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BaxkHas MHGopm , A Ans nonb3oBatenen nsgenuii u nHexpymeHtos KAPJ1 LUTOPLY/
Important information for users of KARL STORZ devices and instruments

PeKOMeH,quTCFl NPOBEPUTb NPUTOAHOCTb NPOAYKTOB ANA npe,qnonaraemoﬁ npoueanypbl 40 Ha4Yasia NCNOJiblIOBaHNA.

bnarogapum Bac 3a goBepue, okazaHHoe Toprosoin mapke iCARL STORZ. Kak v BCSl Hala NpogyKuus, gaHHoe n3genne aBnseTca pe3ynbTaTOM Hallero onbita u
KpOMoTAMBOW paboTbl. Bbl 1 Bawa opraHusayunsa Bolbpann COBPEMEHHbIV U BbICOKOKA4YeCTBEHHbIM NPOAYKT nponssogcTea KomnaHnm KARL STORZ.

HaCTOFIIJ.I,aFI WHCTPYKUWA A0/TKHa NOMOYb Bam npaBuUNbHO NUCMOJ/Ib30BaTb, a TakKXe o4YnliaThb, ,CI,ESVIH(bVILI,VIpOBaTb nnpn H606X0,CI,VIMOCTI/I CTepunnmn3oBaTtb N3aenne. Bce
HeobXoAnMble feTann U AeiCTBMA HArNA4HO Pa3bACHATCS. [103TOMY BHMMATENbHO MPOUYTUTE HACTOALLYI MHCTPYKLUMIO; 6EpPEXHO XpaHUTe €€, YyToObl B Clyyae
BO3HWKHOBEHWNA BOMNPOCOB K Hel Bceraa MO>XHo 6b1710 O6paTVITbCF|.

NMPEAYNPEXAEHWE: sHaockonsbl KARL STORZ nocTaBnsaioTCA HECTEPUbHLIMA, Y UX HEOOXOAMMO OYMLLIAT b, AE3MHPMLMPOBATL N CTEPUIM30BaTb Nepes,

nepBb/IM UCNOJIb30BaAHMEM U KaXKAblM nocsieayownmMm NOBTOPHbIM UCNO/b30BaHNEM.

KomnaHma KARL SI'ORZ nocTosiHHO paboTaeT Haj YCOBEPLUIEHCTBOBAHMEM BCel NpoAyKuuu. Mo aToli NpuYnHe BO3MOXHbI U3MEHEHUA DOPMbI, OCHALLEHMNSA 1
TexHonoruu. Mel paccunTbiBaeM Ha Bawe noHuMaHue. [M03TOMY laHHble, N306paXKeHUsa ¥ ONUCaHUSA B HACTOALLe UHCTPYKLUN He MOTYT GbiTb OCHOBaHUEM ANS
npeabABNEHUA NPETEH3UA.

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 modem high-quality item of equipment from KARL STORZ.

This instruction manual is designed to provide help with the proper application, cleaning, and sterilization ofthe 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.

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

KARL STORZ is continuously working on the further development of all products. Please understand that changes to the scope of supply, design, equipment, and
technology are possible for this reason. Therefore, no claims may be derived from the information, figures, and descriptions in this manual.
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1. O6wge cBefeHHsA/General information

JHpockonbl co cTepxHeBbiMU nuH3amn HOPKINS gaBnsawoTca MHOropasoBbiMuU U
COCTOAT M3 OKynsApa, pas3bema AN CBETOBbIX Kabeneii ¢ npeaycTaHOB/IEHHbIMU
ajantepamMu AN CBETOBbIX Kabeneir [pyrux npoussofuteneimt um 060M104KU U3
Hep)XXaBeloLWero martepuana, KoTopas 3aKpblBaeT CUCTEMY CTEPXXHEBbIX JIMH3 U
BCTPOEHHOI0 ONTOBOJIOKOHHOTO CBETOBOJA.

Mo3aToMy C HUMKU HeoO6XOAMMO O06pawaThCs OCTOPOXHO W MNpoBepaTb Ha
NPaBUNbHOCTL (DYHKLWOHUPOBAHUSA U Ha HalMuue NPU3HAKOB MOBPEXAEHUS [0 U
nocrie KaXAoro NCnofb30BaHWUsA Ha MayueHTe.

Cob6nopeHne cneaytoweii nHpopmaumm obecneynT LOATUIA CPOK CAYXObl Bawnx
3Hgockonos HOPKINS.

1.1. HanmeHoBaHue MeMUMHCKOrO n3genuns/Name of the medical device
Bponxockon xecTkunii HOPKIINS ¢ npuHan.1 eXXHOCTAMU:

. BpoHxockon xecTkuit HOPKINS, Tunopasmepbl:
1 BpoHxockon xecTknii HOPKINS, Tunopasmep: HanpaBneHue HabnogeHus 0R)
nnametp 1,9/2,1 mm, gnnHa 18 cm, B cocTaBe:
bpoHxockon - 1 wr.;
WHCTpyKUma no akcnayaTtaumm - 1wr.;
- MMnb3a 3almTHas, 419 3HA0CKOMOB AMHOW 18 cM (npu
HeobxogmmocTn) - 1.

2. BpoHxockon xecTkuii HOPKINS, Tunopasmep: HanpasneHue HabntogeHus OR)
AvameTp 2,7 Mm, AnuHa 18 cm, B COCTaBe:
BbpoHxockon - 1uwr,;
- WHcTpyKkuma no akcnayaraumm - 1wr.;
MMnb3a 3almTHas, An8 3HA0CKOMOB AnMHoM 18 cm (npu
HeobxoaumocTn) - 1w,

3. BpoHxockon xecTknin HOPKINS, Tvnopa3smep: HanpasneHne HabnogeHns 0®)
AvameTp 2,8 MM, anivHa 44 cM, B COCTaBe:
BpoHxockon - 1T,
- WHCTpyKLMA no akcnayaraumu - 1T,
- MMnb3a 3aWwnTHas, AN 3HAOCKOMOB ANMNHOW 44 cm (Npu
HeobxogumocTn) - 1 wr.

4. BpoHxockon xecTkunii HOPKINS, Tunopasmep: HanpasneHune HabnogeHns 0]
avameTtp 2,9 mm, gnnHa 30 cM, B COCTaBe:
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HOPKINS rod lens endoscopes are reusable and consist of an eyepiece, a
connection for light cables with screwed-on adaptors for light cables from other
manufacturers, and a sheath made ofrust-proof material that encloses the rod lens
system and an integrated fiberoptic light cable.

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

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

Bronchoscope rigid HOPKINS with accessories:

. Bronchoscope rigid HOPKINS, dimension types:
1 Bronchoscope rigid HOPKINS, dimension type: direction of view 0°, diameter
1,9/2,1 mm. length 18 cm, consists of:
- Bronchoscope - 1pc.;
- Instruction for use - 1pc,;
- Protective tube, for endoscopes length 18 cm (ifnecessary) - 1 pc.

2. Bronchoscope rigid HOPKINS, dimension type: direction of view 0®, diameter
2,7 mm, length 18 cm, consists of:
- Bronchoscope - 1pc.;
- Instruction for use - 1pc.;
- Protective tube, for endoscopes length 18 cm (if necessary) - 1 pc.

3. Bronchoscope rigid HOPKINS, dimension type: direction of view O®, diameter
2,8 mm, length 44 cm, consists of;:
- Bronchoscope - 1pc.;
- Instruction for use - 1pc,;
- Protective tube, for endoscopes length 44 cm (if necessary) - 1pc.

4, Bronchoscope rigid HOPKINS, dimension type: direction of view 0®, diameter
2,9 mm, length 30 cm, consists of:
- Bronchoscope - 1pc.;
- Instruction for use - 1pc.;

Protective tube, for endoscopes length 30 cm (if necessary) 1 pc.
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- BpoHxockon - 1WT,;
MIHCTpYKLMA no akcnayataumm - 1 wT.;
Mnb3a 3aWnTHasA, 418 3HAOCKONOB AnunHoi 30 cm (npu
HeobxoAmMMOCTM) - 1 LWT.

Bponxockon xecTknin HOPKINS, Tunopasmep; HanpaeneHvne HabnwogeHuns 0,
LvameTtp 2,9 MM, jnnHa 36CM, B COCTaBe:
- BpoHxockon - 1uT.;
- VIHCTpyKuua noakcnayarauyum 1w,
- Mnb3a 3aWuTHas, ANa 3HA0CKOMNOB ANNHOM 44 cm (nNpu
Heo6xogmMmocTK) - 1 wr.

BpoHxockon xecTkuii HOPKINS, Tvinopasmep: HanpasfneHne HabnogeHnsa 0®)
ovametp 4 mm, aavHa 30 cm, B cocTaBe:
- BpoHxockon - 1wrt.;
- VHCTpYyKumMA noakcnayataumy 1w
- vnb3a 3aWnTHas, 4ns saHA0CKoNoB AnanHol 30 cm (npu
HeobxogmMmocTm) - 1.

BpoHxockon »xecTkuit HOPKINS, Tunopasmep: Hanpas/ieHne HabnogeHuns 0°,
AvamveTp 4,5 MM, AnuHa 50 cm, B cocTaBe:

- BpoHxockon - | wr,;

- VHCTpyKUMA Mo akcnayartaumm - 1 wT.;

- Mvnb3a 3aWnTHasa, 41 3HLO0CKONOB AMHOW 55 cm (npu
HeobxogmMmocCTm) - | .

Bponxockon xecTknin HOPKINS, Tunopasmep: HanpasfieHne HabntogeHmns 0®)
AvameTtp 5,5 MM, gnnHa 50 cm, B cocTase:

BpoHxockon 1T,
- VHCTpYKLMA no akcniyaTauum - 1wt

- Mmnb3a 3aWwnTHas, A0S SHAOCKOMNOB ANMHOW 55 ¢Mm (Npu
HeobxogMmocTu) - 1.

BpoHxockon »ecTknit HOPKINS, Tunopasmep: HanpaeneHue HabnoaeHus 30®,
AvameTtp 2,9 MM, gnnHa 36 CM, B COCTaBe:

- BpoHxockon - 1w,

- WHCTpYyKLMA no akcnayaTaumm - 1wt

- Mvnb3a 3aWnTHas, 4Na aHA0CKOMNOB ANMHONM 44 cMm (Npu
Heob6xoAMMOCTK) - 1 LWT.

BpoHxockon xecTknint HOPKINS, Tunopasmep; HanpasneHue HabnwogeHuns 30®)
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Bronchoscope rigid HOPKINS, dimension type: direction of view 0°, diameter
2,9 mm, length 36 cm, consists of:

- Bronchoscope - 1pc,;
- Instruction foruse - 1pc.;
- Protective tube, for endoscopes length 44 cm (if necessary) - 1 pc.

Bronchoscope rigid HOPKINS, dimension type: direction of view 0°, diameter
4 mm, length 30 cm, consists of:
Bronchoscope - 1pc,;
Instruction for use - 1pc.;
- Protective tube, for endoscopes length 30 cm (if necessary) - 1 pc.

Bronchoscope rigid HOPKINS, dimension type: direction of view O®, diameter
4.5 mm, length 50 cm, consists of:

- Bronchoscope - 1pc.;

- Instruction for use - 1pc.;

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

Bronchoscope rigid HOPKINS, dimension type: direction of view 0®, diameter
5.5 mm, length 50 cm, consists of:
Bronchoscope - 1pc.;
- Instruction for use - 1pc.;
- Protective tube, for endoscopes length 55 cm (ifnecessary) - 1pc.

Bronchoscope rigid HOPKINS, dimension type; direction of view 30®,
diameter 2,9 mm, length 36 cm, consists of:

- Bronchoscope- 1pc.;

- Instruction foruse - 1pc,;

- Protective tube, for endoscopes length 44 cm (if necessary) - 1pc.

Bronchoscope rigid HOPKINS, dimension type: direction of view 30®,
diameter 4 mm, length 30 cm, consists of;

- Bronchoscope - 1pc.;

- Instruction for use - 1 pc.;

- Protective tube, for endoscopes length 30 cm (ifnecessary) - 1pc.

Bronchoscope rigid HOPKINS, dimension type: direction of view 30®,
diameter 4,5 mm, length 50 cm, consists of:

- Bronchoscope - 1pc.;
- Instruction for use - 1pc.;
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avametp 4 mm, anuHa 30 cMm, B cocTaBe:
- BpoHxockon - 1T,
WHCTpyKLmMa no akcnayatauum - 1w,
- mnb3a 3awWwmTHas, 4Ns 3HLOCKOMOoB AnnHoi 30 cm (mpu
HeobxogmMmocTm) - 1 .

