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BaxkHas nHGOPMAINN [T NOMEIOBATEICN M3zCHnT: 1 rsrep s e -

Important information for users of KARI. STORZ devices and instruments T —

Pelcouelmyercn NPOBEPHTHL NPHIrOAHOCTL NPOAYKTOB AIR npennonaraemoi’l npoueaypsl 10 HAYAJ/I2 HCNOJIL30BAHHSA.

bnaroanapum Bac 3a noeepue. oxaszannoe toprosoi mapke KARL STORZ. Kak u Bcs Halla NnpoayKumns, JaHHOE HW3AeNHe ABNAETCA Pe3ylbTaTOM HalLero onbiTa H
KponoTauBo# pabotel. Bel  Balsa oprann3auus suibpanu coBpeMeHHbIH H BbICOKOKa4eCTBEHHbII NPOAYyKT npon3soacTsa komnakuu KARL STORZ.

HacTtoswas nHcTpykumna ao/mkHa noMous Bam npasuibHO MCNOb30BaTh, @ TAKXKE OYHLLATD, N€3HHPHLUHPOBATL H NPH HEOOXOAUMOCTH CTEPUAN3OBATL H3aenue. Bee
Heo6X0aMMbIE IETANH W NEHCTBHA HAMAAHO Pa3bACHAIOTCA. [T03TOMY BHMMaTe/ILHO NPOYTHTE HACTOALLYIO HHCTPYKUMIO, BEpexxHO XpaHUTE €€, 4ToBbI B Cilyuae
BO3HHKHOBEHHSA BONPOCOB K HEH BCeraa MOXHO 6bino o6paTHTbCA.

NPEAYIPEXKJEHHE: >n00ckonet KARL STORZ nocmagasiomesa Hecmepuibolmu, u ux Heobxooumo ovutyame, Oe3ulduyuposantv u cmepuiu3oeams nepeo

nepPeuiM UCno1b3ioeanuem u Kaxcouwm noc.aedyrou;uu noéMOPHHIM UCNO.Tb308AHUEM.

Komnanna KARL STORZ noctosHHo paGoTaeT Hal yCOBEPLIEHCTBOBAHHEM BCeH NPoayKUMH. [1o 3To# npHurHe BO3MOXKHBI H3MEHEHHS GOPMBI, OCHALLEHHS U
TEXHOJIOrHH. Mbi paccunTbiBaeM Ha Bawe nonumanne. [losToMy naHHbie, H306pakeHna W ONMHUCaHNS B HACTOALLEH WHCTPYKUHHK He MOTYT ObITh OCHOBaHHEM 1S
NpeabABICHHS NPETEH3UH.

It is reccommended 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
1. O6uwwmne ceegeHmnal/General information

QHAOCKONbI CO cTepXXHeBbIMU NnH3amMmu HOPKINS aBndwTcA MHOropasoBbiMU 1©
COCTOAT W3 OKynsApa, pasbema [ANA CBeTOBbIX Kabene ¢ npefycTaHOBAEHHbIMMU
agantepaMum pf[Nsi CBeTOBbIX Kabenen ppyrux npoussBoauTened m 060104YKM ©3
Hep>kaBelLlero martepuana, KoTopas 3aKpblBaeT CUCTEMY CTEpPXHEBbIX /IMH3 W©
BCTPOEHHOro ONTOBO/OKOHHOI0O CBETOBOAA.

MoaToMy C HMMW HeobxoguMo o6paw,aTbCss OCTOPOXXHO U TMPOBEPSATb Ha
NPaBnNbLHOCTb (PYHKLWOHWUPOBAHUA U Ha HaiuumMe MPU3HAKOB MOBPEXAeHUsA [0 U
rnocrne Ka)fijoro UCrnofib30BaHnsA Ha nauueHTe.

Cob6ntogeHne cnepgyrouwein nHpopmaymm obecneuynT JONTUNA CPOK CAYXXObl Bawnx
aHpockonos HOPKINS.

