HA NAUMEHTE. Observing the following information will ensure that your HOPKINS endoscopes
have a long service life.

Cobmoaenue cnenyiomeit nidopmaunn obecneunt nonruli cpox cryx6H BaUIMX

augockonoe HOPKINS.
1.1. Hanmenosaane MeannuEckoro uineans/Name of the medical device
Cuuycxon xecrenii HOPKINS 8 papuanrax Rcuonnenns ¢ Sinuscope rigid HOPKINS in variants with accessories:
NPREALICXBOCTIMM:
| 8 Sinuscope rigid HOPKINS in variants, consists of:
L Caaycxon xecriuii HOPKINS » papuanTax acnoiHenns, B cOCTABE:
1. Sinuscope rigid HOPKINS, in variants:
1. Cunycxon sectxnit HOPKINS, BApHaHTE! HCIONHEHHS: 1.1.  Sinuscope rigid HOPKINS, dimension types:
1.1.  Cunycxon xectxuit HOPKINS, THROpAasSMepHI: 1.1.1. Sinuscope rigid HOPKINS, dimension type: direction of view
11.1.  Cunyckon xecrkuit HOPKINS, Tunopazmep: sanpasnenue 0°, diameter 1,9/2,1 mm, length 18 cm, consists of:
nabmonenna 0°, anamerp 1,9/2,1 mm, anuna 18 cm, B cocTape: - Sinuscope -1 pc.;
- Cunyckon - 1 wt.; - Instruction for use - 1 pc.;
- Huctpysuns no axcruryaranwm — 1 wrr.; - Protective tube, for endoscopes length 18 cm (if
- 'nab3a saupTHas, Ans SHAOCKONOB ATHHOH 18 cM (npH necessary} - 1 pc.

HeobxoaMMOCTH) — | wT.
1.L.2.  Sinuscope rigid HOPKINS, dimension type: direction of view

1.12.  Cunycxon xecrkuii HOPKINS, THROpasMep: Hanpasnenue 0°, diameter 2,7 mm, length 11 cm, consists of:
Habmoaenns 0°, aametp 2,7 mm, anmua 11 oM, B cocTase: - Sinuscope — 1 pc.;
- Cunyckon — | wr.; - Instruction for use - 1 pc.;
- Huctpykuma no sxcumyaraumu - | wr.; - Protective tube, for endoscopes length 6-11 cm (if
- Funb3a 3amuTHAN, AN 3HAOCKONOB AnHHOH 6-11 cM (npH necessary) — 1 pc.

HeobxomumocTy) - 1 mrt.
1.1.3.  Sinuscope rigid HOPKINS, dimension type: direction of view
1.1.3.  Cunyckon xectkuii HOPKINS, Tunopasmep: Hanpasaense 0°, diameter 2,7 mm, length 18 cm, consists of:

nabmonenns 0°, auametp 2,7 Mm, anuna 18 cm, B cocTase: - Sinuscope - 1 pe.;
~ Instruction for use — 1 pc.;
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Rus Eng
Cunyckon - 1 wr.; - Protective tube, for endoscopes length 18 cm (if
Huctpyxuns no skcruryaraumn - 1 wr.: necessary) — 1 pc.
'mas3a samumias, Ans 3HA0CKONOB ANMHOK 18 cm (npx
HeobxoaumocTH) — | wr, 1.14.  Sinuscope rigid HOPKINS, dimension type: direction of view
0°, diameter 3 mm, length 14 cm, consists of:
14, Cuwycxon xectkuit HOPKINS, THTiopasmep: Hanpasnenne - Sinuscope - 1 pc.;
HaGmozienua 0°, nametp 3 MM, Anuna 14 oM, B coctane: - Instruction for use - 1 pc.;
Cunyckon - 1 wr,; - Protective tube, for endoscopes length 18 cm (if
Huctpyxuns no sxkcnnyaraumn — 1 WT.; necessary) — 1 pc.
uneaa sampThas, ans sHROCKONOB WIHKOH 18 oM (npn
Heo6xoauMocTH) - | wr. 1.1.5.  Sinuscope rigid HOPKINS, dimension type: direction of view
0°, diameter 4 mm, length 18 cm, consists of:
1.L5.  Cuuyckon sectiuit HOPKINS, THIIOPA3MEP: HANPABTICHHE ~ Sinuscope — 1 pe.;
HabmozeHna 0°, AHaMeTp 4 MM, Z1HHA 18 cM, B COCTaBe: - Instruction for use ~ 1 pc.;
Cunyckon - | wr.; - Protective tube, for endoscopes length 18 cm Gf
Huctpyxums no skcnumyarawm - 1 wr.; necessary) - 1 pe.
lans3a samumnas, ans 3na0ckonor AMHON 18 cM {npu
HeobxoanmocTu) - 1 wr. 1.1.6.  Sinuscope rigid HOPKINS, dimension type: direction of view
0° diameter 4 mm, length 18 cm, wide-angle optics, consists of*
1.1.6.  Cumyckon sectxnit HOPKINS, THNOPA3MeEp: HaNpasieHHe - Sinuscope - 1 pc.;
HabmoaeHus 0°, tnameTp 4 MM, nnHa 18 oM, UIMPOKOYTONLHAS - Instruction for use — 1 pc.;
OITTHKA, B COCTaBe: - Protective tube, for endoscopes length 18 cm (if
Cunyckon - 1 wr.; necessary) — 1 pe.
Huctpykuna no sxcrutyataumum — 1 wr.;
'wib3a saumTHas, ana sunockonos amuuoi 18 om (npn 1.L7.  Sinuscope rigid HOPKINS, dimension type: direction of view
HeobxoaumocTH) — | . 0°, diameter 5 mm, length 18 cm, consists of:
- Sinuscope - 1 pc.;
L17.  Cumyckon xectxnif HOPKINS, THNIOPAIMEP: HanpaBCHHE - Instruction for use — 1 pe.
Habmonenns 0°, auamerp 5 MM, Anuna 18 CM, B COCTaBe:
Cunyckon - 1 wr,; 1.1.8.  Sinuscope rigid HOPKINS, dimension type: direction of view
Hrcrpyxuns no skenmyaraunu — 1 w. 30°, diameter 1,9/2,1 mm, length 18 cm, consists of:
- Sinuscope - 1 pc.;
1.1.8.  Cunyckon xectxuit HOPKINS, TUNOPa3Mep: HANpPaBNCHHE - Instruction for use - I pe.;
Habmozerna 30°, anamerp 1,9/2,1 Mm, annna 18 CM, B COCTaBE: - Protective tube, for endoscopes length 18 ¢cm (if
Cunyckon — 1 urr.; necessary) — 1 pc.
Hucrpyxums no skcruryaramsm — 1 wrr.;
I'ns3a 3amuTHAS, A8 3HAOCKONOB AnKHOM 18 oM (npn 1.1.9.  Sinuscope rigid HOPKINS, dimension type: direction of view
7
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HeobxoaumocTH) — 1 mr.

Cuniyckon xecrxnit HOPKINS, tnopasmep: HanpaBncHue
Habmozenns 30°, anamerp 2,7 MM, anuna 11 oM, B cocTaze:
Cuuyckon - 1 wr.;
Huctpyiuns no sxcruryaratm — 1 wr.;
I'nnk3a 3ammTHas, 202 amnockonos Amanoii 6-11 cm (npu
HeobxomnuMoctu) — 1 wr.

Cunyckon mectkuit HOPKINS, THnopasmep: HanpaBncHHe
nabmoznenns 30°, auamerp 2,7 MM, Anuna 18 CM, B cocTaBe:
Cunycxon - 1 wr.;
HHctpykuma no axcrutyaraums — 1 urr.;
I'ans3a sanpaTsas, 2nn SHACCKONOB ANKHOM 18 oM (npn
HeobxoanMocTy) - | wr.

Cunyckon xectxuit HOPKINS, tunopasmep: HanpasJieHue
naGmonenua 30°, anamerp 3 MM, una 11 om, B cocTase:
Cuanyckon — 1 wr.;
Hnctpykuma no skcnryaraumn — 1 mr.;

I'mnbaa 3ammTHas, A8 SnAOCKONOB LAMHOM 6-11 oM (npn
HeobxoaumocTH) ~ | wt.

Cunyckon xecrxuit HOPKINS, Tunopasmep: HanpapiieHHe
Habmogaenus 30°, auamerp 3 MM, Jauna 14 CM, B COCTaBe:
Cunyckon - 1 wr,;
Hucrpyxuns no skcnayaraumu ~ 1 wr.;
Iuns3a satmmTHas, An8 sHAOCKONOR AauHOY 18 oM {npu
HeobxoaumocT!) — | wr.

Cnnycxon xecrxuit HOPKINS, THIOpa3Mep: HanpaBieHue
Habmonenna 30°, auamerp 4 MM, Anuna 18 oM, B cocTage:
Cunyckon - 1 wir.;
Hucrpyxuns no skcnnyarauuu — 1 wr.;
Funk3a samuTHas, Ans 3uaockonos Aol 18 cu (npu
HeobxoaumocTu) ~ | wr.

1.1.14.

30°, diameter 2,7 mm, length 11 cm, consists of:
Sinuscope — 1 pc.;
Instruction for use - 1 pc.;
Protective tube, for endoscopes length 6-11 cm (if
necessary) — 1 pc.

Sinuscope rigid HOPKINS, dimension type: direction of view
30°, diameter 2,7 mm, length 18 cm, consists of:
Sinuscope - | pe.;
Instruction for use - 1 pc.;
Protective tube, for endoscopes length 18 cm (if
necessary) — 1 pe.

Sinuscope rigid HOPKINS, dimension type: direction of view
30°, diameter 3 mm, length 11 cm, consists of:
Sinuscope - 1 pc.;
Instruction for use — 1 pc.;
Protective tube, for endoscopes length 6-11 cm if
necessary) - | pc.

Sinuscope rigid HOPKINS, dimension type: direction of view
30°, diameter 3 mm, length 14 cm, consists of:
Sinuscope - 1 pc.;
Instruction for use - 1 pe.;
Protective tube, for endoscopes length 18 cm (if
necessary) - | pe.

Sinuscope rigid HOPKINS, dimension type: direction of view
30°, diameter 4 mm, length 18 cm, consists of:
Sinuscope - 1 pc.;
Instruction for use - 1 pc.;
Protective tube, for endoscopes length 18 cm (if
necessary) — 1 pe.

Sinuscope rigid HOPKINS, dimension type: direction of view
30°, diameter 4 mm, length 18 cm, light guide connection from
above, consists of:
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Rus Eng
1.1.14.  Cuuyckon sxecrxnit HOPKINS, THNOPA3MED. HaNpPaRICHHE - Sinuscope - 1 pc.;
Habmozenns 30°, auameTp 4 MM, auna 18 oM, noakmoueHue - Instruction for use - 1 pe.;
CBCTOBOAA CBEPXY, B COCTaBE: - Protective tube, for endoscopes length 18 cm (if
- Cunycxon - | wr,; necessary) - | pc.
- Hectpykuns no skcrutyaraumu — 1 wr.;
- 'mis3a sawmTHas, A1 SHIOCKONOB AMKMHOM 18 oM (npu L.L15.  Sinuscope rigid HOPKINS, dimension type: direction of view
HeoGxoauMocTH) ~ | wT. 30°, diameter 4 mm, length 18 cm, wide-angle optics, consists
of:
LL15.  Cnwyckon xectkuit HOPKINS, tunopasmep: HanpaBnieHne - Sinuscope - 1 pc.;
Habmonenua 30°, auameTp 4 MM, Auna 18 cM, WHPOKOYTONbHAS - Instruction for use - 1 pc.;
OlTHKa, B COCTaBe: - Protective tube, for endoscopes length 18 cm (if
- Cunyckon - 1 wr.; necessary) — 1 pe.
- Huctpyxums no sxcnnyaraumm — | wr.;
- I'mnesa sanmTHas, An4 anaockonos AnuHoi 18 cM (npu 1.1.16.  Sinuscope rigid HOPKINS, dimension type: direction of view
HeobxoaumocTH) — | wT. 45°, diameter 2,7 mm, length 18 cm, wide-angle optics, consists
of:
1.1.16.  Cumnyckon xectxnit HOPKINS, Tunopasmep: nanpasnenne - Sinuscope - 1 pc.;
Habmonenna 45°, auametp 2,7 MM, Anusa 18 om, WHPOKOYNOAbHAS - Instruction for use - 1 pc.;
OITHKA, B COCTaBe: - Protective tube, for endoscopes length 18 cm (if
- Cunycxon — 1 urr.; necessary) — 1 pc.
- HUnctpyxums no sxcnnyaraun — 1 wr.;
- Muneb3a sauwrhas, ana suaockonos ananol 18 oM (npw 1.1.17.  Sinuscope rigid HOPKINS, dimension type: direction of view
seobxoaumocT) — | . 45°, diameter 3 mm, length 14 cm, consists of:
-~ Sinuscope - 1 pc.;
1.1.17. Cunyckon xectxuit HOPKINS, THIOPa3Mep: HanpasneHue - Instruction for use — 1 pe.;
HaGmopenua 45°, nnamerp 3 MM, Anuna 14 cM, B cocTase: - Protective tube, for endoscopes length 18 cm (if
- Chnyckon — 1 wir.; necessary) — 1 pe.
- Huctpyxkuma no skcruryaraumi — | wr.;
- I'wnb3a sawmTHas, 213 FHA0CKONOB AMHONA 18 oM {npu 1.1.18.  Sinuscope rigid HOPKINS, dimension type: direction of view
HeoBxoaumocTy) — 1 wr. 45°, diameter 4 mm, length 18 cm, consists of:
- Sinuscope -1 pc.;
L.L18. Cuuycxon xectxuiit HOPKINS, THNOPA3MEDP: HANpPAaBNCHHE - Instruction for use — 1 pc.;
HaGmonenna 45°, nnametp 4 M, Jnkna 18 oM, B cocTase: - Protective tube, for endoscopes length 18 cm (if
- Cunyckon - 1 wr.; necessary) — 1 pc.
- Huctpyxuna no skcruryaraumn — | wr.;
- Mwe3a saumTHas, A 3HACCKONOB Amuoi 18 cM (pu 1.1.19.  Sinuscope rigid HOPKINS, dimension type: direction of view
HeobXxozumocTh) — 1 wir. 45°, diameter 4 mm, length 18 cm, light guide connection from
9
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the left, consists of:
1.1.19.  Cunyckon xectknii HOPKINS, Tnopasmep: Hanparienne - Sinuscope - 1 pc.;
nabmonenus 45°, xnameTp 4 MM, JUTHHa |8 cM, NoaKMONEHHE - Instruction for use — 1 pc.;
CBETOROAA CIEBA, B COCTABE: - Protective tube, for endoscopes length 18 cm (if
- Cunyckon - | wr.; necessary) — 1 pc.
- Huctpyxiins no sxcryataupu — 1 wr.;
- INwis3a 3aumTHAS, 4718 2HAOCKONOB AKHOHK 18 cM (NpH 1.1.20. Sinuscope rigid HOPKINS, dimension type: direction of view
neobxommmocTit) — I wir. 45°, diameter 4 mm, length 18 cm, light guide connection from
above, consists of:
1.1.20. Cunyckon xecrxuit HOPKINS, Tnopasmep: HanpaeicHHe - Sinuscope - 1 pe.;
Habmozaeuns 45°, apameTp 4 MM, AnnHa 18 oM, noakmoveHHE - Instruction for use - 1 pc.;
CBETOBOJA CBEPXY, B COCTaBE: - Protective tube, for endoscopes length 18 cm (if
- Canycxon — § wr.; necessary) — 1 pc.
- HHcTpykuna no skcnunyarauuu - | mr.;
- IM'ine3a 3awpTHAY, 19 IHACCKONOB AKHOMR 18 e (npn 1.1.21. Sinuscope rigid HOPKINS, dimension type: direction of view
Heo0X0auMOCTH) - 1 wT. 45°, diameter 4 mm, length 18 cm, wide-angle optics, consists
of:
1.1.21. Cunyckon xectxuit HOPKINS, tunopa3mep: nanpasneHue - Sinuscope - 1 pe.;
HaOmonenna 45°, auamerp 4 MM, AnMHa 18 oM, WMpokOyrosisHas - Instruction for use - 1 pc.;
ONTHKA, B COCTABE: - Protective tube, for endoscopes length 18 cm (if
- CHHyckon — | wiT.; necessary) — 1 pe.
- HucTpyxuns no skenayarauum — 1 wir.;
- "unbaa 2ammTHAR, ANM SHACCKONOB ANHHO#M 18 oM (npy 1.1.22. Sinuscope rigid HOPKINS, dimension type: direction of view
neobxoaumocTr) — 1 T, 70°, diameter 2,7 mm, length 11 cm, consists of:
- Sinuscope - 1 pc.;
1.1.22. Cunyckon xecrxnit HOPKINS, THnopasmep: nanparnesve - Instruction for use - 1 pc.;
nabmoaenns 70°, anametp 2,7 MM, Anuna 11 cM, B cocTase: - Protective tube, for endoscopes length 6-11 cm (if
- Canycxon - 1 wr,; necessary) — 1 pc.
- Hnerpyxumna no sxcrutyaraums — | wir.;
- IMankaa samurHag, Ang 3HACCKONOB ANKHOHK 6-11 cM (pH 1.1.23.  Sinuscope rigid HOPKINS, dimension type: direction of view
HeobxoaumocTH) — | wiT. 70°, diameter 2,7 mm, length 18 cm, consists of:
- Sinuscope - 1 pe.;
1.1.23.  Cunyckon xkecrkuiit HOPKINS, tHnopasmep: nanpasnenne - Instruction for use — 1 pc.;
Habnioaenns 70°, auameTp 2,7 MM, AiHHa 18 oM, B cocTase: - Protective tube, for endoscopes length 18 em (if
- Cunycxon — 1 wr.; necessary) — 1 pe.
- HucTpykums no skcmryarausu — | wr.;
- 'inb3a sauuTHas, AN SRaockonoe ykHol 18 oM (npx 1.1.24.  Sinuscope rigid HOPKINS, dimension type: direction of view
10
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HeobXxoAuMOCTH) — 1 wiT, 70°, diameter 3 mm, length 14 cm, consists of:
- Sinuscope - 1 pc.;
1.1.24.  Cumycxon xectxuit HOPKINS, THUNOPA3MEpP: HanpasieHne - Instruction for use - 1 pc.;
Habmoaenna 70°, anamerp 3 MM, anuna 14 CM, B cocTase: - Protective tube, for endoscopes length 18 cm (if
- Cunyckon - | mir; necessary) - 1 pe.
- Huerpyxuma no SKCIIyaTauyH ~ | wr.;
- T'anb3a zamuas, as anaockonos yunol 18 oM (npu 1.1.25.  Sinuscope rigid HOPKINS, dimension type: direction of view
HEo0X0AMMOCTH) — | wr. 70°, diameter 4 mm, length 18 cm, consists of:
- Sinuscope - 1 pc.;
1.1.25.  Cunyckon xecriuit HOPKINS, THNOPa3MeEpP: HANpaRNeHHe - Instruction for use — 1 pe.;
Habmonenna 70°, anameTp 4 MM, annua 18 ¢, B cocTase: - Protective tube, for endoscopes length 18 cm (if
- Cunyckon - | urr,; necessary) — 1 pe.
- HucTpyxima no sxkcmtyarawn - 1 wir.;
~ I'mnesa sawuTHaN, 208 3HAOCKONOB MHON 18 cM (npu 1.1.26.  Sinuscope rigid HOPKINS, dimension type: direction of view
neobxoaumoc) ~ 1 w. 70°, diameter 4 mm, length 18 cm, light guide connection from
above, consists of:
1.1.26.  Canyckon xectknii HOPKINS, THnopasmep: nanpasnenue - Sinuscope - 1 pc.;
Habmonenns 70°, auamerp 4 MM, AnuHa 18 CM, NIOAKMOMEHHE - Instruction for use - 1 pc.;
CBETOBO/Ia CBEPXY, B COCTABE: - Protective tube, for endoscopes length 18 cm (if
- Cunyckon - 1 wr.; necessary) - 1 pc.
- Huctpyxums no sxcnnyaraimum — 1 wr.;
- [nav3a sawmTaas, ans sngockonos minkoi 18 cu (npu 1.1.27.  Sinuscope rigid HOPKINS, dimension type: direction of view
neobxoanmoctn) — 1 wr. 70°, diameter 4 mm, length 18 cm, wide-angle optics, consists
of:
1.1.27.  Cunyckon xectkuii HOPKINS, THnopasmep: nanpasnenue - Sinuscope - 1 pc.;
HaGmozenus 70°, anametp 4 Mm, xnuna 18 cm, IIHPOKOYTO/NbHASR - Instruction for use — 1 pc.;
ONTHKA, B COCTABE: - Protective tube, for endoscopes length 18 cm (if
- Cunyckon — 1 w.; necessary) — 1 pc.
- Hucrpyxims no skciutyatanum — | wr.;
- I'unb3a sammThas, ans snaocKonos anuwol 18 oM (npn 1.1.28.  Sinuscope rigid HOPKINS, dimension type: direction of view
neobxoaumocTy) — | . 90°, diameter 4 mm, length 18 cm, consists of:
- Sinuscope - 1 pc.;
1.1.28.  Cunycxon xectxuit HOPKINS, THNIOPa3MEP: HANpaB/iCHHE - Instruction for use - 1 pec.;
Habmopenna 90°, auametp 4 MM, AnuKa 18 oM, B cocTase: - Protective tube, for endoscopes length 18 cm (if
- Cunyckon— | urr.; necessary) - 1 pe.
- Wnctpyxuns no skcnuryaraums — 1 wr.:
- ['anb3a 3amuTHaR, s 3Hn0CKONOB MIHHON 18 oM (npn 1.1.29. Sinuscope rigid HOPKINS, dimension type: direction of view
11
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HeobxoaumMocTH) — 1 T, 120°, diameter 4 mm, length 18 cm, consists of:
- Sinuscope - 1 pe.;
1.1.29.  Cunyckon ectknit HOPKINS, Thnopasmep: HanpasneHue - Instruction for use ~ 1 pc.;
nabmozesna 120°, auamerp 4 Mm, annsa 18 cM, B cocTase: - Protective tube, for endoscopes length 18 cm (if
- Cunyckon ~ 1 wr,; necessary) — 1 pe.
- Huctpyxums no axcruryaraumn — 1 .
- T'vnssa sammTHA%, AN% SHACCKONOB ANKHOT 18 oM (npn 1.2, Sinuscope rigid HOPKINS for photodynamic diagnostics (PDD),
aeobxoanmocty) — | wr. dimension types:
1.2.1.  Sinuscope rigid HOPKINS for photodynamic diagnostics (PDD),
1.2.  Canyckon xectxuit HOPKINS 12 GoToauHaMmaueckol RHArHOCTHKY dimension type: direction of view 0°, diameter 4 mm, length 18
(PDD), TUIIOpa3Mephi: cm, consists of’
1.2.1.  Cunycxon xecrxuit HOPKINS ans doroanuammuueckoit - Sinuscope - 1 pc.;
AnarnocTukh (PDD), Tunopasmep: Hanpaenenue Habniogenns 0°, - Instruction for use - 1 pe.;
RHameTp 4 MM, KA 18 ¢M, B cocTage: - Protective tube, for endoscopes length 18 cm (if
- Cunyckon - 1 wr.; necessary) — 1 pe.
- HErcTpykums no skcnmyaraumu — | wr.;
- [wns3a samumnan, ana auzockonos anuuoit 18 oM (npn 1.2.2.  Sinuscope rigid HOPKINS for photodynamic diagnostics (PDD),
HeoGxoauMocTH) — 1 wiT. dimension type: direction of view 30°, diameter 4 mm, length 18
¢m, consists of:
122.  Cunycxon xectxuist HOPKINS ans dotoansamuueckoi - Sinuscope - 1 pe.;
anarnoctixh (PDD), THRopazmep: Hanpasnenne nabmonenus 30°, - Instruction for use — 1 pc.;
aviameTp 4 MM, nHa 18 oM, B cocrase: - Protective tube, for endoscopes length 18 cm (if
- Cunyckon - 1 wr.; necessary) - 1 pe.
- Huctpykuns no sxcnryaraumn — | wr.,;
- [wip3a sammTHas, 44 SHAOCKONOB ANMHOK 18 oM (npu 1.23.  Sinuscope rigid HOPKINS for photodynamic diagnostics (PDD),
HeoOxoAHMOCTH) — 1 WIT. dimension type: direction of view 45°, diameter 4 mm, length 18
cm, consists of:
1.2.3.  Cunycxon xecrxuit HOPKINS ana doroaunamuyeckoii - Sinuscope - 1 pe.;
anarroctukn (PDD), Tunopaimep: Hanpasnenne nabmonenus 45°, B Instruction for use — 1 pe.;
AvameTp 4 MM, JiuHa 18 oM, B cocTase: - Protective tube, for endoscopes length 18 cm (if
- Cunycxon — | mr,; necessary) — 1 pe.
B Huctpyxuna nio axcnnyarauuu — 1 wr.;
- I'anb3a sawmTHan, ana suzockonos Anmuolt 18 o (npu 1.3.  Sinuscope rigid HOPKINS ENDOCAMELEON ENT, adjustable
HeobxonumocTu) — | wT. direction of view 15° - 90°, diameter 4 mm, length 18 cm, consists of:
- Sinuscope - 1 pc.;
1.3, Cwnyckon xecrxuiit HOPKINS ENDOCAMELEON ENT, peryaupyemoe - Instruction for use - 1 pc.;
Hanpasnetike Habmoaerns 15° - 90°, guametp 4 MM, anmea 18 CM, B - Protective tube, for endoscopes length 18 cm (if