BpoHxockon »xecTknii HOPKINS, Tvnopasmep: HanpasneHve HabnwogeHns 30°,

AvameTp 4,5 mm, anvHa 50 cMm, B cocTase:
BpoHxockon - 1T,
- WHCTpyKLMA no akcnayaTaumm - 1wr.;
- MMnb3a 3aWwmUTHas, 414 3HLO0CKONOB ANNHOIM 55 cm (npw
HeobxognmocTn) - 1.

BpoHxockon xecTkuit HOPKINS, Tunopasmep: HanpaeneHune HabnoaeHuns 30°,

AvameTtp 5,5 mm, gnvHa 50 cM, B cocTase:
- BpoHxockon - 1wT.;
- MHCcTpyKumMs no akcnayataumm - 1 wr.;
- Mmnb3a 3aWuTHas, 41s 3HAO0CKOMNOB AAMHONM 55 cMm (npu
HeobxogmmocTm) - | wr.

BpoHxockon xecTknin HOPKINS, Tunopasmep: HanpasneHne HabnoaeHus 90°,

AvameTp 5,5 MM, gnnHa 50 cm, B cocTase:
- BpoHxockon - 1w,
- WHCTpYKUMs no akcnayaTaymm - 1 wT.;
- MMnb3a 3aWwnTHas, 4N9 3HAO0CKOMNOB ANNHOW 55 cM (npu
HeobxogmmocTn) - 1 wr.

14. TpuHagnexHocTu:

DN

Apantep ceetoBogoB KARL STORZ n Olympus

ApanTtep ceeToBogoB Richard Wolf

LLleTka nnockaa gns o4ncTky - 5 w./yn.

KoHTeilHep NpoOBOMIOYHbLIN ANSt Ae3nHipeKymum/cTepunmnsanmm/ XxpaHeHus,
290 X60 X52 Mm

KoHTeiiHep MPOBONOYHbLIN ANA Ae3nH(eKuun/cTepuamnsauumn/ XpaHeHus,
352 X 125 x54 mm

KoHTeliHep NPOBONOYHLIA AN fAe3uHieKuum/cTepunmnsaumm/ xpaHeHus,
670 x 80 x 52 Mm

KoHTeiiHep MPOBONOYHbLIN ANA Ae3nH(eKUUm/cTepunmnsauumn/ XxpaHeHus,
640 X 216 X 78 MM

KoHTeliHep NpoBOMOYHBIA AN Ae3nHdbeKuum/cTepunmsaumm/ XxpaHeHus,
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- Protective tube, for endoscopes length 55 cm (if necessary) - 1pc.

Bronchoscope rigid HOPKINS, dimension type: direction of view 30°,
diameter 5,5 mm, length 50 cm, consists of:

- Bronchoscope - 1pc.;

- Instruction for use - 1pc.,;

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

Bronchoscope rigid HOPKINS, dimension type: direction of view 90°,
diameter 5,5 mm, length 50 cm, consists of:

- Bronchoscope - I pc.;

- Instruction for use - 1pc,;

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

Accessories:

Adapter for KARL STORZ and Olympus light guides;

Adapter for Richard Wolf light guides;

Flat brush for cleaning - 5 pc./pack.;

Wire container for disinfection / sterilization / storage, dimen.sions: 290 x 60 x 52
mm;

Wire container for disinfection / sterilization / storage, dimensions: 352 x 125 x
54 mm;

Wire container for disinfection / sterilization / storage, dimensions: 670 x 80 x 52
mm;

Wire container for disinfection / sterilization / storage, dimensions: 640 x 2 16 x
78 mm;

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

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

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

Possible further names: Optics, Device, Endoscope, Endoscope HOPKINS, medical

device.
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622 x 150 X78 Mm

9.  KoHTeliHep MPOBOMOYHLIA AN Ae3UHDEKLMNU/CTEPUNU3ALNI/ XPaHEHWS, pa3Mepbl:

480 X 125 X 54 mm

10. KoHTeliHep NpoBONOYHBIVA Ans AesvHBeKLUn/cTepuAn3aLum/ XpaHeHus, pasmepsbl:

604 X125 X54 mm

[Janee BO3MOXXHbI HauMeHoBaHuA; OnTuka, N3genne, 3npgockon, Haockon HOPKINS,
MeAMLMHCKOE 13genve.

1.2. MepeyeHb apTukynos nagennin/RKF list
I.  BpoHxockon xecTkuii HOPKINS, Tunopasmepbl:
HanmeHoBaHue REF
BpoHxockon xecTkuii HOPKINS HanpasneHue HabnogeHns

10017AA
0® gmameTtp 1,9/2,1 mm, gnvHa 18 cm
BpoHxockon xecTkuin HOPKINS HanpasneHve HabniogeHns 10018AA
O®, gnameTp 2,7 MM, AnMHa 18 cm
BEOHXOCKOH xecTknin HOPKINS HanpaBneHue HabniogeHms 10023/1BA
0°, pnameTp 2,8 MM, AnnHa 44 cm
BpoHxockon xecTknii HOPKINS HanpaBneHve HabnogeHns 10020ATA
O®, guameTp 2,9 mm. anmHa 30 cm
Bpomxockon xecTknint HOPKINS HanpaBneHue HabnogeHns 10324AA
O0® guameTp 2,9 mm, AnunHa 36 cm
BpoHxockon xecTkuii HOPKINS HanpaBneHve HabniogeHuns 10005AA
0°, guameTp 4 MM, aivHa 30 cM
BpoHxockon »xecTkunii HOPKINS HanpaBneHve HabnaeHus
10328AA
0®, gnameTp 4,5 MM, gnnHa 50 cm
BpoHxockon »xecTknin HOPKINS HanpasneHune HabnwoLeHNs 10320AA
O0®, gpnameTp 5,5 mm, AnnHa 50 cm
Bpoxxockon xecTknit HOPKINS HanpaBneHne HabnoaeHNs
o 10324BJ1
30°, amameTp 2,9 MM, AvHa 36 cm
BpoHxockon xecTknii HOPKINS HanpaBneHne HabnogeHns 10005BA
30®. gruameTp 4 Mm. anuHa 30 cm
BpoHxockon xecTkunii HOPKINS HanpaBneHne HabnogeHms
10328B/1
30®, gnameTp 4.5 MM, AnuHa 50 cm
BpoHxockon xecTkunii HOPKINS HanpaBneHne HabnogeHns
10320B/1
30®, pnameTp 5,5 MMm. givHa 50 cm
BpoHxockon xecTkuii HOPKINS HanpaBneHne HabnogeHus 10320DA
90°, anametp 5,5 mm. gavHa 50 cm
Il.  TpuHagnexHoctu
HanmeHoBaHue REF
Agpantep ceetoBogos KARL STORZ u Olympus 4950
Agpantep csetoBogos Richard Wolf 495F
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Bronchoscope rield HOPKINS, dimension types:
Name

Rigid bronchoscope HOPKINS direction of view 0°, diameter
1,9/2,1 mm, length 18 cm
Rigid bronchoscope HOPKINS direction of view 0°, diameter 2,7
mm, length 18 cm
Rigid bronchoscope HOPKINS direction of view 0°, diameter 2,8
mm, length 44 cm
Rigid bronchoscope HOPKINS direction of view 0°, diameter 2,9
mm, length 30 cm
Rigid bronchoscope HOPKINS direction of view 0°, diameter 2,9
mm. length 36 cm
Rigid bronchoscope HOPKINS direction of view 0°, diameter 4
mm, length 30 cm
Rigid bronchoscope HOPKINS direction of view 0°, diameter 4,5
mm, length 50 cm
Rigid bronchoscope HOPKINS direction of view 0°, diameter 5,5
mm, length 50 cm
Rigid bronchoscope HOPKINS direction of view 30®, diameter
2,9 mm, length 36 cm
Rigid bronchoscope HOPKINS direction of view 30®, diameter 4
mm, length 30 cm
Rigid bronchoscope HOPKINS direction of view 30®, diameter
4,5 mm, length 50 cm
Rigid bronchoscope HOPKINS direction of view 30°, diameter
5,5 mm, length 50 cm
Rigid bronchoscope HOPKINS direction of view 90°, diameter
5,5 mm, length 50 cm

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

REF
10017AA

10018AA

10023J1IBA

10020ATA

10324AA

10005AA

1032811A

10320/1A

10324BA

10005BA

10328BA

10320BA

10320DA

REF
495G
495F
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LLleTKa nnockas Ans O4MCTKU 27652-05
KoHTeiiHep NpOBOMOYHBINA ANs Ae3nHpekuuun/

) 39501A1
cTepununsauun/xpaHermns, pasmepsl; 290 x 60 X 52 MM
KoHTeiHep NpoBOMIOYHLIN Anst Ae3nHgpekymm/ 39501A2
cTepunmnsauum/xpaHeHus, pasmepsl: 352 x 125 x 54 vm
KoHTeliHep NPOBONOYHLIA A5 Ae3nHpekuun/ 39501C
cTepunusauum/xpaHeHns, pasmepsl: 670 x 80 x 52 Mm
KoHTeliHep NpOBOMOYHBINA Ans fe3nH(eKunn/ 39501ES
cTepunusaunu/xpaHeHuns, pasmepsl; 640 x 216 X 78 mm
KoHTeiiHep NpoBOMIOYHBIV ANs Ae3vHhekuun/

X 39501BR
cTepunmsaunn/xpaHenus, pasmepbl; 622 x 150 x 78 Mm
KoHTeliHep MpoBONOYHbLIN ANs Ae3vHpeKLmun/
cTepunmnsaunn/xpaHenus, pasmepbl: 480 x 125 x 54 Mm 39501 BEC
KoHTeliHep NpoBOMIOYHbIV AN Ae3uHbekLmun/ 39501CEC

cTepunmsaymm/xpaHeHus, pasmepsbl: 604 x 125 x 54 mm
1.3. Ha3HaueHme/Intended use
SHA0CKON MpefHa3HavyeH Ana NoayyvyeHns v nepefavm aHL0CKOMUYECKOro N306paxkeHns npu
[AMarHoCcTMKe 1 Tepanuu npu 6POHXOCKONUW. SHLOCKOMbI ABAATCA UHBA3UBHLIMU
(BBOAATCA Yepes eCTeCTBEHHbIE OTBEPCTUSA) U NpefHa3HauYeHbl 41 KPaTKOBPEMEHHOTO
NPUMEHEHUS.

1.4. Moka3aHHs/Indications

MprMeHeHWe 3HAOCKOMNOB M MHCTPYMEHTOB ANs GPOHXOCKONUM NOKAa3aHo, ecin C TOUKM
3peHuns nevallero Bpada nokasaHa xxecTkas 6poHxockonus. K aTomy oTHocaTcs, B
4acTHOCTW. [iMarHoOCTMKa W NeYeHne B CNeayowmx ciyyasx:

«Acnupaums NHOPOAHbIX Ten

* LleHTpanbHble CTEHO3bI, B YaCTHOCTW, MOCPELCTBOM CTEHT-UMMNIAHTaLNi
mbpoHXManbHaa KapLmHoma

» KpoBoxapkaHbe

1.5. flpoTHBOiioKaiaimH/Contraindications
MpumeHeHVe 3HAOCKOMOB U MHCTPYMEHTOB AN 6POHXOCKONUM MPOTUBOMOKa3aHo, eciun no
MHELMI0 fleyallero Bpaya XWPYpruyeckuiA MeTof NpoTMBOMOKasaH LW ecnu obuiee
COCTOSIHME MaLMeHTa He MOAXOAWT A/ Onepauuyn Uam aHecTe3nN.
BPOHXOCKOMbI HeMb3d MCMOb30BaTh B OMepaLnsix ¢ HeMOCPeACTBEHHbIM KOHTaKTOM ¢ LIHC
(UeHTpanbHOWM HEPBHOM CUCTEMOI) W LieHTPabHOM CepAeYHO-COCYANCTON CUCTEMOIA.
Kpome Toro, MMetoT MecTo cnefytoLine NpoTUBOMOKAa3aHNS:
ABCONOTHBIE MPOTMBOMNOKA3aHNS:
* Hensneummas, yrpoxarowias Xu3Hu aputMmus
» HekoppekTupyemas koarynonatus
» CybmakcumManbHoe HacbllleHne K1CNOPOAOM NauueHTa nepes npouesypoi
e OcTpas cuUCTeMHast [blxaTe/lbHass HeJOCTaTOMHOCTb (MCKMHOYEHMe:
WHTY6MpPOBaH 1 HaxoauTcs Ha VIBJT)

naileHT yxxe
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Flat brush Tor cleanine 27652-05
Wire container for disinfection/sterilization/storage, dimensions:
290 X 60 X52 mm 39501A1
Wire container for disinfection/sterilizalion/storage, dimensions:
325 X 125 X54 mm 3950142
Wire container for disinfection/stcrilization/storage, dimensions; 39501C
670 X80 X52 mm
Wire container for disinfection/sterilization/storage, dimensions:
640 X216 X78 mm 39501ES
Wire container for disinfection/stcrilization/storage, dimensions:
622 X 150 X78 mm 39501BR
Wire container for disinfection/sterilization/storage, dimensions:
480 X 125 X54 mm 39501 BEC
Wire container for disinfection/sterilization/storage, dimensions: 39501CEC

604 X 125 X54 mm

The endoscope is intended for receiving and transmitting endoscopic images in
diagnostics and therapy during bronchoscopy. Endoscopes are invasive (introduced
through natural openings) and arc intended for short-term use..