1.1.HanmeHoBaHne megnymnHckoro nsgennsa/Name of the medical device
Topakockon >kecTkuii HOPKINS B BapuaHTax UCMNOJIHEHUA C NPUHAANEXHOCTAMMN:

1 Topakockon >ecTknii HOPKINS B cocTtase:
1 TopaKocKon >XecTKuUi B BapmaHTax UCMONHEHUS:
1.1. Topakockon >kecTkniit HOPKINS, Tunopasmepsbl:
1.1.1. Topakockon >ecTkuiit HOPKINS, Tunopasmep: HanpasneHne HabnogeHns
0°, gnameTp 5 MM, A1nHa 24 cMm, B cocTaBse:
- Topakockon - 1uwr.;
- WNHCTpYKUmMA no akcnayatauuum - | wr.

1.1.2. Topakockon >kecTknint HOPKINS, Tunopasmep: HarnpaB/ieHue HabnogeHus
0°, gnameTp 5 MM, AnnHa 29 cMm, B coCTaBe:
- Topakockon - 1 wWrT.;
- MHCTpYKUMA No aKkcnayataummy - 1 LwT.

1.1.3. Topakockon >ecTknin HOPKINS, Tunopasmep: HanpaBneHue HabnogeHus
0°, anameTp 6,5 MM, XbIHa 35 CM, B cOCTaBe:
- Topakockon - 1 .T.;
- WMHCTpYKUMA No akcnayartaumm - | wr.

1.1.4. Topakockon >ecTkuii HOPKINS, Tunopasmep: HanpaBneHne HabnwoaeHus
0°, gnameTtp 10 mm, AnvHa 31 cMm, B cocTaBe:
- Topakockon - 1T,
- MHCTpYKUMA NOo aKcnayartaumm - | L.
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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 of rust-proof material that encloses the rod lens
system and an integrated fiberoptic light cable.

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

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

Thoracoscope rigid in variants with accessories:

I Thoracoscope rigid HOPKINS consists of:
1. Thoracoscope rigid in variants:
1.1. Thoracoscope rigid HOPKINS, dimension types:
1.1.1. Thoracoscope rigid HOPKINS, dimension type: direction of view 0°,
diameter 5 mm, length 24 cm, consists of:
- Thoracoscope - 1pc.;
- Instruction for use - 1pc.

1.1.2. Thoracoscope rigid HOPKINS, dimension type: direction of view 0°,
diameter 5 mm, length 29 cm, consists of:
- Thoracoscope - 1pc.;
- Instruction for use - 1pc.

1.1.3. Thoracoscope rigid HOPKINS, dimension type: direction of view 0°,
diameter 6,5 mm, length 35 cm, consists of:
- Thoracoscope - 1pc.;
- Instruction for use - 1pc.

1.1.4. Thoracoscope rigid HOPKINS, dimension type: direction of view 0°,
diameter 10 mm, length 31 cm, consists of:
- Thoracoscope - 1pc.;
Instruction for use - 1pc.



1.1.5. Topakockon »xecTkuit HOPKINS, Tnnopa3mep: HanpaBneHue Ha6nwogeHns
30°, anameTp 4 mm. gnmHa 30 cm, B cocTaBe:

— Topakockon - 1 wT.;
- MHCTpYKuMa no akcnayataumm - 1 wr.;
- Mnb3a 3awmnTHas, 415 3HA0CKOMoB AAMHONK 30 cm - 1 .

1.1.6. Topakockon »ecTknin HOPKINS, Tunopasmep: HanpasneHne HabnogeHus
30°, gnameTp 5 mm, gnmnHa 24 cm, B cocTase:
- Topakockon - 1 LT.;
- MHCTpYyKUMa no akcnayartaymm - 1 Lwr.

1.1.7. Topakockon »ecTknii HOPKINS, Tunopasmep: HanpaBsneHve HabnogeHus
30°, anameTp 5 MM, AnMHa 29 cMm, B cocTaBe:
- Topakockon - 1 LT.;
- WNHCTpYyKuKMa no akcnayataymm - 1 .

1.1.8. Topakockon >ecTkmnii HOPKINS, Tunopa3smep: HanpaB/ieHne HabnogeHus
30°, gnameTp 10 mm, gnvHa 31 cMm, B cocTaBe:
- Topakockon - 11uT.;
VHCTpYKUMA no akcnayataumm - 1.