12
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- Crnyckon - | wr.;

- Huctpyxuma no sxcrnyarauus - 1 wr.;

- F'wab3a sawmTHas, AN IHAOCKONOB ANHKHOH 18 cM {npn
HeobxoanmocTy) - 1 w.

2. KowTeiinep nposonounnii ana Ac3uHGEXLMW CTEPHANIALIAN/ X paHe kS (NPH
He0GX0AUMOCTH), THIOPA3MEpPH:

2.1. Kowrefinep nposonoussii ang Ae3HHBEKLHN/CTEPHTH3ALIAN/XpaHEHHS,
pasmepi: 290 x 60 x 52 MM - He Gonee 10 w.

2.2. Konrelinep nposonounniit ana ACIHHPEKUMM/CTEPIIM3ALMI/XPAHEHHS
ABYX KECTKHX IHZOCKOMOR, pasmepsl: 352 x 125 x 54 Mm — e Gonee 10
wr,

2.3. Konreiinep nposonounmii ans AeIHHGeKITI/ CTePUIM3ALUN/XPRHEHNS,
pasmeptl: 430 x 65 x 52 MM — ne Sonee 10 wT.

24. Konreiinep nposonounsii ang Ae3uHPEKUNW/ CTEPHNH3AUHI/XpAHERNA,
paamephl: 487 x 125 x 54 MM - ne Gonee 10 wr.

2.5.  Konrelinep nposonovuniit ana Ae3nHBEKLMI/CTEPUIHIALWH/XpaHEH S,
pasmepnl: 480 x 250 x 66 Mm — He Gonee 10 wr.

2.6. Konrefinep nposonounnii ans Ae3nHPeKUHK/CTEpHIN3AIMW/ XpaHe HIS,
paszmephl: 352 x 125 x 54 MM — He Gonee 10 wr.

2.7. Koutelinep npoonovnsiii ans AC3MHOEKLHW/ CTEPHAHIALMA/XPAHEHAS,
pasmepni: 622 x 150 x 78 mm - ne Gonee 10 wr.

2.8. Konreiinep npoeonounmii ana Ae3HHGEXUMH/ CTEPIH3ALIAN/ XpaHeHNS,
pasMepbi: 640 x 216 x 78 mm — He Gonee 10 wr.

2.9. Konrefinep nposonovnsiit ans Ae3nHbexLMH/cTepUHIaNHI/XpaHEH)A,
pasMepbi: 480 x 125 x 54 MM - He Gonee 10 wrT.

2.10. Konreiinep npoBoiounsif ang AE3HHPEKUMI/CTEPHIHIALMW XPAHEHHA,
paamepei: 460 x 80 x 52 MM ~ ne Gonee 10 wr.

2.11. Konredinep nposonounsii aia Ae3MHGEKIHN/CTEPHHIALHW/ XPAHEHHS,

pasmephi: 604 x 125 x 54 mm - He Gonee 10 wr.

3. 3auwmtuni TyGyc onTuky, anameTp 5 MM, AnkHa 20 oM {npn neobxoanmocTy) —
He Gonee 10 w.

| Mpraagsexuoctu:

1. Ananrep cseroponos KARL STORZ u Olympus
2. Ananrep ceerosonos Richard Wolf

necessary) - | pe.

2. Wire container for disinfection / sterilization / storage (if necessary),
dimension types:
2.1.  Wire container for disinfection / sterilization / storage, dimensions: 290
X 60 x 52 mm - no more than 10 pcs;

2.2. Wire container for disinfection / sterilization / storage of two rigid
endoscopes, dimensions: 352 x 125 x 54 mm - no more than 10 pes;

23. Wire container for disinfection / sterilization / storage, dimensions: 430
X 65 x 52 mm - no more than 10 pcs;

2.4. Wire container for disinfection / sterilization / storage, dimensions: 487
x 125 x 54 mm - no more than 10 pcs;

2.5. Wire container for disinfection / sterilization / storage, dimensions: 480
x 250 x 66 mm — no more than 10 pcs;

2.6. Wire container for disinfection / sterilization / storage, dimensions: 352
x 125 x 54 mm — no more than 10 pcs;

2.7. Wire container for disinfection / sterilization / storage, dimensions: 622
x 150 x 78 mm — no more than 10 pcs;

2.8. Wire container for disinfection / sterilization / storage, dimensions: 640
x 216 x 78 mm — no more than 10 pcs;

29. Wire container for disinfection / sterilization / storage, dimensions: 480
x 125 x 54 mm — no more than 10 pes;

2.10. Wire container for disinfection / sterilization / storage, dimensions: 460

x 80 x 52 mm - no more than 10 pcs;
2.11. Wire container for disinfection / sterilization / storage, dimensions: 604
X 125 x 54 mm — no more than 10 pcs.

3. Protective tube of optics, diameter 5 mm, length 20 cm (if necessary) — no
more than 10 pcs;

Accessories:
1. Adapter for KARL STORZ and Olympus light guides;
2. Adapter for Richard Wolf light guides;
3. Flat brush for cleaning - 5 pes / pack.;
Possible further names: Optics, Device, Endoscope, Endoscope HOPKINS,

medical device.
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3. LleTka nnockas ans o4MCTKU - 5 Wt fyn.

[anee soswoxnse HAMMEHOBaHWA: ONTUKa, M3genve, SHAOCKON, SHA0CKON
HOPKINS, mMeguUMHCKOE n3genve.

& 000 LHPMH

1.2,MepeyeHb apTukynos n3gennii/REF list

CuHyckon ecTkuin HOPKINS B

HanmeHoBaHne
CwuHyckon ecTkuii HOPKINS HanpaBneHve HabnoaeHus
0°, amametp 1,9/2,1 mm, gnnHa 18 cm
CuHyckon »ecTknii HOPKINS HanpaBneHve HabntogeHns
0°, amameTp 2,7 Mm, gmHa 11 cm
CwuHyckon »xecTkunii HOPKINS HanpasneHve HabnogeHus
0°, onameTp 2,7 MM, AivHa 18 cm
CuHyckon xecTkuit HOPKINS HanpasneHve HabnioaeHus
0°, anameTp 3 MM, A4nMHa 14 cm
CuHyckon »ecTknii HOPKINS HanpasneHvne HabnoaeHus
0°, guameTtp 4 MM, givHa 18 cm
CuHyckon »ecTknii HOPKINS HanpasieHve HabntogeHus
0°, anameTp 4 MM, AnvHa 18 cM, LUMPOKOYro/ibHas OnTuKa
CuHyckon ecTkuii HOPKINS HanpasneHve HabnoaeHus
0°, anameTp 5 MM, anvHa 18 cm
CwuHyckon »xecTkuit HOPKINS HanpasneHve HabnoaeHms
30°, gnametp 1,9/2,1 mm, gnvHa 18 cm

BapunaHTax

CuHyckon »xecTkuit HOPKINS HanpasneHve HabnioaeHns
30°, amametp 2,7 mm, AnnHa 11 cm

CuHyckon xecTkuii HOPKINS HanpaBneHve HabnoaeHns
30°, gnameTp 2,7 MM, AnnHa 18 cM

CuHyckon »ecTkunii HOPKINS HanpaBneHune HabntogeHns
30°, gnameTp 3 Mm, gnnHa 11 cm

CuHyckon xecTkuii HOPKINS HanpaBneHune HabntogeHns
30°, avameTp 3 MM, gnHa 14 cm

CuHyckon »ecTknii HOPKINS HanpaBneHve HabntogeHns
30°, gnameTp 4 MM, nvHa 18 cm

CuHyckon »ecTkuii HOPKINS HanpasneHve HabntogeHns
30°, amameTp 4 MM, gnvHa 18 cm, NoAKNHOYEHNe CBETOBOAA
cBepxy

CuHyckon »ecTkuii HOPKINS HanpaBneHune HabnioaeHuns
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REF
T217AA

7207AA

T229AA

7220AA

7230AA

7230AWA

7235AWA

7217BA

7207BA

7229BA

7209BA

7220BA

7230BA

7230BVA

7230BWA

Eng

Name
Rigid sinuscope HOPKINS direction of view 0°, diameter
1,9/2,1 mm, length 18 cm
Rigid sinuscope HOPKINS direction of yiew 0°, diameter
2,7 mm, length 11 cm
Rigid sinuscope HOPKINS direction of yiew 0°, diameter
2,7 mm, length 18 cm
Rigid sinuscope HOPKINS direction of yiew 0°, diameter 3
mm, length 14 cm
Rigid sinuscope HOPKINS direction of view 0°, diameter 4
mm, length 18 cm
Rigid sinuscope HOPKINS direction of view 0°, diameter 4
mm, length 18 cm
Rigid sinuscope HOPKINS direction of view 0°, diameter 5
mm, length 18 cm
Rigid sinuscope HOPKINS direction of view 30°, diameter
1,9/2,1 mm, length 18 cm
Rigid sinuscope HOPKINS direction of view 30°, diameter
2,7 mm, length 11 cm
Rigid sinuscope HOPKINS direction of view 30°, diameter
2,7 mm, length 18 cm
Rigid sinuscope HOPICINS direction of view 30°, diameter
3 mm, length 11 cm
Rigid sinuscope HOPKINS direction of view 30°, diameter
3 mm, length 14 cm
Rigid sinuscope HOPKINS direction of view 30°, diameter
4 mm, length 18 cm
Rigid sinuscope HOPKINS direction of view 30°, diameter
4 mm, length 18 cm, light guide connection from above
Rigid sinuscope HOPKINS direction of view 30°, diameter
4 mm, length 18 cm, wide-angle optics
Rigid sinuscope HOPKINS direction of view 45°, diameter
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REF
7217AA

7207AA

7229AA

7220AA

7230AA

7230AWA

7235AWA

7217BA

7207BA

7229BA

7209BA

7220BA

7230BA

7230BVA

7230BWA
7229FA



Rus

30 , gnameTp 4 MM, g/ivHa 18 cM, LUMPOKOYTo/bHasA OMNTMKa
CuHyckon »ecTknit HOPKINS HanpasneHve HabntogeHms
45°, nnameTp 2,7 MM, givHa 18 oM, LWMpPOKOoyronbHas
onTuKa

CwuHyckon xecTkuii HOPKINS HanpaBneHve HabntogeHus
45°, pnameTp 3 MM, AnmHa 14 cm

CuHyckon »ecTknii HOPKINS HanpasneHune HabntoaeH s
45°, pnameTp 4 MM, AnuHa 18 cm

CwuHyckon »ecTknin HOPKINS Hanpas/ieHve HabnoaeHus
45°, anameTp 4 MM, AnvHa 18 cMm, NOAK/IOYEHWe CBETOBOAA
cnesa

CuHyckon »ecTkunii HOPKINS HanpaBneHve HabnoaeHms
45°, pmameTp 4 MM, AnuHa 18 cm, NoaknYeHre CBETOBOAA
cBepxy

CuHyckon »xecTkunii HOPKINS HanpaBneHve HabnoaeHns
45°, pnameTp 4 MM, annHa 18 cMm, LWMPOKOYronbHasa onTuKa
CuHyckon »ecTknin HOPKINS HanpasneHue HabntogeHns
70°, prameTp 2,7 MM, givHa 11 cm

CuHyckon xecTkuii HOPKINS HanpaeneHue HabntogeHns
70°, guameTp 2,7 MM, AnnHa 18 cm

CuHyckon »ecTknii HOPKINS HanpaBneHune HabnoaeHns
70°, anameTp 3 MM, AnvHa 14 cm

CuHyckon »ecTkuii HOPKINS HanpasneHve HabnoaeHns
70°, onametp 4 MM, gavHa 18 cm

CuHyckon »xecTkuii HOPKINS HanpaeneHve HabntoaeHns
70°, pnameTp 4 Mm, AnvHa 18 cM, NoAKNHOYEHWEe CBETOBOA
CBepxy

CuHyckon ecTkuii HOPKINS HanpaBneHne HabnoaeHms
70°, omameTp 4 MM, 4/iMHa 18 cM, LUIMPOKOYTo/ibHas onTuKa
CuHyckon »ecTkunii HOPKINS HanpasneHune HabntogeHns
90°, gnameTp 4 MM, AnnHa 18 cm