The use of endoscopes and instruments for bronchoscopy is indicated if rigid
bronchoscopy is indicated from the point of view of the attending physician. This
includes, in particular. Diagnostics and treatment in the following cases:

* Aspiration of foreign bodies

« Central stenosis, in particular through stent implantation

« Bronchial carcinoma

« Hemoptysis

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

Bronchoscopes cannot be used in operations with direct contact with the central nervous
system (central nervous system) and the central cardiovascular system.

In addition, there are the following contraindications:

Absolute contraindications:

« Incurable, life-threatening arrhythmia

« Uncorrected coagulopathy

« Submaximal oxygen .saturation of the patient before the procedure

» Acute systemic respiratory failure (exception: the patient is already intubated and
ventilated)

10
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OTHOCUTE/bHbIE NPOTUBOMOKA3aHUA:

 Pa3BnTne HeBOCNPUMMUUBOIA K Tepanum rmnoKceMum

* PaccTpolicTBO CBEPTHIBAEMOCTU KPOBU

» TekyLlas aHTUKOArynaunoHHas Tepanus

* JleroyHas runepTeH3ns

* bpoHxunanbHasa runeppeakTMBHOCTb

Kpowme Toro, 6pOHX0CKONMUA CUMTAETCA NMPOTUBONOKa3aHHOM, ecn MHTy6auus nocpescTBOM
)KEeCTKOro 6pOHXO0CKOMa OKa3bIBAETCS HEBO3MOXHOM BBUAY OrpaHUYeHUli B YEMHOCTHO-
NNLEBOI 061acTh, a TakXKe B 061aCTU ropTaHW MayneHTa.

Eng

Relative contraindications:

 Development of treatment-resistant hypoxemia

* Blood clotting disorder

« Current anticoagulation therapy

« Pulmonary hypertension

« Bronchial hyperreactivity

In addition, bronchoscopy is considered contraindicated if intubation with a rigid
bronchoscope is not possible due to restrictions in the maxillofacial region, as well as in
the patient’s larynx.

1.6. Bo3MOXHble N0O60UYHbIe 3 theKTbl M ocnoxHeHMsA/Possible adverse events and complications

3BeCTHbI BO3MOXHbIE PUCKM, CBA3AaHHbIE C UCMO/b30BAHNEM WUHCTPYMEHTE;

- 0XKOMM OT KacaHWsl 3HLOCKOMOM NalueHTa;

- PUCK KOHTaMUHaLWW.

Takxke W3BECTHbl BO3MOXHbIe pUCKM (NOBGOYHbIE SBAEHMS), NpUCYLLMe npouedypam
GPOHXOCKONUN B LIENOM:

- peakuus, CBA3aHHAA C HENEepeHOCUMMOCTLIO Y MauuveHTa WWAM MCMOoMb3YIOLWEro nsgenue
nivan TpeTbux NnL, (MMPOreHHbIA 3pMeKT/ 3aWMTHas peakyms);

- TpaBma TKaHel;

- MUHTOKCUKaUMS naumeHTa

- UIMMYHHas peakuus Ha UHMDEKLMOHHbIE, TOKCUYECKMNE areHTbl.

1.7. KBanngukauns nonbsosatensa/uscr qualification
QHpockonbl KARL STORZ v HOPKINS moryT ncnonb3oBaTbCq TO/MbKO fnLamn ¢

COOTBETCTBYOLLEN MeANLUHCKON KBanudukayme " 3HaKOMbIMU c
9H[0CKOMUYECKUMIM MeTOoAamMu.

Potential risks associated with the use of the tool:

- bums from touching the patient with the endoscope;

- risk of contamination.

Possible risks (.side effects) inherent in bronchoscopie procedures in general:

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

- tissue injury;

- patient intoxication

- immune response to infectious, toxic agents.

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

1.8.0nucaHne OCHOBHbIX PYHKLMOHANbHbIX 3/1EMEHTOB W COCTaBHbIX 4YacTeii (Y310B) MeguuuHckoro usgenus \Key Functional Elements and Components

(Units) Description
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bpoxxockon xectku#t HOPKINS
Rigid Bronchoscope HOPKINS

9. OOBeKxTHB H AHCTaNbHLIHA BHIX0A CBETOBOAA

1. Anantep csetosonos KARL STORZ u Olympus (npeaycranosneH)
2. Anantep csetoBoaos Richard Wolf (npexycranosnen) 1. Adapter for KARL STORZ and Olympus light guides (pre-installed)
3. Ulryuep ans noasona ceera, Ge3 anantepa 2. Adapter for Richard Wolf light guides (pre-installed)
4. Konbluo ans UBETOBOro KoAHpOBaHHA HanpasieHHs Habmoaexus: 3. Connection for light supply, without adapter
4. Ring for color coding the direction of view:
3enenoe = 0 rpanycos
Yepuoe = 12 rpanycos/4S rpaxycos Green = 0 degrees
KpacHoe = 30 rpaxycos Black = 12 degrees / 45 degrees
Cunee = 90 rpanycos Red = 30 degrees
Blue = 90 degrees
S.  Oxynasp u HarnasHUk
6. Ontuueckas TpyOxa 5. Eyepiece and eycshade
7. Konbuo ¢ mapkupoBko#t « Autoklavn 6. Optical tube
8. OO6o3HaueHnHe THNA M yKa3aHHE HanpasleHUA HabmoaeHu. 1-an Gyksa 7. Ring marked "Autoklav"
nocne HoMepa 0603HavaeT: 8. Type designation and direction of view. The 1st letter after the number means:
A = 0/6 rpanycos A = 0/6 degrees
B = 30 rpanycos B = 30 degrees
F = 12 rpaaycos/45 rpaaycos F = 12 degrees / 45 degrees
D =90 rpaaycos D =90 degrees

9. Objective and distal light guide exit

Munb3a 3amuTHas, U8 IHA0CKONOB
Protective tube, for endoscopes

Mpasanaexuocru/Accessories
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AgpanTtep ceetoBofoB KARL STORZ un Olympus
KARL STORZ and Olympus light guide adapter

Agpantep ceetoBogos Richard Wolf
Richard Wolf light guide adapter

LLleTKa nnockas gns o4mMcTky « 5 wr./yn.
Flat brush for cleaning - 5 pcs / pack.

KoHTeliHep NpOBOMOYHLIA ANs Ae3nH(eKuun/cTepunmsauun/xpaHeHns, pasmepbl: 290 x 60 x 52 mMm
Wire container for disinfection / sterilization / storage, dimensions; 290 x 60 x 52 mm

13
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KoHTeliHep NPOBOOYHLI ANa Ae3nHbeKLun/cTepunnsanm/xpaHeHus, pasmepsl: 622 x 150 x 78 Mm

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

KoHTeliHep NPOBOMOYHbIA ANa Ae3nH(eKUMn/cTepunmsaunn/xpaHeHns, pasmepsbl: 480 x 125 x 54 mm

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

KoHTeliHep NpoBOMIOYHBIV A1 Ae3nHbeKLun/cTepunmnsaLmm/xpaHeHus, pasmepbl: 604 x 125 x 54 mm

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

1.9. OcHOBHbIe TeEXHUYECKMe N (hyHKLMOHa/TbHBbIe XapakTepucTnkmu/Maru technical and functional characteristics

QHpocKon

Endoscope

10328BJ1
100171A

O6uwas gnnHa,
MM
Total length,
mm
545,46
237,56
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[OnvnHa paboueit
yacTu, MM
Working length,
mm
492,00
186,60

Hapy>XHblii
AVaMETpP, MM
Outer
diameter, mm
4,50
1,90/

BHYTpeHUHH
anameTp, Mm
Inner
diameter, mm
N/A
N/A

15

Yron HanpaBneHus

HabnoaeHus

Direction of view

®
o®

Mone
0630pa
Field of
view
100°

LiseToBOE
0603HauyeHune

Color code

KpacHsiii / red
3eneHblii/green

Macca, r

Weight, g

87,5
55
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OnnHa: 152 mm
LWvpuHa: 15 Mm
Macca: 12,71

Jonyckn coctasnawT £ 10%

OnvHa: 290 mm

LnpuHa: 60 Mm
BbicoTta: 52 mm

Macca: 427 r

Jonyckn coctaBnawT £ 10%

OnunHa: 352 MM
LWnpuHa: 125 mm
Bbicota: 54 mMm
Macca: 758 r

Jonycku coctasnaioT £ 10%
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Length: 152 mm
Width: 15 mm
Weight: 12,7 g

Tolerances are + 10%

KoHTeiHep NpoBOMIOYHLIN Ans Ae3nHpeKkuuu/cTepunnsaunn/xpaHeHns, pasmepsbl: 290 x 60 x 52 mm /
Wire container for disinfection/sterilization/storage, dimensions: 290 x 60 x 52 mm (39501 Al)

Length: 290 mm
Width: 60 mm
Height: 52 mm
Weight; 427 g

Tolerances are £ 10%

KoHTeliHep NpOBOMIOYHBIV 415 Ae3unHdbeKLyun/cTepunnsaymm/xpaHeHus, pasmepbl: 352 x 125 x 54 mm /
Wire container for disinfection/sterilization/storage, dimensions: 325 x 125 x 54 mm (39501A2)

Length: 352 mm
Width: 125 mm
Height: 54 mm
Weight: 758 g

Tolerances are + 10%

18
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KonreiiHep npoBonouHbiit An8 Ae3BHPEKUHW/ CTEPHIH3AUMW/XPaHEHHA, pazMepbl: 622 X 150 X 78 Mm /
Wire container for disinfection/sterilization/storage, dimensions: 622 x 150 x 78 mm (39501BR)

Jlnuna: 622 MM
Lpuna: 150 mm
Bbicota: 78 MM
Macca: 14679 r

Jonycku coctasnaior + 10%

Length: 622 mm
Width: 150 mm
Height: 78 mm
Weight: 14679 g

Tolerances are + 10%

-,

Konteitnep nposonounbift s nesnHpeKUHH/cTepuIn3aLMK/XxpaHeHns, pasmMepst: 480 x 125 x 54 mm /
Wire container for disinfection/sterilization/storage, dimensions: 480 x 125 x 54 mm (39501BEC)

Hauna: 480 mm
Iupuna: 125 mm
BoicoTa: 54 MM
Macca: 866 r

Honycku cocrapasior £ 10%

Length: 480 mm
Width: 125 mm
Height: 54 mm
Weight: 866 g

Tolerances are + 10%
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KoHTeiiHep NpOBOMIOYHLIN ANs AC3UHDeKUun/cTepunnsaunn/xpaHeHms, pasmepbl: 604 x 125 x 54 mm /
Wire container for disinfection/sterilization/storage, dimensions: 604 x 125 x 54 mm (39501CEC)

OnvHa: 604 mm Length: 604 mm
LnpuHa: 125 mMm Width: 125 mm
BbicoTa: 54 Mm Height: 54 mm
Macca: 1010 r Weight: 1010 g
Jonycku coctasnaioTt £ 10% Tolerances are £ 10%
1.10. Knaccngpumkaumns MW/Pcylec classification
Knaccupukauus Classification

Knacc B 3aBUCMMOCTU OT L .
Class of potential risk for medical

NOTEHLIMAILHOTO pUCKa . Ha
2a device
MPUMEHEHNA MEAVLIMHCKOrO
n3genvs N .
A Multiplicity of applications Reusable
KpaTHOCTb NpUMeHeHws V3genvie MHOroKpaTHOro npuMeHeHus
Sterility Non-sterile, sterilizable
CTepunbHOCTb HecTepusnbHoe, cTepuamsyemoe
Contact Tissue
Knaccutukauys no Buay KoHTakTa
KoHTakTupytoLLee ¢ MArKUMU TKaHAMM
C OpraHnMom Henoseka Contact Duration Less than or equal to 24 hours
o Kateropua A - n3genus
Knaccutukauys usgenuii no . . .
KpaTKOBPEMEHHOI0 KOHTaKTa (He 6oree Suitable for oxygenated environments Not suitable
MPOAOMKUTENBHOCTY KOHTaKTa
24 4acog)
MpurogHoCTb ANg 3KCnayaTauum B
cpefe C NOBbILLIEHHbIM He npurogHo
CoZilepXXaHvem Kucnopoga
Knaccugumkauma cornacHo M3K 60601-1-2010 npu paboTe ¢ COBMECTUMbIM Classification according to IEC 60601-1-2010 when working with
anekTpoobopyaosaHmem (BuaeocucTeMbl KOMMaKTHbIE 3HAOCKONUUYECKNE, compatible electrical equipment (Compact endoscopic video systems, video
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roNOBKW BMAeOKamMepbl, 'SHLOCKOMMYECKNE NCTOUYHUKN CBETA):
Pa6oyasa yacTb Tun CP npy MCNONb30BaHUWN B COCTaBe MeAULUNHCKON

3N1eKTPUYECKOW CUCTEMbBI C COBMECTUMbIM 060pya0BaHUEM,
MMEeK WM COOTBETCTBYIOLW Y MapKWPOBKY BO3Jie pa3bemMoB

NMUTaHNA U/MNN Ha 3TUKETKeE.