1.1.9. Topakockon >ecTkuii HOPKINS, Tunopa3smep: HanpaBneHne HabnwogeHns
45°, anameTtp 5 mm, gavHa 29 cMm, B cocTaBe:
Topakockon - 1 LT.;
- VHCTpYKLUMA no akcnayatauymm - 1 wr.

1.1.10. Topakockon >kecTkuin HOPKINS, Tunopa3smep: HanpasfieHve HabnogeHUs
45°, npnametp 10 mm, annHa 31 cm, B cocTaBse:
- Topakockon - 1 T.;
- NHCTpYKUMA no akcnayataumm - 1 wr.

1.2. Topakockon >kecTknii ENDOCAMELEON HOPKINS, perynvpyemoe HarnpasneHue 1.2

HabntogeHua 0°-120°, anameTp 10 mm, ganHa 32 cM, B cocTaBe:
- Topakockon - 1 wrT.;
- VHCTpYKUMA no akcnayaTtauymm - 1 wr.

2. KoHTeliHep NpoBoONOYHbIY Ans Ae3nHeKUnn/cTepunmusaumnmn/ xpaHeHus (Npm 2.
Heo6XoAMMOCTM), TUMOpasMepbI:

2.1. KoHTeliHep MpoBonoYHbIV Ansa ae3viHdekumnn/crepunmsaunm/ XxpaHeHus, 2.1.

pasmepbl: 290 x 60 x 52 Mm

2.2. KoHTeliHep MpoBONOYHbIV Ana Ae3viHdeKunn/cTepunmsaunm/ xpaHeHus. 2.2.
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diameter 4 mm, length 30 cm, consists of;
- Thoracoscope - 1pc.;
- Instruction for use - 1pc.;
Protective tube, for endoscopes length 30 cm - 1pc.

1.1.6. Thoracoscope rigid HOPKINS, dimension type: direction ofview 30°,
diameter 5 mm, length 24 cm, consists of:
- Thoracoscope - 1pc.;
- Instruction for use - 1pc.

1.1.7. Thoracoscope rigid HOPKINS, dimension type: direction of view 30°,
diameter 5 mm, length 29 cm, consists of:
- Thoracoscope - 1pc.;
- Instruction for use - 1pc.

1.1.8. Thoracoscope rigid HOPKINS, dimension type: direction of view 30°,
diameter 10 mm, length 31 cm, consists of:
- Thoracoscope - 1pc.;
- Instruction for use - 1pc.

1.1.9. Thoracoscope rigid HOPKINS, dimension type: direction of view 45°,
diameter 5 mm, length 29 cm, consists of:
- Thoracoscope - 1pc.;
- Instruction for use - 1 pc.

1.1.10. Thoracoscope rigid HOPKINS, dimension type: direction of view 45°,

diameter 10 mm, length 31 cm, consists of:
- Thoracoscope - 1pc.;
- Instruction for use - 1pc.

Thoracoscope rigid ENDOCAMELEON HOPKINS, adjustable direction of view

0°-120°, diameter 10 mm, length 32 cm, consists of:
- Thoracoscope - 1pc.;
- Instruction for use - 1pc.

Wire container for disinfection / sterilization / storage (if necessary),
dimension types:
Wire container for disinfection /sterilization / storage, dimensions: 290 x
60 X 52 mm;
Wire container for disinfection /sterilization /storage, dimensions: 352 x



pa3mepbl: 352 x 125 x 54 mm 125 X 54 mm;