CuHyckon xecTkuii HOPKINS HanpasieHve HabnoaeHns
120°, amameTp 4 MM, AnnHa 18 cm

CuHyckon »ecTknin HOPKINS ans oToaMHammyecKol
AvarHoctvikn (PDD) HanpasneHve HabnogeHus 0°,
AnameTtp 4 mMm, gavHa 18 cm

CwiHyckon xecTknin HOPKINS ans potoamHamMmnmyeckoii
anarHoctukn (PDD) HanpaBneHue HabnoaeHns 30°,
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T229FA

7220FA

7230FA

7230FLA

7230FVA

7230FWA

7207CA

7229CA

7220CA

7230CA

7230CVA

7230CWA

7230DA

7230EA

7230AP

7230BP

2,7 mm, length 18 cm, wide-angle optics

Rigid sinuscope HOPKINS direction of yiew 45°, diameter
3 mm, length 14 cm

Rigid sinuscope HOPKINS direction of view 45°, diameter
4 mm, length 18 cm

Rigid sinuscope HOPKINS direction of view 45°, diameter
4 mm, length 18 cm, light guide connection from left

Rigid sinuscope HOPKINS direction of view 45°, diameter
4 mm, length 18 cm, light guide connection from above
Rigid sinuscope HOPKINS direction of view 45°, diameter
4 mm, length 18 cm, wide-angle optics

Rigid sinuscope HOPKINS direction of view 70°, diameter
2,7 mm, length 11 cm

Rigid sinuscope HOPKINS direction of view 70°, diameter
2,7 mm, length 18 cm

Rigid sinuscope HOPKINS direction of view 70°, diameter
3 mm, length 14 cm

Rigid sinuscope HOPKINS direction of view 70°, diameter
4 mm, length 18 cm

Rigid sinuscope HOPKINS direction of view 70°, diameter
4 mm, length 18 cm, light guide connection from above
Rigid sinuscope HOPICINS direction of view 70°, diameter
4 mm, length 18 cm, wide-angle optics

Rigid sinuscope HOPKINS direction of view 90°, diameter
4 mm, length 18 cm

Rigid sinuscope HOPKINS direction of view 120°, diameter
4 mm, length 18 cm

Rigid sinuscope HOPKINS for photodynamic diagnostics
(PDD) direction of view 0°, diameter 4 mm, length 18 cm
Rigid sinuscope HOPKINS for photodynamic diagnostics
(PDD) direction of view 30°, diameter 4 mm, length 18 cm
Rigid sinuscope HOPKINS for photodynamic diagnostics
(PDD) direction of view 45°, diameter 4 mm, length 18 cm
Rigid sinuscope HOPKINS ENDOCAMELEON ENT,
adjustable direction of view 15° - 90°, diameter 4 mm,
length 18 cm

Wire container for disinfection/sterilization/storage,
dimensions; 290 x 60 x 52 mm
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7230FA

7230FLA

7230FVA

7230FWA

7207CA

7229CA

7220CA

7230CA

7230CVA

7230CWA

7230DA

7230EA

7230AP

7230BP

7230FP

7230AE

39501A1



Rus
AnameTp 4 mM. 4nivHa 18 cm
CwuHyckon xecTkuin HOPKINS ans (otoanHammnyecKoii
AamnarHoctmku (PDD) HanpaBneHne HabnogeHns 45°,
AnameTp 4 Mm. AnuHa 18 cm
CuHyckon ecTknit HOPKINS ENDOCAMELEON ENT,

perynmpyemMoe HarpaeneHve HabnwogeHus 15° - 90°,
avamveTp 4 mm. gnvHa 18 cm

KoHTeliHep NpOBO/OYHbIN Ans

nesnHdekuun/cTepunmsaunn/ XxpaHeHus, pasmepbl: 290 X
60 x 52 Mm

KOHTeiHep NpoBOOYHbIA A1

[e3vHheKUMm/cTepunn3aLnn/ XpaHeHMs BYX XeCTKMX
3H/I0CKONMOB, pasmMepbl: 352 X 125 X 54 Mm

KoHTeliHep NPOBOOYHbIN 4511

fesviHdekumn/cTepunmnsaumn/ xpaHeHns, pasmepsl: 430 x
65 X52 MM

KoHTeilHep NpoBONOYHBINA Ans

JesnHpekummn/cTepumnsaumn/ XxpaHeHns, pasvepbl: 487 x
125 x 54 mm

KOoHTeliHep NPOBOMOYHbIN /15

ne3nHpeKUmmn/cTepunmnsaummn/ xpaHeHns, pasmepbl: 480 X
250 x 66 MM

KoHTeiHep NpoBONOYHbIN Ans

AesnHgeKLmn/cTepunmnsaLnmn/xpaHeHns, pasmepsl: 352 X
125 X54 mm

KoHTeliHep NMPOBOMOYHbIN 419

JesnHpekuumn/cTepuamnsaummn/ XpaHeHns, pasmepbl: 622 x
150 x 78 mm

KoHTeliHep NpOBOIOYHbIN A/19

[le3snHpekumnm/cTepnnmnsaLmm/ xpaHeHms, pasmepsbl: 640 x
216 x 78 Mm

KoHTeiHep NpoBONOYHBIN 419

nesnHhekumn/cTepunmsaumn/ xpaHeHns, pasmepbl: 480 X
125 x 54 mm

KoHTeliHep NpOoBO/IOYHbIN AN1a

Ae3nHpeKUmm/cTeprnmnzaumm/ xpaHeHns, pasmepbl: 460 x
80 x 52 Mm

KoHTeliHep NpoBO/IOYHbLIN ANs
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7230FP

7230AE

39501A1

39501A2

39501B1

39501B2

395027

39501AL

39501BR

39501ES

39501 BEC

39501BAE

39501CEC
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Wire container for disinfection/sterilization/storage oftwo
rigid endoscopes, dimensions: 352 x 125 x 54 mm

Wire container for disinfection/sterilization/storage,
dimensions: 430 x 65 x 52 mm

Wire container for disinfection/sterilization/storage,
dimensions: 487 x 125x54m m

Wire eontainer for disinfeetion/sterilization/storage,
dimensions: 480 x 250 X 66 mm

Wire container for disinfection/sterilization/storage,
dimensions: 352 x 125 x 54 mm
Wire container for disinfection/sterilization/storage,
dimensions: 622 x 150 x 78 mm

Wire container for disinfection/sterilization/storage,
dimensions: 640 x 216 x 78 mm
Wire container for disinfection/sterilization/storage,
dimensions: 480 x 125 x 54 mm

Wire container for disinfection/sterilization/storage,
dimensions: 460 x 80 x 52 mm

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

Protective tube of optics, diameter 5 mm, length 20 cm

Il. Accessories
Name
Adapter for KARL STORZ and Olympus light guides
Adapter for Richard Wolf light guides
flat brush for cleaning

39501A2

39501B1

39501B2

395027

39501AL

39501BR

39501ES

39501BEC

39501BAE

3950ICEC
497HCS

REF

495G

495F
27652-05
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fe3nHpekuun/ctepunmsaunn/ xpaHeHus, pasmepsl: 604 x
125 X54 mm

:3aLMTHBIA TYBYC ONTUKY, AUaMeTp 5 MM. f/irHa 20 rv 497HCS

M. TMpuHagnexxHocTn

HanmeHoBaHue REF

AgpanTtep cBeToBog0B KARL STORZ 1 Olympus 495G

ApanTep ceeToBoAoB Richard Wolf 495F

LLieTKa niockas 4ns O4MCTKM 27652-05

1.* rtajHaHCHHe/Intended use

"HAOCKOM NPEAHA3HA'EH ANA NONYEHNA 11 MEPe/iaUn SHAOCKOMMHECKOro The endoscope is intended to receive and transmit endoscopic images in the
M306PAKEHNS NPY AVArHOCTIKE 1 /IeYeHNI NATO/IOTVN OKONIOHOCOBBIX MasyX, a diagnosis and treatment of pathology of the paranasal sinuses, as well as in skull
TaKXXe B XMPYPruyv 0CHOBaHUA vepena. SHAOCKOM npefHasHaueH 41 NpUMeHeHus base surgery. The endoscope is intended for use in invasive surgical
Npy XUPYPruyvecKnx MHBa3UBHbLIX BMeLLATEe/IbCTBaX, a TakkKe Mpu npouesypax, interventions, and in procedures performed transnasal.

BbIMNO/IHAEMbIX TPaHCHa3a/1IbHO.

1.4. lluKajaHHH/Indications
ans [HAA, T2UTAA, 7229AA, 7220AA. 7230AA. T230AWA. T235AWA. For 7917AA. 7207AA. 7229AA. 722MAA T73MAA T7AMAWA  77ucalska
7217BA, 7207BA, 7229BA, T209BA, 7220BA. 7230BA. 7230BVA. 7230RWA - 7517p A 7207BA, 7229BA. 7219BA. 7220RA 773fiRA 77TNRVA 77tnbml/a
S o 12305 AT A3A L, T230FVA. T23NNYA, T207CA. T229TA - 7229b, 7220F A-7230FA. 7230FT,A. 723>FVA 77°nirwA 7717 a 7or'a
' ' ' ) 7220CA. 7230CA. 7230CVA. 723IAE:
MpUMeHeHe IHAOCKOMOB /1A XMPYPrM  OKOMOHOCOBLIX MasyX W CO3MAHMA  re \c0 of endoscopes for surgery of the paranasal sinuses and the creation of a
TPaHCHAsaNbHOro  AOCTyMa A3 XMpyprun OCHOBaHWA HEpena MoKasaHo ANA - yansnasal approach for surgery of the base of the skull is indicated for diagnosis

AVarHOCTVKMN W NIEYEHNS B CEAYIOLLMX CNyYasX: and treatment in the following cases:

- OCTpbI€, XPOHWHECKINE MM PELINANBIADYIOLLNE BOCTIANIEHIAR OKONOHOCOBLIX MasyX,  5¢te  chronic or recurrent inflammation of the paranasal sinuses, including

BK/HOYasA Polyposis nasi, xoaHa/bHble NOANMbI U MUKO3bI. Polyposis nasi, choanal polyps and mycoses

- APEHIDOBAHIE Na3yX Myt MyKOLEne, MnoLiene, SHUEpaolene v MHEBMATOLIENE. drainage of the sinuses with mucocele, pyocele, encephalocele and

- 3aTpyHEHHOE HOCOBOE AbIXaHue B pe3y/ibTaTe CUCTEMHbIX 3a60/1eBaHwi pneumatocele. ' '

- 0p6VITaJ'IbeIe OC/I0XKHEHUA B pe3ynbTaTe 3TMO|/|,U|V|Ta/0CﬂO)KHeHV|ﬂ XPOHUYECKNX  _ leflCUIty nasal breathing as aresult Ofsystemic diseases

CVMHYCUTOB . - o o o
- orbital complications as a result ofethmoiditis / complications of chronic sinusitis

;aﬁmggﬁerr;scKrl/lmmnoorllaaggo'qnel( e”;i;“”;'ﬁ;ﬂ a3 Ti"é);e q': eKr?:S;TB:MaKO%ﬂOF)SZssz - a surgical approach to the orbit, and also as a "eorridor" in the direction of the
P ! pea an P pituitary gland, anterior or posterior cranial fossa or Fossa pterygopalatina or

pterygopalatina nnm6o Fossa infratemporalis Fossa infratemporalis
- ONyXo G0KOBbLIX CTEHOK MONOCT HOCA M CUCTEMbI OKONOHOCOBbIX MasyX . -tumors of the lateral lathe of the nasal cavity and the paranasal sinus system
(OCCTAHOBTIEHIE TBEPROW MO3rosoi 060/104KM NP1 MOBPEXAEHUM PELLETHATON _roqtoration of the dura mater in case of damage to the ethmoid bone
o - orbital abscess
- opbuTanbHbIN abeuecc . .
VHBEPTMPOBaHHaa nanuiioma >inverted papilloma
pTiAp - providing access for pituitary surgery

- 0becrieyeHue JOCTyNa Npu XMpypruy runogusa
17
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Adas 7230AP, 7230BP, 7230FP:

[pumenenne 3unockonoB ¢  ¢ywkuued QnyopecueHuuH nokasaHo ans
(ryopecueHTHON BM3yanM3auMM NpU OHArHOCTMKE M JIEYEHHH B XHPYprun
OKOJIOHOCOBBIX Ma3yX H OCHOBaHMH 4epena.

Bo3moxHoe npuMeneHue:

- ¢oronnnamuueckas auarHoctuka (PDD) ¢ ucnonbzopanuem  S5-AJIK-
MHIYUMPOBaHHON ¢uyopecueHunu: obHapyxkeHue omyxonei, obHapyxeHHe H
PaHHEH IMArHOCTHKH paka BEPXHUX IbIXATE/NbHbIX MyTeH, FOpTaHH.

- O6HapyxeHHe KapUMHOM BEPXHMX ObIXaTE/BHBIX MyTel C MOMOUIBIO
asrodnyopecueHUMH(AF), paHHSS JMarHOCTMKA paka B  00JacTH BEPXHHX
AbIXaTeNbHLIX MMyTeH W FOPTaHH.

- O¢nyopecueHTHas BW3yanu3aums B OnwkHeM MH(ppaKkpacHOM aManasoHe ¢
ucnonezosaieM ICG (NIR/ICG): Bu3yanusaums onpeseneHHBIX aHaTOMMUYECKHMX
CTPYKTYp, WHTpPAONEpaUHOHHas OLEHKA ITMMQOTOKA, MAEHTH(MKALIMA aHATOMMU
COCyN0B M OUEHKa Mepdy3un TKaHell M OPraHOB C MOMOWIBLIO (YOPECLEHLMH,
MHIYUMPOBaHHOH HHIOUMaHWHOM 3eneHbM (ICG), a Take BM3yanuzaums
asTodnyopecucHuMH B GanKHEM MHPAKPACHOM AMana3oHe 6e3 MCMONb30BAHMS
mapkepa.

- QuyopecuenTHas BU3yanusalna ¢ (yOpecLEHHOM: BH3yanu3aumus NHKBOPHBIX
¢HCTYN B OTOPHHOIAPHHIONOTHH.

For 7230AP, 7230BP, 7230FP:

The use of endoscopes with fluorescence function is indicated for fluorescence
visualization for diagnosis and treatment in surgery of the paranasal sinuses and
surgery of the base of the skull.

Possible application:

- Photodynamic diagnosis (PDD) using 5-ALA-induced fluorescence: detection of
tumors, detection and early diagnosis of cancer of the upper respiratory tract,
larynx.

- Detection of carcinomas of the upper respiratory tract using autofluorescence
(AF), early detection of cancer in the upper respiratory tract and larynx.

- near-infrared fluorescence imaging using ICG (NIR/ICG): imaging of specific
anatomical structures, intraoperative lymph flow assessment, identification of
vascular anatomy and assessment of tissue and organ perfusion using indocyanine
green (ICG) fluorescence, as well as autofluorescence imaging in near infrared
range without the use of a marker.

- Fluorescence imaging with fluorescein: CSF fistula imaging in
otorhinolaryngology.

1.5.IlporuBonokasauus/Contraindications

A 7217AA, 7207 T229AA, 7220 7230 T230AWA, 7235AW.
1217BA, 7207BA, 7229BA, 7209BA, 7220BA, 7230BA, 7230BVA. 7230BW

1229FA, 7220FA, 7230FA, 7230FLA, 7230FVA, 7230FWA, 7207CA, 7229CA,
7220CA, 7230CA, 7230CVA, 7230AE:

[poTuBonOKasanHs, CBA3AHHEIE HEMOCPEACTBEHHO C H3AENHEM, OTCYTCTBYIOT.
[lpumeHeHHe 3HQOCKONMOB [N XHPYPrMM OKONOHOCOBBIX MasyX M CO3NAHMS
TPaHCHa3a/IbHOTO JI0CTYNa /1 XMPYPrHK OCHOBAHHS “epena NpoTHBOMOKA3aHO:

- €caM  BBMAY OOWIEro COCTOAHMS NAUMEHT He crnocobeH mnepeHecTH
3HOCKOMHYECKYIO ONEPaLHK WIH HApKO3.

- Ans npouenyp 8 HenocpeacTBeHHOM Kontakte ¢ LIHC (uewtpansHoii HepBHO#
CHCTEMOH) ¥ LIEHTPAIbHOMH CEepAEUHO-COCYAUCTON CHCTEMOI.

s 7230AP, 7230BP, 7230FP:

[poTuBONOKa3anus, CBA3aHHBIE HEMOCPEACTBEHHO C H3AETHEM, OTCYTCTBYIOT.
Ipu ucnonb3oBaHMK G1yopecUEHTHON BU3yaTU3aUKH EACTBYIOT MEAHLMHCKHE

For 7217AA, 7207AA, 7229AA, 7220AA, 7230AA, 7230AWA, 7235AWA,
1217BA, 7207BA, 7229BA, 7209BA, 7220BA, 7230BA, 7230BVA, 7230BWA,

7229FA, 7220FA, 7230FA, 7230FLA, 7230FVA, 7230FWA, 7207CA, 7229CA,
7220CA, 7230CA, 7230CVA, 7230AE:

There are no contraindications related directly to the product.

The use of endoscopes for surgery of the paranasal sinuses and the creation of a
transnasal access for surgery of the base is contraindicated:

- if due to the general condition of the patient, he does not have the ability to
undergo endoscopic surgery or anesthesia.

- for procedures in direct contact with the CNS (central nervous system) and the
central cardiovascular system.

For 7230AP, 7230BP, 7230FP:
There are no contraindications related directly to the product.
When using fluorescence imaging, the medical contraindications listed for the
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NPOTHBONOKA3AHHA, NEPEHHCAEHHBIE JUIA HCTIONb3OBAHKA NOAXOANIIMX BEIECTE-
MapKepoB.

use of suitable marker substances.

1.6. Boamoxcnrie noGounsie 3gdextni n ocioxnenan/Possible adverse events

72 722 20 AW

H3pectnr Bo3moxcubie pucku (noSoutme SBJIEHUR), NPHCYLIME NPOUERYPaM
XHPYPriaH OKONIOHOCOBBIX NA3YX B UEIOM:

* Kposoteuenns (B T.4. nocosoe, NOCIEONEPAlHOHNHOE)

* OpBHTanbHbii 3KXHMO3/XHPYpriveckas sMusema

» lNospexacHue opouTn!

» [Tospexaenne Lamina papyracea

* Snudopa (cnesoTeueHNe - HapywenHoe C/IC300TBEACHHE)

* Undexunn, 3apaxenne pann, abeuece

* HasanbHas xopka

* VTeura CMUHHOMO3rOBOI IKHAKOCTH

* BHyTpruepennele ocnoxHenns (Hanp. MeHUNIHUT, abcuece MO3ra, NOBPEXKACHHE
runogusa, nHeBMoLedanna)

* Bonb B 3y6ax 1 ryGax wnu ouyieHne rayxots

* 'unecresua (xpaTkoBpemMenHo)

* Pybuesanne HocoBbix X010B/HeHOpMANbHOE pyOuepanue; cpamenus/cnaiixe

s 7230AP, 7230BP. 7230FP;

He ynomsauyTe! xakne-nu6o ocnoKHEHHS, HAXOaAIMESS B NPAMOit CBA3M ¢

nosyyieHuem pnyopecLIeHTHOro H306POKEHHS ¥ YKAILIBAIOWIME HA CBRIAHHME ¢
3THM PHCKH.