2. WHcTpyKummn no 6eionacHOCTH/Safety instructions

Eng
camera heads, endoscopic light sources):

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

connectors and/or on primary label.

271.CumBONbI 1 nHpopmauma 06 onacHOCTH/Symbols and hazard information

BHUMaTeNnbHO NPOYTUTE AAHHYI0O UHCTPYKLMIO NO 3KCAAyaTaLum n cTporo
co6ntogaiite ykazaHus. CnoBa «MpegynpexaeHue», «kBHUMaHue» n «Y KkazaHue»
UMEK T creymanbHoe Ha3HayeHue. Fge 661 OHW He BCTPeYanUCb B MHCTPYKLUKU MO
aKcnayaTauuu, cnefyet BHUMATENbHO MPOYNTATb CAEAYIO W NI 3a HUMU TEKCT,
4yTobObl 06ecneynTb 6e30NacHyO M IPPEKTUBHYO aKCnnyaTauuno nigenuns. Anq
6onee 3aMeTHOTO BblgeneHns cnoB «MpegynpexaeHne», «BHUMaHUe» ”

«Y Ka3zaHue» nepeg HUMWU gononnutcnsero CTOUT NMUKTOrpamma.

NMPEAYNPEXAEHWE. «MpegynpexpjeHne» obpawiaeTr BHUMaHMe Ha
CYyL ecTBYK LY 0MAaCHOCTb AN nayueHTa unn Bpayva. llecobnogeHue
npesynpexneHns MOXeT NPUBECTU K TPAaBMUPOBAHWIO MaluMeHTa UanM Bpaya.
BHUMAHWE. «BHuMaHune» obpauiaet BHUMaHNe Ha HEOOXOAUMOCTb
npoBefeHnsa onpeacneHELbIX MeponpuATUIA NO TeEX0OCNYXUBAHWNIO NN MPUHATUA
Mep no obecrneyvyeHunto 6e3onacHOCTU, YTOObI NPefOTBPATUTL NOBPEXLEHMNE
nsgenns.
YKA3AHWE. «YKa3zaHue» COLEPXMUT cneymnanbHyto MHGopMauuto no
06CNYXMBAHWUIO U3JeNNsS UNN Pa3bsACHAET BaXHY UHGpoOpMauuio.

2.2. VIHCTPYKUMN no Texnuke Ge3onacHocTu/Safety instructions
Cepbe3Hble MHLMWAEHTHI
CornacHo lMonoxeHnto o MmeguUMHCKUX nsgenuax (MDR), «cepbe3Hblii UHLUAEHT»
BKNOYaeT wrnumwacenw, KOTOPble EEpPAMO MAM KOCBEHHO MMEAW WAW MOTAW WMETH
nto6oe ns cnegyrowmnx nocnegctemii (MDR, cTatbs 2, No 65):
- CwmepTb EEauneHTa, nonb3oBatens UM 4pyror 4enoBeka
- BpemeHEle wnn nocToaHHOE cepbe3Hoe yxyauwenue
nayuneHTa, nonb3osarensd uam gpyEoro yenoseka
- Cepbe3Has yrposa 06l ecTBEHHOMY 340P0BbIO
06o

COCTOHE‘].VIFI

340POBbS

BCEX CEPbEe3HbIX WHUWAEHTaXx He06XOAMMO YBEAOMAATL MPOWU3BOAUTENS W
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Please read this manual carefully and follow its instructions exactly. The words
WARNING, CAUTION and NOTE convey special meanings. W herever 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 ofthe 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 ofa 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
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COOTBETCTBYHO U NEe OpraHbl.

MoBpeXaEHHbIE U3AeNNS

MoBpeXgeHHble M34eNUs MOTyT NMPUBECTU K TpaBMaM NalMeHTOB, NONb3oBaTesel
UAn TpeTbux nuy. Mepef KaXAablM MCNONb30BaHMEM NpPOBepAliTe BCE KOMMOHEHTHI
M3fenns Ha NpeaMeT NMOBPeXAeHWA. He ncnonb3yiiTe NoBpeXAeHHble U3genus.

I‘IpanmbHoe o6pau.|,eH|/|e

HenpaBunbHoe ob6paweHne C U3LeiMeM MOXeT NPUBECTW K TpaBMaM MaLueHTOB,
nonb3oBaTeneit n TpeTbux nuy. Pa6oTtaTb ¢ HAM MOTYT TONbKO nNnua, obnagarowune
Heo6X04MMON MeANLUHCKOW KBanupnkaLumnein n 3HaKOMble C MPUMEHEHNEM U3AeNuna.
Meped ncnonb3oBaHnem ybegutechb, UTo U3genne NOAXOAUT AN LAHHOW NpoLeaypbl.
MpoBepsAliTe n3genme 4o M Nocne KaXforo NCNONb30BaHWNA Ha:

- LlenocTHOCTb

- Xopowee paboyee cOCTOAHUE

- OcTpble yrasol

- Kpas ¢ 3asy6puHamu

- MpaBunbHasa c60pKa KOMNAEKTYIO L MX

- P YHKLNOHANbHOCTbL

Ile ocTaBnAiTe BHYTPU MayunmeHTa CIOMaHHble neTanu.

He nopBepraiite nsgenve MexaHW4yeckow Harpyske.

He Bbirnb6aliTe NOrHyTble n3genns o6paTHO B UCXOAHOE MOMOXEHME.

Pa6oTa B Nnose 3peHust

Mcnonb3oBaHue n3genna BHe Nonga 3peHna MOXKET NPUBECTU K NOBPEXAEHNIO TKaHel
W NoBpeXAeHNnw unsgenna.

|/|CI'IOI'Ib3yIZT€‘ n3nenne TONbKO B None 3peHUA.

["opsymre yactn

BblcOKasg MHTEHCUMBHOCTbL CBeTa, co3faBaeMad UCTOYHUKOM CBETa, MOXET Bbl3BaTb
Harpes AUCTasbHOro KoHua, CBeTOBbI X COG,IJ,VIHGHI/IVI N cocefHNX KOMMNOHEHTOB. 2T0
MOXET Bbl3BaTb 0XOrM y nauneHTOB, nonb3oBaTenen u TpeTbUX nnuy.

YCcTaHOBUTE MOLWHOCTb YPOBEHD,
obecnevyeHNs ONTUMaNnbHOTIO ocBelleHNA pa6oqel7| 30HbI.
ANCTallbHbIM KOHLUOM W CBETOBbIMWN COEAUHEHUNAMMN.

MCTOYHNKA CBeTa Ha ,EI'OCTaTOLIHbII‘/JI onsa

M3beraiiTe KOHTaKTa C

BbicOKasA MHTEHCUBHOCTL CBETa
BblcOKass MHTEHCUBHOCTL CBeTa, M3NyvyaemMaa UCTOYHUKOM CBeTa, MOXET NMPUBECTU K

Heo6paTUMOMY NOBPEXAEHMWI0 rna3 WMAW cnenoTe, a Takxe K Harpesy TKatien u
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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 ofthe components

Functionality
Do not leave broken-offcomponents 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

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

Set the light source output to a level that is just high enough to ensure optimal

illumination of the operating area. Avoid contact with the distal end and light
connections.

High light intensity
The high level of light intensity produced by the light source may lead to
peimancnt eye damage or blindness, and may cause tissue and items facing the
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npegMeTOB, HAa KOTOPble HaMpaB/aeH CBeTOBOW MOTOK.

He cMOTpuTe Ha CBETOBOW NOTOK.

YcTaHOBUTE MOLWHOCTb YPOBEHb,
obecneyeHNs ONTUMaNbHOTO OCBeW eHUsA paboyeid 30HbI.
Yb6epnTtecb, YTO MCTOYHUK CBETa HaxXxOAWTCA Ha AOCTAaTOYHO 60MbLWIOM PacCTOAHMWM

MCTOYHUKa CBeTa Ha ,EI.OCTaTO'-IHbIVI AnAa

OT TKaHEeN M onepayMoOHHbIX NPUHAANEXHOCTEN.

TOK yTeuku naupeHTa

TOKW yTeykKn nayueHTOB U3 MPOAYKTOB MOTYT CKfafAblBaTbCA, €CNM OA4HOBPEMEHHO
MCNONb3YTCA 3/1EKTPUYECKME YCTpOMNCTBa W 3NeKTpUYeCcKMe wusgenns gns
3HAOoTepanuun. YpesmepHO BbICOKWI A YPOBEHb TOKA YTEYKN MOXET NPUBECTU K ipaBme
nauneHTa. Mcnonb3yliTe BMeCcTe TONbKO NPOAYKTbl OAHOT0 TUMNa, 0CO6eHHO B cnyyae
nponykrtos CF.

COOTBETCTByFOLLI,aFI KOM6VIH8.LI,I/IFI 9HA0CKOra " oNnToBO/IOKOHHOIO CBETOBO/AA
Ecnn fuameTp ONTOBONOKOHHOTO CBETOBOJA CNULWIKOM BelMK, pa3beM SHAOCKOMa
HarpeeTcs. 3T0 MOXeT noepexpaeHune Ecnm panameTp
ONTOBONOKOHHOTO CANWKOM Man, B dHAockon 6yaeT nonafaTb
HE40CTaTOYHO CBeTa. DTO MOXET 03HayaTb, 4To pabouas 30Ha 6ygeT HEA0CTAaTOUHO
ocBel eHa. Mcnonb3yiiTe 3HLOCKON C ONTOBO/OKOHHbBIM CBETOBOAOM MOAXOASILENO
avameTpa.

Bbl3BaTb dHAOCKOMa.

cBeToBopfa

BonesHb Kpentugensara-HAkoba

M3penns, KoTopble BCTYyNatT B KOHTAKT C LEHTPaNbHOW HEPBHOW CUCTEMOM, MOTYT
6blTb 3arpsA3HeHbl coAepXawunuMmn NpPpUOHbl. MpUOHbI
NPUBOAAT K 3apaxeHunto 6onesHbto KpelTuenoara-Akoba. Ecnm guarHoctupoBaHa

NpoAYyKT

OpraHnM4yeckKMmm octaTkamu,

mnnm nopospesaetcs 6onesHb KpeiTudhenbpa-Akoba: yTunumsupyiTte

Hagnexauw,mm o6pa3som M He MPOLONXKaWTe ero NCNoNbL30BaTh.

HecTepunbHbIA NpogyKT

M3pgenne nocTaBnAeTca HeCTepPUNbHbIM. Mcnonb3oBaHWe HeCTEPUbHbIX U3Zenunii
pUCK 3apaXeHua [ANS NayWeHTOoB, TpeTbux nuy,.
O6paboTaiiTe n3genme B COOTBETCTBMM C MHCTPYKUMUAMMK MO MOBTOPHOW 06paboTKe
nepen nNnepBbiM NCNO/Ib30BaHMEM M NMPU KaX oM nocnepytouemMm UCNONb30OBaHNN.

cosfaeT nonb3oBaTenen u

YnbTpasByKoBas 06paboTka
MpoAYyKT HC NOAXOAWUT ANA YNbTPa3ByKOBOW 06paboTKM.

Eng

light output to heal 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 ofthe 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 resultin the patientbecoming injured. Only use products ofthe
same type together, particularly in the case of CF products.

Appropriate combination of endoscope and fiber optic light cable

Ifthe 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 ofthe 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.

Creutzfcldt-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 ofthe product properly and do not continue to use it.