2.3. KoHTeliHep NpoBONOYHbLIV Ans Ae3vHeKLnn/cTepunnsaumn/ xpaHeHus, 2.3. Wire container for disinfection /sterilization /storage, dimensions- 670
pa3mepbl: 670 x 80 X 52 Mm 80 x 52 mm;
2.4. KoHTeliHep NPoBONOYHbLIV Ana AesnHpeKunn/crepunmusaunn/ xpaHeHus, 2.4. Wire container for disinfection /sterilization /storage, dimensions: 640 x
pasmepsbl: 640 X 216 X 78 Mm 216 X 78 mm;
2.5. KoHTelHep NMpoBONOYHbIV Ansa ae3viHdekumnn/crepunmsaunm/ XxpaHeHus, 2.5. Wire container for disinfection /sterilization /storage, dimensions: 622 x
pasmepbl: 622 x 150 X 78 Mm 150 x 78 mm;
2.6. KoHTelHep NMpoBONOYHbIN Ansa gesnHpekunn/crepuamsaymn/ XxpaHeHus, 2.6. Wire container for disinfection /sterilization /storage, dimensions: 480 x
pa3mepbl: 480 X 125 x 54 Mm 125 X 54 mm;
2.7. KoHTelHep NMpoBONOYHbIN Ansa gesnHdekunn/crepuamsaymn/ XxpaHeHus, 2.7. W ire container for disinfection /sterilization /storage, dimensions: 604 x
pasmepbl: 604 x 125 X 54 Mm 125 x 54 mm.
. MprHagne>XHOCTKU: 1. Accessories:
1  ApanTtep cBetoBogoB KARL STORZ n Olympus 1 Adapter for KARL STORZ and Olympus light guides;
2.  ApanTtep cBeTtoBogoB Richard Wolf 2. Adapter for Richard W olf light guides;
3. LlleTka nnockas Ana O4YUCTKW - 5 wr./yn. 3. Flat brush for cleaning - 5 pc./pack.;
[anee BO3MOXXHbl HanMeHoBaHusA: ONTuka, N3genne, 3Hgockon, dHgockon HOPKINS, Possible further names: Optics, Device, Endoscope, Endoscope HOPKINS, medical
MegULUHCKOEe usgenue. device.

1.2.MepeyvyeHb apTuKynoB nsgennin/REF list

I.  Topakockon >xecTkni HOPKINS B cocTase: I Thoracoscope rigid HOPKINS consists of:
HanmeHoBaHune REF Name REF

7 INS 6 igi i i i °, di
Topakockon >ecTknit HOPK HanpasneHve HabnwaeHNsA 49011AA Rigid thoracoscope HOPKINS, direction of view 0°, diameter 5 4901 1A A
0°, anameTp 5 MM, AIMHA 24 cM mm, length 24 cm
Topakockon >xecTknii HOPKINS HanpasneHne HabnogeHus 49046AA Rigid thoracoscope HOPKINS, direction of view 0°, diameter 5 49046AA
0°, anameTp 5 MM, AanHa 29 cm mm, length 29 cm

n HOPKINS 6 ns igi i i i °, di
TopaKoCKOM >XecTKui HanpasneHne HabnaeH 49031AA Rigid thoracoscope HOPKINS, direction of view 0°, diameter 6,5 4903 1A A
0°, gnameTp 6,5 MM, annHa 35 cm mm, length 35 cm

7 6. igi HOPKIN i i fvi °, di 1
Topakockon >ecTknit HOPKINS HanpaBneHue HabnoaeHus 49003AA Rigid thoracoscope HO S, direction of view 0°, diameter 10 49003AA
0°, gnametp 10 MM, annHa 31 cm mm, length 31 cm
Topakockon >ecTkniit HOPKINS HanpasneHne HabnoaeHns 26072BA Rigid thoracoscope HOPKINS, direction of view 30°, diameter 4 26072BA
30°, gnameTp 4 mm, anmHa 30 cm mm, length 30 cm

” 6 - . . . I
Topakockon »>ecTkun HOPKINS HanpaBneHne HabnogeHns 49011BA Rigid thoracoscope HOPKINS, direction of view 30°, diameter 5 49011BA
30°, anameTp 5 MM, AnnHa 24 cm mm, length 24 cm

" 6 _ . . . 0 4
Topakockon >ecTkuii HOPKINS HanpaBneHne HabnogeHus 49046BA Rigid thoracoscope HOPKINS, direction of view 30°, diameter 5 49046BA
30°, gnameTp 5 MM, gnvHa 29 cm mm, length 29 cm
Topakockon >ecTkuin HOPKINS HanpaBneHve HabnogeHns 49003BA Rigid thoracoscope HOPKINS, direction of view 30°, diameter 10 49003BA
30°, anameTp 10 MM, gnvHa 31 cm mm, length 31 cm
Topakockon >ecTkuiin HOPKINS HanpaBneHve HabnogeHus Rigid thoracoscope HOPKFNS, direction of view 45°, diameter 5