7229CA. 7220CA, 7230CA, T2MCVA, T230AE:

Possible risks (side effects) inherent in paranasal sinuses surgery procedures in
general:

* Bleeding (including nasal, postoperative)

* Orbital ecchymosis / surgical emphysema

*» Orbital damage

* Damage to Lamina papyracea

* Epiphora (lacrimation - impaired lacrimation})

* Infection, wound infection, abscess

* Nasal crust

* Cerebrospinal fluid leak

* Intracranial complications (e.g., meningitis, brain abscess, pituitary injury,
pneumocephalus)

» Pain in the teeth and lips or feeling deaf

* Hypesthesia (short term)

» Scarring of the nasal passages / abnormal scarring; splices / adhesions

For P, 7230FP;
Not mentioned any complications directly related to fluorescence imaging and
indicating the associated risks.

1.7.Ksanndaxanus noassosarean/User qualification

Meauunnckue w3genus MOTYT HCNONB30BATECA TONLKO BPAuaMH H BpauaMH-
aCCHCTEHTAMM, HMEIOLHMH COOTBETCTBYIOUIYIO CNELHANH3INPOBAHHYIO
KBanHpHKALMIO (oTopuHORapuHronors, HEHPOXMPYPIH,  YeMOCTHO-IHLEBbIE
XHPYPId, OHKOMOrH) M NPOICAMIUMH UHCTPYKTAK NO HCRAOJLIOBAMMIO JAHHLIX
MEAHUHHCKHX H3AETHH.

Medical devices may only be used by physicians and medical assistants who
have a corresponding specialized qualification (otolaryngologists,
neurosurgeons, maxillofacial surgeons, oncologists) and who have been
instructed in use of these medical devices.

{Units) Description

1.8.Onncanne ocHOBHAIX YRKUEOBATLHBIX 2TEMEHTOB H COCTABABIX TACTEH (y3n108) meaanuackoro wineans \Key Functional Elements and Components
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Cunyckon xectkuit HOPKINS
Sinuscope rigid HOPKINS

LN

% N o

Ananrrep cserosonos KARL STORZ u Olympus (npeaycranornen)
Ananrep csetoBonos Richard Wolf (npeaycranonen)

LTyuep ans noasona csera, 6e3 anantepa

Konbuo ans usetoBoro koauposanns Hanpasnenns HabmoneHns:

3eneHoe = 0 rpaaycos

Cunee = 90 rpagycos

Yepuoe = 12 rpaaycos/45 rpanycos
Kpachoe = 30 rpaaycos

XKenroe = 70 rpagycos

benoe = 120 rpagycos

Oxynsp 1 Harnasuuk

OnTtuueckas TpyGka

Konbuo ¢ mapkuposkoii « Autoklavy»

O603Hauenne THNa M yKkazaHue HanpaBneHHs BIrasaa. l-as 6ykBa nocne
Homepa 0603Hayaer:

A = 0/6 rpaaycos

B =30 rpagycos

F =12 rpanycos/45 rpanycos
D =90 rpanycos

C =70 rpanycos

E = 120 rpanycos

1. Adapter for KARL STORZ and Olympus light guides (pre-installed)
2. Adapter for Richard Wolf light guides (pre-installed)

3. Connection for light supply, without adapter

4. Ring for color coding the direction of view:

Green = 0 degrees

Blue = 90 degrees

Black = 12 degrees / 45 degrees
Red = 30 degrees

Yellow = 70 degrees

White = 120 degrees

5. Eyepiece and eyeshade

6. Optical tube

7. Ring marked "Autoklav"

8. Type designation and direction of sight. The 1st letter afier the number
means:

A = 0/6 degrees

B =30 degrees
F =12 degrees / 45 degrees
D =90 degrees
C =70 degrees

E =120 degrees
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BHICHUE.
9. OO0BexTHB M AUCTANLHLIH BEIXOT CBETOBOAA

Hannuue aononnurenshoii Gykest W oSosnatuaer UIHPOKOYTONLHOE

The presence of the additional letter W denotes wide-angle vision.
9. Objective and distal light guide exit

®+@+®

Cuntyckon xecrxnit HOPKINS ana doroannaMuuecxoit AMArHOCTUKH (PDD)
HOPKINS rigid sinuscope for photodynamic diagnostics (PDD)

Ananrep ceerooaok Richard Wolf (npeaycranoenen)
Litryuep ans noasons ceera, Ge3 ananTepa

bali ol oS

3enenoe = 0 rpagycos
Kpacroe = 30 rpaaycos
Yepuoe = 12 rpagycos/45 rpaaycos

Oxynsp # HarnasHux

Onruveckas Tpy6ka

Konnuo ¢ mapxuposkoii «Autoklav»
O6beKTHB H AMCTaNbHBLIN BLIXOA CBETOBOA
Konecuko ana cmerint dunsrpa

Al ain B

Anarrrep csetoronos KARL STORZ u Olympus (npexycranosnen)

Konbito ans upeToROro komMpoBanns Hanpasnerns HabnIoNCHUR:

1. Adapter for KARL STORZ and Olympus light guides (pre-installed)
2. Adapter for Richard Wolf light guides (pre-installed)

3. Connection for light supply, without adapter

4. Ring for color coding the direction of view:

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

5. Eyepiece and eyeshade

6. Optical tube

7. Ring marked "Autoklav"

8. Objective and distal light guide exit
9. Wheel for filter change
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D+2+Q

Cunyckon xecrknit HOPKINS ENDOCAMELEON ENT
Sinuscope rigid HOPKINS ENDOCAMELEON ENT

1. Anantep ceeroroaos KARL STORZ u Olympus (npesycranosnen) 1. Adapter for KARL STORZ and Olympus light guides (pre-installed)
2. Anantep cBetosonos Richard Wolf (npeaycranoBnex) 2. Adapter for Richard Wolf light guides (pre-installed)
3. Llltyuep ana noasona ceera, 6e3 ananrepa 3. Connection for light supply, without adapter
4. Konstio ans uBeTOBOro KOAMPOBAHKA HANPAATEHHS HAGMONCHHS: 4. Ring for color coding the direction of view:
3onoroe = 15 - 90 rpanycos Gold = 15 - 90 degrees
5. Oxynsp W HarnasHux 5. Eyepiece and eyeshade
6. Onruyeckas Tpy6ka 6. Optical tube
7. Konsuo ¢ mapkupokoi «Autoklavn 7. Ring marked "Autoklav"
8. H AHCTanbubIA BLIXOJ CBETOBOSA 8. Objective and distal light guide exit
9. Koneco Hasoaxu okycepa okynapa 9. Eyepiece focuser wheel

T'inb3a 3ammMTHAS, AN FHAOCKONOR
22
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Protective sleeve, for endoscopes

T'nb3a 3atuTHAS ANK 2HAOCKONOB HCMONB3YETCR ANK NPeACTBpALICHHA Protective sleeve for endoscopes is used to prevent damage to the endoscope
NOBPEAAEHHI IHAOCKONA NPK €10 XPAHEHHH KM TPAHCNOPTHPOBKe. Bo Bpemsa | during storage or transportation. During operation of the endoscope, the sleeve
IKCIVTYATALIMH 3HAOCKONA I'HIL3a CHUMAETCS. is removed.

Koutefinep nporonounsiit ans Ae3HHPEKUMW/CTEPHAMBAUMN/ XpaHeH s, pasMeph: 290 X 60 x 52 MM
Wire container for disinfection / sterilization / storage, dimensions: 290 x 60 x 52 mm

Konreiitiep nposonounmiii ans AEIHH(EKLIMW/CTEPHIH3AAN/XPAHEHHS ABYX KECTKHX IHAOCKONOB, paiMepni: 352 x 125 x 54 Mm
Wire container for disinfection / sterilization / storage of two rigid enoscopes, dimensions: 352 x 125 x 54 mm

23
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Konreiinep npoeonouwntit ana Ne3uHGEXUMW/ CTEpHAMBALIAW/ XpaHEHHA, pasMepbi: 430 X 65 x 52 MM.
Wire container for disinfection / sterilization / storage, dimensions: 430 x 65 x 52 mm.

Koureiinep nposonounbii ans Ae3unpexLMH/cTepunIauMy/XpateHs, pasmepst: 487 x 125 x 54 Mm
Wire container for disinfection / sterilization / storage, dimensions: 487 x 125 x 54 mm

Kowureiinep npoeonoanwiii ana ACIMHDEKUMI/CTEPUNHIAMI/XPaHEHHS, pasMephi: 480 x 250 X 66 MM
Wire container for disinfection / sterilization / Storage, dimensions: 480 x 250 x 66 mm

24
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Kourelinep nposonounsiii ans nesundexumw/crepunmsanms/xpanesns, pasmepsr: 352 x 125 x 54 mm
: Wire container for disinfection / sterilization / storage, dimensions: 352 x 125 x 54 mm

Konreiinep nposonounniit ans neannbexumw/crepuInIanan/xpaHeHns, pasmepnt: 622 x 150 x 78 mm

Wire container for disinfection wlizaﬁon / storage, dimensions: 622 x 150 x 78 mm

Kotreithep npoeosounmii ana n&umbexuuu/mpunmaunu/xpaﬁenm, pasmepnr: 640 x 216 x 78 mm
Wire container for disinfection / sterilization / storage, dimensions: 640 x 216 x 78 mm
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Kownrejitep nporonounsii nna ACIHHGEKUHH/CTEPUNM3ALMN/Xpatenns, pasmepet: 480 X 125 x 54 MM
Wire container for disinfection / sterilization / storage, dimensions: 480 x 125 x 54 mm

Kowreiinep nposonounmit ans ACHHOEKUHH/CTEPHAHIALMH/XpaHEHUA, pasmepbi: 460 X 80 x 52 MM
Wire container for disinfection / sterilization / storage, dimensions: 460 x 80 x 52 mm

Konreiinep nposonounsit ans ACINHGEKLMW/CTEPHIMIALHN/XPAHEHHA, PasMEphL: 604 x 125 x 54 mm
Wire container for disinfection / sterilization / storage, dimensions: 604 x 125 x 54 mm

26
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I I 3mmm’mﬁ TyGYC OnTHKN, auameTp § MM, anuna 20 cu
Protective tube for optics, diameter 5 mm, length 20 cm

I HpsnasnexnocTa/Accessories

ApanTtep ceetoBogos KARL STORZ n Olympus

KARL STORZ and Olympus light guide adapter
ARaNTep HaBMH4MBAETCH HA 3HAOCKON 1 MCMONL3YETCS ANS MOAKMOUEHNS K The adapter is screwed onto the endoscope and is used to connect Karl Storz
3H[0CKOMY CBETOBOAOB Npon3soacTBa Karl Storz u Olympus and Olympus light guides to the endoscope.

Apantep ceetoBogoB Richard Wolf
Richard Wolf light guide adapter

ApanTep HaBIHUMBALTCA Ha ?H'”'OCKO” ANA NIOAKTIOHEHNA K SHAOCKOMY The adapter is screwed onto the endoscope and is used to connect Richard Wolf
cBeToBOA0B npounssogcTea Richard Wolf light guides to the endoscope

LLleTka niockas gns o4ncTky - 5 wr./yn.
Flat brush for cleaning - 5 pcs / pack.
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LL,eTKa NAocKas UCnonb3yeTcs 415 yaaneHUs 3arps3HeHmnii 3HA0cKona nocne
NPOBeAEHUs 3HAOCKOMMUYKUX OnepaLnii.

------ TeXHMYEeCKue n PyHKLUMOoHanbHble XapakTepuctmuku/Main technical and functional characteristics

O6uwas
SHAOCKON  [ANMHa,

No MM

Total

Endoscope  length,

mm
J) T217AA 237,56
7207AA 161,51
Vv 7229AA 235,06
4) 7220AA 188,46
b) 7230AA 233,46
6) 7230AWA 231,06
7 7235AWA 237,06
7217BA 237,76
Y) 7207BA 154,25
10) 7229BA 236,22
n) 7209BA 154,36
12) 7220BA 188,58
13) 7230BA 233,36
14) 7230BVA 233,36
b) 7230BWA 230,96
16) 7229FA 236,82
17) 7220FA 189,23
18) 7230FA 233,99
) 7230FLA 234,00
20) 7230FVA 234,00
21)  7230FWA 233,99
22) 7207CA 155,12
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OnnHa
paboyeii
yacTu,
MM
Working
length,
mm

186,60
110,55
186,60
140,00
175,10
175,10
175,10
186,80
110,79
1870,76
110,90
140,12
175,00
175,00
175
188,36
140,77
174,03
174,03
174,03
174,03
111,66

Pasmepbl
nonepeyHoro
ceyeHus paboueit
4yacTu, MM
Dimensions of the
cross section of the
working part, mm

1,90/2,10***
2,75
2,75
2,90
4,00
4,00
5,00
1,90/2,10***
2,75
2,75
2,90
2,90
4,00
4,00
4,00
2,75
2,90
4,00
4,00
4,00
4,00
2,75

1Eng

1he flat brush is used to remove contamination of the endoscope after
endoscopic operations.

BHyTpeHHw
panameTp

Inner
diameter

N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
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Yron
HanpasneHus
HabnogeHus

Direction of
view
0°
0°
40
0°
0°
0°
0°
30°
30°
30°
30°
30°
30°
30°
30°
45°
45°
45°
45°
45°
45°
70°

Mone
0630pa

Field of
view
48°
70°
69°
68°
79°
100°
100°
40°
70°
69°
70°
68°
78°
78°
100°
69°
68°
80°
80°
101°
101°
70°

LiseToBOE
0603HayeHne

Color code

3eneHblit/Green
3eneHblii/Green
3eneHbliA/Green
3eneHblit/Green
3eneHblii/Green
3eneHblit/Green
3eneHblit/Green
KpacHblit/Red
KpacHblii/Red
KpacHblit/Red
KpacHblii/Red
KpacHblii/Red
KpacHblit/Red
KpacHbiit/Red
KpacHsblit/Red
YepHsblii/Black
YepHsbliii/Black
YepHbiit/Black
UepHblii/Black
UepHblii/Black
UepHblii/Black
1 )KenTbiii/Yellow

Macca, r

Weight, g

67,4
60
65
71

67,8

69,2

90,2

55,1
60
65

56,4

70,8
72
68

65,8
166

71,7

71,7
67

72,1

64,4

55,5



Rus
23)
24)
2b)
26)
27)
28)
29)
30)
31)
32)
33)

M'vnb3a 3aWwpmTHas, 415 3HA0CKONOB AnvHoM 6-11

Protective tube, for endoscopes length 6-11 cm
Mnb3a 3alumTHas, Ans 3HAOCKOMOB AJIMHON 18

7229CA 235,70
7220CA 189,52
7230CA 233,19
7230CVA 233,18
7230CWA 230,79
7230DA 231,16
7230EA 230,06
7230AP 235,36
7230BP 235,25
7230FP 234,46
7230AE 261,34
HanmeHoBaHuMe
Name

AN

cm/

cm/
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187,24
141,06
174,83
174,82
174,82
175,00
174,60
175,10
175
174,05
173,05

Protective tube, for endoscopes length 18 cm
[Jonyckun coctaenatoT +10%/Tolerances are +10%

2,75
2,90
4,00
4,00
4,00
4,00
4,00
4,00
4,00
4,00
4,00

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

O6uwas gnnHa (A), MM
Total length (A), mm
129

197

29

70°
70°
70°
70°
70°
90°
120°
0°
30°
45°
15-90°

*** _ oBa/lbHas paboyas YacTb / ova working part
Jonycku coctaBnatoT + 10%/Tolerances are = 10%

69°
68°
80°
80°
100°
75°
71°
79°
78°
79°
48°

Xentblii/Yellow
Xentbia/Yellow
Xentoia/Yellow
Xentbliii/Yellow
Xentbliii/Yellow
CuHwii/Blue
Benbiii/White
3eneHblii/Green
KpacHsblit/Red
YepHslii/Black
3onoToii/Gold

OunameTtp (B), mm
Diameter (B), mm

16,50

16,50

65
62,2
71,6
71,3
65,7
66,8
64,3
106,3
105,8
90,2
102,4
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KoHTeliHep NPOBONOYHbIN ANs Ae3NH(eKLum/cTepunmnsalmn/xpaHeHms, pasmepbl: 290 x 60 x 52 mm /
Wire container for disinfection / sterilization / storage, dimensions: 290 x 60 x 52 mm (39501 Al)

OnuHa: 290 mm Length: 290 mm
LLnprHa: 60 mm Width: 60 mm
BbicoTta: 52 Mm Height: 52 mm
Macca: 427 r Weight: 427 g

Jonycku coctaenstoT £ 10% Tolerances are + 10%

KoHTeliHep NPoBO/OYHbIN AN Ae3UHMEKLMN/CTEPUNM3aLUIU/XPAHEHNS ABYX XECTKUX 3HAO0CKOMOB, pasmepbl: 352 X 125 X 54 mMm /
Wire container for disinfection / sterilization / storage of two rigid endoscopes, dimensions: 352 x 125 x 54 mm (39501A2)

OnunHa: 352 Mm Length: 352 mm
LLinpuHa: 125 mm Width: 125 mm
BbicoTa: 54 Mm Height: 54 mm
Macca: 758 r Weight: 758 g

Jonycku coctasnsaoT = 10% Tolerances are + 10%
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N

Kowreiinep nposonounsii ans Ae3UHQEKUMI/ CTEPHAHIALMH/XPAHEHHA, pasMepbl: 480 x 250 X 66 MM /
Wire container for disinfection / sterilization / storage, dimensions: 480 x 250 x 66 mm (39502Z)

Jinna: 480 mm Length: 480 mm
Iupuna: 250 mm Width: 250 mm
Beicora: 66 MM Height: 66 mm
Macca: 1365 r Weight: 1365 g
Homycku coctasasior + 10% Tolerances are + 10%

Konreiitep nposonounmii ana Ae3HH(EKLHW/CTEPHNHIALIW/ XPAHEHNS, pasMeps: 352 X 125 x 54 mm /
Wire container for disinfection / sterilization / storage, dimensions: 352 x 125 x 54 mm (39501AL)

Homyckn cocrasnsior + 10%
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Honna: 352 MM Length: 352 mm
Hlupuna: 125 mm Width: 125 mm
Bricora: 54 mm Height: 54 mm
Macca: 714 Weight: 714 g

Tolerances are + 10%
EE——,—,————
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Konreiinep nporonounuii ans Ae3RHBEKUHN/CTEPUNHIALIAW/ XPaEHNS, PasMepbi: 622 X 150 x 78 mwm /
Wire container for disinfection / sterilization / storage, dimensions: 622 x 150 x 78 mm (39501BR)

