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BakHad MHpopM~A™ua gna nonb3oBaTene magenmim m nHctpymeHtos KAPJT LUWTOPL/
Important information for users of KARL STORZ devices and instruments

PeKOMeHAyeTCs NpoBepuUTb NPUIoAHOCTb MPOAYKTOB A5 NnpeanosiaraeMoli npoueaypbl 40 Havana ncrnosib3oBaHus.

Bnarogapum Bac 3a foBepwue, okazaHHoe Toproeoii mapke KARL STORZ. Kak 1 BcA Hawla NpogyKuus, fjaHHoe n3fenve aBnsetcs pesynbTaTOM Hallero onbita u
KponoTaunsoii paboTel. Bbl 1 Balwa opraHusauns Bel6pany COBpeMeHHbI U BbICOKOKAYeCTBEHHbIM NPOAYKT Npon3BoAcTBa komnaHun KARL STORZ.

HacToswas MHCTPYKLUMS AO/MKHA NMOMOYb Bam NpaBu/ibHO MCMOMb30BaTh, a TaKXKe 04YMLAaTh, Ae3NH(MLUPOBATL U NP HEO6X0AUMOCTU CTepunn3oBaTb nsgenve. Bee
Heo6X0ANMble AeTanu U AeCTBUS HArNsAHO Pa3bACHATCSA. MM03TOMY BHUMATENbHO MPOUTUTE HACTOALLYI0 MHCTPYKLMIO; GepeXkHO XpaHuTe eé, uTobbl B Clyvae

BO3HWKHOBEHMA BOMPOCOB K Hel BCerga Mo>xHo 6b110 06paTI/ITbCFI.

MNPEAYMNPEXAEHWE: aHgockonbl KARL STORZ nocTaBnaiTcs HeCTepTbHbIMU, U MX HEOOXOANUMO OUULLATb, Ae3MHULMPOBATbL U CTEPLIN30BATb Nepes
MepBbIM UCMO/Mb30BAHNEM WU Ka>KAbIM MOCMeAyOLWMM NOBTOPHbLIM UCMO/b30BaHMEM.

Komnanna KARL STORZ nocTosiHHO paboTaeT Hafl yCOBepLUEHCTBOBaHWEM BCel MpoayKuuu. Mo 37O NPUUYMHE BO3MOXHbI M3MEHEHUS (HOPMbI, OCHALLLEHUS 1
TexHonornu. Mbl paccumTbiBaeM Ha Bawe noHumaHue. [03TOMy AaHHbIe, N306PaXXeHUS U ONKUCaHWA B HACTOAWEN MHCTPYKUUN He MOTYT ObITb OCHOBaHWEM A5
npesbaBNeHUS NPeTeH3NI.

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. Oo6buwue ceegeHna/General information

JHA0CcKoNbl €O cTepXXHeBbIMU NUH3aMM HOPKINS spnatoTcs mMHoropasoBbiMM M HOPKINS rod lens endoscopes are reusable and consist of an eyepiece, a
COCTOAT U3 OKyNspa, pasbema ANs CBETOBbIX Kabeneit C NpeaycTaHOBNEHHbIMW  connection for light cables with screwed-on adaptors for light cables from other
agantepaMu [ANs CBETOBbIX Kabeneil Apyrux npoussogmTesieid n o6onoukn U3 manufacturers, and a sheath made of rust-proof material that encloses the rod lens
HepXkaBetolllero maTepuana, KoTopas 3aKpbiBaeT CUCTEMY CTepXHEBbIX NMH3 U system and an integrated fiberoptic light cable.
BCTPOEHHOI0 OMTOBO/IOKOHHOTO CBETOBOAA.
They must therefore be handled with care, and checked for correct functioning and
Mostomy ¢ Humu Heo6xoaumo 06pallaTbCa  OCTOPOXHO W npoBepaTb Ha  for signs of damage before and after every use on a patient.
NPaBUNbHOCTb PYHKLMOHMPOBAHUSA U Ha HaM4yme MPU3HAKOB MOBPEXAEHUA [0 W
NoCne KaXaoro ncnosb3oBaHMA Ha nayuneHTe. Observing the following information will ensure that your HOPKINS endoscopes
have a long service life.
CobnofeHne cnegytowein nHpopmaymm obecneunT [OATUA CPOK CAYXObl BaLnx
aHgockonos HOPKINS.
1.1. HammeHoBaHue meaguumHckoro nsgennsa/Name of the medical device

33odharockon xecTkmit HOPKINS ¢ npuHagiexxHoCcTAMM: Esophagoscope rigid HOPKINS with accessories:
I.  33odharockon xecTknin HOPKINS, B cocTase: 1. Esophagoscope rigid HOPKINS, consists of:
1 33odarockon xecTkuii HOPKINS, HanpaBneHue HabnoaeHws 0°. anametp 5,5 MM, 1 Esophagoscope rigid HOPKINS, direction of view 0°, diameter 5,5 mm,

[/IMHa 53 cM, B cocTaBe:
33ocharockon - | wr,;

- WHCTpyKUmMA no akcnayataumm - 1 wr.;
Mnb3a  3aWuMTHas, A8  3HAOCKOMOB  A/iMHOM 55 cm  (mpm
HeobxoanmMocTh) - 1 Wi,

length 53 cm, consists of;

- Esophagoscope - 1pc.;

- Instruction for use - 1pc.;

- Protective tube, for endoscopes length 55 cm (if necessary) - 1pc.;

2. KOHTeliHep MpPOBOMOUHBIA At AE3MHKEKLMN/CTEPUAM3ALMI/XPAHE HIst  (NpHA 2. Wire container for disinfection / sterilization / storage (if necessary), dimension

Heo6X0AMMOCTY), TUNopPa3Mepbl: types. . .. . A . .

2.1. KoHTeiiHep NpoBOMOYHbIA /18 Ae3vHpeKLmn/cTepuam3aummn/ XpaHeHus 2.1. Wire container for disinfection / sterilization / storage, dimensions: 290
pasmepbl: 290 X 60 X 52 MM x 60 x 52 mm; o _— A

2.2. KoHTeliHep NpoBO/MOYHLIA 438 Ae3vH(eKLMM/CTepuAm3aumn/ XpaHeHus 2.2. Wire container for disinfection / sterilization / storage, dimensions: 352
pasmepbl: 352 X 125 X 54 MM x15x54mm, _— N

2.3. KoHTeliHep NpoBOMOYHbLIA A9 Ae3vHMheKLMm/cTepUan3aUmm/ XpaHeHns 2.3. Wire container for disinfection / sterilization / storage, dimensions: 670
pasmepbl: 670 X 80 X 52 MM x 80 x 52 mm; e _— N

2.4, KoHTeliHep NpoBonouHbliA A4S aesvHdeKumn/cTepunmsaumn/ xpaHeHus 2.4. Wire container for disinfection / sterilization / storage, dimensions: 640
pasmepbl: 640 x 216 X 78 MM x2lbx78mm; _— S

2.5 KoHTeliHep NpoBonouHbliA A4S AesvHdeKumn/cTepunmsaumn/ xXpaHeHus 2.5. Wire container for disinfection / sterilization / storage, dimensions: 622
pasmepbl: 622 x 150 X 78 MM x 10xBmm; I . .

2.6. KoHTeliHep NPOBOMOYHBLIA /1A Ae3nHpEKLMM/CTEPUAN3aLMK/ XpaHeH)s 2.6. Wire container for disinfection / sterilization / storage, dimensions: 480
pasmepbl: 480 x 125 x 54 MM x125x54mm; A . .

2.7. KoHTeiiHep NpoBOMOYHbIA [1S1 aesuH(eKLmMmr/CTEpUAM3aLMN/ XpaHeHNs 2.7. Wire container for disinfection / sterilization / storage, dimensions: 604

' x 125 x 54 mm.

pasmMepbl: 604 x 125 x 54 mm
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1. TMpuHagnexHocTu: n. Accessories:
1 Apantep ceetoBogos KARL STORZ u Olympus; 1 Adapter for KARL STORZ and Olympus light guides;
2. Apantep csetoBogoB Richard Wolf; 2. Adapter for Richard Wolf light guides;
3. LleTka nnockas ang o4MCTKM - 5 w.fyn. 3. Flat brush for cleaning - 5 pc./pack.
[lanee BO3MOXHbI HavMeHoBaHUs: OnTuka, U3aenve, SHgockon, SHgockon HOPKINS, Possible further names: Optics, Device. Endoscope, Endoscope HOPKINS, medical
MeLMLMHCKOe n3fenve. device.
1.2.MepeyeHb apTUKynoB nsgennii/REF list
I.  330dharockon xecTkuii HOPKINS, B cocTaBe: 1  Esophasoscope rigid HOPKINS, consists of;
HanmeHoBaHue REF Name REF
33ocparockon xecTkuii HOPKINS, HanpaBneHue Rigid esophagoscope HOPKINS, direction of view 0® diameter
HabnogeHns 0°, amameTp 5,5 MM, gnmHa 53 cm 12015AA 5,5 mm, length 53 cm 12015AA
KoHTeiiHep MPOBOMOYHLIN A/15 Ae3nHDeKLmN/ 39501A1 Wire container for disinfection/sterilization/storage, dimensions: 39501A1
cTepunmsaumn/xpaHeHns, pasmepbl: 290 x 60 X 52 MM 290 x 60 x 52 mm
KoHTeiHep NpoBONOYHbLIN 419 Ae3nHpeKumn/ 39501A2 Wire container for disinfection/sterilization/storage, dimensions: 39501A2
cTepunmsaumu/xpaHeHns, pasmepbl: 352 x 125 x 54 mm 325 x 125 x 54 mm
KoHTeiiHep NPOBONOYHbINA 19 Ae3nHbeKumn/ 39501C Wire container for disinfection/sterilization/storage, dimensions: 39501C
cTepunmsaumu/xpaHeHus, pasmepbl: 670 x 80 X 52 MM 670 x 80 x 52 mm
KoHTeiiHep MPOBO/OYHLIN A15 Ae3nHDeKUmn/ 39501ES Wire container for disinfection/sterilization/storage, dimensions: 39501ES
cTepunmsaumn/xpaHeHns, pasmepbl: 640 x 216 x 78 Mm 640 x 216 x 78 mm
KoHTeiiHep NPOBO/IOYHDIN /19 Ae3nHpeKumn/ 39501BR Wire container for disinfection/sterilization/storage, dimensions: 39501BR
cTepunm3aumu/xpaHeHns, pasmepbl: 622 x 150 x 78 mm 622 x 150 x 78 mm
KoHTeiiHep NPOBONOYHbINA A15 Ae3nHDeKUmn/ Wire container for disinfection/sterilization/storage, dimensions:
cTepunmsaumu/xpaHeHns, pasmepsl: 480 X 125 x 54 mm 39501BEC 480 x 125 x 54 mm 39501BEC
KoHTeliHep NMPOBOIOYHbIN ANs Ae3nHpeKuum/ Wire container for disinfection/sterilization/storage, dimensions:
cTepunu3aummn/xpaHeHus, pasmepbl: 604 x 125 x 54 mm 39501CEC 604 x 125 x 54 mm 39501CEC
1L TpuHagnexxHoCTH Il.  Accessories
HanmeHoBaHue REF Name REF
Apantep cseToBogos KARL STORZ n Olympus 495G Adapter for KARL STORZ and Olympus light guides 495G
ApanTep cBetoBogoB Richard Wolf 495F Adapter for Richard Wolf light guides 495F
LLleTka nnockas ans O4UUCTKU 27652-05 Flat brush for cleaning 27652-05

1.3.Ha3Ha4eHHe/Intended USE
SHAOCKON MpefHa3HayeH A NnonyyeHus ¥ nepefadn 3HA0CKONUYECKOro n3obpakeHns npu  The endoscope is intended for receiving and transmitting endoscopic images in

[AMarHoCTVKe 1 Tepanun npun 330harocKonmmn. IHA0CKON npeaHasHayeH 1 BPEMEHHOro diagnostics and therapy during esophagoscopy. The endoscope is intended for temporary
WCMOJb30BaHNS MPY MHBA3UBHbLIX BMELLATE/IbCTBAX Yepe3 eCTECTBEHHbIE OTBEPCTUS. use in invasive procedures through natural openings.