49046FA 49046FA

45°, pnameTp 5 MM, annHa 29 cm mm, length 29 cm
Topakockon >»ecTknii HOPKINS HanpasneHve HabnwogeHns 49003FA Rigid thoracoscope HOPKINS, direction of view 45°, diameter 10 49003FA
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45°, pnameTp 10 MmmM. ganunHa 3 1lcwm

Topakockon >kecTkui ENDOCAMELEON HOPKINS,

perynvpyemoe HarnpaBneHue HabnogeHusa 0°-120°, guameTp 49003AE
10 mm, anvHa 32 cm
KoHTeliHep NMPOBONOYHbIA Ana Ae3vHdekumn/
b AR A ther 39501A1
cTepunusaumnmn/xpaHeHums, pasmepbl: 290 x 60 x 52 mm
KoHTelHep NpoBOMOYHbINA ANs ae3nHdekunn/
P np ANA pesncery 39501A2
cTepunusaymn/xpaHeHusi, pasmepbl: 352 x 125 x 54 mm
KoHTelHep NpoBOMOYHbINA ANns ge3nHdekunn/
39501C
cTepunusaunmn/xpaHeHus, pasmepbl: 670 x 80 x 52 Mm
KoHTeliHep NpoBONOYHbIN Ansa ge3nHpekunn/
P b AR A heky 39501ES
cTepunusaymn/xpaHeHus, pasmepbl: 640 X 216 X 78 MM
KoHTeliHep NpoBONoYHbIN Ans Ae3nHdekumn/
P np ANA AE3MHEDEKL 39501BR
cTepunusaymn/xpaHeHus, pasmepbl: 622 x 150 x 78 mm
KoHTeliHep NpoOBONOYHbIN ANS Ae3vHdekumn/
P np ANA pesHEeKL 39501BEC
cTepunusaymn/xpaHeHusi, pasmepsbl: 480 x 125 x 54 mm
KoHTeliHep NpoBONOYHbIA ANS Ae3vHdekumn/
PP S hekuy 39501CEC
cTepunusaymn/xpaHeHus, pasmepsbl: 604 x 125 x 54 mm
IL  TMpunHagne>xxHoctn
HanmeHoBaHue REF
ApanTtep ceetoBogoB KARL STORZ v Olympus 495G
ApanTtep ceBeToBogoB Richard Wolf 495F
LLleTKa nnockasa AN1s O4YUCTKU 27652-05

1.3.Ha3Ha4eHHe”~ntended USE
OHAoCKOoN npegHasHaveH 418 NofyvyeHUsA U nepefadn aHAO0CKOMMYECKOro n3obpaykeHus npu
LNarHoCTUKe M Tepanuu B TOpaKalbHON XMPYprun. AHA0CKON nNpegHasHaveH ans
BPEMEHHOI0 NCMNosib30BaHA MNP NMHBa3MBHbLIX BMeLLIaTe/NbCTBaxX Yepe3 eCTeCTBEHHbIE n/vinn
XUpPYyprunyeckrie oTBEPCTUS.

l.4.MokasaHual/lndications
MNpumeHeHne 3HAOCKOMOB N MHCTPYMEHTOB 471 TOPaKanbHOM XMPYPrMn rnokasaHo, ecnm c
TOYKW 3peHNnA nevauero spaya rnokasaHa TopakKalibHasd XNPyprma Kak Mmetoa ANarHOoCTUKN
N/Vinn neyeHus.
K 3TOMY OTHOCATCA, B YaCTHOCTW!
- ONyxonm B Nerknx
- Kuctbl nerkoro
- Kpyrnbliii o4ar B 1erKMx HEAACHOTO MPOUCXOXKAEHUS
- OMmnzema nerknx
- MHTepcTunymanbHble 3a6oneBaHns Nerkmx (Hanp., capkouaos, nanonatnyeckuii pmnopos
Nlerkoro)
- lemoTopakc
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mm, length 31 cm

Rigid thoracoscope ENDOCAMELEON HOPKINS, adjustable
direction of view 0° -120°, diameter 10 mm, length 32 cm

Wire container for disinfection/sterilization/storage, dimensions:

290 x 60 x 52 mm

Wire container for disinfection/sterilization/storage, dimensions:

325 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 216 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 x54 mm

IL  Accessories
Name
Adapter for KARL STORZ and Olympus light guides
Adapter for Richard W olf light guides
Flat brush for cleaning

49003AE

39501A1

39501A2

39501C

39501ES

39501BR

39501BEC

39501CEC

REF

495G

495F
27652-05

The endoscope is intended for receiving and transmitting endoscopic images in

diagnostics and therapy in thoracic surgery. The endoscope is intended for temporary use

in invasive procedures through natural and / or surgical openings.