Jnnna: 622 MM Length: 622 mm
Hlnpuwa: 150 mm Width: 150 mm
BaicoTa; 78 MM Height: 78 mm
Macca: 14769 r Weight: 1476,9 g
Jonycku cocrasnsior + 10% Tolerances are + 10%

Kowureiinep nposonounniii ans AC3HHGEKLMH/CTEPHAUBALMN/XpAHEHNA, pasMepbi: 640 X 216 X 78 mu /
Wire container for disinfection / sterilization / storage, dimensions: 640 x 216 x 78 mm (39501ES)

Jnnua: 640 mm Length: 640 mm

lnpuua: 216 Mm Width: 216 mm

Bricora: 78 MM Height: 78 mm

Macea: 19743 r Weight: 19743 g

Honycxu cocrasamior £ 10% Tolerances are + 10%
33
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KoHTeliHep NPOBOMOYHbIN AN Ae3vH(eKuum/cTepunmsaummn/xpaHeHns, pasmepsbl: 480 x 125 x 54 mm /
Wire container for disinfection / sterilization / storage, dimensions: 480 x 125 x 54 mm (39501BEC)

[nnHa: 480 mm Length: 480 mm
WnpuHa: 125 mm Width; 125 mm
BbICOT'aZ 54 MM Height: 54 mm
Macca: 866 r Weight: 866 r
[Jonycku coctasnaoT = 10% Tolerances arex 10%

KoHTeliHep NPOBOMOYHbIN AN1s Ae3nHGeKLn/CTepunm3aLmm/xpaHeHmns, pasvepbl: 460 x 80 x 52 mm /
Wire container for disinfection / sterilization / storage, dimensions: 460 x 80 x 52 mm C39501BAE1

fl,LJIWIHaZ 46:3)0MM Length: 460 mm

npuHa: 80 Mm Width: 80 mm

BbicoTa: 52 mm Height: 52 mm

Macca: 682,3 1 Weight: 682,3 g

[Jonyckun cocTtasnatoT + 10% Tolerances are + 10%
A
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TR

Kowrefinep npoonounstit Ans aesnHpexunw/creprin3atmun/xpanesis, pasmepsi: 604 x 125 x 54 mm /
Wire container for disinfection / sterilization / storage, dimensions: 604 x 125 x 54 mm (39501CEC)

JAnuna: 604 Mm Length: 604 mm
Lupuna: 125 mm Width: 125 mm
Bricora: 54 Mm Height: 54 mm
Macca: 1042, 7 r Weight: 1042,7 g
Jonyckn cocrasasior + 10% Tolerances are + 10%

SaumTari TYGyc omTHKE, AnameTp 5 mm, anmna 20 o / Protective tube of optics, diameter 5 mm, length 20 cm (497HCS)

Jnuka: 178,9 mm Length: 178,9 mm
Auamerp: 4,5 MM Diameter: 4,5 mm
35
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Macca: 18,7 r Weight: 18,7 g
Jomycku cocrasasior + 10% Tolerances are + 10%
IIpasagnexnocTa/Accessories

Agpanrep ceeroroaos KARL STORZ n Qlympus / Adapter for KARL STORZ and Olympus light guides (495G)

Jmana (A): 22,2 MM Length (A): 22,2 mm
Juamerp (B): 11 mm Diameter (B): 11 mm
Huametp (C): 12 mm Diameter (C): 12 mm
Huametp (D): 8,50 MM Diameter (D): 8,50 mm
Macca: 5r Weight: 5 g

Jonycku cocragnsior + 10% Tolerances are + 10%

Agnanrep ceetosoaos Richard Wolf / Adapter for Richard Wolf light guides (495F)

Jnnua: 12 MM Length: 12 mm
Brewnuii nnametp:8,95 Mm Outer diameter:8,95 mm
Buytpennnit qpuamerp: 7,6 MM Inner diameter: 7,6 mm
BuyTtpenuaa pesnba: M8,5x0,5 Inner thread: M8,5x0,5
Macca: 1,25 r Weight: 1,25 g
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KAMNTsLW BUM»»,

LLleTka nnockas gna ounctku - 5 wr./yn. / Flat brush for cleaning (27652-05)

OnvHa: 152 mm
LLnpuHa: 15 mm
Macca: 12,71

Jonycku coctasnsoT = 10%

Knaccudmkaums MW/Device classification
Knaccudmkanms

Knacc B 3aBUCHMOCTM OT
NOTEHLMaNIbHOTO prcka NPUMEHeHUs 2a
MeNLMHCKOro 13fenus

W3nenne MHOrokpaTtHoro

KpaTHOCTb MpUMEHEHUS
NpUMeHeHNs!

CTepunbHOCTb HecTepunbHoe, cTepuimsyemoe

KOHTaKTMpytoLee ¢ MArkimm
TKaHAMU U CAN3NUCTbIMU
060/104KaMu

Kateropusa A - nsgenus
KpaTKOBPEMEHHOI 0 KOHTaKTa (He
6onee244yacoB)

Knaccudmkauys no Buay KOHTaKTa ¢
OpraH13MoM YesioBeka

Knaccudukaums usaenuin no
NPOJO/IKNTENLHOCTM KOHTaKTa

MpuroAHocTL ANg aKcnyaTalum B
cpefe C NOBbILLEHHbIM COAEPXaHNEM He npurogHo
Kvcnopoga
CreneHu 3aLmTbl OT NPOHNKaHWA
BOZb! M TBEPAbIX YacTuLy 1PX0
Knaccumkaumsa cornacHo M3K 60601-1-2010 npy paboTe ¢ COBMECTUMbIM
aneKTpoobopyoBaHnemM (BraeocncteMbl KOMNAKTHbIE SHAOCKOMNYECKUE,
ro/I0BKM BUeOKamepbl, 3HLOCKONUYECKNe NCTOUHNKIM CBETa):

Pabouas Tun CF npu Mcnonb3oBaHUM B COCTaBe MeAULIHCKON
HacTb 3NEKTPUYECKOI CUCTEMbI C COBMECTUMbIM 060DY/I0BaHNEM.
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Length: 152 mm
Width: 15 mm
Weight: 12,7 g

Tolerances are + 10%

Classification

Class of potential risk for medical

device lla

Multiplicity of applications Reusable

Sterility Non-sterile, sterilizable
Contact Tissue, mucous membrane
Contact Duration Less than or equal to 24 hours

Suitable for oxygenated environments  Not suitable

Degrees of protection against the

lingress of water and solid particles IPXO

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

Applied CF type when used as part of a medical electrical system with
compatible equipment that is labeled near the power
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VIMEIOLLMM COOTBETCTBYIOLLYIO MapKMPOBKY BO3/le Pa3beMOB
MUTaHNS U/MNN Ha STUKETKE.

MpPOAOIHKNTENbHBIA PeXXUM paboTbl NP UCMNOb30BAHNUM B
cocTaBe MeAULMHCKON 3N1EKTPUYECKON CUCTEMBI C
COBMECTUMbIM 060pY/A0BaHNEM

2. MHcTpyKumm no 6esonacHocTr/Safety instructions

Pexxum
paboTbl

Eng
connectors and/or on primary label
Mode of Continuous mode of operation when used as part of a medical
operation electrical system with compatible eauinment

2.1. CnmBosbl 1 MHGopMaunsa 06 onacHocT/Svmbols and hazard information

BHUMaTENIbHO MPOYMTUTE [AaHHYIO WHCTPYKUMIO MO 3KCmayaTauum W CTpOro
cobnopaiite ykasaHus. Cnosa «[pegynpexzaeHve», «BHUMaHVe» 1 «YKasaHue»
MMEIOT crneupanbHoe HasHaueHue. 'ae 6bl OHWM He BCTPeYanuCb B MHCTPYKLUM MO
aKcnyataumn, cnefyet BHAMATENbHO MPOYNTATL ClIEAYHOLLMIA 33 HUMM TEKCT, YTOGbI
obecreunTb 6e30MacHyt0 M 3hEKTUBHYIO 3IKCNyaTaumio umsgenus. Ana 6Gonee
3aMETHOro BblfeneHns cnos «MpefynpexaeHve», «BHUMaHMe» 1 «YKazaHue»
rnepes HUMW LONOMHUTENBLHO CTOUT NUKTOrpaMma.

MNPEOYMNPEXAEHUME.  «[lpefynpexaeHwe»  obpawiaeT  BHMMaHMe  Ha
CyLLeCTBYIOLLYIO  OMacHOCTb AN1s  nNauuMeHtTa WM  Bpada. HecobnogeHwve
npeLynpexaeHns MoXeT NPUBECTM K TPaBMMPOBAHUIO NalMeHTa Ux BpaYa.
BHUMAHWE. «BHMaHMe» 06pallaeT BHUMaHWe Ha He06X04MMOCTb NPOBELEHUS
onpesenieHHbIX MeponpuATUA N0 TEXOOCNYXXMBAHUIO WU MPUHATUA Mep Mo
ob6ecneyeHmnto 6e30MacHOCTM, YTOBbI NPesOTBPATUTL MOBPEXAEHNE N3LENNS.
YKABAHUVE. «YKaszaHue» COAEPXUT  CneuuasbHyt0  MHGopMaumio
06CNY>XMBAHMNIO U3AENA UM Pa3bACHSET BAXKHYHO MH(OPMALIO.
2.2. IHCTpyKumKn no TexHuke 6ezonacHocTn/Safety instructions

Cepbe3sHble NHUNOEHTbI
CornacHo NonoxeHnto o MeanuuHCKnxX nagenusax (MDR), «Cepbe3Hblii UHLMAEHT
BK/HOYAET MHLUMAEHTbI, KOTOPblE NPSAMO WAW KOCBEHHO WMENN WIN MOMN UMETb
noboe 13 cnepytowmx nocneactanii (MDR, ctatbst 2, Ne 65):
- CwmepTb naumeHTa, NoNbL30BATENSA UK LPYrOro YenoBeka

BpemeHHOE WM MOCTOSIHHOE Cepbe3Hoe YXYALeHWe COCTOSHUS 3[40POBbS
nauyeHTa, nosib3osaTtens unu Apyroro YyenoBeka
- Cepbe3Hasa yrpo3sa 06LecTBeEHHOMY 3[0POBbIO

OG0 BCEX CEpPbe3HbIX WHLMAEHTaX Heo6X0AMMO YBEAOM/STb MPOW3BOAUTENS W
COOTBETCTBYIOLLVE OPraHbl.

rno

MNoBpexxaeHHbIEe U3aennd
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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 Warning 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.

Serious incidents
According to the Medical Device Regulation (MDR), a “serious incident”
includes incidents that directly or indirectly had, could have had, or could have
any ofthe 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
Th(_ed m?nufacturer and appropriate authority must be notified of all serious
incidents.

Damaged products
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IMoBpexxneunbie u3neans MoryT npusecty TPaBMaM nauneHTos, nonb3oeatenedt | Damaged products can result in injury to patients, users, or third parties. Before
Win TpeTbuX nuu. Tlepen kaxasiM Mcnonb3oBaHKeM npoBepsiTe Bce KOMMOHeHTH! | each use, check all components of the product for damage. Do not use damaged
M3NEHA Ha npeaMeT nospexaetuii. He ucnonb3yiite nospexaeHHsle u3nenns. products.

IIpaBunbuoe o6pamenne Correct handling

HenpasunbHoe o6paiuenue ¢ n3genueM moxer NPHBECTH K TpaBMam nNaumentoB, | If the product is not handled correctly, patients, users, and third parties may be
nosb3oBaTeNied U TPeTbUX KU, PaGoTtaTh ¢ HHM MOTYT TOIBKO ML, oBnanaloLHe injured. Only persons with the necessary medical qualification and who are
HeobXoauMoil MeanUMHCKOI KBanHdHKaUMedi U 3HAKOMbIE ¢ NpHMEHeHHeM H3nenus. | acquainted with the application of the product may work with it. Check that the
lepen ucnonbsosannem ybeaurecs, 4To H3aenHe NOAXOAUT 115 AAHHOF npoueaypsl. | product is suitable for the procedure prior to use. Check the product for the

Iposepsiite u3nenue 10 u nocne KKAOro UCNONBLIOBAHUS Ha: following points before and after every use:

- UenoctHocTb - Completeness

- Xopotuee pabouee cocrosHue - Good working order

- OcTpbie yranl — Sharp comers

- Kpas ¢ 3a3yGpunamu — Burred edges

- [NpaBunbHas c6opka koMmiekTyrOWMX — Correct assembly of the components

- OYHKLUMOHANLHOCTD - Functionality

He ocTarnsiite BHyTpH naumenTa cnomaHHbie aetanu. Do not leave broken-off components inside the patient.
He nonsepraiite usnenne mexanuueckoii Harpyske. Do not overload the product with mechanical stress.

He Buiru6atite noryTsie usnenua o6paTHo B MCXoaHOe NOSIOKEHHe. Do not bend bent products back to their original position.
Pabota B none spenns Working in the field of vision

Hcnons3oBanme u3nenus Bue nons 3peHus Moxer NIpHBECTH K noBpexxAeHHIO TKaHel | Using the product outside the field of vision can cause injury to tissue or can
WIH NOBPEKACHHIO U3AENHA. damage the product.

Hcnonb3yiire u3nenue tonbko B none 3penns. Only use the product in the field of vision.

Il'opsune yacTn Hot components

Bbicokas HHTEHCMBHOCTb CBeTa, CO31aBacMas KCTOYHHKOM cBeTa, MoxeT Bhi3BaTh | The high level of light intensity produced by the light source may cause the distal
Harpes AUCTA/ILHOrO KOHUA, CBETOBBIX COEAMHEHHI W COCEHMX KOMNOHEHTOB. 10 | end, the light connections, and adjacent components to heat up. This can cause
MOJXET BbI3BaTh OXKOTH Y MALMEHTOB, NONb30BaTeNEH M TPETLHX JIHLL. bumns to patients, users, and third parties

YcTaHOBMTE MOLIHOCTD HCTOYHMKAa CBeTa Ha YPOBEHb, noctaTouHbli ans | Set the light source output to a level that is Just high enough to ensure optimal
obecrieyeHHs ONTUMAILHOrO OcBelueHHs paGoueil 30Hbl. M3Geraiite KowTakTa c illumination of the operating area. Avoid contact with the distal end and light
AUCTIBHBIM KOHLIOM W CBETOBBIMH COEAHHEHHAMM. connections.

Bricoxas HHTeHCHBHOCTL cBeTa High light intensity
Bbicokas HHTEHCHBHOCTD CBETa, HATyHaeMas HCTOYHMKOM CBeTa, MoxeT npusecTH k | The high level of light intensity produced by the light source may lead to
HeoOpaTHMOMY MOBPEXAEHMIO I1a3 WM CllenoTe, a Takke K HarpeBy TkaHe# u | permanent eye damage or blindness, and may cause tissue and items facing the

NPEeAMETOB, HA2 KOTOPbIE HanNpaBieH CBETOBO# NOTOK. light output to heat up.

He cMoTpuTe Ha cBetoBoii notok. Do not look into the light output.

YCTaHOBHTE MOWIHOCTL MCTOYHHWKA CBETa Ha YpoBeHb, aocTaTouHblii Ans | Set the light source output to a level that is Just high enough to ensure optimal
39
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o6ecreyveHnss ONTUMaTbHOMO OCBELLEHMA paboyeli 30HbI.

Y6eaunTecb, 4TO UCTOYHUK CBETA HAXOAWTCA Ha AOCTaTOYHO OOJbLIOM PacCTOSHUM
OT TKaHein 1 onepawumoHHbIX NPUHALNEXHOCTEN.

TOK yTeuku nauyieHTa

TOKM yTeUYKn NauveHToB U3 NPOLYKTOB MOTYT CK/aAblBaTbCs, eCniv OL4HOBPEMEHHO
NCMONb3YIOTCA  3NEKTPUYECKME YCTPOWCTBA W 3MEKTPUYECKME u3fenvs  Ana
JHfoTepanuun. Ype3mepHO BbICOKMIA YPOBEHb TOKA YTEUKM MOXET NPUBECTM K TPaBMe
naumeHTa. Mcnonb3yinTe BMeCTe TONbKO NPOAYKTbI OAHOr0 TUMa, 0CO6EHHO B Clyyae
npoaykros CF.

CoOTBETCTBYHOLLAS KOMGUHALMSI 3HAOCKOMA 1 ONTOBO/IOKOHHOFO CBETOBOAA
Ecnn guameTp ONTOBOMIOKOHHOTO CBETOBO/JA CMLLKOM BENMK, Pa3beM 3HAO0CKOMa
HarpeeTcs. JTO MOXET Bbi3BaTb MOBPEXAEHWe 9HAOCKoMma. Ecnu  AvameTp
ONMTOBO/IOKOHHOTO CBETOBOfA C/MLIKOM Man, B 9HAOCKONM 6yaeT nonafjath
HeJ0CTaTOUYHO CBeTa. DTO MOXKET 03HauaTh, UTO paboyas 30Ha ByeT HefoCTATOUHO
OcBeLLeHa. VIcnonbayiiTe 3HAOCKOM C ONTOBO/IOKOHHbLIM CBETOBOAOM MOAXOASLLENO
AvameTpa.

BonesHb KpeliTugenbara-HAkoba

W3penus, KOTopble BCTYNAKOT B KOHTAKT C LEHTPa/IbHOW HEPBHOM CUCTEMON, MOTyT
ObITb 3arps3HeHbl OpPraHUYeCKMMM OCTaTKamu, COAepXKalyMU MPUOHbI. PUOHbI
NPVBOAAT K 3apakeHnto 60ne3Hbto KpeliTugenbara-Akoba. Ecnm guarHoctuposaHa
Win nopgospesaeTcAd OonesHb  Kpeiitudenbpa-HAkoba:  yTUansnpyinTe npoaykKT
HaZ/eXaLimm 06pa3oM 1 He NPOLOMKaliTe ero 1CMob3oBartb.

HecTepunbHbIA NPojyKT

W3penve nocTaBnseTcs HecTepubHbIM. VICMONb30BaHWE HECTEPUNbHbLIX W3LeNNiA
CO3[aeT PWUCK 3apakeHus [And MauveHToB, MNOMb30BaTeNiel W TPeTbuX L.
O6paboTaiiTe n3genvie B COOTBETCTBUM C MHCTPYKLMAMU MO MOBTOPHOW 06paboTke
rnepes nepebIM 1CMO/Ib30BAHUEM U MPU K&XKAOM NOCNEAYHOLEM MUCMOb30BaHUN.

YnbTpa3BykoBasi 06paboTKa

Eng
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 ofthe
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

The product is not sterile when delivered. The use of non-sterile products poses a
risk of infection for patients, users, and third parties. Reprocess the product in line
with the reprocessing instructions before initial use and every subsequent use.