1.4. MokasaHus/Indications
MpyMeHeHWe 3HAO0CKOMNOB U MHCTPYMEHTOB A/151 330(DaroCKOMmMn nokasaHo, ecim ¢ TOUKM The use of endoscopes and instruments for esophagoscopy is indicated if esophagoscopy
3PeHs flevalliero Bpaya rnokasaHa ssodarockonus. K Heid oTHoCATCS, B YaCTHOCTW, is indicated from the point of view of the attending physician. It includes, in particular,
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AVWAarHoCTUKa M nevyeHune:
- 3aTpyLHEHHOrO rNoTaHus
- KpoBsoTeueHus
- YaaneHvie MHOPOAHOTO TeNa M3 NuLLEeBoda
- CTeHo3bl
- AmarHocTuka npy 3a60neBaHUAX MULLEBOAA, TaKUX KaK CBULLM, OXOTH,
racTpoasogareansHas pettoKcHas 601e3Hb, ONyXonu
- bruoncus
- DHIOCKOMWYECKOe yaanieH e onyxonei nuwesosa, rmnoapuHKca 1 BepxHel TpeTu
nuLeBosa.

1.5.1lpoTHBonoKa3aHHfl/Contraindications
MpuMeHeHWe 3HAOCKOMOB M MHCTPYMEHTOB /151 330(harOCKONUM NPOTMBOMOKa3aHo, ec/n, Mo
MHEHVIO flevalllero Bpaya, XUPYPruyeckuiA MeTod NPOTMBOMOKA3aH WM ecin  obluee
COCTOSIHME MauMeHTa He NOAXOANT A/19 onepauyun UK aHecTe3nu.
330(harockonbl HeMb3st UCNO/b30BaTb A/ BMELLATENBCTB, HAXOAALMXCS B MPSIMOM KOHTaKTe
¢ LUHC (ueHTpanbHOIn HepBHOW CUCTEMOIA) 1 LIEHTPaIbHOW CepeYHO-COCYANCTON CUCTEMOIA.
Kpome Toro, AeiiCTBYHOT CrieaytoLume NpoTUBOMOKa3aHus:
. BblpaxXeHHble gehopmaLm 1 HapyLLIEHUS NMOABVMXKHOCTU LLEHOIO U rpyAHOro OTAEN0B
MO3BOHOYHMKA, KOTOPble MPENATCTBYIOT NPaBU/IbHOMY MO3ULMOHUPOBAHMIO MaLMeHTa Ha
OnepaLmoHHOM CToJle.

En

diaénosis and treatment:

- Difficulty swallowing

- Bleeding

- Removal of a foreign body from the esophagus

- Stenoses

- Diagnostics for diseases of the esophagus, such as fistulas, bums, gastroesophageal
reflux disease, tumors

- Biopsy

- Endoscopic removal of tumors of the esophagus, hypopharynx and upper third of the
esophagus.

The use of endoscopes and esophagoscopy instruments is contraindicated if, in the opinion
ofthe attending physician, the surgical method is contraindicated or if the general condition
of the patient is not suitable for surgery or anesthesia.

Esophagoscopes cannot be used for interventions that are in direct contact with the central
nervous system (central nervous system) and the central cardiovascular system.

In addition, the following contraindications apply:

. Severe deformities and mobility disorders of the cervical and thoracic spine, which
prevent the correct positioning of the patient on the operating table.

1.6. Bo3M0OXHble No604UHbIe ahheKTbl 1 ocnoxHeHNA/Possible adverse events and complications

B03MOXHbIe prCcKKM (MOBOUHbIE ABMIEHNS), MPUCYLLME NPOLEAYPaM 330(haroCKonuu B LIEIOM:
- He6onbLume paspbiBbl Ha CM3UCTOR 060/104Ke

. [ny6okuii paspbIB CIN3NCTON 060104KN (MPX COBCTBEHHON MbILLIEYHOW 060M0UKE)
- KposoTteyeHue

. [emaToMma

- Mepchopauus

- CTpuKTypa, CTEHO3

- OMdm3eMa MArKUX TKaHe Lien Ui cpegsocTeHuns

- Bonb B rpyaw, 60nb B rNOTKe

- MeguacTuHuT, abeuecc

- ObixaTenbHasa MHpeKLys

- MoBpexpaeHue 3yba

- MoBpexgeHve BO3BPATHOro ropTaHHOro HepBsa

. dopmuMpoBaHKe NOC/eoNepaLMoHHOro CBILLA

- Jlnxopagka

1.7. Keanugukayuns nonbsosatensa/User qualification

3Hgockonbl KARL STORZ n HOPKINS moryT ucnonb3oBaTbCs TO/IbKO NnLaMu ¢
COOTBETCTBYIOLLLEN MeANLUHCKO KBanmdukaumer M 3HAKOMbIMU c

9HAOCKONMNYECKNMN METOAAMMN.

Possible risks (side effects) inherent in oesophagoscopic procedures in general:
- Small tears in the mucous membrane

- Deep rupture of the mucous membrane (with its own muscular membrane)
- Bleeding

- Hematoma

- Perforation

. Stricture, stenosis

- Emphysema of the soft tissues of the neck or mediastinum

. Chest pain, throat pain

- Mediastinitis, abscess

- Respiratory infection

- Tooth damage

- Recurrent laryngeal nerve injury

. Formation of a postoperative fistula

- Fever

KARL STORZ endoscopes and HOPKINS endoscopes may only be used by
persons with an appropriate medical qualification and who are acquainted with
endoscopic techniques.

1.8. OnncaHme 0CHOBHbIX (PYHKLMOHANbHbIX 3/IEMEHTOB M COCTaBHbIX YacTei (y3710B) MmeguumnHckoro nsgenus \Key Functional Elements and Components
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(Units) Description

Eng

Q+@+(D

3J3ocharockon xecTknin HOPKINS
Rigid Esophagoscope HOPKINS

ApanTep cBetoBogoB KARL STORZ 1 Olympus (npeaycTaHOBNEH)
ApanTep ceetoBogoB Richard Wolf (npeayctaHoBneH)

LLITyuep ana noggofda cBeTa, 6e3 agantepa

KonbLo ans LBETOBOr0 KOAMPOBaHWS Hanpas/ieHns HaboaeHus:

EY AN NI

3eneHoe = Orpagycos

OKynsip 1 HarnasHuK

OnTunyeckas Tpybka

KonbLo ¢ MapkunpoBkoi «Autoklav»

O603Ha4YeHMe TUMa 1 yKasaHWe HarnpaeneHns HabnoaeHns. bas 6yksa
nocne Homepa 0603HaYaeT:

© No U

A = 0/6 rpagycoB

9. OGBLEKTVB M AUCTANbHbIN BbIXO CBETOBOAA
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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

5. Eyepiece and eyeshade

6. Optical tube

7. Ring marked "Autoklav"

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

9. Objective and distal light guide exit
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I Eng

KoHTe/Hep MPOBOMOYHbIA ANs Ae3vHpeKumu/cTepuansaumnm/xpaHeHns, pasvepsl: 640 x 216 x 78 Mm

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

KoHTeiliHep NPOBO/IOYHBIN 418 AE3UH(EKLMW/CTEpUn3aLMn/XpaHeHus, pasmepsbl: 622 x 150 x 78 mm

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

KoHTeiHep MpOBOMOYHbBIA ANs Ae3UH(eKLmn/cTepunmsaLmmn/xpaHeHus, pasmepsbl: 480 x 125 x 54 mm

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



w 3 Eng

KoHTeliHep MpOBOMOYHbIN 4518 Ae3nH(eKLumn/cTepunmsaLun/xpaHeHus, pasmepbl: 604 x 125 x 54 mm
Wire container for disinfection / sterilization / storage, dimensions: 604 x 125 x 54 mm

MpuHagnexHocTu/Accessories

AgpanTep csetoBofoB KARL STORZ n Olympus
KARL STORZ and Olympus light guide adapter

Apantep ceetoBogoB Richard Wolf
Richard Wolf light guide adapter

LLleTka nnockas ans 04ncTku - 5 wr./yn.
Flat brush for cleaning - 5 pcs * pack.

1.9. OCHOBHbIe TeXHMYECKNE N PYHKLMOHaNbHble xapakTepuctukn/Main technical and functional characteristics

SHgocKON O6Lwana givHa,  OnuHa pab6oudeii Hapy>Hbii BHYTpeHHWI Yron HanpasneHus Mone LiBeToBOE Macca.
No MM yacTtu, Mm anameTp, MM AnameTp, MM HabnoaeHus 0630pa 0603HaueHme '
Endoscope Total length. Working length. Outer Inner Direction of view Field Color code Weight, g
12
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mm
542,60

mm

1) 12015AA 596,06 5,45

diameter, mm

diameter, mm of view

N/A 0° 67° 3eneHblii/ green 100,8

[Jonycku coctanatoT + Ko/ Tolerances are + 10%

BHyTpeHHWIA nonepeyHbIil pasmep UHCTPYMEHTaSIbHOTO
(broncmitHoro KaHana), M/

Internal size of the instrumental (biopsy channel), mm
BHelwHWiA fuameTp HarnasHuka, Mv/

Outer eyepiece diameter, mm

BHYTpeHHWIA anaMeTp HarfasHuka, Mm/

Inner eyepiece diameter, mm

PacueTHOe pabouee paccTosHue, Mm/

Estimated working distance, mm

UunctoTa nonsa 3peHus/

Field of view purity

YInoBoii gnanasoH (yron narmba aucTanbHOro KoHua), °f
Angular range (bend angle of the distal end), °

CepMeTUUYHOCTb 3HA0CKONOB 1 3 /MK KX YacTei

Tightness of endoscopes and EC and/or their parts

CpefHsst HapaboTka Ha 0TKas, UK/

MTBF, cycle

CpegHuii cpok cnyx6sbl, rofpl/

Average service life, years

CpefHee Bpems BOCCTaHOB/IEHUA paboTOCMOCOOHOrO COCTOSHMS,
yacbl/

Average recovery time, hours

Cpok coxpaHsemocTu, rogpl/

Shelf life, years

YCTOMUMBOCTb K BO3AEWCTBMIO Npu aKkcnnyaTtaumn/ Resistance to
impact during operation

MpPOYHOCTbL K BO3AEWCTBUIO KIMMATUYECKMX (hakTopOoB Mpu
TpaHCMopTMPOBKe U XpaHeHUW/ Resistance to climatic factors
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WHCTpyMeHTanbHbI KaHan oTCyTCTBYET/
No instrumental channel

32
25

55

Mpy oCMOTPE NO/S 3pEHNSt 3HAOCKOMOB W NyN TY6YCHbIX 3HAOCKOMNOB B NPOXOASLLEM CBETE He
JO/MKHbI ObITb BUAHbI 3arps3HEHUs, MATHA, LapanuHbl, HaNeTbl, CBUAM Y AbIMbI, MeLLatoLme
HabntogeHuto/ When examining the field of view of endoscopes and loupes of tube endoscopes
in transmitted light, no contamination, stains, scratches, raids, streaks and fumes that interfere
with observation should be visible.