The use of endoscopes and instruments for thoracic surgery is indicated if, from the point
of view of the attending physician, thoracic surgery is indicated as a method of diagnosis

and / or treatment.

This includes, in particular:

- Tumors in the lungs

- Lung cysts

- A round lesion in the lungs of unknown origin
- Emphysema of the lungs

- Interstitial lung disease (e.g., sarcoidosis, idiopathic pulmonary fibrosis)

- Hemothorax
- Pneumothorax



-~-MNMHeBMOTOpackc - Pleural eflusion

- MNneBpanbHbI BbINOT - Empyema of the pleura

- dMnuema nnespbl - Tumors o f the pleura

- Onyxonn nneepsbl - Pleurodesis (e.g., with malignant recurrent effusion, after pneumothorax)

- MneBpoges, (Hanp., Npu 310Ka4eCTBEHHbIX PeLUANBUPYIOLLMX BbIMOTax, nocne - Mediastinal tumors

NMHeBMOTOpPaKca) - Tumors of the esophagus

- MegnacTuHanbHbie OMyXxonun - Myasthenia gravis (thymectomy)

- Onyxonn nuwesoga - Thymoma (thymectomy)

- Myasthenia gravis (TUM3aKToOMUS) - Hyperhidrosis (sympathectomy)

- Tumoma (TUM3KTOMMUSI) - Funnel chest, (e.g. minimally invasive Nuss pectoralisation of the funnel chest)
- T'mneprmnppos (cMmMnNaTakToMums) - Diaphragmatic suture (z. B. with hernia of the esophageal opening of the diaphragm)
- BopoHkoo6pa3sHasa rpygHas KneTka, (Hanp., MUHMMalbHO MHBa3VBHas KoOppeKums - Biopsy /Zlymph node resection

BOPOHKO06pa3Ho rpyaHoii kKneTkm no Hyccy) - Revision after interventions, operations, injuries

- OvnadparmanbHbii WOB (z. B. npu rpbbke NULWEBOAHOIo 0TBepCcTUS gmadparmbl)
- Brnoncusa/pesekyms numdaTmnyeckoro ysna
- PeBn3unsA nocne MHTepPBEHUMIA, onepayuii, TpaBm

15.NMpotuBonokasaHuma/Contraindications
MprMeHeHVe SHAO0CKOMNOB N MHCTPYMEHTOB AN TopaKalbHOM XUpyprum npoTusornokasaHo, The use of endoscopes and instruments for thoracic surgery is contraindicated if, in the
€Cnv M0 MHEHMIO fleYalllero Bpaya XxMpypruyecknii MeTos NpoTuBonoKasaH nan ecnu obuiee  opinion of the attending physician, the surgical method is contraindicated or if the general
COCTOsIHME MaumeHTa He noaxoAuT Ans onepaunun Ui aHecTe3nu. condition of the patient is not suitable for surgery or anesthesia.
VHCTpyMeHTapuii ansa TopakanbHOM XMpyprun He npegHasHadeH Ana WCNoONb30BaHUA € Thoracic surgery instrumentation is not intended for use with direct contact with the CNS
HernocpeacTBeHHbIM KOHTakTom ¢ LUHC (ueHTpanbHoOV HepBHOW CUCTeMOl) 1 LeHTpanbHOW  (central nervous system) or the central cardiovascular system.
cep/ile4HO-CoCyUCTON CUCTEMOIA. In addition, there are the following contraindications:
Kpome Toro, nmeroTca cnefyrowme npoTMBonoKasaHus: - Blood clotting disorders
- HapyLueHuns cBepTbiBaHUSA KPOBU