Unstcrile 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 product is not suitable for ultrasonic treatment

2.3. MepbI NpefoCcTOPOXKHOCTU MPK 1Ucnosib3oBaHUM 3HAocKollos/Safety precautions while using the endoscopes

OHAOCKONBI AO/KHbBI MCMONb30BATLCA TOJNIbKO B COOTBETCTBUMN C MELULUHCKUMM
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The endoscopes must only be used according to the medical rules and procedures

24



Rus Eng

npaBuMaamu v npoueaypamm 3HLOCKOMUM, NPU3HAHHBIMW AN8 JAHHOTO MeToja. ofendoscopy recognized for the method.

2.4. ToTeHUManbHbIV NoTpebuTenb/Potential consumer
MeagnunHCKNUe n3genns MOryT MCNONb30BaTbCA TONbKO BpayamMun U Bpavyamu- Medical devices may only be used by physicians and medical assistants who
accucTeHTaMu, UMe W NMMN COOTBETCTBYHO WY CNeynanm3npoBaHHyto have a corresponding specialized qualification and who have been instructed in
KBanugpunkayno M Npoweaw MMM MHCTPYKTAX N0 MCNONb30BAHUIO AaHHbIX use ofthese medical devices.

MEANLUHCKNX U3LENUNA.
2.5. YcnoBusa npameHeHus/vBare conditions

MegnunHCcKne n3genns, BkaoYas NOAKAOYEHHOe 060pyAOBaHMeE, MOXET Medical devices including the equipment connected may only be used in medical
MCMNOMb30BaTbCA TONbKO B MEAULUHCKUX KabuHeTax, B KOTOPbIX YCTAHOBJ/IEHO rooms in which the electrical equipment has been installed in accordance with
3feKTpuyeckoe obopysoBaHMe B COOTBE3CTBUU C NPUMEHUMBIMW HaLWOHAIbHbIMU applicable national regulations and standards.

npasunaMmun u ctaHgapramu.
2.6. CBefeHVA 0 /IeKapCTBEHHBIX CPeACTBaX BXOLAALLMX B COCTaB MeaMLUMHCKOro mnigenHs/Information about the medicines included in the medical device

He npumeHunmo Not applicable
2.7. CBefieHNs1 0 MaTepuaniax XXMBOTHOI0/4esioBCHECKOro nponcxoxgeHmnsaAnformation about materials of animal/human origin
lie npumeHnmo Not applicable

3. O6palLeHue ¢ ngenvem/Handling
3.1. PaenakoBka/ Unpacking
MpoBepbTe MOCTaBKY Ha KOMMMIEKTHOCTb M Ha MPeAMeT BO3MOXHbIX NOBPEXAEHUA. Check for missing items and evidence of shipping damage.

3.2. YcnoBus TpaHCNopTUPOBKK 1 XpaHeHUs/Storage and transportation conditions

TemnepaTypa -20°C ... +60"C Temperature -20°C...+60°C
OTHOCUTENbHAA BNaXHOCTb 10% . 90% Relative humidity 10% ... 90%
BO34yXa

Ay Air pressure 700 ... 1060 hPa
[dasneHune so3gyxa 700... 1060 rfMa

3.3. ¥Ycnosuga Skcnnyartaumun/Operating conditions
'l'emHepaTypa +10°C...+40°C Temperature +10°C...+40 °C
OTHOCUTENbHAA BNaXHOCTb i idi
s031yxa 30% ...70% Relative humidity 30% ... 70%
Air pressure 700 ... 1060 hPa

OasneHune Bosgyxa 700... 1060 rMa

The working part ofthe medical device is used in the internal environment ofthe
Pabouyas yacTb M3genmsa npefHasHavyeHa 418 UCNONb30BaHWA BO BHYTPEHHEN cpefe

body.
opraHmsma.
3.4. Cpok rogHoctur/cpok akcnnyataumn/Shelf lifc/Service life
YT0o6bl pacno3HaTb BO3MOXHbIA M3HOC MaTepuana, Heob6Xx0AMMO BbINOAHWUTL | In order to recognize possible material wear, the following functional checks
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cnegytwume QYHKUNOHANbHbIE MPOBEPKMW:
1. MpoBepUTb MOBEPXHOCTb 3HLOCKOMA HA OTCYTCTBME MEXAHUYECKNX NOBPEXAEHN A
N U3MEHEHWIA.

2. MpoBepuUTb MNPaBUNbHOCTbL MOCafKN MNPUCOEAWHEHHbLIX KOMMOHEHTOB W TMpK
Heo6X0AMMOCTM 3aPMKCUpPOBATL pa3beM ANA OYUCTKMN.

3. MpoBepuTb, NepefaeTcs Nn n3obpaxeHue.

4. MNpoBepuUTb, NepefaeTca N CBET.

MpurogHocTb n3nennsa B 3HAYNTENbHOW cTeneHmn onpepenseTcs no

aKCNayaTayMOHHOMY M3HOCY, HaNMUYMIO N XapakTepy BO3MOXHbIX MOBPEXAEHUN U
3aBUCUT OT Bblbopa MeTOA0B 06pabOTKM M XUMWYECKUX CPEACTB.
cpefHAa HapaboTka Ha oTka3 - 1000 yuknos.
OXunpaemblii CpOK CAyX6bl - 5 neT

3.5.
NMPEAYNMPEXAOEHWE. SQHLOCKON MOCTAB/AETCA HECTEPUNbHBIM, MO3TOMY €T0

Oxupaemas

Mcnonb3oBaHnuc/Npplicainon

HEo6X04MMO OUMLL AT, 4E3MHOULNPOBATL U CTEPUIN30BATL Nepes NepBbIM

nmcnonb3oBaHmem M KaXablMm nocneayrouwmMm NOBTOPHbLIM NCNO/MIb30OBaHNEM.

Eng

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 iflight 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
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.

3.6. MpuHagexxHoOCTW, NpeaycMOTPeHHbIE A4/1A UCLL0;1b30Banns BMecTe ¢ H3.ie:iIHCIMVAccessories to be used in combination with the device

BugeocrcTeMbl KOMNAaKTHbIE 3HAOCKONMUYECKME (CUCTEMbI
ynpaB/ieHHA/NOMYyYeHHA BUAEOM300padKeHM NS 3HAOCKONMA), CoYeTaroLee B
cebe 6/10K ynpaB/ieHMs KaMepow, MCTOYHUK CBETa, MOHUTOP),
MOLCOeANHSIEMbIE MPW MOMOLLY CBETOBOZA:

[onycTUMO UCMNONb30BaHWE NO6bIX KOMMNAKTHBIX BUAEOCUCTEM 3HAOCKOMUYECKUX,
3apclncTpupoBaHHbIX BYCTaHOBAEHHOM NOPsSAKe Ha TeppuTopun Pd.

MonoBKa Buaeokamepsbl (BuaeoKamepa 3HA0CKONaA) ¢ My(hToi rkcaumm
OKY/NISIPHOW OMTUKMN:

Oon\clumo ncnonb3oBaHue NOGbLIX TONOBOK BUAEOKAMepPbl C My Toli hukcauun
OKYNAPHOW ONTUKMW, 3apPErUCTPUPOBAHHbLIX B YCTAHOB/EHHOM NOpsAAKe Ha
Tepputopun P®P.

OHAOCKONMMYECKME NCTOYHUKN CBETA (VICTOLIHVIKVI ocBeuweHna anqa SHAOCKOI'Ia),
noapcoeanHAemMble Nnpu no.Mmouwwn CBeTOBOAOB:

[onycTUMO UCMONb30BaHUE 10 6bIX IHAOCKONUYECKUX NCTOUYHUKOB CBETA,
3aperncTpupoBaHHbIX B YCTAHOBIEHHOM MOpPsSKe HAa Tepputopumn PO,
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Compactendoscopic video systems (systems for controi/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 ofthe Russian
Federation.

Video camera head (endoscope video camera) with eyepiece optics fixation
clutch:

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

Ecnn cBeToBOA M 3HLOCKON MapKUpoBaHbl cCMMBONammu (em. Tabnuyy), 10
nogxoasaw,ans KoMbuHauua ONMKHA ONpeLensiTbCA B COOTBETCTBUU C 3TUMMU

cumBonamun.

OwnameTp cBeToBOAA OwnameTp sHgockona

4.8 -5.0 MM 6.6 - 12.0 mm
3.0-3.5 Mm ‘Q ; 3.0-6.5 Mmm
2.0 -25 mm 0.8-2.9 mMm 0}

3.7. OcMOTp/Inspection
OcmaTpuBaiiTe 3HA0CKON Ha NpegMeT NOBPEXAEHUNA cpa3y NocC/ae NOAyYeHUs, a

TaKXe A0 N nocsie KaXX4oro ncnonb3oBaHuA.

M3o06paxeHune

OcCMOTpUTE TOPLbl ONTUKKN (AUCTaNbHbLIA KOHEL U OKYNAp) HAa NpeaMeT LapanuH u

OCTATKOB XUPYPTUUECKUX UK JPYTUX 3arpsdHeHUit. MOBEPXHOCTN AOKHbI GblTh

rnagkKnmMmm un 6J'IECTFILLU/IMVI.

UTo6bl MPOBEPMUTHL KAa4eCcTBO M306paXxeHNs, HEO6X0AMMO BpalLaTb 3HA0CKOM,

cmoTpsa B C10.

Ecnun M306pa)KeHVIe YaCTWHO MM NMONHOCTbIO MCKaXXeHO, TO 3TO O3HavaeT, 4To Anbo

cMCTeMaA CTEPXHEBbIX TMH3 HEMCNPaBHA, M60 NNH3bI B OKY/ipe MOBPEXAeHbl. B
TakKWX cAyvyasx aHAOCKON HEOBXOANMO 3aMEHUTD.
Tycknoe Unu NATHUCTOE U306paKeHNe MOXET 6biTh BbI3BAHO BNAXHOCTbIO UK

ocTaTKaMu ge3svMHOULMPYOLLEero cpesCcTBa Ha TOPLEBbIX MOBEPXHOCTAX ONTUKMW.

CeeToBOf

HanpaBbTe AMCTaNbHbIl KOHEL B HaMmpaBNeHUN NCTOUYHMKA CBEra U MpoBepbTe
KO/TMN4YeCTBO TEMHbLIX TOYEeK B MeCcTe coeguHeHNA CoO CBETOBOAOM. Takue TeMHble
TOYKMN yKa3blBaldT Ha TO, UTO ONTUYECKNe cBeTonpoBoadaul,Lne BOTOKHaA
noBpexpaeHbol. N301MpoBaHHbIe MOBPEXEHHbIE ONTUYECKNE BOJTOKHA He

OKa3blBalOT 3aMETHOIo BNNAHNA Ha Ka4eCTBO I/I306pa)K6HVIFI.
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Light cables:

Ifthere is an identification symbol on the light cable and the endoscope (see

Light cable diameter Endoscope diameter

4.8-5.0 mm 6.6 - 12.0 mm
3.0-3.5mm 3.0-6.5 mm
2.0-25mm 0.8-2.9 mm

Inspect the endoscope for damage immediately after receipt and before and after

each use.

Image
Examine the optical end faces (distal end and eyepiece) for scratches and

surgical or cleaning residues. The faces should be smooth and shiny.

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

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 ofa light source and inspect the numberof
dark dots on the light cable connection. Such dark dots indicate that

the optical fibers of the light conducting bundle arc broken. Isolated broken

optical fibers do not noticeably compromise the quality of the image.

However, the light output does significantly deteriorate ifa certain number are
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OpfHaKo BbIXOAHAA APKOCTb AEACTBUTENbHO 3HAUYUTEIbHO YXY AW aeTCs, eciu
onpefeneHHOe KONMYECTBO ONTUYECKUX BOMIOKOH MOBPEXAEHO (MpUMepHO 20-
25%), uTO B CBO OuYepefb NPUBOANT K CHMUXKEHUIO KauyecTBa N306paxeHus.
Bonblie HeNb3s UCNONL30BATb 3HAOCKONM.

YKA3AHWE: ecnu noBpeXaeHne 04eBUMAHO, 3HAO0CKON 60Nblle HeNb3A
MCNoNb30oBaTb. QHAOCKONbLI HEOOXOAMMO 3aMEHUTb, €CAN N306paXKeHMe MYTHOe Uaun

M306pa>KeH|/|e OTCYTCTBYET Unm BnaHa TONbKO €ro 4acTb.