Henpumenunmo/ Not applicable

KOHCTPYKUUSt 3HAOCKOMOB A0MKHA ObITb repMeTUYHON ANt 06eCreyeHns NpoBeAeHus
LE3VHIEKLIMM, OUNCTKI 1 CTEPUAM3ALINM

Cwm. rnasy 13/ See chapter 13

Cwm. rnasy 13/ See chapter 13

He 60nee 4 4/ No more than 4 hours

He meHee 5 net/ At least 5 years
YcToitumBo/ Resistant

Ycroitumso, cm. rnasy 7/ Resistant, See chapter 7

13



> during transportation and storage
YCTONUMBOCTL K BUONOrMYECKO cpefe OpraH13ma YenoBeka/

Resistance to the biological environment of the human body YCTOWMBO, CM. Fnasy 3.4.2/ Resistant, see chapter 3.4.2

MpOYHOCTb K CpeAcTBaM CTEPUAM3ALMN U Ae3nHpeKLmn/ YcToinumeo, cm. rasbl 10, 11, a Takoke MpunoxeHve 2/

Resistance to sterilization and disinfection agents Resistant, see chapters 10, 11 and Appendix 2

YCTOAUMBOCTb K BO3/|EACTBUIO MEXaHNYECKMX (DAKTOPOB Mpu Tpe60BaHWs YCTONYNBOCTY K BO3LEWCTBMIO KTMMATUYECKUX U MEXaHUYECKMX (DaKTOpOB,

akcnnyaraumu/ Resistance to mechanical factors during operation  Bo3HMKatOLLWMX MPK 3KCM/yaTaUwn, JO/MKHbI COOTBETCTBOBaTh TpeGoaHusm MTOCT 20790/ OCT
P 50444/

The resistance requirements for the effects of climatic and mechanical factors arising during
transportation must comply with the requirements of GOST 20790 / GOST R 50444,
MPOYHOCTb K BO3AENCTBMIO MEXAHUYECKMX (DAKTOPOB NpK
TpaHcnopTMpoBaHuu/ Resistance to mechanical factors during TpeboBaHMA NMPOYHOCTM K BO3AEMCTBUIO KIIMMATUYECKMX 1 MEXaHUYECKMX (haKTOpOB,
transportation BO3HMKAIOLLMX NpU TPaHCMOPTUPOBaHUM, JO/MKHbLI COOTBETCTBOBATL TpeboBaHuamM MOCT
20790/ OCT P 50444/
The resistance requirements for the effects of climatic and mechanical factors arising during
transportation must comply with the requirements of GOST 20790 / GOST R 50444,

Jonycku coctanatoT = 10%/Tolerances arex 10%

0} Q Ko (: B

A
MMnb3a 3awnTHas/ Protective tube
HanmeHoBaHwme O6was gnvHa (A), Mm OunameTp (B), Mm
Name Total length (A), mm Diameter (B), mm

Mnb3a 3almUTHas, 418 3HAO0CKOMOB ANMHOMN 55 cm/

Protective tube, for endoscopes length 55 cm 580 16,50

[Jonycku coctanstoT + 10%/Tolerances are + 10%

14
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OnvHa: 670 mm
LLivpmHa: 80 Mm
Bbicota: 52 Mm
Macca: 896. 3 1

Jonycku coctasnaoT = 10%

OnvHa: 640 Mv
LLvprHa: 216 Mm
BbicoTa: 78 Mm
Macca: 19743 r

Jonycku coctasnsoT £ 10%
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KoHTeiHep NpoBOMOYHbIA ANs Ae3vHDeKLMN/CTepuamn3aLumn/xpaHeHus, pasmepbl: 670 x 80 X 52 MM
Wire container for disinfection/sterilization/storage, dimensions: 670 x 80 x 52 mm (39501C)

Length: 670 mm
Width: 80 mm
Height: 52 mm
Weight: 896,3 ¢

Tolerances are + 10%

/7 ..

=y

KoHTeiHep NpOBOMOYHBIN 415 Ae3NH(EKLMU/CTepUIn3aLMn/XpaHeHns, pasmepbl: 640 x 216 x 78 mm /
Wire container for disinfection/sterilization/storage, dimensions: 640 x 216 x 78 mm (3950 IES)

Length: 640 mm
Width; 216 mm
Height: 78 mm
Weight: 1974,3 ¢

Tolerances are £ 10%

16



KoHTeliHep NpOBOMOYHbIA ANs Ae3vuHpeKLun/cTepuamsanmm/xpaHeHns, pasmepsl: 622 x 150 x 78 mm /
Wire container for disinfection/sterilization/storage. dimensions: 622 x 150 x 78 mm (39501BR)

[nvHa: 622 Mv Length: 622 mm
LLnpuHa: 150 mm Width: 150 mm
BbicoTa: 78 Mm Height: 78 mm
Macca: 1467.9 r Weight: 1467,9 g
[Jonycku coctasnatoT + 10% Tolerances are £ 10%

KoHTeiHep NPoBOMOYHbBIN 415 Ae3vHDeKUMU/CTepuan3auumn/xpaHeHns. pasmepsl: 480 x 125 x 54 vy /
Wire container for disinfection/slerilizalion/slorage, dimensions: 480 x 125 x 54 mm (39501BEC)

OnvHa: 480 mm Length: 480 mm

LLnpuHa: 125 mm Width: 125 mm

Bbicota: 54 Mv Height: 54 mm

Macca: 866 r Weight: 866 g

Jonycku coctasnsatoT £ 10% Tolerances are + 10%
17
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ApanTep cBetoBogoB Richard Wolf/ Adapter for Richard Wolf light guides (495F)

OnvHa: 12 mm Length: 12 mm

BHewHwii gnameTp:8,95 MM Outer diameter:8,95 mm

BHYTpeHHWiA gnameTp: 7,6 MM Inner diameter: 7,6 mm

BHyTpeHHss pe3bba: M8,5x0,5 Inner thread: M8,5x0,5

Macca: 1.25r Weight; 1,259

[Jonycku coctanatoT + 10% Tolerances are + 10%
3050650550 a
000000000

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

OnvHa: 152 mv Length: 152 mm
LLnpuHa: 15 Mm Width: 15 mm
Macca: 12,7 r Weight: 12,7 ¢
[Jonycku coctasnatoT = 10% Tolerances are + 10%
1.10, Knaccndmkaunsa MW/Device classification
Knaccuumkayms Classification

Knacc B 3aBUCUMOCTU OT o )
Class of potential risk for medical

NOTEHLUMNAIbHOTO pUCKa . lla
2a device
NPUMEHEHUS MEAULMHCKOIO
n3genus L -
A Multiplicity of applications Reusable
KpaTHOCTb NpUMeHeHNs W3genve MHOrOKpaTHOro npuMeHeHus
Sterility Non-sterile, sterilizable
CTepunbHOCTb HecTepunbHoe, cTepuansyemoe
Contact Tissue

Knaccugrkaums no gy KOHTakTa

KOHTaKTI/IpyI-OLU,ee C MATKMMWU TKaHAMMU
C OpraHnM3Mom 4enoBeka

19
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Kateropua A - usgenus
KpaTKOBPEMEHHOTI0 KOHTakTa (He 6onee
24 yacoB)

Knaccugpmkauns nsgenumin no
NMPOAOC/IKMTENBHOCTI KOHTaKTa

MpurofgHoCTb ANA 3KCnayaTaumm B

cpefie C NOBbLIWEHHbLIM He npurogHo

cofiepXaHueM Kucnopoga

Knaccugunkaynsa cornacHo M3K 60601-1-2010 npu paboTe ¢ COBMECTUMbIM
anekTpoobopygoBaHnem (BugeocncteMbl KOMNAaKTHbIe 3HAOCKOMNYECKNE,
ro/I0BKN BUeOKaMepbl, 3HLO0CKOMMUYECKNE NCTOYHUKW CBeTa):

Pa6oyas yactb  Tun CF npu Mcnonb3oBaHWM B COCTaBE MEAULMHCKON
3NEeKTPUYECKON CUCTEMbI C COBMECTUMbIM 060pYy/A0BaHNEM,
MMELL MM COOTBETCTBYHOLLYIO MapKWpPOBKY BO3/€ pa3beMoB
NMUTaHNUsA W/MAN Ha STUKETKe.

2, WHcTpyKuum no 6esonacHocTu/Safety instructions

271.CnmBonbl 1 nHgpopmayna o6 onacHoctn/Symbols and hazard information

BHMMaTeNbHO NPOYTUTE JaHHYH UHCTPYKLMIO MO 3KCNayaTauum u cTporo
cobnoganTe ykasaHuna. Cnosa «lpegynpexgeHne», «BHUMaHMe» 1 «Y KasaHue»
MMeT cneunanbHoe HasHaveHue. Mae Obl OHM He BCTPEYannCh B MHCTPYKLMMU MO
aKcnayaTauuu, cnefyeT BHUMATENbHO NPOYNTaTh CefyHOLNA 38 HAMWN TEKCT,
4yToObl 06ecneunTb 6e30nacHyo U ahMeKTUBHYIO IKCNyaTauno nsgenus. ans
6onee 3aMeTHOTO BbljeNeHns cnoB «lMpegynpexaeHne», «BHUMaHMe» 1
«YKasaHue» nepej HAMU LOMNONHWUTENbHO CTOUT MUKTOrpaMma.

MPEAYMPEXAEHWUE. «MpegynpexaeHne» obpallyaeT BHUMaHUE Ha
CYLLEeCTBYIOLLYIO ONAaCHOCTb Af1f nauueHTa unm spaya. HecobnwogeHue
npeaynpeXxaeHns MOXeT NPUBECTU K TPABMUPOBaHMIO NaLMeHTa Uan Bpava.
BHVMAHWE. «BHMMaHMe» obpalyaeT BHUMaHWEe Ha HEO6XOANUMOCTb
npoBefeHNs onpefeneHHbIX MEPONPUATMIA N0 TEXOBCNYXXUBAHUID UK NPUHATUSA
Mep no obecneyeHUto 6e30NacHOCTU, YTOOLI NPeLOTBPATUTL NOBPEXAEHME
nsgenmns.
YKA3AHWE. «YKa3zaHue» COAePXUT cneumnanbHy0 MHpopmaluio no
06CNYXXNBaHNIO U3JENNSA UM Pa3bACHSET BAXHYI MHGOPMaLUIo.

2.2. HCTpYKUUM no TexHUKe 6e3onacHocTu/Safety instructions
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Contact Duration Less than or equal to 24 hours

Suitable for oxygenated environments Not suitable

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

Applied part CF type when used as part of a medical electrical system
with compatible equipment that is labeled near the power
connectors and/or on primary label.

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.
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Cepbe3Hble MHLMNAEHTI

CornacHo MonoxXeHNo 0 MeguUNHCKUX nsgenuax (MDR), «cepbe3Hblii UHLWMAEHT»
BK/IHOUAeT WMHUMWAEHTLI, KOTOpble MPAMO WAN KOCBEHHO WMeNnu WM MOrv WUMETb
mo6oe u3 cnegytowmx nocnegctenini (MDR. ctatbsa 2, Ne 65):

- CMmepTb nauueHTa, Nofb30BaTeNs UW APYroro YenoBeka

- BpemMeHHoe WM NOCTOSAHHOE Cepbe3Hoe YXYALEHWE COCTOSHUS 3[0p0BbA
nalueHTa, NoNb30BaTEN U LPYTOro Ye/noBeka

- CepbesHas yrposa 06LiecTBeHHOMY 340P0BbIO

060 BCeX Cepbe3HbiX WHUMAEHTaX Heo6XoLMMO YBEAOMNATb MPOM3BOAUTENS W
COOTBETCTBYHOLLNE OPraHsbl.

MoBpexaeHHble N3aenus

MoBpexXfeHHbIe M3[eNns MOTyT MPUBECTM K TpaBMaM MauWeHTOB, MO/b30BaTesei
UM TpeTbux nny. Mepes KaXAbiM MCMOMb30BaHWMEM MPOBEPSIATE BCE KOMMOHEHTbI
U3Lenns Ha NpeLMeT NOBPEXAeHWA. He cnonb3yiiTe NOBPeXAeHHbIE U3LeNus.

MpaBunbHOe obpalyeHue

HenpaBunbHOe obpalieHne C M3genMeM MOXET MPUBECTW K TpaBMaM NalWeHTOB.
nosb3oBaTenein n TpeTbux nuy. PabotaTb ¢ HAM MOTyT TONbKO Nuua, obnagatoLime
Heo6X04MMON MeLULMHCKON KBannuKaLmein n 3HaKOMbIe C MPUMEHEHNEM U3LENNS.
Mepes ncnonb3oBaHMeM ybeanTech, YTO U3genve NOAXOAUT 4N8 4aHHON npoueaypsbl.
MpoBepsiiTe n3genve Jo 1 Nocne KaXaoro UCMob30BaHUA Ha:

- LlenocTHOCTL

- Xopoluee paboyee cocTosHuE

- OcTpble yrbl

- Kpas ¢ 3a3y6punHamm

- MpaBunbHaa c6opka KOMMNEKTYHOLMX

- DYHKUNOHANBHOCTb

He ocTaBnsiiTe BHYTPW NauueHTa C/IOMaHHbIe AeTanu.

He nogpeprainte nsgenvne MexaHM4ecKol Harpyske.

He BbirmbainTe NOrHyThle U3genns 06paTHO B MCXOLHOE MOMOXKEHME.

Pa6oTa B Mosie 3peHus

Mcnonb3oBaHne U3aenns BHE NOAs 3peHUs MOXKET NPMBECTU K NOBPEXAEHUIO TKaHei
UMW MOBPEXEHNIO U3AeNus.