1.6.B0o3MOXHble NO60YHbIE 3P eKTbl M ocnoxHeHna/Possible adverse events and complications
B0O3MOXHble PUCKK (MO6OYHbBIE ABNEHUSA), NpUCyLLMe NnpoLedypaM TopakanbHOW XMpyprum B Possible risks (side effects) inherent in thoracic surgery procedures in general:

Lienom: * Bleeding

* KpoBoTeueHune * Homer's syndrome, gustatory sweating with damage to the first thoracic ganglion
* CnHapoM XopHepa, BKYCOBOe MOTOOT/AeNeHME MpY MOBPEXKAEHMM MepBOro TopakanbHoro e Difficult to control compensatory sweating in other areas o f the body

raHrnus * Revision of the operation /re-operation

* TpyAHO KOHTPONMpPYyeMoe KOMMEHCaLMOHHOEe NOTOOTAENEHNE B APYTrMX obnacTax Tena e Chronic pain syndrome

* PeBM3us onepaymn/noBTopHas onepauus * Pleurodesis: the incidence of respiratory complications is less when using talcum powder
* XpoHunyeckuii 601eBoi CUHLPOM with a particle size of more than 10 microns)

e MneBpoges: yacTtoTa pecnmpaTopHbIX OCMOXXHEHUI MeHbLLE MPU UCMONb30BaHUU TanbkKa Cc e« Atelectasis

pasmepom yacTtuy 6onee 10 MKM)  Wound infection

* ATenekras * Subcutaneous emphysema

* PaHeBasi MHeKLUUS e Arrhythmia 7/ atrial fibrillation

* [logKo>KHas amdmsema e Pneumonia

* Apntmuns/mepuaHve npeacepani e Air leaks

* [THeBMOHUSA » Paresthesia at the injection site

* YTeykn BO3gyxa
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e [lapecTe3nsa B MecTe yKona
1.7.KBanundpukauunsa nonbsosatena/User qualification
OHpockonbl KARL STORZ n HOPKINS moryT ncnonb3oBaTbCs ToNbKO nMuamMmm ¢ KARL STORZ endoscopes and HOPKINS endoscopes may only be used by
cooTBeTCcTBYlOLW el MeaNLNHCKO KBanudukaumen " 3HaKoOMbIMU C persons with an appropriate medical qualification and who are acquainted with
3HAO0CKOMUYECKUMU MeToAaMMu. endoscopic techniques.
1.8.0nuMcaHNe OCHOBHbIX () YHKLMWOHAaNbHbIX 3/IEMEHTOB M COCTaBHbIX YyacTelh (y3noB) meguyumHckoro nsgenusa \Key Functional Elements and Components
(Units) Description

® + (2) + (3)

Topakockon >kecTkuii HOPKINS
Rigid thoracoscope HOPKINS

ApanTtep cBetoBogoB KARL STORZ n Olympus (npegycTaHOBEH) 1 Adapter for KARL STORZ and Olympus light guides (pre-installed)
ApanTtep ceetoBogoB Richard Wolf (npegyctaHoBneH) 2. Adapter for Richard W olf light guides (pre-installed)

LTyuep Ansa nogsoja ceeta, 6e3 agantepa 3. Connection for light supply, without adapter

KonbLuo ans uBeTOBOro KoAMpOBaHMSA HanpasneHus HabnoaeHus; 4. Ring for color coding the direction of view;

3eneHoe = Orpagycos Green = O degrees

YepHoe = 12 rpaaycos/45 rpasycoB Black = 12 degrees /745 degrees

KpacHoe = 30 rpagycos Red = 30 degrees

CunHee = 90 rpagycos Blue = 90 degrees

OKynAap v HarnasHukK 5. Eyepiece and eyeshade

OnTnyeckas Tpybka 6. Optical tube

Konbuo ¢ mapkupoBkoi «<Autoklav» 7. Ring marked "Autoklav"

O603Ha4YeHNe TUNa U yKasaHue HarnpasfeHUs HabnoaeHns, -asd 6yksa 8. Type designation and direction of view. The 1st letter after the number means:

rnocne HoMmepa 0603HauvaeT:
A = 0/6 degrees
A = 0/6 rpagycoB B = 30 degrees

11
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13“ 30 rpagycos F — 12 degrees / 45 degrees