Ultrasonic treatment
The device is not suitable for ultrasonic treatment

2.3. Mepbl NpefocTOPOXXHOCTU NpK UCMONb30BaHUM aHAocKoMoB/Safetv orecjlutions while using the endoscopes

OHA0CKOMbI JOMKHbI UCMO0Mb30BaTLCA TONIbKO B COOTBETCTBUAM C MEAULIMHCKUMM
npasuiaMn 1 npoesypamm 3HA0CKOMMK, NPU3HaHHLIMU 419 4aHHOTO MeToja.
2.4. MoTeHUnanbHbI noTpebutens/Potential consumer
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The endoscopes must only be used according to the medical rules and procedures
of endoscopy recognized for the method.
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OHAOCKOMbI MOTYT MCMOMb30BaTbCA TOMBKO Bpavamy U BpavyaMu-acCUCTEHTaMU,

MMEIOLWWMMI  COOTBETCTBYIOLLYH  CMELMaN3NPOBaHHYHD  KBa/IM(MKaLMIO
MPOLEALLMMIA UHCTPYKTAXK MO MCMOMb30BAHUIO AaHHbIX MEAULMHCKMX U3AENNIA.
2.5. YcnoBus npumeHeHns/Usage conditions

OHAOCKOMbI, BK/OYasA MOAK/IOYEHHOe O60py,D,OBaHl/Ie, MOTYT WCNONb30BaTbCA
TO/IbKO B MEANUMNHCKNX KabuHeTax, B KOTOPbIX YCTaHOBJ/IEHO 3/M1EKTPUYECKOE
060py,u,08aH|/|e B COOTBETCTBUM C NPUMEHUMbIMA HalUMOHa/IbHbIMW MpaBuiaMn "

CTaHAapTamm.

Eng

Endoscopes may only be used by physicians and medical assistants who have a
corresponding specialized qualification and who have been instructed in use of
these medical devices.

Endoscopes including the equipment connected may only be used in medical
rooms in which the electrical equipment has been installed in accordance with
applicable national regulations and standards.

2.6. CBefleHM1s1 0 NleKapCTBEHHbIX CPeACTBax BXOAALMX B cocTaB MeanumnHekoro nsgenull/inforwation about the medicines included in the medical device

He npumeHnmMo

Not applicable

2.7. CBefleHMS 0 MaTepuranax XXMBOTHOro/uenose4veckoro npouncxoxaeHuns/information about materials of animal/human origin

He npvmeHnmo
3. ObpaueHue ¢ H3fleaHeM/HanHImMg
3.1. PacnakoBka/Unpacking

MpoBepbTe MNOCTaBKY Ha KOMMEKTHOCTb 1 Ha NPeAMET BO3MOXHbIX MOBPEXAEHNIA.

Not applicable

| Check for missing items and evidence of shippin®IW i”

3.2. Ycnosua TpaHCMoOpTUPOBKU M XpaHeHUs/Storage and transportation conditions

Temnepartypa 220°C ... +60°C
OTHOCUTENbHAS BNAXXHOCTb
BO3/yXa 10% ... 90%

Naenexve Boayxa 700... 1060 rMa
3.3. Ycnoeusa Okennyataumm/Operating conditions

Temneparypa +10°C ... +40°C
OTHOCUTENbHAA BNAXKHOCTb 0 0
Bo3yxa 30%...70%

flaBneHvie Bo3gyxa 700... 1060 rMa

Pa6ouas 4acTb U3eNns NpeAHasHaueHa s MCMo/b30BaHWS BO BHYTPEHHEN cpese

opraHu3ma.
3A. Cpok rogHoctu/cpok akcnnyatauuwn/Shelf life/Service life

UTo6bl pacro3HaTb BO3MOXHbI/i W3HOC MaTepuana, Heo6XOAMMO BbINOMHWUTbL

cnefytoLye yHKLMOHaIbHbIE NMPOBEPKU:

1. MpoBepuTb NOBEPXHOCTb SHAOCKOMNA Ha OTCYTCTBME MEXAHUUECKUX MOBPEXAEHUIA

N U3MEHEHWIA.
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-20°C ... +60°C
10%...90%
700 ... 1060 hPa

Temperature
Relative humidity
Air pressure

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

Temperature
Relative humidity
Air pressure

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

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.
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2. TpoBepuTb NPaBUIbHOCTb MOCAAKM MPUCOEAMHEHHBIX KOMMOHEHTOB W Mpw
Heo6X0AMMOCTH 3athMKCUPOBaTb Pa3beM /1 OUUCTKN.
3. MpoBepuTb, NepeaaeTcs N N306padKeHMe.
4. IMpoBepnThb, NepesaeTcs NN CBeT.
MpurogHoOCTb  M34eMA B 3HAYUTENIbHOM  CTENeHW  onpefensietca Mo
3KCMyaTauMOHHOMY M3HOCY, Ha/IMUMI0 U XapakTepy BO3MOXHbIX MOBPEXAEHWUIA Y
3aBUCMT OT BblbOpa MeTOZOB 006paboTKM M XUMUYECKUX CpeacTsB. Oxugaemas
cpefHss HapaboTka Ha oTKa3 - 1000 LMK/IoB.
OXunaaemblii CPOK CNyX6bl - 5 neT

3.5. Ncnonb3osaHue/Application
MPEAYTIPEXAEHWME. 3Hgockon nocTtaBnseTcs HeCTepusbHbIM, MO3TOMY ero
Heo6X04MMO oOuMULaTb, [AE3NH(PULUMPOBATbL W CTepuIn3oBaTb Mepes  MepBbIM
MCNOMb30BaHMEM U KX/bIM MOCeAYOLMM MOBTOPHbLIM UCMOMb30BaHNEM.

Eng

secure the connector for cleaning.

3. Check if the image is being transmitted.

4. Check if light is transmitted.

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

Expected service life - 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. MNpuHaaneXHocTH, NpefyCMOTPEHHbIE 419 UCMO/1b30BaHNA BMeCTe ¢ usgennem/Accessories to be used in combination with the

BuaeoccTeMbl KOMMaKTHbIE 3HAOCKONUYeCKMe (CUCTEMBI
yrnpaBneHna/nony4YeHnst BUAEON306PaKEHNIA NS 3HAOCKOMNA), CoUeTatoLLee B
cebe 6/10K ynpaB/ieHVs1 KaMepoii, UICTOYHUK CBETA, MOHUTOP),
MoACOeAMHsIEMble MPU NMOMOLLM CBETOBO/A:

JlonycT Mo Mcnonb3oBaHue N06bIX KOMMAKTHBIX BULEOCUCTEM 3HAOCKOMMNYECKNX,
3apermcTprpoBaHHbIX B YCTaHOB/IEHHOM MOPSKe Ha TeppuTOpUK PO.

"onoBKa BuAeoKamepbl (BMAeOKaMepa 3HL0CKOMNa) ¢ My(Ton rkcauum
OKY/IAPHOI OMTUKK:

SH/OCKONMbI MOXHO MCMO/b30BaTh CO BCEMU FO/I0BKaMn BUAEOKaMepbI
COBMECTUMbIMM C nHTepericom ISO-TS 18339. JonycTUMO MCNO/b30BaHMe
No6bIX OMOBOK BUAEOKaMEPbI C MY(TON (hKCaLMM OKYISPHOA ONTUKM,
3apermcTpMpoBaHHbIX B YCTAaHOB/IEHHOM MOPSAKE Ha TeppuTopun Pd.

OHA0CKOMNYECKNE UCTOYHUKW CBETA (I/ICTO‘-IHVIKVI ocBeLeHnA ona SH,CI,OCKOI'Ia),
noacoegnHAeMbIe NMpy NMNOoMoLLIL CBETOBOAOB:

[,0nyCTMMO MCNoNb30BaHKUE NMHO6LIX IHAOCKOMUUYECKUX UCTOYHUKOB CBETA,
3aperucTpMpoBaHHbIX B YCTAHOBIEHHOM MOPSAKE Ha TeppuTopun PO.

CBeToBOfbI:
Ecnv cBeTOBOZ, 1 3HAOCKOM MapKnpoBaHbl cCUMBOamMm (CM. Tabnuuy), To
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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
accordanee with the established procedure on the territory of the Russian
Federation.

V|ide?] camera head (endoscope video camera) with eyepiece optics fixation
clutch:

Endoscopes can be used with all ISO-TS 18339 compliant video camera heads. It
is allowed to use any video camera heads with an eyepiece fixation clutch,
registered in accordance with the established procedure on the territory ofthe
Russian Federation.

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

It ISallowed 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
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[AvameTp cBeTOBOAA [vameTp sHA0CKOMNa

4.8 -5.0MMm @ 6.6 - 12.0 MM
3.0-35 mm 3.0-6.5 MM
2.0-25 mm 0.8-2.9vm

3.7. OcmoTpAn8pecllon
OcmatpuBaiiTe 3HLOCKON Ha NpeaMeT NMOBPEeXAeHUIA cpa3y noce noslyveHus,
TakKXXe [0 1 Mocne KaXaoro UCnob30BaHus.

N306paxkeHne

OcMoTpUTE TOPLbI ONTUKM (BUCT/IbHBIA KOHEL, U OKYNAp) Ha NpeaMeT uapanuH v
OCTaTKOB XMPYPrUYECKNX AW APYrnX 3arpsisHeHniA. MoBEPXHOCTY AO/MKHbI ObITb
rnagKnuMmn 1 61ecTALMUMM.

UT0Gbl NPOBEPUTL KAUeCTBO 1306PaKEHUS, HEOOXOAMMO BPaLLaTh SHAOCKON,
CMOTPS B €ro.

Ecnm n306paXkeHne YaCTUHO UMK MOMHOCTBIO MCKaXKEHO, TO 3TO 03HAYaeT, YTo NGO
CUCTEMA CTEPXKHEBBIX /IVH3 HEWCMPaBHA, NGO NIMH3bI B OKY/SPE MOBPEXAeHbI. B
TaKUX Cyyasx SHAOCKON HEOGXOANMO 3aMEHUT.

TYCKN0e UM NATHUCTOE M306paXKEHNE MOXKET 6bIThb BbI3BAHO BNAXKHOCTbIO M/
ocTaTKaMy Ae3VH(ULMPYIOLLETO CPeaCTBa Ha TOPLEBbIX MOBEPXHOCTSX ONTUKM.

CseToBOj

HanpaBbTe AMCTaNbHbIA KOHEL, B HamnpaBfeHWM MWCTOYHMKA CBeTa M MpoBepbTe
KO/INYECTBO TEMHbIX TOYEK B MECTe COefMHEHWUS CO CBETOBOAOM. TaKue TEMHble
TOYKM YKa3bIBaKOT Ha TO, YTO ONTUYECKME CBETOMPOBOASALLME BOSIOKHA NMOBPEXKAEHDI.

M30n1mpoBaHHbIe MOBPEXXAeHHble ONTUYECKMe BOJIOKHA He OKasblBalOT 3aMeTHOro
BINAHNA Ha Ka4yeCTBO M306pa)KeHVIFI.

OpHako BbIXoAHasA APKOCTb ﬂ,eVICTBMTeﬂbHO 3HaYNTENIbHO YXy/ALIaeTCd, €ecnun
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Light cable diameter Endoscope diameter

4.8-5.0 mm 6.6 -12.0 mm
3.0-35mm ™) 3.0-6.5mm
2.0-25mm 0.8-2.9mm
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.

Ifthe 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.

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 ofthe 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.
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ornpefenieHHoe KONMYeCTBO ONTUYECKMX BOJTIOKOH NOBPEXAeHO (NpumepHo 20-25%),
4TO B CBOKO OYepesb NMPUBOAUT K CHUXEHMIO KayecTBa M306paXkeHns. borbLue Henb3s
1CMO/Nb30BaThb 3HAOCKON.

YKA3AHUWE: ecnn noBpexpaeHWe O0YeBMAHO, 3HAOCKON 6Ofiblle  Hefb3A
NCMonb30BaTb. DHAOCKOMbI HEOOXOAMMO 3aMEHNTb, €C/IN N306paXKEHMEe MYTHOE 1K
n300paXkeHne OTCYTCTBYET WM BUAHA TObKO €ro YacTb.

3.8. MepbI npegocTopoxkHocTu/Precautions
Kak 1 Bce ONTWYeCKWe WHCTPYMeHTHI, 3HAockorbl HOPKINS sasnstoTcA o4eHb
4yBCTBUTE/bHbIM 060pyZA0BaHVeM. YUT0bbl rapaHTUpoBaTh LONrOCPOYHOE KayecTBO
3HJoCcKoMa, Heo6Xo4MMO cobNto4aTh CreayroLme npasuna:
* Bo usbexkaHne No1OMOK 3HAOCKOMbI HEOOXO0AMO BCerfa AepXKaTb ero 3a okynsp, a
He 3a UCTa/IbHbINA KOHeL.
* Hu mpn Kakmx 06CTOATENbCTBAX He Crubalite paboyyrto yacTb 3HAOCKOMa. 3TO
MOXET MPUBECTMN K MOMIOMKaM WM TPeLLUMHaM B CUCTEME CTEePXKHEBbIX JINH3.
* Knagute 3HOOCKOMbI C OCTOPOXHOCTbK. CW/bHble YyAapbl, OCO6EHHO Mo
OUCTIbHOMY  KOHLY, MOrYT BbI3BaTb MOBPEXAEHVWEe WM TPewwyHb[, a Takxe
MPOHNKHOBEHWE XWAKOCTU, napa U T.4. STO NPUBOAUT K MOABIEHNIO CBET/ILIX U/
pacTAHYTbIX 06/1aCTel N306PKEHNS.
o T[lo3TOMy BO BpeMsi OYUCTKM, [Ae3VH(EKUUM, CTepunmn3aumm 1 XpaHeHWs
HEOOXOAMMO CNefnTh 3a TeM, YTOObI 3HAOCKOMbI M36eXKaIM NOBPEXAEHNI ApYTMM
WHCTPYMeHTamn.  feanbHblil  BapuaHT:  XpaHUTb  3aHAockonbl  HOPKINS
WHAMBWAYANbHO WM MCMOMb30BaTh KOHTEWHEpPbl, B KOTOPbIX 3HAOCKOMbI MOXHO
3aKpPEnuTb.
YKA3SAHWE: ecnm noepexzeHve O4eBUAHO, SHAOCKOM  6OSbLUe  Hefb3f
MCMO/b30BaTb. SHAOCKOMbI HEO6XOAMMO 3aMEHUTb, €C/IN N300PXKEHNE MYTHOE WK
1306paKeHne OTCYTCTBYET UM BUAHbI TO/IKO €ro YacTu.

BHUMAHWE: sHoockonbl HOPKINS 6e3 MapkMpoBKM «ABTOKNaB» Hesb3s
CTEpWIM30BaTb NapoM. ITO MOXET HAHECTM HernonpasVMblIi yLepo.

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
thereofare visible.

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 result 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 eleaning, 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
thereofare visible.

CAUTION: HOPKINS endoscopes that do not have the 'Autoclave'
identification ring must not be steam sterilized. This may cause irreparable
damage.

" Qe thekgum M/ Reprocessing. Information about cleaning and disinfecting of MB
NPEAYNPEXAEHWME. Puck 3apaxeHus. TMpu nocxaske Y n mean,mHckme | WAITING: Risk of
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H3JETHA HE ANIAIOTCA CTEPHITEHBIMK, MCNONh30BaHHE HECTEPHABHBIX MEAHLIKHCKHX
HIACIHHA CONAET PHCK 3aPAKECHNA ANA NALMEHTOB, NOJIL30BATENEH W TPETHHX UL,
OcMOTpHTE MEAHUMHCKHE H3JEHA HA NTPEAMET BHAWMOTO 3arpA3HeHHA.

Braumoe 3arpasHeHHe YKa3HBAET Ha TO, 4TO NOBTOpHAs 00paboTxa He NPOBOAKNACH
win Gwina nposeacHa HenpaBwnbho. ObpaGoraiite MeAHUMHCKHE H3ZENHA nepea
MEPBHM WCHONB3OBAHHEM, a4 TAKAXE A0 M NOCNE KAXAONO MOCAEAYIOWIEro
UCNONBLIOBAHNA, HCTIONb3YA YTBEPIKICHHEIE MPOLICTYPHI.

OPEAYMIPEXAEHHE: Puck 3apaxeHMA: HenmpaBWAbHO  00paboTaHHbie
MEAMIIMHCKHE H3JeNIHA NOABEPraloT NALMEHTOB, NOJb3oBaTeaeH M TPETHHX MWL
PHCKY 3apPKEHHA, & TAIOKE PUCKY TOrO, YTO MEAHUMHCKOE H3AETHE MOXET BLIHTH 13
CTpoA.

BHUMAHHE: npn nNpUroTOBNEHHWH H MWCNONB3OBAHWH PACTBOPOB CHCHyHTE
cneuHdHKanMAM NMPOH3BOIUTENR XUMUYECKHX CPEACTS, yaens ocoboe BHHMaHue
NPaBHUABHON  KOHLUEHTPALMM, BpeMeHH Bo3felficTBHA B cpoky  cuyxOul.
MposomknrensHoe NorpyXxeHHe B BOAY H HENPABHWIbHAA KOHUCHTPAllME MOrYT
NpUBECTH K noppexacHuio. [Nomuure 0 MukpoSronornyeckom AManazoHe JeHCTBHSA
HCMONB3YEMBIX XHMHYECKHX CPeACTB.

BHHAMAHHME: OnacHocTh  NOBpekKIACHHS  MEIUUMHCKMX  YCTPOiicTs!
HCNONb3OBAHUE XHMHuECKHX CpeacTB, He onobpenHnx KARL STORZ, moxer
NpUBECTH K TIOBPEXACHMIO MEAMLMHCKMX YcTpolicts. MHcnoawsyiite Tonbko
0a00peHHbIE XHMHUECKHE CPEACTRA.

YKA3AHHE: Ilepeuens pexoMeRayeMbix 4ECTSMNX H AcAMHPHINEPYIOREBX
pacraopos npeacrasies 8 lipuaosennn 1.

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

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

4.1. MoaroroBka x ouncTKe B AcsENdexnun/ Preparing for cleaning and disinfection

IloaroToBKa K OUACTKE B Ae3HAPEKURE

I'pyOne 3arpa3sHeHHs, BeI3LIBAIOWHE KOPPO3HIO PacTBOPhl H JIEKAPCTBEHHbIE
CPeAcTBa CNEAYET YAANATE ¢ SHAOCKOMNOB Cpasy Nocje ero npuMererns. Ing storo
3HAOCKONL! CNEAYeT MNPEeABAPHTENLHO OMHCTHTH, HANP., MyTEM NPOTHPAHKA WK
npombiBaiua. Kommanwa KARL STORZ pexomeHayeT BCerna NpoBOAHTL
NPEABAPUTENEHYIO OUHCTKY PY4YHBIM CNOCOGOM NOA CTpYei X0NO0RHOMH BOABI.