Wcnonb3yiiTe U3genve ToNbKO B NOMe 3pEHNS.

Topsaune vactu
Bbicokass MHTEHCUMBHOCTb CBETa, CO3[jaBaeMass MCTOYHWKOM CBeTa, MOXET Bbl3BaTb
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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 of the following consequences (MDR, Art. 2, No. 65):

- Death of a patient, user, or another person

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

- A serious threat to public health

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

Damaged products

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

Correct handling

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

- Completeness

Good working order

Sharp comers

- Burred edges

- Correct assembly of the components

- Functionality

Do not leave broken-off components inside the patient.

Do not overload the product with mechanical stress.

Do not bend bent products back to their original position.

Working in the field of vision

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

Only use the product in the field of vision.

Hot components
The high level of light intensity produced by the light source may cause the distal
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HarpeB AMCTaNbHOTO KOHLA, CBETOBbLIX COEAMHEHWI U COCEAHWUX KOMMOHEHTOB. 3TO
MOXET BbI3BaTb 0XOrM Y NauyeHTOoB, N0Ab30BaTeNei U TPeTbUX NnL,

YCTaHOBNTE  MOLLHOCTb WCTOYHMKA CBETA Ha YPOBEHb, [AOCTATOYHbIA  Ans
obecrneyeHns ONTUManbHOro OCBeLLeHMs pabouyeli 30HbI. VI36eraiiTe KOHTaKTa C
OUCTaNbHbIM KOHLOM ¥ CBETOBbIMU COEAVHEHUSAMU.

BbicOKass NHTEHCUBHOCTbL CBeTa

BbiCOKast MHTEHCUBHOCTL CBETa, M3y4aemMas NCTOYHUKOM CBETa, MOXET NPUBECTU K
HeobpaTMOMY MOBPEXAEHWIO TNa3 WM CNenoTe, a TakKXe K HarpeBy TKaHeil wu
npesMeToB, Ha KOTOpPbIe HanpasfieH CBETOBOM MOTOK.

He cMOTpuTe Ha CBETOBOIA MOTOK.

YcTaHOBNTE  MOLWHOCTb MCTOYHMKA CBETA Ha YPOBEHb,
obecrneyeHns ONTUMaIbHOrO OCBELLEHMS paboYeid 30HbI.
YbeanTech, YTO UCTOYHWMK CBETA HAXOAUTCA Ha [OCTaTOYHO 6O0/bLLIOM PacCTOSHUU
OT TKaHel 1 onepaLyoHHbIX NPUHaANEXHOCTEN.

[OCTaTOUHbIA  ans

ToK yTeukun naymeHTa

TOKM yTeYKN MauMeHTOB U3 NPOLYKTOB MOrYT CKNaAblBATLCA, €CM OLHOBPEMEHHO
UCMONb3YIOTCA  3NIEKTPUYECKMe YCTPOMCTBA W 3NEKTPUYECKUe u3fenus  ansa
3HAoTepanuu. YpeamepHO BbICOKMI YPOBEHb TOKA YTEUKM MOXET NPUBECTU K TpaBMe
nauueHTa. cnonb3yliTe BMECTe TONbKO NPOAYKTLI OAHOMO TWUNa, 0COBGEHHO B Cyyae
npogykrtos CF.

CooTBeTCTBYlOL A KOM6UHALMSA 3HA0OCKOMNA 1 ONTOBO/IOKOHHOIO CBETOBOAA
Ecnv guameTp ONTOBOMIOKOHHOMO CBETOBOAA C/IMLIKOM BE/MK, Pa3beM 3HAOCKOMa
HarpeeTcs. JTO MOXET BbI3BaTb MOBPEXAEHME 3HAOCKONA. Ecnm  amameTp
OMNTOBOMIOKOHHOFO CBETOBOAA C/MULIKOM Masl. B 3HAOCKOM 6yAeT mnonagatb
HEeLOCTaTOYHO CBeTa. DTO MOXET 03HayaTh, YTO paboyas 30Ha OyAeT HefoCTaTOYHO
ocBelleHa. Mcnonb3yiiTe 3HAOCKON C ONTOBO/IOKOHHBIM CBETOBOLOM MOAXOASLLENO
AnameTpa.

BonesHb Kpentydenbara-AdKoba

M3genus, KoTopble BCTYNAKOT B KOHTAKT C LEHTPasbHOW HEPBHOW CUCTEMOW, MOTYT
ObITb 3arpsA3HeHbl OpraHMYecKMMU OCTaTKaMu, COAepXaliumu MpUuoHbl. [pUOHBI
NPMBOAAT K 3apaXkeHnto 6onesHbto KpeiTuhenbaTta-dkoba. Ecnm gnarHocTnpoBaHa
unn  nopospesaeTca 6onesHb Kpeintudenbga-Akoba: yTuausmpyiite npoaykr
Hagnexauim 06pasom 1 He NPOAOIKAATE ero UCrnob3oBaTh.

HecTepunbHbIA NPOgyKT
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end, the light connections, and adjacent components to heat up. This can cause
bums to patients, users, and third parties

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

High light intensity

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

Do not look into the light output.

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

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

Patient leakage current

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

Appropriate combination of endoscope and fiber optic light cable

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

Creutzfeldt-Jakob disease

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

Unsterile product
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
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/3penve nocTaBnsieTcs HeCTepubHbIM. Vicnonb3oBaHWe HecTepubHbIX W3Aenuin  with the reprocessing instructions before initial use and every subsequent use.
CO3JaeT PUCK 3apaxeHWs [f17 MauWeHTOB, MNO/Mb30oBaTened W TPeTbUX MuL.

O6paboTaiiTe n3genve B COOTBETCTBMM C UHCTPYKLMAMK MO MOBTOPHOW 06paboTke Ultrasonic treatment
nepes nepebiM WUCMOAb30BAHWEM W NPU KaXKAO0M NOCNeAyLLeM UCMOb30BaAHUN. The product is not suitable for ultrasonic treatment

YnbTpa3ssykoBas o6paboTka
MpoAyKT He NOAXOAUT ANS YNbTPa3ByKOBOW 06paboTKu.
2.3. Mepbl NpesocTOPOXHOCTU NpPU UCNONb30BaHUN 3HA0cKonoB/Safety precautions while usine the endoscopes

SH/0CKOMbI A0/KHbBI MCMO/Ib30BATLCA TOLKO B COOTBETCTBMMN C MEAULMHCKUMU The endoscopes must only be used according to the medical rules and procedures
npasmMnamy u npouegypamm 3HAOCKOMUKN, NPU3HAHHBLIMK ANs LaHHOTo MeToAa. of endoscopy recognized for the method.

2.4. NMoTeHumManbHbI NoTpebuTens/Potential consumer
MejuunHcKne U3fenns MoryT NCMNONb30BaTLCA TONbKO Bpadyamn 1 Bpayamu- Medical devices may only be used by physicians and medical assistants who
accucTeHTamun. VMetoLW MMM COOTBETCTBYIOLLYIO CNeunanm3npoBaHHyto have a corresponding specialized qualification and who have been instructed in
KBanM(pumKaumo 1 NpoweawiuMn UHCTPYKTaX MO MCMNO/Ib30BaHUID AaHHbIX use of these medical devices.

MeAULMHCKUX U3L4eNNiA.

2.5. Ycnosua npumeHeHna/Usage conditions
MeauuuHCKMe n3genuns, BkaYas NoAKNIOYEHHOe 060pyj0BaHNE, MOXET Medical devices including the equipment connected may only be used in medical
Ncnonb3oBaThbCs TObKO B MEANLIMHCKNX KabuHeTax, B KOTOPbIX YCTaHOB/EHO rooms in which the electrical equipment has been installed in accordance with
3NeKTpuyeckoe 060pyaoBaHne B COOTBETCTBUN C MPUMEHUMbIMU HaLMOHANbHbIMY applicable national regulations and standards.
npasuiaMu 1 cTaHgapTamu.

2.6. CBeaeHUSA 0 leKapCTBEHHbIX CpefcTBax BXoAsALWLMX B cocTaB MeauumHckoro nsgenus/information about the medicines included in the medical device

He npumeHnmo Not applicable
2.7. CBefieHUS 0 MaTepuanax XXMBOTHOro/duenoseveckoro nponcxoxaeHnadnlortaon about materials of animal/human oriein
He npumeHumo Not applicable

3. O6pauieHune ¢ nsgennem/Handling
3.1. PacnakoBka/ Unpacking

MpoBepbTe NOCTaBKY Ha KOMMJ/IEKTHOCTb U Ha MpeAIMeT BO3MOXHbIX NOBPeXAeHuiA.  Check for missing items and evidence of shipping damage.
3.2. YcnoBusa TpaHCNopTUPOBKY M XpaHeHus/Storage and transportation conditions

Temnepatypa -20°C ... +60°C Temperature -20°C ... +60°C
OTHocuTeNbHasA BNAXHOCTb 10% ... 90% Relative humidity 10% ... 90%
BO34yXa .

Air pressure 700 ... 1060 hPa
JasneHune Bo3gyxa 700... 1060 rla

33. ¥Ycnosua Ikcnnyataumn/Operating conditions
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Temnepatypa +10°C ... +40°C
OTHOCUTENbHAsA BNAXHOCTb 30% . 70%
BO34yXxa

[JasneHve so3gyxa 700... 1060 rMa

Pabouas YacTb U3AeNNs NpegHa3HauyeHa A/1s UCMO/b30BaHNUs BO BHYTPEHHEN cpese
opraHusma.

3.4. Cpok rogHocTu/cpok akcnnyatauynu/Shelf life/Service life
UTobbl pacrno3HaTb BO3MOXHbIA WM3HOC MaTepuana, HEOOXOAMMO BbIMOMHUTb
cnegyrolime QyHKLMOHabHbIe NPOBEPKY;

1 MpoBepnTb NOBEPXHOCTb 3HAOCKOMA HA OTCYTCTBME MEXAHUYECKNX NOBPEXAEHWIA
N U3MEHEHNIA.

2. TlpoBepuTb MNpPaBUIbHOCTb MOCAAKM MPUCOEANHEHHBLIX KOMMOHEHTOB W MpK
Heob6XoAMMOCTY 3atDMKCUPOBATL pa3bem A1 OUUCTKMU.

3. MpoBepuTb, NepefaeTcs N U306paKEHMe.

4. IpoBepuTb, NepesaeTcs N CBeT.

MpurogHoCTb  M34enMs B 3HAYMTENbHOW  CTereHW  onpefjensercd Mo
3KCMAyaTauMOHHOMY M3HOCY, Ha/IMUYMI0 U XapaKTepy BO3MOXXHbIX MOBPEXAEHUA ©
3aBUCUT OT Bblbopa METOA0B 06pabOTKM U XUMWUYECKUX CpeacTB. Oxxupaemas
cpeaHss HapaboTka Ha 0TKa3 - 1000 uuKoB.

OxunpaaeMblid CpoK Cnyxbbl - 5 et

3.5. Vicnonb3oBaHue/Application
MPEAYMNPEXAEHWE. SHLOCKON MOCTaBNASETCA HECTEPU/IbHLIM, MO3TOMY €ro
Heo6X04MMO OUULLATb, Ae3MHDULMPOBATL U CTEPUN30BaTb Nepes NePBbIM
MCMONb30BaHNEM U KaXXAbIM MOCAeAYHOLWNM MOBTOPHLIM UCMO/Ib30BAHUEM.

3.6.
BugeocmcteMbl KOMMNAKTHbIE 3HAOCKONMYECKUE (CUCTEMBI
yrnpasneHnsa/nonyyeHns Bugeon3obpaxeHunii 4na aHAoCcKona), coyeTarollee B
cebe 610K ynpaB/ieHNS KaMepoi, UCTOYHMK CBeTa, MOHUTOP),
NoACOeAMHSAEMbIe NPX MOMOLLM CBETOBOAA:

[onycTMOo MCnonb3oBaHUe NO6bIX KOMMAKTHbIX BUAEOCUCTEM 3HAOCKOMUYECKMX,
3apPermcTprUpOBaHHbIX B YCTAHOB/IEHHOM MOPSAKe Ha TeppuTopun PO,

MonoBKa Buaeokamepbl (Buaeokamepa 3HAOCKoOMNa) ¢ MyqToi hukcaumm
OKYNAPHON ONTUKMN:
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+10 °C ...+40 °C
30% ... 70%
700 ... 1060 hPa

Temperature
Relative humidity
Air pressure

The working part of the 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,
secure the connector for cleaning.