3.8. Mepsbl npegocTtopoxxHocTu/PrecautioDS
Kak n BCe ONTUYECKNE MHCTPYMeHTbl, saHgockonbl HOPKINS aBndw1Ca 04eHb
YyBCTBUTENbHbIM 060pyfOBaHMeM. YTo6bl rapaHTUpoOBaTh LONTOCPOUYHOE KAYECTBO
3HAOCKOMa, Heobxo4mMMo cobnogaTh Cnefytol e npasuna:
* Bo n3bexaHne NnoNOMOK 3HAOCKONbLI HeOBXOAMO BCerfa fepxaTb ero 3a oKynap, a
He 3a AUCTaNbHbIA KOHEL.
* Hu npun Kaknx o6ctoAaTenbCcTBax He crubalite paboyyt yacTb aHAOCKONA. 3TO
MOXeT MPUBECTU K NONOMKaM MW TPelw,mHam B CUCTEME CTEPXHEBBLIX JINH3.
e Knagnte aHJOCKOMbLI C OCTOPOXHOe! bto. CuAbHbIE YAapbl, 0COBEHHO NO
OANCTanbHOMY KOHLY, MOTYT Bbl3BaTb NMOBPEX/JEHWE NN TPeWnHbl, a TakxXe
NPOHWKHOBEHUE XULKOCTU, napa UT.4. OTO NPUBOAUT K NOSABNEHUNIO CBETAbIX U /
UNN pacTAHYTbIX 06nacTeil n3obpaxeHns.
* M03TOMY BO BPEMSA OYUCTKU, fe3NHPEKLUN, CTEPUNN3ALUN N XPAHEHUS
Heo6X0AMMO CNefnTb 32 TeM, YTOObl 3HAOCKONbLI M36eXann NOBPeXAeHUNH ApyrumMu
WHCTPYMeHTamMmn. MigeanbHblii BapuaHT: XpaHuTb aHfockonbl HOPKINS
WHOWBUAYANbHO WUAW UCNONb30BaTb KOHTEWHEPDLl, B KOTOPbIX 9HLO0CKOMNbI MOXHO
3aKpenuThb.

YKA3AHWE: ecnn noBpexpeHne o4eBMAHO, 3HAOCKON 60NblIE HENb3A
MCNONb30BaTb. QHALOCKONb HEOOXOAUMO 3aMEHUTL, €C/IM M306paXxeHne MyTHOE UK

M306paxKeHne OTCYTCTBYET WAU BUAHbLI TOMbKO €70 4acTu.

BHUMAHWE: sHgockonbl HOPKINS 6e3 MapkKnupoBKu «ABTOKaB» HeNb3A

CTEpMNN30BaTb MapoM. TO MOXET HAHECTN HenonpaBuMblii yu,ep6.
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broken (from approx, 20 % to 25 %), which therefore also results in reduced
image quality. The endoscope must not be used any longer.

NOTE: Ifdamage 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.

As with all optical instruments, the HOPKINS endoscopes arc a very sensitive
equipment. In orderto ensure the long-term quality ofthe 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. ldeally,
you should store HOPKINS endoscopes individually or use containers in which
the endoscopes can be secured.

NOTE: Ifdamage 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.

CAUTION: IIOPKINS endoscopes that do not have the 'Autoclave’
identification ring must not be steam sterilized. This may cause irreparable
damage.
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4. TlosTopuas 06paboTKa. CBeieHNst 06 ouncTKe 1 aesnHgekumn M/ Reprocessing. Information about cleaning and disinfecting of MD

NMPEAYTNMPEX AEHWE. Puck 3apaxeHud. lNpu noctaBke 3TU MeLULUHCKNE
U3Lennsa He ABNAOTCA CTEPUNbHBIMU. MIcNONb30BaHWE HECTEPUTIbBHBIX MEeAULUHCKNX
n3fennii cosgaeT PUCK 3apaXKeHus A4 NayMeHTOB, NOAb30BaTeNed U TPeTbUX NNL,.
OcMoOTpUTE MEANLUHCKNE U3AeNNa Ha NpeaMeT BUANMOTO 3arpsasHeHuns.

Buaumoe 3arpa3HeHne yka3blBaeT Ha TO, 4TO NoBTOpHaa o6paboTKa He
nposogunacb nnan 6bina npoBegeHa HenpaBunbHo. O6paboTaiTe MeANLMHCKNE
n3fenns nepep nepsbl.M UCNONb30BAHWEM, & TaKXe 40 M MOCNe KaXAoro
nocnejytLWero NCN0Nb30BaHNA, NCNONb3YSA YTBEPXAEHHbIE NPOLEAYPbI.
NMPEAYNPEXOEHWE: Puck 3apaxeHus: HenpaBunbHO o6paboTaHHble
MeAUWLMWHCKNE U34enna NoaBepralT nayueHToOB, NOAb30BaTeNe u TpeTbUX UL
PUCKY 3apaXXeHuns, a TakXXe pUCKY TOro, 4TO MEAULUHCKOE U3AEeNne MOXET BbINTK
13 cTpos.

BHUMADBLIE: npn npUroToBAeHUM N UCNONb30BAHUWN PacTBOPOB cnefyinTe
cneun@ukaLmam NpPon3BOLUTENS XUMUYECKUX CPeACTB, Yendasa ocoboe BHUMaHue
NnpaBuNbHONW KOHLUEHTpPaLUu, BpeMeHN BO3LENCTBUA U CPOKY CNYXO6bI.
MpoAo/XNTENbHOE NOTPYXeEHWE B BOAY W HENPaBU/IbHAA KOHLEHTpaLUAa MOTyT
NPUBECTU K NOBpeXAeHU0. MOMHUTE 0 MUKPOGMONOTMYECKOM fuana3oHe feiAcTBuA
MCMOMb3yeMblX XUMNYECKNUX CPELCTB.

BHMUMAHWE: OnacHoC3b NOBPEXAEHNA MeAULUHCKNUX YCTPOCTB:
MCNonb3oBaHWe XUMUYECKNUX cpeacTs, He ogobpeHHblX KARL STORZ, moxerT
NPUBECTN K MOBPEXAEHNIO MEAULUHCKUX YCTPOMUCTB. MMicnonb3yiTe TONbKO
0L006peHHbIE XUMUNYECKNEe CpeaCcTBa.

YKA3AHWE: MepeyeHb peKOMeHAYEMbIX YACTAWMNX H AE3UHPULUPYIO LW UX

pacTBopoB npenctas,led B MpunoxeHun 1.

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

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

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

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

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

4.1. MNoaroToBKa K 04MCTKe U Ae3nHgekunn/ Preparing for cleaning and disinfection

MopgloToOBKAa K OUNCTKE U fe3UHBEKLUM

Fpy6ble 3arpsisHeHWs, Bbi3blBalolUlIMe KOPPO3MIO pPAcTBOPbl W /eKapCTBEHHbIe

cpepcTtBa cnefgyeT yaanaTbh ¢ 9HAO0CKOMOB cpa3y Nocne ero npuMmeHeHusa. 4nsa aToro
3HAOCKOMbI CcfeAyeT nNpeABapuUTeNbHO OYUCTUTH,
bCAKb 8'TOWN2
npefBapuUTeNbHY OYMUCTKY PYUYHbLIM CnoCO60OM nopj cTpyeli XONOAHOW BOAbI.

4.2. PyyHas npegaputenibHasa oumerka/ Manual precleaning
Pa3bopka

Hanp., NyTeM MNpoOTUpaHus Wu

npombiBaHMa. KomnaHus pekoMeHAYeT BCerga MpoBOAUTH
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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
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Mepea OYUCTKOW W [e3nHPpeKunmen 3HJOCKOMNDI ninnn
pa3o6paTb Ha OTAENbHbIE KOMNOHEHTbl, HACKO/IbKO 3TO BO3MOXHO.

Oy4yncTKa NOBEPXHOCTEW W EeTKOW

Buanmbie nnn rpy6bie 3arpsa3HeHMs Heo6XOAMMO yAansTb C NOBEPXHOCTeW Nopj
CTpyel X0N04HON BOAbl MPW NOMOLLU W ETOK NOAXOAAWMX Pa3sMepoB OT pas/iMuyHblX

npounsBoaAnTENEi.

HEO6XOANMO OTKPbITh

O6paboTka yNbTpa3sByKOM 3anpeuieHa

Mo TexHMueckMM npuuymHam aHgockonbl HOPKINS HenpurofgHbl gns
yNbTpa3ByKoBOW 06paboTKu.

4.3. Mawnunas yucTka u Ae3nHpekumsa/Machine cleaning and disinfection

Ou4yHcTKa/TepMmunyeckas Le3MHPeKLNA .MeXaHN3NPOBaAHHBIM CNOCOGOM
MpegnouTuTenbHa TepMmuyeckad fe3nHpekuua. [LaHHblA MeToL Heob6XoaMMO
ncnonb3oBaTb C YYeTOM HaLMOHalbHbIX HOPM U nokasatena AO. Mpwu Bbibope
NOAXOAAW Ero BbIABUXXHOFO KOHTellHepa WNAW KpenneHwWs ANA WHCTPYyMeHTa
Heo6X04MMO MNPOKOHCYNbTUPOBATLCA C W3rOTOBUTENEM 060pyfOBaHMA C LENbIO
ob6ecneyeHNs OMbIBAHMA WM NPOMbIBAHUA MEAULWHCKOTO U3AENNS.

Y KazaHue; Nnpu He0O6XOAMMOCTM cCnefyeT BPYUYHY LOCYLW NTb UHCTPYMEHT.

4.4. C6opka, ocmoTp 1 yxon/A.ssembly, inspection and care
Cbopka, npoBepka Uyxopa
BusyanbHO nNpoBepbTe OYWMUW,EHHbIA W NPOAE3UH(PULUPOBAHHLIN
YNCTOTY, KOMNNEKTHOCTb, CYXO0CTb W OTCYTCTBUE nospemneHMﬁ:
. Mpwn cnepfoB 3arpA3HeHuMii/ocTaTKOB CPeACTB HeOOXOAMMO
NOBTOPHO o6paboTaTb 3HAOCKOMNbI BPYYHY W elwe pa3 NOABEPrHYTb WUX MOJHOMY
LUKAY OYUCTKN N fe3nHpeKkynn.

dHAOCKON Ha

Hannyumn

. MoBpeXaeHHble MM NOpPaXeHHble KOPpPo3uWei 3HAOCKOMbI [OMXHbI 6bITb

M3bATHI U3 06GpalleHuns.
3aTeM He06X0AMMO BbIMONHUTL MPOBEPKY DYHKLMOHMPOBAHMS.

4.4.1. MNMpoepka nzobparkeHnsi/ Checking the iraage
OcmoTpuTe onTUyeckme Topubl (06bEKTUB, ANCTA3bHbI BbIX0OJ CBETOBOAA W
OKYNAp) Ha NpeAMeT LapanuH U OCTAaTKOB XUPYPIrMUYECKUX UAN YNCTALWMUX CPEeACTB.
110BEPXHOCTW AOMXHBI 6bITb FAAgKUMU U 6aecTAW UMUK, UTO6GbL NpoOBEPUTH
KauyecTBO M300paxeHUs, MeANIeHHO Bpal,ainTe aHAOCKON, FNAAA vyepe3 Hero. Ecnm
M306pameHme NONMHOCTbIO MNN HYaCTUYHO UCKaXeHO, 3HAYNT HencnpaBsHa cuncrtema

CTEPXHEBbIX MMH3 B ONTUYECKON Tpy6Ke MU NNH3A B OKyNsape. B Takux cayyasx
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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 ofthe surfaces must he 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.

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 offafterwards 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. 'ITie 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 optical tube or the lens in the eyepiece is defective. In such
cases, the endoscope must be replaced.
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9HLO0CKON HEOBXO4MMO 3aMEHUTD.

MyTHOe UM NATHUCTOE N306pPaKeHNe MOXET OblTb BbI3BAHO BIAXHOCTbIO UK
ocTaTKamMu ge3vnH@uuUMpytowero / XMMUYECKOro cCpeAcTBa Ha ONTUYECKNX
NOBEPXHOCTAX. B 3TUX Cnyyasx OCTOPOXKHO OYMCTUTE ONTUYECKNE TOPLLbI
anniMKaTopoM BaTHbIM TaMMNOHOM, CMOYeHHbIM B 70% cnupTe.