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 npeasaprTeabtas ouncria / Manusl precleaning

Pasbopxa
Tlepen ounctkoit ¥ Aeavudpexumeil 3HAOCKONM HEOOXOAHMO OTKPHLITL WRAM

Disassembly

Prior to cleaning and disinfection, the medical device must be separated into its
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pa3obpartb Ha OTAe/bHble KOMMOHEHTbI, HACKO/IbKO 3TO BO3MOXHO.

OuncTKa NOBEPXHOCTEN LLETKOW

Buonmble nn rpybble 3arps3HeHWs HeOOXOAMMO yAansaTb C MOBEPXHOCTeN nog,
CTpyei X0Nno4HOV BOAbI MPY MOMOLLM LLETOK MOAXOAALLMX pa3MepPOB OT Pas/IMuHbIX
MPOV3BOANTENEN.

O6paboTKa yNbTPa3ByKOM 3anpeLleHa
Mo TEXHUYECKMM  MPUYMHAM  3HLOCKOMbI
YNbTPa3BYKOBOI 06pPabOTKN.

HOPKINS  HenpurogHbl

ans

Eng

individual components as far as possible, and/or must be opened.

Brushing the surfaces

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. MawwmHHas ynctka v gesvHpekuma/Macblne cleaning and disinfection

OuncTKa/TepMHUecKas Ae3vHMEKUNSA MexaHU3MPOBaHHbIM Croco6om
MpegnoyTuTeNbHa TepMuyeckas [fe3nHdekums. [aHHbli  MeTog Heo6X0AMMO
UCMOMb30BaTb C YYETOM HaLUMOHa/IbHbIX HOPM W nokasatens Ao. lMpu Bblbope
MOAXOLALLEro  BbIABWKHOMO KOHTEMHepa WM  KPenieHus [J18  UHCTPYMeHTa
HeobX0AVMO MPOKOHCY/IbTUPOBATLCA C WU3rOTOBUTENEM 060PYLOBaHWUS C LENbO
06ecreyeHrst OMbIBaHUS UM NPOMbIBAHUA MEAVLIMHCKOIO MU3AeNus.
YKasaHuve: npu HeobXxoAMMOCTM CneayeT BPYUHYHO LOCYLUNTL MHCTPYMEHT.

4.4. Cbopka, ocmoTp 1 yxog/A$$eLubly, inspection and care
C6opka, npoBepKa u1 yxo[,
Bun3yanbHO MpOBEpbTE OYWLLEHHBIA ¥ MPOAE3MH(ULMPOBAHHBIA 3HAOCKON Ha
YNCTOTY, KOMMNNEKTHOCTb, CYXOCTb M OTCYTCTBME MOBPEXAEHWIA:
. Mpy  Hannumyu  CnefoB  3arpsi3HEHUIA/OCTATKOB  CPeACTB  Heo6X0AMMo
MOBTOPHO 06paboTaTb 3HAOCKOMbI BPYYHYHO U eLle pa3 NnofaBeprHyTb UX MOSHOMY
LMKY OYUCTKUN U AE3NHGEKLMN.
. MoBpexaeHHbIe WM MOPaXeHHble KOppo3uel 3HAOCKOMbI AOMKHbI ObITb
U3BbATLI U3 0OpaLLEHNS.
3aTteM HeO6XOAMMO BbIMOMHUTL NMPOBEPKY (PYHKLMOHUPOBAHNS.

4.4.1. TpoBepkKa nsobpaxkeHns/ Checking the image

OcMOTpUTE ONTUYECKME TOPLIbI (06 BEKTYB, AMCTaNbHbIN BbIXO CBETOBOLA U OKYNAP)
Ha MpeaMET LapanuH U OCTaTKOB XMPYPrUYECKUX WAM  UUCTALMX CPEACTB.
MoBEPXHOCTM JOMKHBI ObITb FNaAKUMM 1 6ecTALMMU. YTOObI NPOBEPUTL KayecTBO
N306pKEHUs, MeL/leHHO BpaljainTe 3HAOCKON, TrNags Yepe3 Hero. Ecim
1306paXKeHne MOMHOCTLI0 UM YaCTUYHO MCKaXKEHO, 3HAYMT HeucrpaBHa cucTema
CTEPXXHEBbLIX /IMH3 B OMTUYECKOW TPyOKe UM IMH3a B OKynspe. B Takux ciyyasx
3HA0CKON HEOOXOAMMO 3aMEHUTb.

MyTHOE WM MNATHUCTOE M300PaKEHNE MOXET OblTb BbI3BAHO BNAKHOCTbIO WM
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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 full 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
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ocTaTKaMu  Ae3VH(UUMPYIOWero / XMMUYECKOro CpeactBa Ha  OMTUYECKMX
MoBepXHOCTAX. B 3Tmx cryyasax OCTOPOXHO OYWUCTUTE OMTUYECKME TOPLbI
annMKaTopoM BaTHbIM TaMMNOHOM, CMOYeHHbIM B 70% crivpTe.

4.4.2. Mpoeepka ceetoBogos/ Checking the light guides
[epxnTe OMCTa/bHbIA KOHeL, B Hanpae/eHWM WCTOYHMKA CBETa W MpoBepbTe
KO/IMYECTBO TEMHbIX TOYEK Ha COeAMHEHWMM CBETOBOLA. TakuMe TEMHble TOUKU
YKa3bIBaKOT Ha TO, YTO ONTUYECKIE BOMIOKHA CBETOBOA pa3opBaHsbl. 13011MpoBaHHbIe
MOpBaHHbIE OMTUYECKME BOJIOKHA 3aMETHO He YXY[LIAtT KavyeCTBO M300paeHus.
TeM He MeHee, CBETOOTAaYa 3HAYMTENbHO YXYALIAETCH, E€CNN MOBPeXAaeTcs
orpefeneHHoe KOMMYECTBO BOMOKOH (NpumepHo oT 20% po 25%), uTo,
COOTBETCTBEHHO, TaKXXe MPUBOAUT K CHUXKEHMIO Ka4ecTBa U300paXkeHns. SHAOCKON
60/bLUE HEeNb3A UCMO/b30BaTh.
BHUMAHWE: ecnn noBpexaeHve 04eBMAHO, 3HAOCKON O6onblle He crefyeT
1CNO/b30BaTh. DHAOCKOMbI HEO6XOAMMO 3aMEHUTb, ECNIN N306PaXKEHNE MYTHOE UK
N306paXKeHme OTCYTCTBYET UM BUAHbI TONIKO €ro YacTu.

4.4.3. Cywka/ Drying
Y4acTKv BOMOKHA B CBETOBOZE, a TaKXe ANCTa/IbHble M NMPOKCUMa/IbHbIE TOPLEBbIE
MOBEPXHOCTU [JO/MKHbI ObITb TLLATENIBHO BbICyLeHbl 70% cnuptom. OcTaTtku
[e3VHPUUMPYIOLLEr0 U YUCTALLErO CPefcTBa, Hanpumep, B CBETOBOAE, MOryT
npuropeTb MpW  MNOAK/IOYEHWUN CBETOBOIO Kabens, 4TO Cepbe3HO yXypaLuaeT
CBETOMpPONnycKaHue.
* MoBpeXaeHHble NN KOPPOLUPOBaHHbIE MEAWLMHCKINE YCTPORCTBA AO/MKHbI BbITh
U3bATBI U3 UCMO/b30BAHMS.
* Pe3b0bl U CKOMb3ALLME NMOBEPXHOCTU 3HAOCKOMa HEOOXOAMMO CMas3aTb Ha MecTe
MHCTPYMEHT&/IbHbIM  Mac/iom, a pabouve MOBepXHOCTM Ha npobke KpaHa -
CrnewmanbHON CMa3Kou.
* Pazo6paHHble U34e1unsa AoMXKHbI BbITb COBPaHbI.
* [Mocrne 3T0ro Heo6XoAMMO NPOBECTU (DYHKLMOHA/IbHYIO NMPOBEPKY.
YKA3AHWE: Macno, ucrnonb3yemoe A/ 3TOM Uenn, LO/MKHO MOAXOAWUTL ANs
nocnefytoLLein npouesypbl CTepuansaumm (6e3 CUNNKoOHa 1 Ha 0CHOBE MapatuHa unn
6enoro macna).
YKA3AHWE: B0 Bpems npoueayp Mo yxody Ucnonb3yiTe nNpeaMeTbl U3 KaTasiora
«MeTogpbl yxofa, CTepunmsaunn n XpaHeHns»,
A5, Crepunusaumus/ Sterilization
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faces with a cotton tip applicator soaked in 70 % alcohol.

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

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

The fiber areas in the light inlet piece in particular as well as the distal and
proximal end faces must be dried carefully with 70 % alcohol. Disinfectant and
cleaning agent residue, e.g., in the light inlet piece, can become burnt on when
the light cable is connected, thereby seriously impairing light transmission.

. Damaged or corroded medical devices must be withdrawn from use.

. Threads and glide surfaces on the endoscope must be lubricated locally
with instrument oil and the running surfaces on the cock plug with special
grease.

. Dismantled medical devices must be assembled.

. Afterwards, a functional check must be carried out.

NOTE: The oil used for this purpose must be suitable for the subsequent
sterilization procedure (silicone-free and paraffin- or white oil-based).

NOTE: During care procedures, use items from the catalog ‘Care, Sterilization
and Storage Techniques’.
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Ycnosusa ctepunusagmm
KomnaHveli KARL STOR2 15 4aHHOr0 MeAMLMHCKOrO U34enns BaMaypoBaHbl 1
YTBEPXAEHbI CrefytoLLme MeToAbl CTEPUIN3ALNN:
CTepunusauunsa napom ¢ NnpumeHeHVeM HpakLNOHMPOBAHHOIO
(hopBaKyyMHOro MeToga.
YKaszaHue: CMasaHHble KOMMNOHEHTbl HEOOXO0AMMO CTepUNN30BaTh B pa3obpaHHOM
BUde. Ona cTepunmsaummn MeguLMHCKOro U3fenma B cobpaHHOM BUae Heo6Xo4uMO
CNoNMb30BaTh (HPaKLMOHNPOBaHHLIA hopBakyyMHbIi MeTog (DIN EN ISO 17665-1)
C cob/ofieHrem crieflytoLmx napameTpos: 134 °C Ha APETMERUM B MunyT.

5. CepBuUcHoe o6cnyxnBaHue n peMoHT/ Servicing and repair
HeucnpaBHble WHCTPYMEHTbI  [O/MKHbI  0OC/MY)XXMBATLCA W PEMOHTUPOBATLCSA
WCK/IIOYMTENIbHO  YMOSIHOMOYEHHbIMM  HaMn  nvuamu;  [pu  npoBefeHun  Bcex
PEMOHTHbIX paboT HEOOXOAMMO MCMO/Mb30BaTh TO/ILKO OPUTMHASIbHbIE AETaIN.

6. [MapaHTHaWVarrantv
CTaHAapTHbIN rapaHTUiAHBIA CPOK 3KCMyaTaLumn U3fenns cocTaBnseT 12 MecsLes ¢
[atbl BBOAA Npnbopa B 3KCnyaTaumio, Ho He 6osiee 15 MecALEB CO iHA OTIPY3KK.

MeAvLMHCKOe 13fien e BCerja CiedyeT OTnpaB/sTb B MECTHOE OT/eNeHNe, Aaxe B
TeYeHMe rapaHTUIMHOIo Neproga.

BckpbITne 060pya0BaHWA WM BbIMO/IHEHME /IHOObIX PEMOHTHbLIX PaboT WM
mMoanmrKaumii 060pyL0BaHMS HEYNO/IHOMOYEHHBLIMU NLAMN 0CBOBOXKAAeT Hac OT
NGO OTBETCTBEHHOCTM 3a ero paboTy. J1l060e Takoe OTKPbITUE, PEMOHT WK
MOAM(MKALMSA, BbINOMHEHHbIE B TEYEHME rapaHTUIAHOIO Mepuoa, aHHy/IMPYET BCHO
rapaHTuo.

O6LecTBO C OrpaHMYeHHOM OTBETCTBEHHOCTLIO Kapn LLTOpL, - SHAOCKOMbLI BOcTOK
(OO0 KLUT3 BOCTOK)

115114, MockBa, [epbeHeBckasi HabepexkHast, 7, cTp 4
Ten. +7 495 983 02 40

Fax: +7 495 983 02 41

7. YTunmnsauusa/Disposal

Mpn  ytunmsaumm  ocobble  Mepbl  He  TpebytoTcs.
BHYTPWIoCyjapCTBeHHbIE NPeAnncaHns/ 3aKoHbI.
Mpwn yTuAn3aummn n3gennin Ha Tepputopum Poccunitckoli defepaumn cnegyet

PYKOBOZLCTBOBATLCA HOPMaMK, 13noxeHHbIMU B CaHlH 2.1.3684-21.
Hewncnonb3oBaHHbIE 3HAOCKONbI, & TAKXKE YNakoBOUYHble MaTepuasibl Crneayet
YTUNM3MPOBATL Kak 3M1AeM1onornyecky 6esonacHble 0Txodpl Knacca A

CnepyeT cobnogatb
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Sterilization conditions

The following sterilization methods have been validated and approved by KARL
STORZ for this medical device:

Steam sterilization using the fractionated prevacuum procedure

Note:  Sterilize greased components in a disassembled state.
The medical device must be sterilized in its fully assembled state using the
fractionated prevacuum procedure (DIN EN ISO 17665-1) with the following
parameters: 134°C for 5 minutes.

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 and packaging materials are
disposed of as class A epidemiologically non-hazardous wastes. Used
endoscopes are disposed of as class B epidemiologically hazardous waste
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1cnonb3oBaHHbIe 3HAOCKOMbI CieyeT YTUU3MPOBATL KaK anAeMU0NIorMyeckm

onacHble 0TX04bl Knacca b.

8. BaxxHada nHgopmauus / Important Information

M3 coobpakeHUA TurveHbl 1 AN NpefoTBPALLEHUA 3apaXEeHUs 3HAOCKOMbL,  For hygiene reasons and to prevent infection, endoscopes, instruments and devices

VHCTPYMEHTbI 1 YCTPOACTBA HEOOXOAMMO O4MCTUTL W MPOAESMH(MUMPOBATL | must be cleaned and disinfected/sterilized before they are sent for repair. We
CTepuM30BaTh Nepes 0TNPaBKoiA B PEMOHT. Mbl 0CTaB/AeM 3a COBOM NPaBo BEPHYTL  reserve the right to return contaminated instruments/devices to the sender.

3arpsisHeHHble MHCTPYMEHTbI / YCTPOVACTBA OTMPaBUTENIHO. Repairs, modifications, or construction changes which are not performed by
PEMOHT, MOAVI(DMKALWM N USMEHEHWS KOHCTPYKLIW, KOTOPbIE BBINONHAIOTCA HE K AR|. STORZ or by experts authorized by KARL STORZ will invalidate all
komnaHvein KARL STORZ wm cneupamctamm, ynonHomoueHHbimm KARL warranty rights.

STORZ, aHHYNMPYIOT BCE rapaHTuitHble 06513aTeNbCTBRA.
9. Pacwndposka cumBonos/Explanation of symbols
PaclindgpoBka C1MMBO/IOB, MPUMEHAEMbBIX NPU MapKUPOBaHWUM MEANLIMHCKOTO  Explanation of symbols used in labelling the medical product:

n3genus:

Cumson OnpefeneHne Symbol Definition

-

I u I M3roToBuTe b n d Manufacturer

|ﬂﬂ/ [ Jara vsrotosnetus ANJ Date of manufacture

MD MeanUMHCKOe m3fenme MD Medical device

REF Homep no katanory REF Catalogue number

SN CepuiiHblii HoMep 1SN 1 Serial number

LOT Kog naptiu ILOTI| Batch code

QTY KonnyecTBo n3genuii B ynakoske |gty| Numberofproducts in the product packaging
|[UDI|  YhukaneHbii upertudmkatop uspenms |UDI|  Unique Device Identifier

O6paTUTECh K UHCTPYKLIAN
m M0 MpUMEHeHMIo —B Consult instructions for use
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HecTepunsHo .
[ > H\ Unsterile
ISTWUUX
Xpynkoe, 06paLLaTbCs OCTOPOXHO Fragile, handle with care
|
I Ber’ TOp***
I
I bepeub OT Baru Keep away from moisture***

RxQnly  BCoOTBETCTBAN C heAepa/IbHbIM 3aKOHOAATE/bCTBOM RxOnly  Federal (USA) law restricts this device to sale by or on the
CLUA (cornacHo 21 CFR 801.109) n3genve paspeLleHo order of a physician.
MpoAaBaThb TOMbKO Bpayam (MMEOLLMM NLEH3MIO) UK MO CE marking
PELIENTY Bpadia. With this mark, the manufacturer declares the compliance
Mapkuposka CE of the devices with the applicable standards and directives
3TVM 3HaKOM NPOM3BOAUTENb 3aABNSET O COOTBETCTBUN The device must not be modified in any way
YCTPOWNCTB AEMCTBYIOLMM CTaHAapTaM W ANPEKTMBAM.
Hwn B koem ciyyae Henb3si MOAMMULMPOBATL YCTPOCTBO.

- CMMBO/bI HaHeCeHbI Ha TpaHCMOPTHYH ynakoBKy / Symbols are printed on the transport packaging

10. MepeyeHb HaUWMOHANBHBLIX U MEXAYHapPOAHbIX HOPMATMBHBLIX [OKYMEHTOB/CTaHAapTOB, KOTOPbIM COOTBETCTBYET MeAuuMHCKoe u3genme\bl51 of
international regulatory documents/standards which the medical device compliesw ith

CraHgapT Onwucaxue Identification Designation
EN 1041 V3penus MeguumHekme. ViHhopmawms, EN1041 Information supplied by the manufacturer of medical
npefoCcTaB/feMas N3roTOBUTENEM devices
ISO 13485 W3penvs megmumHckme. CUCTeMbl MeHeMKMeHTa
kauecTBa. TpeGoBaHWs 151 LieNeil perynnpoBaHms ISO 13485 Medical devices - Quality management systems -
ISO 14971 W3genns megmumnHckmue Requirements for regulatory purposes

MpUMeHeHVe MeHeAXXMEHTa pUCKa K MeaNLIMHCKAM
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ISO 15223-1

ISO 17664

IEC 62366-1

ISO 7153-1

ISO 10993-1

ISO 10993-5

ISO 10993-10

ISO 10993-11

ISO 10993-12

ISO 10993-17

ISO 10993-18

n3gennam

W3genna meguumHeKue.

CuWMBO/IbI, MPUMEHSIEMbIE MPU MapKUPOBaHUM
MeAVLMHCKNX U3AENNIA, Ha STUKETKaxX 1 B
COMPOBOAWTE/NbHOW JOKYMeHTaumn. YacTtb 1
OCHOBHble TpeboBaHus

CTepunusauma MeauLUHCKUX n3genmid. iHgopmauus,
npesfocTasffemast U3roToBUTENEM [N MPOBeLeHUA
MOBTOPHOW CTEPUNN3ALMN MESULUHCKNX U3LENNIA
W3penns meguumuHCKme.