3. Check ifthe image is being transmitted.

4. Check if light is transmitted.

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

Expected service life - 5 years

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

MpuHagiexHoCcTn, NpPesycMOTPEHHbIE 419 UCNOMb30BaHUA BMecTe ¢ nsgenvem/Accessories to be used in combination with the device

Compact endoscopic video systems (systems for control/getting video images
for an endoscope), combining a camera control unit, a light source, a
monitor), connected using a light cable:

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

Video camera head (endoscope video camera) with eyepiece optics fixation
clutch:
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JonycTtumo ncnonb3oBaHme OObLIX FO0BOK BUAEOKaMepbl ¢ My(Tol drkcauum
OKY/IAPHOI OMTUKW, 3apPerncTPMPOBaHHbIX B YCTaHOB/IEHHOM MOPSiAKe Ha
Tepputopun PO.

3H,CI|OCKOI'II/ILIeCKI/Ie MCTOYHUKN CBETaA (I/ICTOLIHI/IKI/I ocBeLWeHnAa ans SHAOCKOHa),
noagcoegnHAemMble npy nomMoLn CBeTOBOAOB:

[onycTMO MCnonb3oBaHMe NO6bIX 3HAOCKOMUYECKNX UCTOUHMKOB CBETA,
3apPermcTpUpPOBaHHbIX B YCTAHOBIEHHOM MOPSsiAKe HA TeppuTopun PO,

CBeToBOAbI:

Ecnu cBeTOBOA M 3HAOCKON MapKMpoBaHbl CMMBOMaMK (CM. Tabnuuy), To
noaxogsuias KoMOMHaLMA 4O/MKHA ONpefensTbca B COOTBETCTBUM C 3TUMM
CUMBOSIAMU.

[vameTp cBeToBOA [wnameTp sHAockona

4.8-5.0 mm 6.6 - 12.0 mm
3.0-35 mm 3.0-65 mm
20-25 mm . 0.8 -2.9 Mm .

3.7. QcMOTp” nspection
OcmaTpmBaiiTe 3HAOCKON Ha NpeAMeT MOBPEXAEHWIA cpa3y Mocne Nofy4veHus, a

TaKXXe [0 M nocne Kaxxaoro ncnonb3oBaHuA.

MN306paxkeHmne

OcmoTpUTe TOpLbl ONTMKK (ANCTaNbHbIA KOHEL, U OKYNAP) Ha NpeaMET LapanyvH 1
OCTaTKOB XMPYPrUYECKUX UAN APYTUX 3arpsa3HeHnin. MoBepXHOCTU AOMKHbI BbiTb
rnagKnuMm 1 61ecTaWmnMu.

UTo6bl NPOBEPUTL Ka4ecTBO M300paXKeHWsl, HEOOXOAMMO BpallaTb 3HA0CKOM,
CMOTpA B €ro.

Ecnmn n3o06paxkeHre YaCTUHO WM NOMHOCTBHO UCKaXKEHO, TO 3TO 03HAYaeT, YTo M60
cucTema CTEPXKHEBBIX SIMH3 HeMcnpaBHa, IM60 NH3bI B OKYSPe NOBPeXaeHbl. B
TaKMX CNyyasx 3HAOCKON HEOBXOANMO 3aMEHUTb.

TyCK/0€e UM NATHUCTOE N306PaXKeHNE MOXET 6bITb BbI3BAHO BMAXXHOCTHIO MW
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It is allowed to use any video camera heads with an eyepiece fixation clutch,
registered in accordance with the established procedure on the territory of the
Russian Federation.

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

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

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

Light cable diameter Endoscope diameter

4.8 -5.0 mm Q 6.6 - 12.0 mm
3.0-35 mm Q" 3.0-6.5mm
2.0 - 2.5 mm . 0.8-2.9 mm .

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

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

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

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.
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ocTaTKaMu [ie3aMHQULMPYIOLLEr0 CPeCTBa HA TOPLEBbLIX MOBEPXHOCTAX OMNTUKM.

CBeTOBOj

HanpaBbTe AUCTaNbHbIA KOHEL, B HanpaBfeHUN UCTOUYHUKA CBEeTa U NpoBepbTe
KOJINYECTBO TEMHbIX TOYEK B MECTe COeiMHEHUS CO CBETOBOAOM. Takue TeMHble
TOYKM YKa3biBaKOT Ha TO, YTO ONTMYECKME CBETONPOBOAALLME BONOKHA
noBpeXAeHbl. M30n11MpoBaHHbIE MOBPEXAEHHbLIE ONTUYECKNE BONOKHA He
0Ka3blBalOT 3aMETHOTN0 B/IMAHMSA Ha Ka4yeCTBO M306paXkeHus.

O/HaKO BbIX0[Has APKOCTb AE€ACTBUTENbHO 3HAYNTENBHO YXY/LLIAETCs, eCn
onpefeneHHoe KonmyecTBo ONTUYECKUX BOMOKOH MOBPEXAeHo (MpumepHo 20-
25%). 4TO B CBOIO 0uYepefb NPUBOAUT K CHMKEHMIO KayecTBa M306paxeHus.
Bonblle HeMb3s UCMO/Mb30BATHL IHAOCKONM.

YKA3AHWE: ecnu nospexaeHne 04eBUAHO, 3HAOCKOM 60/bLUE Hefb3A
MCnonb30BaTh. HLOCKOMbI HEO6XOANMO 3aMEHUTL, eCI N306paXKeHne MyTHOe Uax
n306paxeHne oTCYTCTBYeT UM BUAHA TObKO €ro 4acTb.

3.8. Mepbl npefocTopoxHocTu/Precautions
Kak v Bce onTnyeckne nMHCTpymeHThl, aHgockonsl HOPKINS aBnstoTCA 04eHb

YyBCTBUTENIbHbIM 060pyA0BaHMeEM. YTobbl rapaHTMpoBaTh AO/ITOCPOYHOE KavyecTBO
3HAOCKOMa, HeobxoAMMO cobnaTh cneayoLine npasuna:

* Bo n3bexaHue nosioMOK 3HAOCKOMbI HEO6XOAMO BCErja AepxaTb ero 3a okynsap, a
He 3a AUCTabHbIA KOHeL,.

* H1 npn KaknMx 06CTONATENbCTBAX He CribaiiTe paboyyto YacTb 3HAOCKOMNA. ITO
MO>ET MPMBECTM K NOJSIOMKaM WK TpelMHaM B CUCTEME CTEPXKHEBBIX JINH3.

* Knagute aH40CKOMbI C OCTOPOXHOCTbIO. CUMbHbIE yAapbl, 0CO6eHHO Mo
AMNCTanbHOMY KOHLY, MOTYT Bbl3BaTb MOBPEXAEHWE WUN TPELUHbI, a TaKxXe
NMPOHWKHOBEHME XXUAKOCTU, napa U T.4. 3TO NPUBOAUT K NOABNEHUIO CBET/LIX U /
NN pacTAHYTbIX 061acTeil n3obpaxeHus.

* [M03TOMY BO BpeEMS OUMCTKM, AE3NHHEKLNMN, CTEPUIN3ALUN U XPAHEHUSA
Heo6X04MMO CneanTb 3a TeM, YTO6bI 3HA0CKOMbI U36eXann NOBPEXAEHNA ApYTrMMu
MHCTpYMeHTamu. M geanbHblli BapuaHT: XpaHuTb 3HAockonsbl HOPKINS
NHAMBMAYaNbHO WU NCMOMb30BaTb KOHTEMHEPbI, B KOTOPbIX 3HAOCKOMbI MOXHO
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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 ofthe light conducting bundle are broken. Isolated broken
optical fibers do not noticeably compromise the quality of the image.

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

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

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 cleaning, disinfection, sterilization and storage, it must
be ensured that the endoscopes cannot be damaged by other instruments. Ideally,
you should store HOPKINS endoscopes individually or use containers in which
the endoscopes can be secured.
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3aKpenunTb.

YKA3AHMWE: ecnun noBpexgeHne 04eBUAHO, 3HAOCKON 60/blUe Hesb3s
MCNOoNb30BaTh. JHAOCKOMbI HEO6XOAMMO 3aMEHUTb, eCNU N306PaXKEHNE MYTHOE WK
n306paXKeHne OTCYTCTBYET UM BUAHbI TO/IbKO €ro YacTtu.

BHUMAHWE: sHgockonbl HOPKINS 6e3 MapK/poBKY «ABTOK/aB» Heflb3sl
CTEPUIN30BaTb NMapoM. ITO MOXET HaHEeCTM HenonpaBuMbIi yiiepo.

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

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

4. TloBTopHasa obpaboTka. CBegeHunsa 06 ouncTke u gesmHgpekunmn MU / Reprocessing. Information about cleaning and disinfecting of MD

MPEAYNMPEXAEHWME Puck 3apaxeHus. Npn noctaBke 3T MeAULUNHCKME
N3LeNnna He ABNAKTCA CTePU/IbHLIMU. VICNOMb30BaHNE HECTEPU/IbHbIX MELAULIMHCKUX
M3LeNNin co3haeT PUCK 3apadXeHns 41 NalyMeHTOB, NOb30BaTeNei N TPETbUX NN,
OcmoTpuTe MeAVLVHCKWE U3[enns Ha NpeaMeT BUAVMOTO 3arpAa3HeHus.

Bugumoe 3arpsasHeHve yKasblBaeT Ha TO, YTO MOBTOPHas 06paboTka He
nposoAunacb nnu 6bina NpoBeAeHa HenpaBuibHO. O6paboTaliTe MeaNLUHCKME
n3genna nepes nepsbiM UCNONb30BAHMEM, a TaKXe L0 U NOC/e KaXaoro
nocneaytoLLero NCNonbL30BaHUA, UCNOMb3ys YTBEPXKAEHHbIe NPOLEeaYypbI.
MPEAYMNPEXAEHWE: Puck 3apaXeHus: HenpaBuibHO 06paboTaHHbIe
MegULMHCKME U3fenns NojsepratoT nauMeHToB, Nob3oBaTeseil U TPpeTbUx NuL
PUCKY 3apaXKeHWs, a TaKXKe PUCKY TOro, YTO MeJULIMHCKOe U3Lenne MOXET BbIATH
13 CTPoSA.

BHVUMAHWE: npy NpuroToBAEHUM U UCMONb30BAHWUW PacTBOPOB crefyiiTe
crneumpuKaunam Npon3BoANTENA XMMUYECKUX CPEACTB, YAenss ocoboe BHUMaHMe
NpaBW/IbHON KOHLEHTPaLMW, BPEMEHU BO3LEACTBUA U CPOKY CIYXObI.
MpojomKMTeNnsHOE NOrpY>XeHNe B BOAY W HEMNPaBWUIbHas KOHLEHTpaLnUs MoryT
NPUBECTU K MNOBPEXAEHMNIO. MOMHWUTE 0 MUKPOBUOIOrMYeCKOM Auana3oHe AeincTBums
NCMOMb3YeMbIX XMMUYECKUX CPefCTB.

BHUMAHWE: OnacHOCTb NOBPeXAeHNs MeAULMHCKUX YCTPOIACTB:
MCMOMb30BaHNE XUMUYECKNX CPeAcTB, He 0406peHHbIX KARL STORZ. moxeT
MPUBECTUN K NOBPEXAEHWNIO MELNLMHCKUX YCTPOCTB. VICNonb3yiTe TOMbKO
0[,06peHHbIe XMMUYECKNEe CPefCTBa.

YKA3AHWE: lNepeyveHb peKOMeHAYeMbIX YNCTALLUX U Ae3UHPULMPYIOLWNX
pacTBopoB npeactaBfieH B MpunoxeHun 1

WARNING: Risk of infection: These medical devices are not sterile when
delivered. 'Hie 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 incorreet concentration
may result in damage. Bear in mind the microbiological range of action of the
chemicals used.