4.4.2. Tlposepka ceetoBogos/ Checking the light guides
[depXxnte ucTanbHbli KOHEL B HaNpaBlieHUN UCTOYHUKA CBeTa U NMPOBEPbTe
KONMYeCTBO TEMHbIX TOYEK Ha COeANHEHNMN CBETOBOAA. TakMe TEMHbIe TOUKHU
yKa3blBalT Ha TO, YTO ONTMYECKMNEe BOJIOKHA CBETOBOA pa3opBaHbl.
M30nmMpoBaHHble MOPBaHHbIE ONTUYECKNE BONOKHA 3aMeTHO He YXYALW alo T KavyecTsBo
n3obpaxeHna. Tem He MeHee, CBeTOOTAAaYa 3HAYNTENbHO YXY AL AeTCA, eCNu
nospexpaeTca onpefeneHHoe KOANMYECTBO BONOKOH (npu.mepHo oT 20% po 25%),
4YTO, COOTBETCTBEHHO, TaKXe MPUBOAUT K CHUXEHUIO KayecTBa M306paKeHuns.
3Hpockon 60MblIe HENMb3S UCMONb30BaATh.
BHUMAHWE: ecnn noBpexpaeHne o4eBUAHO, 3HAOCKON 60Nble He cnefyeT
Mcnonb3oBaTb. OHAOCKONbLI HEOOXOLMMO 3aMEHUTL, eCIU U306paxeHe MYTHOE UK
n3obpaxeHne oTCYTCTBYET UAWN BUAHbLI TONBKO €ro 4acTu.

4.4.3. Cywka/ Drying
Y 4yacTKN BONOKHA B CBETOBOJE, a TakXe JUCTalbHble U NPOKCUMaNbHble TOPLEBbIE
NOBEPXHOCTW JO/MKHBI ObITb TWATENbHO BbiCyWeHbl 70% cnmpTtom. OcTaTKm
Ae3MHbULMPYIOLWEro n YucTawWwero cpegcTea, Hanpumep, B CBeTOBOAE, MOTYT
npuropeTb NPU NOAKIOYEHUN CBETOBOI0 Kabensd, 4TO Cepbe3HO yxyalaeT
cBeTonponyckaHue.
e [TOBpeXAEHHble NI KOPPOAUPOBAHHbIE MEAULWHCKNE YCTPOWCTBA AO/MKHBI ObITh
M3bATbl U3 UCMOMb30BAHUS.
e Pe3bbbl 1 CKONb3AW e NOBEPXHOCTN 3HAOCKOMNA HEOBXOAMMO CMa3aTh Ha MecTe
MHCTPYMEHTaNbHbIM MacnoM, a pa6oyne noBepxHoeru Ha npo6ke kpaEla -
cneynanbHOM CMasKoW.
e PazobpaHHble MEAULUHCKNE YCTPONCIBa AONXHBI 6bITh COOpPaHbI.
e [locne 370ro He06XOANMO NPOBECTU PYHKLUUOHANBHYIO MPOBEPKY.
YKA3AHWME: Macno, ncnonb3syemoe s 3TON Lenun, JONXKHO NOAXOANTL ANA
nocneaytwei npoueaypbl ctepunusaunu (6e3 cMAMKOHa U Ha OCHOBe NapauHa
unn 6enoro macna).

YKA3AHWE: Bo BpemMs npoueayp No yxoay MCNonb3yiTe npegMeThl U3 KaTanora
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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.

Ilold the distal end in the direction ofa light source and inspect the numberof
dark dots on the light guide connection. Such dark dots indicate that the optical
fibers ofthe light guide 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.

WARNING: Ifdamage is apparent, the endoscope should no longer be used.
Endoscopes must be replaced if the image is cloudy orifno 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.

. Tlireads 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’.

31



Rus
«M eToabl yxopga, ctepunmsaunmmn n XxpaHeHna».

4.5. Ctepunuszaunal/ Sterilization
Ycnosua crtepunnsaumm
KomnaHvnein K.ARL STORZ gnd faHHOT0 MeLULMUHCKOIO N34eNna BalUANPOBaHbI ©
YyTBEPXAEHbl cnegytouime MeTobl CTepuamnsaymu:
CTepununsaumnsg napom c NpUMEHeHMEM P PaKLMUOHUPOBAHHOTO
hopBakKyyMHO MeToAa.
Y KkazaHune: CmasaHHble KOMMNOHEHTbl HeOGXOAMMO CTEpUNN30BaTbh B pa3obpaHHOM
Buge. na ctepunusaumym MegULMHCKOro nusfenma B cob6paHHOM BuAe HEOH6XOAUMO
ncnonb3oBaTbh PpPakKLMOHUPOBaHHbLIA hopBakyyMHbln meTtog (DIN EN ISO 17665-1)
c cobnogeHvem cnefyrownx napametpos: 134 °C Ha NPOTAXEHUN 5 MUHYT.

4.6. Cpok roguocTtu\Shclf Life
YTo6bl pacno3HaTb BO3MOXHbIA WM3HOC MaTepuana, HeOo6XOLMMO BbINOMAHUTL
cnefjytouime QYHKUNOHANbHbIE MPOBEPKU:
1. MpoBepnTb NOBEPXHOCTb 3HAOCKOMNA HA OTCYTCTBME MEXAHUYECKUX NOBPEXAEHUNA

N U3MEHEHWIA.

2. MMpoBepuTb NpPaBUAbHOCTb NOCAfKW NPUCOELWHEHHbIX KOMMOHEHTOB WU MpU
HEeoBX04MMOCTM 3ahUKCUPOBATL pPa3beM L1 OUYUCTKMU.

3. MpoBepuTb, NepegaeTca N1 n3obpaxeHue.

4. MpoBepuTb, NepepaeTca NN CBeT.

MpurogHocTb nsgenuns B 3HAYNTENbHOW CTeneHu onpegensetcs no

aKcnayaTalyMOHHOMY W3HOCY, HalWUYUIDO U .XapakKTepy BO3MOXHbIX NOBPEXAEHUWA 1
3aBUCUT OT Bbl6Oopa MeTOAOB 06paboOTKM M XUMUYECKUX cpeAcTB. Oxupaemas
cpefHAa HapaboTka Ha oTka3 - 1000 yuMknos.

OXupgaemblin CPOK CnyXbbl - 5 net
5. CepBUCHOE o6cnyxmnesanne n pemoHT/ SErvicing and repair
HencnpaBHble WMHCTPYMEHTbl  LO/KHbI

YNONHOMOYEHHbBIMNA

06Cl'|y)KI/IBaTbCFI n
HaMu

peMoHTUpPOBaATHLCA

npoBeAeHnmn

PEMOHTHbIX pa60T HEOﬁXO,IJ,VIMO MCNonNb30BaTb TONIbKO OPUTUHAaNbHbIE AeTann.
6. rapaHTHflIWVarranty

CTaHAapTHbLIA rapaHTUWHBLIA CPOK 3aKCNAyaTauumnm nagenna coctaBnsaeT 12 mecsues ¢

NWCKNIOYNTENBHO nmnygamun; Mpwun BCeX

4aTbl BBOJlAa Npu6GoOpa B 3KCNNyaTaluio, HO He 60nee 15 MecsALEB CO AHSA OTIPy3KHU.

MeguunHCcKOe n3aenne Bcerpa cnefyet oTnpaBasiTh B MeCTHOe OTAeNleHUe, Jaxe B
TeYeHWe rapaHTUiiHOro nepnoga.

BckpblTne o6opypoBaHuA BbiNOMIHEHNE NOO6bIX PEMOHTHbIX paboT
MoAndnKaunii 060pyAO0BaHNA HEYMONHOMOUYEHHbIMWU NMLL@aMN 0CBOGOXJaeT HAc OT

N 60l OTBETCTBEHHOCTU 3a ero paboTy. JIlo60e Takoe OTKPbITUE, PEMOHT MU

nnn nnn
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Sterilization conditions

The following sterilization methods haye been yalidated and approved by KARL
S'I'ORZ for this medical device:

Steam sterilization using the fractionated prevacuum procedure

Note: greased components in a
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.

Sterilize disassembled state.

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

Defective instruments must be serviced and repaired exclusively by persons

authorized by us; all repair work must employ genuine parts only.

The standard waiTanty 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 be sent to your local
“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

always subsidiary (sec

its
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mMoaMduUKauma, BINONHEHHbIE B TeYeHWe rapaHTUIHOro nepmuoga, aHHynupyet Bcto  performance. Any such opening, repair, or modification performed during the
rapaHTuio. warranty period shall void all warranty.

O6WwecTBo C OrpaHNUYeHHOI oTBeTCTBEHHOCTbLI0O Kapn W Topy - SHpgockonbel Boctok LLC KARL STORZ Endoskopy - WOSTOK

(OO0 KUIT3 BOCTOK) Derbenyevskaya nab. 7, building 4
115114, MockBa, [lepbeHeBckasa HabepexHasn, 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. YTunuzaums/Disposal

Mpun yTunausaymm ocobble  Mepbl He TpebytTca. Cnepgyetr co6niogatb To dispose ofthese medical devices, no special measures are necessary. National

BHYTPUTOCyAapCTBeHHble NpeAnncaHna/ 3aKOHbI. laws and regulations must be observed.

Mpn yTununsaynn n3gennii Ha tepputopumn Poccuiickoin degepaunm cnegyet Fordisposal of products on the territory ofthe Russian Federation, follow the
PYKOBOACTBOBATbLCHA HOpPMaMM, U30XeHHbIMKU B CaHlNMuH 2.1.3684-21. norms of SanPiN 2.1.3684-21. Unused endoscopes and packaging materials are
Hencnonb3oBaHHbIe 3HAOCKOMNLI, a TAaKXe YyNaKOBOYHble MaTepuanbl cnegyet disposed ofas class A epidemiologically non-hazardous wastes. Used
YTUNN3NPOBATh KakK aNUAemMMNON0Ornyeckn 6esonacHbole oTXobl Knacca A. endoscopes are disposed ofas class B epidemiologically hazardous waste.

Mcnonb3oBaHHble 3HAOCKONbLI CNeAYyeT yTUAN3UPOBATL KaK 3MUAEMMUONOTUYECKHN

onacHble oTX0A4bl knacca b.

8. BaxkHaa uHgopmauusa / Important Information

N3 coobpaxeHWid rurneHsl u ANs npefoTBpalleHns 3apaxeHua 3Hfockonbl, Forhygiene reasons and to preventinfection, endoscopes, instruments and devices
WHCTPYMEHTbl W yc3poiicTBa Heo6X0AMMO O4YMCTMUTb W npofesnHduumposatb / must be cleaned and disinfected/sterilized before they are sent for repair. We
cTepuMnn3oBaTbh Mepef OTNPaBKON B peMOHT. Mbl 0cTaBnsieM 3a co60/ npaBo BepHYTb reserve the right to return contaminated instruments/devices to the sender.
3arpsi3HeHHble MHCTPYMEHTbI / yCTPOMNCTBA OTNPaBUTENIO. Repairs, modifications, or construction changes which are not performed by
PEMOHT, MOANDUKALUN NN N3MEHEHNA KOHCTPYKLUU, KOTOPbIE BbIMONHATCA He KARL STORZ or by experts authorized by KARL STORZ will invalidate all

KomnaHnueidk KARL STORZ nnu cneynanuctamu, ynoiHomMmoyeHHolMmu KARL warranty rights.

STORZ, aHHYNMPYIT BCE rapaHrminHole 06A3aTenbCTBA.
9. PacwmndgpoBka cnmBosos/Explanation of symbols
PacLundpoBKa CMMBO/IOB, MPU.YENACMbIX MPU MAPKUPOBaHUN MEANLIMHCKO Explanation of symbols used in labelling the medical product:

n3penus:
Cumson OnpepeneHvie Symbol Definition
.
éJ M3rotosurens I l Manufacturer
[ara n3rotosneHuns Date of manufacture
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MD
REF

SN
LOT
QTY

lUDI|

LEAM

f)

RxOnly

MegnuynHckoe nsgenne

Homep no katanory

CepuiiHblii HOMED

Kopg naptuu

KonnuecTBOo n3genunii B ynakoeke

YHUKaNbHbli MAeHTUGHMKATOP U3fenmns

s iyaii o KMHCTPYKLWK

no NpUMeHeHUto

He ctepunbHo

Xpynkoe, 06palatbcsl OCTOPOXHO

Bepx

bepeub oT Bnaru

B cooTBeTcTBUM C PefepanbHbiM 3aKoHogaTensctsom C1MJ1
(cornacHo 2! CPK 801.109) n3genne paspeweHo npojgasatb
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M D Medical device

REF Catalogue number

SN Serial number

LOT Batch code
QTY Numberofproducts in the product packaging

|U D || Unique Device Identifier

Consult instructions for use

Unsterile

Fragile, handle with care

Top

Keep away from moisture

RXOnl Federal (USA) law restricts this device to sale by or on the
y order ofa physician.
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TONbKO Bpayam (MMEK W UM NULEH3NIO) UAN NO pelenTy' Bpaya. CE marking
Mapkuposka CE W ith this mark, the manufacturer declares the compliance of
OTUM 3HAKOM NPOWU3BOLUTENb 3aABAET O COOTBETCTBUN the devices with the applicable standards and directives