MpOoeKTUPOBaHNE MeAVLMHCKUX U3LENNIA C YHETOM
3KCNNyaTaLMoHHOW NPUrogHOCTM

VIHCTpYMEHTbI XUpYpruyeckme.

MeTannuueckne mMatepuasi.

YacTb 1 Hepxasetlowas ctab

W3penna megmumHcekue. OueHKa 61010rnyeckoro
[IeACTBUS MeAULIMHCKMX n3aennid. Yacte 1 OueHka v
nccnefoBaHus

W3genvsa megmumHCKme.

OueHka 61010rMYeCcKoro AencTBIUS MeANLIMHCKNX
nsgenwii. Yactb 5. ccnegoBaHms Ha
LMTOTOKCUYHOCTb: METOAbI in vitro*

M3pennsa meguumHekme. OueHKa 61onornyeckoro
[eNCTBUS MeANLMHCKNX n3genmii. Yactb 10
VccnenosaHna pasgpaxaroLlero v
CEHCUOWNN3NPYIOLLErO LeliCTBISA

W3genuna meamumHckune. OueHka 61onornyeckoro
[leNCTBMA MeAUUMHCKNX n3aenuid. Yacts 11
WccnenoBaHMs 06LLETOKCUYECKOTO AENCTBUS
WN3pennsa meguumHckme. OueHKa 61oiornyeckoro
NEeACTBUA MEAULIMHCKMX n3aennii. Yactb 12,
MpurotosneHve Npob 1N KOHTPO/bHbIE 06pasLbl
W3genns meguumHckue.

OLieHKa 61010rMYecKoro AeiCTBUS MeANLIMHCKNX
n3aenuid. Yactb 17. YCTaHOBNEHME NOPOrOBbIX
3HaYeHUli ANs BbIMbIBAEMbIX BELLECTB

V3penuna meguuUmMHCKue.

OueHKa 61010rMYeckoro LecTBUS MeMHUHCKNX
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ISO 14971

ISO 15223-1

ISO 17664

IEC 62366-1
ISO 7153-1
ISO 10993-1

ISO 10993-5
ISO 10993-10
ISO 10993-11

ISO 10993-12

ISO 10993-17

ISO 10993-18

IEC 60601-1

IEC 60601-1-6

IEC 60601-2-18

ISO 17665-1

Medical devices - Application of risk management to
medical devices

Medical devices - Symbols to be used with medieal
device labels, labelling and information to be supplied -
Part 1. General requirements

Processing of health care products - Information to be
provided by the medical device manufacturer for the
processing of medical devices

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

Surgical instruments - Materials - Part 1. Metals
Biological evaluation of medical devices - Part 1
Evaluation and testing within a risk management process
Biological evaluation of medical devices - Part 5: Tests
for in vitro cytotoxicity

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

Biological evaluation of medical devices - Part 11: Tests
for systemic toxicity

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

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

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

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

Medical electrical equipment - Part 2-18: Particular
requirements for the basic safety and essential
performance of endoscopic equipment

Sterilization of health care products - Moist heat - Part 1e
Requirements for the development, validation and
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nspgenuin. Yactb 18. ViccnegoBaHue XMMUYECKNX

CBOWCTB MaTepuasios

M3penna mefnMUmMHCKIME 3fieKTpuyeckme. Yacts 1
|EC 60601-1 O6LLme TpeboBaHMA 6e30MacHOCTM C YUeTOM

OCHOBHbIX (DYHKLMOHa/IbHbIX XapaKTeEPUCTUK.

W3genvs meanumHCKme anekTpuyeckme. Yacto 1-6.

O6ume TpeboBaHMs 6e30NaCHOCTU C YUETOM

IEC 60601-1-6 OCHOBHbIX (DYHKLMOHA/IbHbIX XapaKTEPUCTUK.

[oNONHUTENbHBIA CTaHAaPT. JKCMIyaTalMoHHas

NPUro4HOCTb.

W3penna mefuumMHCKMe aneKTpuyeckme. Yactb 2-18.

YacTHble TpeboBaHWsA 6e30MacHOCTY C yYeTOM

OCHOBHbIX (DYHKLMOHa/bHBIX XapaKTePUCTUK K

3HAOCKONMYECKO annaparype.

Crepunmnsayms MeauLMHCKOW NPoayKUMN.

ISO 17665-1 Crepunusauma napom. Yacts 1. Tpe6oBaHWs K
pa3paboTke, BMAALMN U TEKYLLEMY KOHTPO/IHO
npovuecca CTepuam3aunm MeaULUHCKUX M3Lennii

ISO ITS 18339 yCTpOVICTBa Ana aHgoTepannn - Kpbllka oKynsapa 1
KOHHEKTOp CBeToBOA

FOCT P 50444-  Mpu6opsl, annapaTbl 1 060py0BaHIE MEULIMHCKIE.

IEC 60601-2-18

2020 O6lLLe TEXHNYECKME TPeBOoBaHNS
FOCT P 53469- OnTuka v oNTUYeckne NpPMGOpPbI. SHLOCKOMbI U
2009 nproéopbl 3HAOTEPANeBTUYECKNE MeAULIMHCKME. YacTb

1. O6wue TpeboBaHNA
11. Peknamayms/Reclamation

MopsaoK NpeAbSIBNEHNs peKaMaLii 1 OTBETOB Ha HUX PerympyeTcs rpaxaaHCKUm
npaBoM. Peknamaums MOXET NpeabsBAATLCA TOMIbKO MO TaKMM BOMpocam, KOTopble
He ABMSAMCb NPeAMETOM MPUEMKW TOBapa, MPOW3BEJEHHON B COOTBETCTBUM C
YCMOBUSAMW [OrOBOpA.

Mo Bcem BoOMpocam, CBA3aHHbIM C 06GCMY>XUBaHWEM WU3[eNns, HeobXo4uMo
06paTUTLCA K YNONHOMOYEHHOMY NPELCTaBUTENIO NMPOU3BOAUTENS.

B cnyyae peknamaumy obpallatbCa K NpousBoauTento v/ unm ynonHOMOYeHHOMY
npeacTaBUTENO NPOU3BOANTENS.

MpoussoanTenb:

«KAPJT LUTOPLL CE 1 Ko. KI'», l'epmannsa (KARL STORZ SE & Co. KG)
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany

TenethoH: +49 7461 708-Q
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routine control of a sterilization process for medical

devices
ISO ITS 18339  Endotherapy devices - Eyepiece cap and light guide
connector
GOST R 50444-  Medical instruments, apparatus and equipment. General
2020 technical requirements
GOST R 53469-  Optics and optical instruments. Medical endoscopes and
2009 endotherapy devices. Part 1. General requirements

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 ofthe goods made in accordance with the terms ofthe contract.

For all issues related to product maintenance, please contact the Authorized
Representative ofthe 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-Strafle 34, 78532 Tuttlingen, Germany
Phone:+49 7461 708-0
Fax:+49 7461 708-105
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Pakc: +49 7461 708-105 -
E-mail: info@Kkarlstorz.com E-mail: info@karlstorz.cQm

Authorized representative of the manufacturer:

YTONHOMOUEHHb I MPEACTaBUTE/b MPON3BOANTENS: Limited Liability Company “KARL STORZ - Endoskopy WOSTOK’ (| C
OBLLECTBO C OrpaHNYeHHO OTBETCTBEHHOCTLIO Kapn LUTopl, - SHAockonbl BocTok  “KSHTE VOSTOK?)

(OO0 KLUTS BOCTOK) Derbenyevskaya nab. 7, building 4

115114, Mocksa, [epbeHeBckas HabepexHas, 7, cTp. 4. 115114 Moscow, Russia

Ten. +7 (495) 983-02-40, caxc: +7(495) 983-02-41 Phone: +7 (495) 983-02-40, Fax: +7 (495) 983-02-41
e-mail: info-ru@Kkarlstorz.com e-mail: info-ru@Kkarlstorz.com

12. CeepgeHusa o npomssoguTene / Information about manufacturer

PA3SPABOTUINK: DEVELOPER:

«KAP/T LUTOPL, CE n Ko. KI'», N'epmanus (KARL STORZ SE & Co. KG) KARL STORZ SE & Co. KG, Germany
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
TeneoH: +49 7461 708-0 Phone: +49 7461 708-0

dakc:+49 7461 708-105 Fax: +49 7461 708-105

E-mail: info@karlstorz.com E-mail: info@Kkarlstorz.com

NMPON3BOAUNTE/b: 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

«KAP/1 LUTOPL, CE n Ko. KI'», 'epmaHua (KARL STORZ SE & Co. KG)
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany

TenethoH: +49 7461 708-0

dakc: +49 7461 708-105

E-mail: info@Kkarlstorz.com

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER:

YMOJIHOMOUYEHHbIW MPEACTABUTE/b MPOV3BOAUNTENSA: " "
00O KLUT3 BOCTOK LLC "KLUTS BOCTOK

115114, Moscow, Derbenevskaya embankment, 7, p. 4
115114, Mocksa, [lepbeHeBcKasi HabepexxHasi, 7, cTp. 4 Phone: 8 (495) 983-02-40
TenedoH: 8 (495) 983-02-40 Email: info@Kkarlstorz.com

E-mail: info@karlstorz.com
MANUFACTURING SITE:

MECTO NMPON3BOACTBA: 1 ICARL STORZ SE & Co. KG,
1 KARL STORZ SE & Co. KG Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
' 2. Storz Endoskop Produktions GmbH

Dr,-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany .
2. Storz Endoskop Produktions GmbH Schneckenackerstr. 1, 8200 Schaffhausen, Switzerland.

Schneckenackerstr. 1, 8200 Schaffhausen, Switzerland.
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Ipuaoxenne 1. lepevens pekoMenIyeMbIX YHCTHMMUX H Ae3uHHUHpYIomHuX pacTBopoB\ Appendix 1. List of recommended cleaning and
disinfecting solutions
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MpunoxeHue 2. NepeyeHb PEKOMEHAYEMbIX YANCTAWMX N ae3nHpuunpyrowmx pacteopos\ Appendix 1. List of recommended cleaning and
disinfecting solutions

Py4yHada oumncTtka u geamHgekumsa / Manual cleaning and disinfection

UucTtawume pacteopbl / Cleaning agent
MpowusBognTens /

desnHgpuumnpyrouwe pacteopsl / Disinfectant

ToproBoe HaumeHoBaHue /  pounsBoguTens / Toprosoe HaumeHoBaHue /

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
Esteer Pharma GmbH
Esteer Pharma GmbH
Lysoform Dr. Rosemann

SekusepfA™ aktiv
ULTRASEPTIN® activ
ULTRASEPTIN® PAA
Lysoformin® 3000

Ecolab Deutschland GmbH
Esteer Pharma GmbH
Esteer Pharma GmbH
Lysoform Dr. Rosemann

Sekusepfr™ aktiv
ULTRASEPTIN® activ
ULTRASEPTIN® PAA
Lysoformin® 3000

GmbH

Schumacher, Dr. GmbH
Schulke & Mayr GmbH
Schulke & Mayr GmbH
Schumacher, Dr. GmbH
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PERFEKTAN® ENDO
gigasept AF® forte
gigasept® instru AF
DESCOTON extra

GmbH

Schumacher, Dr. GmbH
Schumacher, Dr. GmbH
Schumacher, Dr. GmbH
Schulke & Mayr GmbH
Schulke & Mayr GmbH
Schulke & Mayr GmbH
Steril-4 s.r.l.

Weigert, Dr. GmbH & Co.

DESCOTON extra
DESCOTON 2% GDA
PERFEKTAN® ENDO
gigasept AF® forte
gigasept® instru AF
Lysetol® V

STERIL-C

neodisher® Septo Active



OuuncTKa 1 fe3nHpekyma B motoLle-ae3nHhuunpytowmx MawmnHax / Machine cleaning and disinfection

UucTtawume pacteopbl / Cleaning a >ent

Mponssogntens / Manufacturer

Ecolab Deutschland GmbH
Ecolab Deutschland GmbH

Ecolab Deutschland GmbH
MedisafeUK, Ltd.

Weigert, Dr. GmbH & Co.
Weigert, Dr. GmbH & Co.
Weigert, Dr. GmbH & Co.
Weigert, Dr. GmbH & Co.
Weigert, Dr. GmbH & Co.

ToproBoe HanmeHoBaHwue /
Trade name

Sekumatic™ FR
Sekumatie”™* FRE
Sekumatic™ MultiClean
3E-Zyme/HS- Zyme
neodisher® FA

neodisher® MediClean
neodisher® MediClean forte
neodisher® MediZym
neodisher® SeptoClean*

OesnHdunympytowe pacteopsl / Disinfectant
Mpounssogntensb / Manufacturer  Toprosoe HaumeHoBaHue /

Trade name
Ecolab Deutschland GmbH Sekumatic™ FD
Weigert, Dr. GmbH & Co. neodisher® SeptoClean*
Weigert, Dr. GmbH «&Co. neodisher® Septo DN

UuncTtawime cpefcTBa, MOMeYeHHble *, AoKa3ann CBOK 3(hpeKTUBHOCTL NpoTMB NpunoHoB / Cleaning agents that are marked with*: These cleaning agents
are proven to be effective against prions
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[{Tepesod ¢ nemeyrozo u anznutickozo 23uix06 Ha pyccxuii A3vix)
[(Ha 6aanxe xomnanuu «Kapn Limopy — Indockony)

DopmupyeM BMecTe Gyayinee 3HAOCKONAH HA NPOTHKeHHH Gonee 75 ner

«KAPJI LITOPY CE u Ko. KI'» (KARL STORZ SE & Co. KG) * a/1230 * 78503 Tyramuren/Tepmanns
(PO Box 230 - 78503 Tuttlingen/Germany)

YTBEPXAEHO

Crapiunil A8pexTOP 10 HOPMATHEHO-NPABOBOMY PETYIHPOBAHHIO
MEXIYHAPOAHOIrO OT/ENa RO 3A0POBLI0 NARHEHTOR B HOPMATHBRO-NPABOBOMY Pery.IHPOBAHNIO
IMEHOCTBI

oo nopyjcHmo, A-p berrnna Xaden
(uma)

«Kapa lllTopu CE n Ko. KI'»
Ap.-Kapa-IlITopu-IliTpacce
34, 78532, TyTnunres,
Fepmanus
(Dr.-Karl-Storz-Strafie

34, 78532, Tuttlingen
Germany)

/noonuce!
(noanuce)

16 wons 2023 2.
(aens, mecau (nndpamn))

(lLiTamn)
[{Texamv xomnanuu «Kapn Limopy CE u Ko. KI'»]

HHCTPYKIHA ITO SJKCIVIYATAIHH
Canyckon xecrknit HOPKINS B BapRAHTAX HCHONACHAN ¢ DPHHALISKHOCTAMHE

Hazpanne MEAHLIMHCKOTO H3AEHA

2023 r.
daxTiveckuit azpec; Banxoncxse «Jipime banx Al' Kommasanrroe Tosapanicetso INonnui koMnamson
«KAPJI LLITOPLL CE » Ko. pexpaanyii; Tyramsrenn «KAPJ1 IToP1 CE «KAPA LUTOPL{
KI» «iOunKpeanr Bank SWIFT: # Ko. KI™» Qeppanstynre CE»
JAp.-Kepn- AT» DEUTDESS653 Jp.-Kapa-11lropu-Llitpacce 34 flp.-Kapn-Liltopu-Uhpacce
Wvopu-Litpacce 34 SWIFT: IBAN: DE09 6537 0075 78532 Tyramarcw/Tcpusting 34
78532 TytnmnrenTepmanua HYVEDEMM473 0211 6390 00 Mecronaxoxacune kommannk: 78532 TyrmomenTepuanua
Tenedon: 49 7461 7080  IBAN: DE62 6002 r. TyTnuuxren MecTonaxoxacHie
Daxc: +49 7461 708-105 0290 0034 5326 05 Hapoaweifi Gank Toprosuil peectp: xomnansm: r. TyTAwHres
31 nowra: «llisapupama-flonay- r. liltyrrapT, HRA 450442 Toprosufi peectp:
info@karistorz.com «Kpalicmnapxacce Hexxcap 3 Kaetit. Ne nmarensmnxs HAC: r. Uhytrapt, HRB 762824
www.karistorz.com Tymnwunres» SWIFT: GENODESITUT DE 142931059 Ynpaamonyst  mipexrop:
SWIFT: IBAN: DE97 6439 0130 Aupexrusa of ynumnmsm Kepn-Kpuctean LiTopil
SOLADESITUT 0000 772003 AMCKTPHYECKOrO [Mpencenarens coseTa
IBAN: DE79 6435 R WEXTPOHIOIO AHPEXTOPOB:
0070 0000 0013 22 060pynOBRHN, MHOTOKDaTHLIA  nOYCTHME
per. Ne DE 74465858 ogrop Cuiwnn Liropn

9370321, mcp. 4.1
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P HOTapHANbHBIX JeiicTauit UVZ UZ 1264/2023
Actpua Xapaut-Llltpexxep * Tein.: +4974619659700 * ®axc: +4974619659720

HoTapHantbHOE YAOCTOBEPERHE
Ilommice, nocTaBleHRad BBINIE B MOEM IIPACYTCTBHH, ABJIACTCA OAMHCEIO
r-xu a-pa Berrunsr Xaden,
nara poxaenuna: 09 cenrsGps 1982 r.,
ciyxeOnbiif agpec: 78532 r. Tyrmuuren, Mp. Kapa-1lropu-lllTpacce 34,
~— H3BECTHONH MHE JIHYHO —
9TO 4 HACTOSAIIHM OPHIHMATEHO YAOCTOBEPAIO.

r. Tytmunres, 05 mong 2023 r.

/nodnuce/
Horapuyc Actpun XapanTt-lllTpekkep

[Pervepran nevame nomapuycal
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TeKCcT faHHOro AOKYMeHTa nepesén nepesogunk Paxumkynos dnbaap Cepkanuesny. 3HaHWe MHOCT PaHHOTO
A3blKa NOATBEP>KAat0. BbINONHEHHbI NEPeBos ABNSET CA NPABUNbHLIM, TOUYHbBIM 1 MOHBIM.

Poccuiickas depepayms
Mopof Mocksa
,U,Ba,qu,aTb [EeBATOro aBrycTa ABe ThbiCAYN ABaLaTb TPETLEIO o
A, TOYKNH MU T puit Banepbesny, HoTapuyc ropoga MOCKBbl, CBUAETENbCTBYH NOLANHHO
nepesofuynmka Paxumkynosa dnbpapa Cepkanumesnya.
Moanuce caenaHa BMOeM NMPUCYyTCTBUU.
JInyHOCT b NOANUCABW Er0 AOKYMEHT ycTaHOBNEHA.

3aperncTpupoBaHo BpeecTpe: Ne 77/2079-H/77-2 0 2 3 A
YnnayeHo 3a COBeplleHue HOTapMaI’IbHOFO""O\)K BUNA

0.B. TOYKuH

Bcero npowHypoBaHo, NpOHyMep
N CKpenneHo neyaT bio 58 nb

HoTapuyc
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