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

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

471. MoproTtoBKa K ouncTKe n gesnHgekyun/ Preparing for cleaning and disinfection
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Kus
MoAroToBKa K 0UUCTKE U Ae3nHpeKLnn
pybble 3arpsA3HeHWs, BbI3blBalOLLME KOPPO3WIO PacTBOpPbl UM NEKAPCTBEHHbIE
CpefcTBa c/eflyet yaandTb C 3HAOCKOMNOB Cpa3y Moc/e ero npumeHeHus. [ns atoro
3HOOCKOMbI CfeflyeT MpeABapuUTe/ibHO OUYUCTUTb, Hamp., MyTeM MPOTUPAHUSA U
npombiBaHusa. KomnaHna KARL STORZ pekomeHAyeT Bcerga npoBOANTb
npeABapuTebHYHO O4YMCTKY PY4YHbIM CMOCOO0OM NOJ CTPyei X0N04HON BOAbI.

4.2. Py4yHasa npegBapuTenbHasa ouncTka / Manual precleaning
Pasbopka
Mepes OUMCTKOA W Ae3vH(eKUWeil 3HAOCKOMbI HeoBXO0AMMO OTKPbITh W/Maun
pa3obpaTb Ha OTAE/bHbIE KOMMOHEHTbLI, HACKO/IbKO 3TO BO3MOXHO.
OuuncTKa NOBEPXHOCTEN LETKOM
Bugumbie nam rpybble 3arpsisHEHUS HeO6XOAMMO yAansTb C MOBEPXHOCTEN Mnof
CTpyeW X0/M0AHOW BOAbI MPY MOMOLLM LLETOK MOAXOAALLMX PasMepoB OT PasinyHbIX
npousBoauTenNei.

O6paboTKa y/NbTpa3ByKOM 3arnpeLieHa

Mo TexHn4yeckmmM npuymHam sHgockonsl HOPKINS HenpurogHsl ans
YNbTPa3ByKOBO 06pabOTKN.

tug
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.

Disassembly

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

Brushing the surfaces

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. MawunHHada ynucTka n gesmHgekuyma/Machine cleaning and disinfection

Ounctka/TepMmuyeckas ae3aMHPeKLUNA MeXaHU3NPOBaHHbIM COCOOOM
MpeanoyTuTenbHa TepMuyecKas AesnH(ekums. [daHHbIA  MeTof Heo6XoAMMO
MCMonb3oBaTb C YY4eTOM HauMOHanbHbIX HOpM W nokasatens AO. MNpu Bblbope
NOAXOAALLErO BbIABMXXHOIO KOHTEWHEpPA WAW  KPEenjeHuss AN MHCTPYMEHTa
Heo6X0AMMO MPOKOHCY/NbTUPOBATLCA C W3rOTOBMTENEM 060PYAOBaHWA C LEfbHo
obecneyeHns OMbIBaHUA WM NMPOMbIBAHUA MeAULMHCKOIO N3Lenus.

YKasaHue: Npu Heo6Xo4MMOCTHU CreayeT BPYUYHYHO AOCYLWNTb MHCTPYMEHT.

4.4. Cbopka, ocmoTp m yxop/Assembly, inspection and care
Cbopka, NnpoBepKa un yxop
BusyanbHO MpoBepbTe OYMILEHHbIA W MPOAE3NH(PULNPOBAHHbLIA 3HAOCKOM Ha
YMCTOTY, KOMMIEKTHOCTb, CYXOCTb U OTCYTCTBUE NOBPEXAEHUIA:
. Mpn HanMumMm  CcnefoB  3arps3HeHUA/OCTaTKOB  CPeAcTB  HeobXxoaumo
MOBTOPHO 06paboTaTb 3HAOCKOMbI BPYYHYK W elle pa3 noABeprHyTb MX MOAHOMY
LIMKY OYUCTKU U Ae3NHDEKLNN.
. MoBpeXAeHHbIE UM MOPAXKEHHbIE KOPPO3WE 3HAOCKOMbI AO0/MKHbI ObITb
N3bATbI U3 06paLLEeHUS.
3atem Heo6X0AMMO BbINMOMHUTL NPOBEPKY (PYHKLNOHMPOBAHWS.
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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 ofa
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:

e 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.
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4.4.1. MpoBepka nsobpaxeHnsa/ Checking the image
OcmoTpuTE ONTUYeCcKMe TopLbl (06BEKTUB, ANCTa/bHbIA BbIXO[ CBETOBOAA W
OKYNsip) Ha npeAMeT LaparnuH 1 0CTaTKOB XUPYPrMUYECKMX UM YUCTALLMX CPeACTB.
MoBEPXHOCTW LO/MKHbI ObITb FrNagKUMu 1 6nectawmnmn. Ytobbl NpoBepuTb
KayecTBO M300paXKeHUs, MeANeEHHO BpallaiTe 3HAOCKON, INaAs Yepe3 Hero. Ecau
n306paXKeHMe NOMHOCTHI0 UK YaCTUYHO MCKaXKEHO, 3HaYMT HEMCNpPaBHa cucTema
CTEPXXHEBBIX IMH3 B ONTUYECKON TpybKe UM NH3a B OKynsape. B Takmx cinyyasx
3HAOCKON HEOOXOAMMO 3aMEHUTD.
MyTHOE U NATHUCTOe N306paxXeHe MOXKET BbITb BbI3BAHO BNAXKHOCTbIO WK
ocTaTkaMu Ae3vHOUUUPYIOLLLEro / XMMUYECKOro cpescTBa Ha ONTUYECKMX
MOBepXHOCTAX. B aTuX cny4yasax 0CTOPOXKHO OYMCTUTE ONTUYECKUE TOPLbI
annankaTtopoMm BaTHbIM TaMrMOHOM, CMOYEHHbIM B 70% cnnpTe.

4.4.2. Tpoeepka ceeToBogoB/ Checking the light guides
[LepXnte gnuctanbHblii KOHEL, B HaMpaB/eHNW UCTOYHMKA CBeTa W NpoBepbTe
KO/IMYECTBO TEMHbIX TOYEK HA COEAVHEHMNN CBETOBOAA. Takue TeEMHbIe TOUKM
YKa3blBalOT Ha TO. YTO OMTUYECKME BOSIOKHA CBETOBOAA pa3opBaHbl.
Vi30nnpoBaHHbIE NMOpPBaHHbLIE ONTUYECKME BOMIOKHA 3aMeTHO He YXY[LUAalT KayecTBo
n306paeHns. Tem He MeHee, CBETOOTAAYa 3HAUYNTENLHO YXYALUIAeTCs, ecnu
noBpexaaeTcsa onpegesieHHoe KOMMYeCTBO BONOKOH (MpumepHo oT 20% ao 25%),
YTO. COOTBETCTBEHHO, TaKXKe NPMBOAMT K CHKEHMNIO KayecTBa M306paKeHus.
JHAOCKON 60/bLUE HeNb3s UCMO/b30BaTb.
BHVUMAHWE; ecnn nospexaeHve 04eBUAHO, 3HLOCKON OO0/bLUE He cnedyeT
MCMonb3oBaTb. HAOCKOMNbI HEO6XOAUMO 3aMEHUTb, €CNN M306paXKEHNEe MYTHOE WK
n306paXkeHne OTCYTCTBYET UM BUAHbI TO/IBKO €ro YacTu.

4.4.3. Cywka/ Drying
Y4YacTKM BO/IOKHA B CBETOBO/E, a TaKXKe AUCTaNbHbIE N NPOKCUMa/bHbIe TopLeBble
MOBEPXHOCTU LO/IKHbI ObITh TWATEIbHO BbiCyLleHbl 70% cnuptom. OcTaTkm
[0E3VNHPULNPYIOLLEr0 N YNCTALLErO CPeacTBa, Hanpumep, B CBETOBOAE, MOTYyT
NpuropeTb Npu MOAK/OYEHUN CBETOBOIO Kabens, YTo Cepbe3Ho yxyaLiaeT
CBeTOMponyckKaHue.
* [oBpeXxaeHHble UM KOPPOAUPOBAHHbIE MEAULMHCKNE YCTPOCTBA AOMKHbI ObITb
N3bATHI U3 NUCMONb30BaHWA.
* Pe3b0bl 1 CKOMb3ALLME NOBEPXHOCTU 3HAOCKOMNA HEO6X0AMMO CMa3aTb Ha MecTe
WHCTPYMEHTa/IbHbIM Mac/ioM, a paboyne NoBePXHOCTU Ha MPObKe KpaHa -
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Examine the optical end faces (lens, distal end of light guide and eyepiece) for
scratches and surgical or cleaning residues. The faces should be smooth and
shiny. In order to test the image quality, slowly rotate the endoscope while
looking through it. If the image is completely or partially impaired, either the rod
lens system in the optical tube or the lens in the eyepiece is defective. In such
cases, the endoscope must be replaced.

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

Hold the distal end in the direction ofa light source and inspect the number of
dark dots on the light guide connection. Such dark dots indicate that the optical
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 if the image is cloudy or if no image or only parts
thereof are 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.
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cneuHanbHoi CMa3KoH.
* Pazo6paHHble MEAHLIMHCKHE YCTPOICTBA A0MKHBI ObITh COGpaHbI.
* [Nocne 3T0ro Heo6x0aUMO NpoBecTH GYHKUHOHANBHYIO IPOBEPKY .
YKA3AHME: Macno. ucnoib3yemMoe 415 3TOH LA, A01KHO NOAXOAUTh AN
nocaeayoLlei Npoueaypol CTEPHIH3ALKK (6€3 CHINKOHA M Ha OCHOBe napadrHa
unu Genoro macna).
YKA3AHHE: o Bpems npoueayp no yxoay UCNoJb3yHTe MpeaMeTsl U3 KaTtanora
«MeToabl yX0aa. CTEPHAU3ALMH M XPAHEHHAY.

. 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'.

4.5. Crepn.ansauns/ Sterilization

YecnaoBua cTepHIH3AUHN

Komnanueit KARL STORZ ans naHHOro MEAHLIMHCKOTO M31€HMS BAIHIUPOBaHbI U
YTBEPXKACHbB! CJIEAYIOLIME METO/bI CTEPHIIN3ALIMM:

CTepHinH3auHsA NAPOM ¢ NPHMeHeHHeM GPaKUHOHHPOBAHHOIO
¢opBakyymMHoOro meroaa.

Ykaszanune: CMa3zaHHbIE KOMINOHEHTbI HEOOXOAMMO CTEPUIN3OBATL B pa3oOpaHHOM
Buae. [lnsa crepunmszaunmu MEINLUKMHCKOrO M3JesinA B cOOpaHHOM BHae HEOOX0AMMO
Hcnonb308aTh GppakuMoHUpoBaHHbI (opsakyymublii Meton (DIN EN ISO 17665-1)
¢ cobatoaeHneM caeaytomnx napaMeTpos: 134 °C Ha NPOTAKEHNHK 5 MHHYT.

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.

4.6. Cpoxk roanocru\Shelf Life

Y1obb1 pacnosHaTh BO3IMOXHbBIA M3HOC MaTepuana. HeOOXOAWMO BLINONHUTHL
caeaytouue GyHKUHOHAIbHBIE NPOBEPKH:

1. [IpoBepHTL NOBEPXHOCTb HAOCKONA HA OTCYTCTBHE MEXaHUYECKHX MOBPEXAEHHH
H U3IMEHEHUH.

2. TlpoBepuTb NpaBUABHOCTb MOCAAKH NPUCOEAHHEHHBIX KOMMOHEHTOB M MpH
HEeo6X0AUMOCTH 3aPUKCHPOBATEL Pa3beM T OYMCTKH.

3. lNpoBeputs. nepeaaercs au u3obpaxkeHue.

4. IlpoBepuTb, NepenaerTcs N cBeT.

lMpuroanocTs  M3nenMs B 3HAYMTENbHOHW  CTemeHM  onpeaenserca  no
IKCMIYaTaLIHOHHOMY H3HOCY, HAJIHYHIO M XapaKTepy BO3ZMOXKHbLIX MOBPEXIAEHHA W
3aBMCHT OT BbIOOpa MeToz0B 00paboTkM W XxuMHueckux cpeactB. Oxuaaemas
cpeaHas HapaboTka Ha otka3 - 1000 uvknos.