YCTPOWCTB AEANCTBYOWNM CTaHAApTamM U AUPEKTUBAM. 'ITiedevice must not be modified in any way

10. Pexknamaupsi/Reclamation

1lopafoK NpeAbABAeHNA peknamaunini 1 OTBETOB Ha HUX PerynmpyeTca rpaxgaHckum  The procedure for submitting complaints and responses to them is governed by
npasom. Peknamaunsa MOXeT NpefbaBNATLCA TO/IbKO NO TakKUM Bonpocam, KoTopble civil law. A complaint may be brought only on such issues that were notthe subject
He ABNANWCL MpPegMeToM MpUeMKW ToBapa, NPOW3BefeHHON B cooTBeTCTBMM C of acceptance ofthe goods made in accordance with the terms of the contract.

ycnosuamu gorosopa. For all issues related to product maintenance, please contact the Authorized
Mo Bcem BOMpocam, CBfA3aHHbLIM C o06CNyXuBaHuem wu3fenus, Heobxoammo Representative ofthe manufacturer.
06paTNTbCA K YNONHOMOYEHHOMY NpeACTaBUTEN0 MPOU3BOANTENSA. In case of complaint, contact the manufacturer and / or authorized representative

B cnyvae peknamauyuu ob6paujathCs K MPoM3BoAMTeNto U / unm ynonHomouyeHHomy ofthe manufacturer.
npeacTaBMTeNntd MPoM3BOAMTENS.
Manufacturer:

MpounssognTens: KARL STORZ SE & Co. KG, Germany

«KAP/T WWTOPL, CE n Ko. KI'», l'epmadua (KARL STORZ SE & Co. KC) Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
Dr.-Karl-Storz-StraRe 34, 78532 Tuttlingen, Germany Phone: +49 7461 708-0

TenedoH: +49 7461 708-0 Fax: +49 7461 708-105

®akc:+49 7461 708-105 E-mail: infofd).karlstorz.com

E-mail: info@ karlstorz.com
Authorized representative of the manufacturer:

YNONHOMOYEHHbI NpeAcTaBUTENb MPON3BOAUTENS: Limited Liability Company “KARL STORZ - Endoskopy WOSTOK” (LLC
O6WecTBO C OTPaHMYEHHO 0TBETCTBEHHOCTLI0 Kapn LW Topuy- 3Hgockonsl Boctok “KSHTE VOSTOK™)

(OO0 KW T3 BOCTOK) Derbenyevskaya nab. 7, building 4

115114, MockBa, [lepbeHeBcKkas HabepexHas, 7, cTp. 4. 115114Moscow, Russia

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

. CseneHus o npomnssoguTenie / Information about manufacturer

PA3BPABOTYUK: DEVELOPER:

«KAPT WTOP1 (CE n Ko. KI'», Fl'epmanna (KARL STORZ SE & Co. KG) KARL STORZ SE & Co. KG, Germany
Dr.-Karl-Storz-Stralle 34, 78532 Tuttlingen, Germany Dr.-Karl-Storz-Strale 34, 78532 Tuttlingen, Germany
TenepoH:+49 7461 708-0 Phone: +49 7461 708-0

® akc:+49 7461 708-105 Fax:+49 7461 708-105

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

MANUFACTURER:
KARL STORZ SE & Co. KG, Gennany

NMPON3BOAWTENb:
«KAP/T WTOPL, CE n Ko. KI'», Fepmannsa (KARL STORZ SE & Co. KG)
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Dr.-Karl-Storz-Strae 34, 78532 Tuttlingen, Germany Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany

TenedoH: +49 7461 708-0 Phone: +49 7461 708-0

® akc:+49 7461 708-105 Fax:+49 7461 708-105

E-mail: info@ karlstorz.com E-mail: infoio)karlstorz.com

YMNOMHOMOUYEHHbLIN MPEACTABUTE/Nb MPOU3BOAUTENA: AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER:

LLC "KLUT3 BOCTOK™

115114, Moscow, Derbenevskaya embankment, 7, p. 4
Phone: 8 (495) 983-02-40

Email: info@ karlstorz.com

OOO KW T3 BOCTOK
115114, MockBa, flepbeHeBckas HabepexHas, 7, cTp. 4

TenelloH: 81495) 983-02-40
E-mail: info@ karlstorz.com

MECTO MPOM3BOACTBA: MANUFACTURING SITE:
1. KARL STORZ SE & Co. KG, 1. KARL STORZ SE& Co. KG,
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
2. Storz Endoskop Produktions Gmbl 1 2. Storz Endoskop Produktions GmbH
Schneckenackcrslr. 1, 8200 Schaflhausen, Switzerland. Schncckenackerstr. 1, 8200 Schaffhausen, Switzerland.
36
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Mpuaoxeune 1. Mepedens pexomenayeMuix SRCTRMNX B AeIHH$RUEPYIOINHX pacTBopos\ Appendix 1. List of recommended cleaning and
disinfecting solutions

37

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

_—




MpunoxeHue 1. MNepevyeHb PeKOMEHAYEMBI

disinfecting solutions

PydHas ouncTtka u geavHpekumns / Manual cleaning and disinfection

UncTtawme pacteopsbl / Cleaning agent

MpounsBoguTens /
Manufacturer
Advanced Sterilization
Products (Johnson &
Johnson)

Anios

B. Braun Medical AG
Ecolab Deutschland GmbH
Esteer Pharma GmbH
Estcer 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

Toproesoe 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

Crawmx v gesmHpuuynpyrownx pactsopnH\ Appendix 1. Listofrecommended cleaning and

Ne3nHpuuympytowe pacteopsbl / Disinfectant

MpounssoguTens /
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.

W eigert, Dr. GmbH & Co.

38

Topi OBoe iiaifMeHOBaHiie /

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

ncodisher® Septo Active



OuncTka u fe3snHPeKLns B MoK L e-A€3HHE (pytowmnx mawwunHax / Machine cleaning disinfection

YucTtawme pacteopbl / Cleaning a »ent Je3HHpuumpyowe pacteopbl / Disinfectant

MpoussoguTens / Manufacturer  Toprosoe HavmeHoBaHMe / MpowussoanTens / Manufacturer  Toprosoe HaumeHoBaHue /
Trade name Trade name

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

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

Ecolab Deutschland GmbH Sekumatic"" MultiClean W eigert, Dr. GmbH & Co. neodisher® Septo DN

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

W eigert, Dr. GmbH & Co. neodisher® FA

W eigert, Dr. GmbH & Co. neodisher® MediClean

W eigert, Dr. GmbH & Co. neodisher® MediClean forte

W eigert, Dr. GmbH & Co. neodisher® MediZym

W eigert, Dr. GmbH & Co. neodisher® SeptoClean*

Unctawme cpefctBa, NOMeEYeHHbIe *, foKa3anunm cBo 3aphekTUBHOCTL NpoTuB npuoHoB / Cleaning agents that are marked with*: These cleaning agents
are proven to be effective against prions
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[[Tepesod ¢ nemeyx020 u aH21UUCKO20 A3LIKOB HA PYCCKIULE AIBIK]
[Ha 6nanre xomnanuu «Kapa Limopy CE u Ko. KI'»)

dopmupyeM BMecTe GyaAyInee SHAOCKONHH Ha ApoTskenun Gonee 75 ner

«KAPN LITOPLL CE # Ko. KI'» (KARL STORZ SE & Co. KG) * a/s 230 » 78503 Tyrannrew/I'epmanns (Postfach 230 + 78503
Tuttlingen/Germany)

YTBEPXKAEHO

BRue-npesnAcHT MeAIyHAPOAHOIO OTAE/A IO 310POBLI0 NANHECHTOB
H HOPMATHBHO-NIPABOBOMY PeryJIHPOBAHHIO/
!M!“OCTS!

HN.o. Kapum Leammuan
{Hmn)

«Kapa Hitopn CE u Ko. KI'»
HAp. Kapn-Itropu-lllrpacce
34, 78532, Tyrnunren,
['epmanus
(Dr.-Karl-Storz-Strafie

34, 78532, Tuttlingen
Germany)

/noonucs!
(NoANKCH)

21 dexabps 2022 2.
(aenn, Mecau (tndpamn))

{lL}ramn)
[Hlevame komnanuu «Kapa Liimopy CE u Ko. KI'»)

HHCTPYKIUHA 110 IKCIVIYATALIHH

Bponxocxon xectknii HOPKINS ¢ npunaasexuocraMu

Hazsanne MeAHUHHCKONO H3aeNHa

per. Ne DE 74465858

9370320, nep. 4.1
& 000 LUPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU

2022 r,
QaxTuneckil anpec: Baskonckue wJlokiwe Bank Al Tyrudren»  Kommasiaumioe Mottt koMnanroH
«KAPN LITOPY CE n Ko. pexauanyy: SWIFT: TOBRPHALICCTRO «KAPJ LUITOPEL
KIM» «lOruKpemr DEUTDESS653 oKAPJT IUTOPLl CE ®epeamtytrc CE»
Hp. Kapn- Baix Al IBAN: DE09 6537 0075 0211 wKo. KI'» Ap. Kapn-lliropu-llitpacce
Liropa-AliTpacce 34, SWIFT: 639000 Ap. Kapa-lihropu- 34,
78532 Tyrnuurew/Tepvannas  HYVEDEMMAT3 Ulrpacce 34, 78532 Tyraunren/Tepumn
Teaepowu: +49 7461 708-0  IBAN: DE62 6002 Hapoauuiti Gasx 78332 Tyvamnrew/TepMuHHE MECTOHAXOKALHIC
Gaxc: +49 7461 708-105 0290 0034 5326 05  «llisapumannn-flonay-Hexxap Mecromaxomnenme wosasmee: ¢, TyTaMuren
3. nouTa: s KOMAAHRRN: T. TYTIHHTEH Toprosuili peccrp:
info@karstorz.com «Kpaticnnapxacce SWIFT: GENODESITUT Topropwi peccp: r. Lhnyrrapr. HRB 762524
www karistorz.com TyTnnurewn IBAN: DE97 6439 0130 0000 r. llhyywrapr. HRA 450442 Yopasamowmti  aupekTop:
SWIFT: 7712003 Mnenr. N nrarenssunka Kapn-Kpscmian tlimopu
SOLADESITUT HAC: DE 142931059 TMpexceaarens coBera
IBAN: DE79 6435 Jnpexnma 06 yTHARIAUNH AHPEKTOPOS.
0070 0000 0013 22 MEKTPHICLROTO MHOTOKPATHLMY  LrieTHMIA
H AICKTPOHHOTO aoxrop Cnbuna Ilhopu
obopyaosanus,



P VZ 2525/2022 UZ 3167/2022
Actpua Xapant-Illpexkep * Tex.: +4974619659700 *+ daxc: +4974619659720

HorapnaabHoe YAOCTOBCpeHNEE
Tommace, NOCTABACHAAR BHINC B MOEM NPHCYTCTBHH, ABIACTCS NOANMCHIO

r-sa Kapnma Jxanmmau,

Aara poxgenun: 20 anpens 1985 r.,

cnyxebnuili agpec: 78532 r. Tyrnunren, Ap. Kapa-llitopu-liirpacce 34,
— M3BSCTHOTO MHC JIMYHO —

9TO0 % HACTORIIAM OPHIMAILHO YAOCTOBEPAIO.

r. Tyranmren, 21 aexaGpsa 2022 r,

Inoonucel/
Horapryc Actpua Xapaar-LItpexkep

[Peavegpuan nevame nomapuycal
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TeKCT JaHHOTo fOKYMeHT a nepesén nepesofunk Paxumkynos Onbgap Cepkanuesuu. 3HaHue
MHOCT PAHHOTO A3blKa NOATBEP>X fal0. BbiNONHEHHbI i NnepeBOf ABNAET CA NPaBUAbHbIM, TOUYHbLIM K
MOMHBLIM.

Poccuitickaa Pepepaymus
fopos MockBa
Cenbmoro pespans gBe ThiCAYM AgBajuaTb TPeTbero roga.
A, XXypasnesa EkaTepvHa BnaguMupoBHa, BpEMEHHO McronHaowas 06a3aHHOCTY HoOTapuyca
ropoga Mocksebl ToOHK/Ha AMUT puA Banepbesuya, cBUAETENbCTBYIO NOL/IMHHOCT b NOANUCK NEPeBOAHMKA
Paxumkynosa Inbaapa Cepkasmesnya.
Mognuck caenaHa B MOEM NPUCY TCTBUN.
JInyHoCTb NognucasLLero JOKYMEHT yCTaHoB/eHa.

3aperncTpuposaHo BpeecTpe: N° 77/2079-H/77-2023-
YnnaueHo 3a CoBepLLIEHVe HOTapuanbHoro AeiicTams: 400 pyo.
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