Oxnaaemblii cpok cnyx6bl — S net

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

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

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

3. Check if the image is being transmitted.

4. Check if light is transmitted.

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

Expected service life - 5 years

S. Cepsucnoe o6cryxuBanne n pemout/ Servicing and repair

HeMCHpaBHble HHCTPYMCEHTbHI  JOJIKHbI oﬁcnymuaancu H  PEMOHTHPOBATLCA
HCKJTIOYHTENBHO  YNONHOMOYCHHBIMH  HAMH  IHLUAMU, an [PpOBEACHHH BCEX
CMOHTHbIX pa60‘r HEO06X0AUMO HCMIOb30BATh TONLKO OpPHIrHHANIbHLIC J€TANH.

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

6. TapanTHs\Warranty
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CrannapTHblii rapaHTHHHBIA CPOK IKCNJTyaTaUMH H3aenus coctasnseT 12 mecaues ¢ | The standard warranty period for the device is 12 months from the date of
AaThl BBOAA Npubopa B 3KCNNyaTauMio, HO He 6onee 15 MecsueB co JHS OTrpy3KH. commissioning of the device, but no more than 15 months from the date of
shipment.

MeauumHckoe H3enne Bceraa ciielyeT OTNPABAATbL B MECTHOE OTAE/EHHE. Jaxe B
TeUEHHE rapaHTHIHOrO Neproa. The medical device must always be sent to your local subsidiary (see
Bekpeitne  0bopynosanus WM BbinonHeHue oObix pemoHTHbIX pabot wam | “Subsidiaries™ section), even during the warranty period.

MoanduKaunit 060py10BaHHA HEYNOTHOMOYEHHBIMH NHUAMK ocBoGoxkaaeT Hac oT | Opening the equipment or performance of any repairs or modifications to the
moboi oTBETCTBEHHOCTH 3a ero paboty. JlioGoe Takoe OTKpbiTHEe. PeMOHT uau | equipment by unauthorized persons shall relieve us of any liability for its
MOAH(HUKALMS. BLINOTHEHHbIE B TEYEHHE rapaHTHIHOIO Nepuosa. aHHyaupyer Beio | performance. Any such opening, repair, or modification performed during the
rapaHTHIO. warranty period shall void all warranty.

Obuwectso ¢ orpaHnuenHoi oreetcTBeHHOCTbIO KAPJI LUTOPLl 3uaockonst — | LLC KARL STORZ Endoskopy ~ WOSTOK

BOCTOK (OOO KLUTD BOCTOK) Derbenyevskaya nab. 7, building 4
115114, Mocksa, [lepGeHeBckas HabepexHas. 7. cTp. 4. 115114 Moscow, Russia

Ten. +7 495 983 02 40 Phone: +7 495 983 02 40

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

7. Yruaunsanus/Disposal

lNlpn  ytuansaumm  ocobGuie  Mepbl He Tpebytotca. Caeayer cobmoaars | To dispose of these medical devices, no special measures are necessary. National

BHYTPHIOCYAapCTBEHHbIE NPEANUCAHNA/ 3aKOHBI. laws and regulations must be observed.

[pu yTuansaunm uinenuii na repputopun Poccuiickoin esepaunn cneayer For disposal of products on the territory of the Russian Federation, follow the
PYKOBOACTBOBaTbCA HOpMaMH. u3noxkeHHbIMK B CanllnH 2.1.3684-21. norms of SanPiN 2.1.3684-21. Unused endoscopes and packaging materials are
Hencnonb3osaHHble 3HAOCKOMNDI, @ TAKXKE YNAKOBOMHBIE MaTepHaNbl creayeT disposed of as class A epidemiologically non-hazardous wastes. Used
YTWIH3HPOBATh KaK 3NnUAEeMHON0rH4ecky Ge3onacHble 0TX0abl kjaacca A. endoscopes are disposed of as class B epidemiologically hazardous waste.

HMcnonb3osaHKble 3HAOCKONDI CAEaYET YTHAM3HPOBATD KaK MHIEMHOIOMMHYECKH
OnacHble oTXoab! knacca b.
8. Baxxnas unpopmanus / Important Information

M3 coobpaxenuit rurueHsl M 4n npenoTBpalleHHs 3apakeHus dHaockonsl, | For hygiene reasons and to prevent infection, endoscopes, instruments and devices
HHCTPYMEHTbl W YCTPOHCTBA HEOOXOAMMO OYMCTHTL M npoaesuHduuupoBath / | must be cleaned and disinfected/sterilized before they are sent for repair. We
CTEPH/IH30BATL NEpea OTNPaBKOi B peMOHT. Mbl ocTaBnsem 3a coboii npaBo BepHYTh | reserve the right to return contaminated instruments/devices to the sender.

3arpA3HEHHbIE MHCTPYMEHTbI / YCTPOHCTBA OTNPABUTEIO. Repairs, modifications, or construction changes which are not performed by
PeMOHT. MoandHKaUnUK UM H3IMEHEHUA KOHCTPYKUMH, KOTOpPbIE BbINOJIHAIOTCA He KARL STORZ or by experts authorized by KARL STORZ will invalidate all
koMnanueid KARL STORZ wunu cneunanuctamu, ynonHoMouenHoimu KARL warranty rights.

STORZ, anHynunpyioT Bce rapanTHiikble 0683aTenbcTBa.

9. Pacun¢poBka cumso.ios/Explanation of symbols

Pacuingposka cumBo.10B, npuMeHseMbIX NPH MapKHPOBaHHK MeaHuKHcKoro | Explanation of symbols used in labelling the medical product:
H3deHn:

31
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CuMmso.l

Oupeaeienne

Symbol

Definition

Hsrorosunicein

Manufacturer

Jlara wsrorosacHus

Date of manufacture

MeaunuunHckoe nigenune

Medical device

REF

Hosep no katastory

REF

Catalogue number

CepuiiHbliii Homep

SN

Serial number

Koa naptuu

Koamuec 1so #31e11ii B M NaKoBKe

8l

Batch code

3

Number of products in the product packaging

YHukanbHbI HACHTHHUKATOP W3AENHS

UDI

Unique Device Identifier

OOpatniceh K MHCTPY KUK
1O IIPHMCHCHHIO

B

(1e(

Consult instructions for use

He crepuiibio

Unsterile

Xpy HKoe, 00patiaibes 0C1opoRHO

Fragile, handle with care
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0

10, MepeyeHb HaUUOHAMbHbLIX W MeXAYHAapOAHbIX HOPMAaTWBHbLIX [OKYMEHTOB/CTaHAapTOB,

CraHgapTt
EN 1041

ISO 13485
ISO 14971

ISO 15223-1

ISO 17664

IEC 62366-1

ISO 7153-1

1ISO 10993-1

Bepx

bepeyb OT BRaru

B cooTBeTCTBMM C henepaTbmbiM 3akoHodaTebcTBOM CLUA
(cor nacHo 21 CFR 801.109) u3genune paspeLleHo npojaBaTtb

TO/IbKO Bpadam (I/IMGPOLLU/IM J'II/IU|6H3I/II-O) NN HO peuerns Bpaya.

Mapkuposka CE

3TVM 3HAKOM MPOM3BOAMTENb 3aABNAET O COOTBETCTBUM
YCTPONCTB AeliCTBYHOLWMUM CTaH4apTaM U AMPEeKTUBaM.
Hun B KOeM cnyyae Hefb3s MOAUPULMPOBATL YCTPOMCTBO.

OnucaHune

W3gennsa megmumHekmne. MHpopmaums, npegocTasnsemas
N3roToBuUTENIEM

W3penusa meguumHckue. CUCTEMbI MeHepKMEHTa KayecTsa.
TpeboBaHMs Ans Lieneli perynnpoBaHns

M3penna meanuuHCKne

MpumeHeHWe MeHe[KMeHTa PUCKa K MeLULIMHCKUM U3Aenuam
W3penvs MeguumHCKue.

Cu1MBO/bI, NPUMEHsiEMbIE NPY MapKUPOBAHUN MEAMLIMHCKMX
U3LENNiA, Ha 3TUKETKAX U B CONPOBOAUTENLHOW AOKYMEHTaLMMN.
Yactb 1 OCHOBHble Tpe6oBaHuWs

Crepunmnsauma MeguUMHCKMX n3gennin. NHgpopmaums,
npefocTaBnsieMast M3roTOBUTE/IEM /151 POBEAEHNS MOBTOPHOM
CTEPUNN3ALUN MELNLUHCKNX U3LeNnii

W3penva mMeamumHCKue.

MpoeKTMpOBaHWE MELULMHCKNX WU3LENNIA C yHETOM
3KCNJTyaTaLUMOHHOR NPUrogHOCTU

VIHCTpYMeHTLI Xupypruyeckune. MeTtaninyeckue marepuasb.
Uactb 1 HepkaseroLas ctasib

W3genna megmumHckue. OLeHKa 61oornieckoro geiicTems
MeANLMHCKUX n3genmid. Yactb 1 OueHka 1 uccnesoBaHms
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Identification
EN 1041

1SO 13485
I1ISO 14971

ISO 15223-1

ISO 17664

IEC 62366-1

ISO 7153-1
ISO 10993-1

Top

Keep away from moisture

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

With this mark, the manufacturer declares the compliance of

the devices with the applicable standards and directives
The device must not be modified in any way

KOTOPbIM COOTBETCTBYET MefULUMHCKOe u3genne\bl8l of

Designation
Information supplied by the manufacturer of medical devices

Medical devices - Quality management systems - Requirements
for regulatory purposes

Medical devices - Application of risk management to medical
devices

Medical devices - Symbols to be used with medical 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
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ISO 10993-5

HU3nenna MeaHLUHHCKHE.
Ouenka 6HoN0rHYECKOro NeACTBHA MEAHLIHHCKHX H3aenmit. YacTb 5.
HUccnenoBaHns Ha LHTOTOKCHYHOCTb: METOb! in vitro*

ISO 10993-10

Hinenns MeanunHckre. OueHka OHONOTHYECKOro AeACTBHA
MeaMuMHCckux H3aenni. Yactb 10. MccnenoBanua pasapaxaiowero H
CEHCHOHIH3UPYIOLLETO AeHCTBHA

1SO 10993-11

H3nenus MeanunHckue. OueHka GHonoruueckoro 1eicTeus
MeIHMUHHCKHUX u3aenuii. Yacts 11. Uccaenosanus
001IeTOKCHYECKOTO N€HCTBHR

1SO 10993-12

WU3nenns meanunHckne. Ouenka 6nonormueckoro neicTBus
MEIHUHHCKUX n3neaui. YacTts 12. lMpurotosnenue npob u
KOHTPOJIbHblE 00pa3Lbl

1SO 10993-17

H3nenus MeaMUMHCKHE.
OueHka 6H0ON0OrHYECKOro eACTBHA MEANUMHCKUX H3aenuit. Yacte
17. YcTaHOBIEHHE NOPOroBbIX 3HAYEHKIH AN BLIMbIBAEMBIX BELIECTB

ISO 10993-18

H3nenns MeanUHHCKHe.
Ouenka 6HONOrHYECKOr0 ACHCTBHA MEAMLIMHCKHX H3aennit. YacTs
18. UccnenoBanHe XHMHUYECKHX CBOWCTB MaTEPHANIOB

IEC 60601-1

H3nenuns MeanunHckue Inektpuveckue. Yacts |. O6ume tpeGoBanus
6€30MacHOCTH € y4eTOM OCHOBHBIX (PYHKUHOHANbHbIX
XapaKTePHCTHK.

IEC 60601-1-6

H3nenns meanunnckmne nektpuueckue. Yacts 1-6. O6mne
TpeboBaHna 6€30NaCHOCTH € YYETOM OCHOBHBIX (Y HKLIHOHANBHBIX
XapaxktepucTHK. JlononHUTeNbHbIA CTaHAApT. JKCNIyaTaUHOHHAsR
NPUroAHOCTb.

IEC 60601-2-18

H3nenus MennuuHckme nektpuueckue. Yacts 2-18. YacTHble
TpeboBaHuA 6€30NaCHOCTH € Y4ETOM OCHOBHbIX (hY HKLHOHANBHBIX
XapaKTEPHCTHK K JHAOCKONHYECKOH annapartype.

ISO 17665-1

Crepuansauns MeanuuHckoit npoaykunn. CTepunnsauns napom.
Yactb 1. TpeGoBaHus k pa3paboTke, BalMAaUMH H TEKYLUEMY
KOHTPOJIIO MPOLEcCca CTEPHIN3AUNHHN MEIHUHHCKHX H3Jenui

ISOITS 18339

YcTpoiicTBa N8 YHNOTEPANHH - KPbILIKA OKYNSPa B KOHHEKTOP
CBETOBOJA

testing within a risk management process

ISO 10993-5

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

ISO 10993-10

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

ISO 10993-11

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

ISO 10993-12

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

ISO 10993-17

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

ISO 10993-18

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

IEC 60601-1

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

IEC 60601-1-6

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

IEC 60601-2-18

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

ISO 17665-1

Sterilization of health care products - Moist heat - Part 1:
Requirements for the development. validation and routine control
of a sterilization process for medical devices

ISOITS 18339

Endotherapy devices - Eyepiece cap and light guide connector

11. Pexnamauns/Reclamation

[Topanok npeabABACHHA peKNaMalLIHii ¥ OTBETOB Ha HUX PETY/HUPYETCH FPAKAAHCKHM
npaBoM. Peknamauns MoxeT NpeabABAATLCS TOJLKO NO TaKUM BOMPOCAM. KOTOpbIE
He SABNANMCL NPEIMETOM NPUEMKH TOBapa, NPOW3BEAEHHONW B COOTBETCTBHUHM C
YCJIOBHAMH Z0roBopa.

Mo Bcem Bonmpocam, CBA3aHHBLIM ¢ OBCIYKHBAHWMEM M3IENHA, HEOOXOIMMO
06paTHTLCA K YNONHOMOYEHHOMY NPEACTABUTENIO NPOH3BOANTENS.

B ciyuae pexnamaunu obpautatecs K NPOM3BOAMTENO M / WK YNONHOMOYEHHOMY

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

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

of the manufacturer.
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npeacTtaBUTENO NPON3BOANTENSA.

Mpoun3soanTens:

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

TeneoH: +49 7461 708-0

dakc:+49 7461 708-105

E-mail: infoi@lcarlstorz.com

YNONHOMOUEHHbIV NpeLcTaBUTelb MPOU3BOANTENS:

O6LlecTBO C OrpaHM4YeHHoin oTeeTcTBeHHOCTbO KAPJ1T LUTOPL, 3HAOCKOMbI
BOCTOK (OO0 KLWIT3 BOCTOK)

115114, Mocksa. [lepbeHeBckas HabepexHas, 7, cTp. 4.

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

e-mail: info-ru(@karlstorz.com

12, CsegeHus o npounssoguTtene / Information about manufacturer
PA3PABOTUUK:

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

TenedoH: +49 7461 708-0

Pakc: +49 7461 708-105

E-mail: info@karlstorz.com

MPOMN3BOANTE/b:

«KAPJT LUTOPL, CE u Ko. KI'», N'epmaHus (KARL STORZ SE & Co. KG)
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany

TeneoH: +49 7461 708-0

dakc: +49 7461 708-105

E-mail: info@Kkarlstorz.com

YMNOMHOMOUYEHHbIV NPEACTABUTE/b NMPON3BOAUTENSA:
000 KLWIT3 BOCTOK

115114, Mocksa, [lepbeHeBcKas HabepexHas, 7, cTp. 4

TenegoH: 8 (495) 983-02-40

E-mail: info@karlstorz.com

MECTO NMPON3BOACTBA:

1 KARL STORZ SE & Co. KG,

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

Authorized representative of the manufacturer:

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

Derbenyevskaya nab. 7, building 4

115114 Moscow, Russia

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

e-mail: info-ru@Xkarlstorz.com

DEVELOPER:

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

MANUFACTURER:

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

Fax:+49 7461 708-105

E-mail: info@karlstorz.com

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER:
LLC KSHTE VOSTOK

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

Phone: 8 (495) 983-02-40

Email: info@karlstorz.com

MANUFACTURING SITE:
1. KARL STORZ SE& Co. KG,
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
35



Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
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MpunoxeHune 1. NepevyeHb PEKOMEHAYEMbIX YMCTAWMX N ge3anHpuunpytownx pactesopoB\ Appendix 1. List of recommended cleaning and
disinfecting solutions

37
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disinfecting solutions

AUuiviCH~yCMDbIA

PydHas ounctka v gesnHpekumsa / Manual cleaning and disinfection

Unctawme pacteopsbl / Cleaning agent

MpownssoguTens /
Manufacturer
Advanced Sterilization
Products (Johnson &
Johnson)

Anios

B. Braun Medical AG
Ecolab Deutschland GmbH
Esteer Pharma GmbH
Esteer Pharma GmbH
Lysoform Dr. Rosemann
GmbH

Schumacher, Dr. GmbH
Schulke & Mayr GmbH
Schulke & Mayr GmbH
Schumacher, Dr. GmbH

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

ToproBoe HanmeHoBaHue /

Trade name
Cidezyme®

ANIOSYME P.L.A.
Stabimed®

Sekusept”™ aktiv
ULTRASEPTIN® activ
ULTRASEPTIN® PAA
Lysoformin® 3000

PERFEKTAN® ENDO
gigasept AF® forte
gigasept® instru AF
DESCOTON extra

[crawmnx n gesnHpuumnpyrownx pactsoposTAppendix 1. List of recommended cleaning and

JesnHdmuympytowe pacteopsbl / Disinfectant

MpownssoguTens /
Manufacturer

Advanced Sterilization
Products (Johnson &
Johnson)

Anios

B. Braun Medical AG
Ecolab Deutschland GmbH
Esteer Pharma GmbH
Esteer Pharma GmbH
Lysoform Dr. Rosemann
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.

38

ToproBoe HavMeHoBaHwWe /
Trade name
Cidex OPA®

ANIOSYME P.L.A.
Stabimed®

Sekusepf*"” aktiv
ULTRASEPTIN® activ
ULTRASEPTIN® PAA
Lysoformin® 3000

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

STERIL-C

neodisher® Septo Active



o iou(Mx iviullllllluX / iviactilne cleaning a~ft disinfection

Unctawume pacteopbl / Cleaning agent Oe3nHgmuympytoule pacteopsbl / Disinfectant

MpounssoguTens / Manufacturer  ToproBoe HaviMeHOBaHMe / Mpowunssogutens / Manufacturer  ToproBoe HavMeHoBaHMe /
Trade name Trade name

Ecolab Deutschland GmbH Sekumatic™ FR Ecolab Deutschland GmbH SekumaticM FD

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

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

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

Weigert, Dr. GmbH & Co. neodisher® FA

Weigert, Dr. GmbH & Co. neodisher® MediClean

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

Weigert, Dr. GmbH & Co. neodisher® MediZym

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

Unctawme cpeacTsa, NMOMeYeHHble *, JoKazain CBOH 3(h(eKTUBHOCTb NpoTMB nNpuoHoB / Cleaning agents that are marked with*: These cleaning agents
are proven to be effective against prions
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[I1epe6oo c nemeyro20 u aneaulcko20 A3b1k08 HA PYCCKUT A3bIK |

[Ha 6aanre komnanuu « Kapa lImopy — 3noockon»)

®dopmupyem BMecTe Oy ayLiuee YHAOCKONMHH Ha NPOTSHXKEHUH bosee 75 net

«KAPJ1 LUTOPL CE u Ko. KI'» (KARL STORZ SE & Co. KG) * a/a 230 « 78503 Tytnunren/I'epmanus
(PO Box 230 « 78503 Tuttlingen/Germany)

YTBEP)XXAEHO

Crapuwnii 1MpPeKTOp N0 HOPMATHBHO-TIPABOBOMY Pery/IHPOBaHHIO
MeXK1yHAaPOAHOr0 OTAE/1a M0 310POBbI0 NALHEHTOB H HOPMATHBHO-NIPaBOBOMY

peryiMpoBaHHIO

OJDKHOCTD

no nopy4yenuio, i-p berruna Xaden

HMA

«Kapa ltopu CE u Ko. KI'»
Hp.-Kapn-Ulropu-LUirpacce
34, 78532, TyTnuHreH,

["'epMaHnus

(Dr.-Karl-Storz-Strafle
34. 78532, Tuttlingen

Germany)

/noodnucs/
(MOAMNHKCH)

16.06.2023 2.

J€eHb, Mecal (undpamu)

(LLImawun)

[([Tewams komnanuu « Kapa LLmopy — Sudockon»)

HHCTPYKLHUA 110 IKCIVIYATALIUU
I3oparockon xkectkuii HOPKINS ¢ npunanjaexnocTsaMu

®dakTueckuii aapec:
«KAPJI LLITOPL CE 1 Ko.
KI'»

Jlp.-Kap:1-

[Iropu-lllpacce 34

78532 Tyt:mnrewTepmatiss
Tenedon: +49 7461 708-0
dakc: +49 7461 708-105
1. novra;
info’karlstorz.com
www_karlstorz.com

0370371 men 41

Ha3sBaHue MEeIHLIMHCKOTO H3OE/IHA

bankosckue
PCKBHIMTBI
«OunKpeast bank
Al»

SWIFT:
HYVEDEMM473
IBAN: DE62 6002
0290 0034 5326 05

«Kpaftcinnapkacce
Ty tannren»
SWIFT:
SOLADESITUT
IBAN: DE79 6435
0070 0000 0013 22

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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«Jloitue bank Al
TyTauureu»

SWIFT:

DEUTDESS653

IBAN: DE09 6537 0075
0211 6390 00

Hapoanwii Hatk
«1Bapusa:iba-Jlonay-
Hekkap 2™»

SWIFT: GENODESITUT
IBAN: DE97 6439 0130
0000 7720 03

Kommanamnrioe tosapHillecTso
«KAPJI mror CE
u Ko. KI'»
p.-Kap:i-Lvopu-Ltpacce 34
78532 TyTtamurew/[ epmanns
MecToHaxox.1eHHE KOMIIAHKHK:
. TyTanurck

Toproswii peectp:

r. lWryTrapt. HRA 450442
WUaewut. Ne nnareanimmka HJIC:
DE 142931059

JlupektnBa 00 yTHAIIAUHK
WIEKTPHHECKOTO

H YICKTPOHHOTO
ofopy0BaHHA.

per. Ne DE 74465858

Monubii KoMnauboH
«KAPJLIITOPLL
Oepsaintynre Chn
Hp.-Kapa-lIropu-1Utpacce
34

78532 Tytamurew/I'epmanng
Mectonaxow.cHue
Komnawun: . TyTmnren
‘Toproseiit peectp:

r. llltytrapr. HRB 762524
Yipasisiomnii - pexTop:
Kap:a-Kpucrnan Ulvopu

[lpeaceaareas coBeTa
JHPCKTOPOB:
MHOTOKPaTHbIit  NOYETHLIA

aoxrop CuGuaa Wropu



PeecTp HoTapuanbHbIX AercTenii UVZ 998/2023 UZ 1276/2023
AcTtpung XapaHT-LUTpekkep * Ten.: +4974619659700 * dakc: +4974619659720

HoTapuanbHoe ygocToBepeHUe
Mognuck, NocTaBneHHas BbiLLe B MOEM MPUCYTCTBUK, ABMSETCA MOAMUCHIO
r-Xu a-pa beTTnHbl XadgeH,
pata poxaeHus: 09 ceHTabpa 1982,
CNy>e6HbIli agpec: 78532 r. TytnuHreH, Ap. Kapn-LUTopu-LUTpacce 34,
— W3BECTHOWN MHE IMYHO —
4TO A HaCTOALMM OULMaNbHO YA0CTOBEPAIO,

r. TytauHreH, 05 nona 2023 T.

/noagnuce!

HoTapuyc Actpug XapaHT-LLUTpekkep

[PenbepHasa neyaThb HOTapuycal
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Texcm dannozo doxymenma nepeeén nepesoouux Paxumxynoe Invoap Cepranuesuy. 3saniue uROCMPaRnow
RIKIKA NOONMBEPICORIO. Botnonnenuii nEpesod ACAREMCR NPACHABHIM, MOUHOIM U RONHBIM.

Poccuiickan Pedepayus
Fopod Mocxea
Yemaepmozo aszycma 0se muicanu 06adyams mpemoe20 200a
A, Touxun Jmumpuis Basepoesuy, nomapuye 20poda Mockest, caudemenscmayio noOOURHACTb NOONUCY

nepesoduuxa Paxumxynosa Snvdapa Cepranuesuna.

Hoonuce coenana e moem npucymemeuu.
Jluunocmy nodnucasiiezo JoKyMeHnt yomaroenena.
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