F = 12 rpapycoB/45 rpagycoB D —90 degrees
D = 90 rpagycos

9. Objective and distal light guide exit
9. O6BEKTMB W AUCTaNbHbIV BbIX0A CBETOBOAA

P +® +®

Topakockon »ecTkniit ENDOCAMELEON HOPKINS, perynupyemoe HanpaBneHue HabnwogeHmnsa 0°-120®
Rigid thoracoscope ENDOCAMELEON HOPKINS, adjustable direction of observation Q°-120°

1 Apantep ceetoBogoB KARL STORZ u Olympus (npeagycTaHOB/IEH) 1 Adapter for KARL STORZ and Olympus light guides (pre-installed)
2. ApanTtep cseTtoBogos Richard Wolf (npegyctaHoBneH) 2. Adapter for Richard W olf light guides (pre-installed)
3. WTyuep Ana noaBofa ceeTa, 6e3 aganTepa 3. Connection for light supply, without adapter
4. Konbuo ANnA LBEeTOBOro KOAUPOBaHWUA HarpasfeHUs HabnoaeHns: 4. Ring for color coding the direction of view:

3onotoe = 0° - 120° Gold = 0°- 120°
5. OKynsp n HarnasHuk 5. Eyepiece and eyeshade
6. OnTuueckasa Tpy6Ka 6. Optical tube
7. Konbuo c mapkupoBkoii «<Autoklav» 7. Ring marked "Autoklav"
8. O6BEKTUB U AUCTa/bHbIN BbIX0A CBETOBOAA 8. Objective and distal light guide exit
9. Koneco HaBogku hokycepa oKynsipa 9. Eyepiece focuser wheel

12
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Mnb3a 3awmTHas, Anst 3HA0CKOMNoB
Protective tube, for endoscopes

187~
/

KOHTeliHep MPOBONOYHbIN ANS Ae3nHpeKUMn/cTepunmnsaumnn/xpaHeHms, pasmepbl: 290 x 60 x 52 Mm
Wire container for disinfection /sterilization /storage, dimensions: 290 x 60 x 52 mm

KoHTeliHep MpoBOMOYHbINA ANA Ae3nHdeKUnn/cTepunmsaunmn/xpaHeHus, pasmepbl: 352 x 125 x 54 mm
Wire container for disinfection /sterilization / storage, dimensions: 352 x 125 x 54 mm
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KoHTelHep NpoBOMOYHbLIV Ana fe3nHdekunn/cTepunmnsaummn/xpaHeHns, pasmepbl: 670 x 80 x 52 Mm
Wire container for disinfection /sterilization /storage, dimensions: 670 x 80 x 52 mm

KoHTeliHep NPoOBONOYHbIV ANs Ae3nHgeKuun/cTepunmsanmn/xpaHeHus, pasmepbl: 640 x 216 x 78 Mm
Wire container for disinfection /sterilization /storage, dimensions: 640 x 216 x 78 mm

KoHTeliHep NpOBOMOYHbIN AnA Ae3vHpeKun/cTepunnsaymmn/xpaHeHusi, pasmepsl: 622 x 150 x 78 mm
Wire container for disinfection / sterilization / storage, dimensions: 622 x 150 x 78 mm
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KoHTeliHep NPOBONOYHbIN ANnA Ae3nHeKLn/cTepunmsaumn/xpaHeHus, pasmepbi: 480 x 125 x 54 mm
Wire container for disinfection /sterilization /storage, dimensions: 480 x 125 x 54 mm

KoHTeliHep NpPoBONOYHbLIV Ans Ae3nHpeKunn/crepnnnsaunmn/xpaHeHus, pasmepbl: 604 x 125 x 54 mm
Wire container for disinfection /sterilization / storage, dimensions: 604 x 125 x 54 mm

MpuHagnexHocTu/Accessories

PLLI11

ApanTtep ceeTtoBogoB KARL STORZ mn Olympus
KARL STORZ and Olympus light guide adapter

/\

ApanTep ceetoBogoB Richard Wolf
Richard W olf light guide adapter

15
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LLleTka nnockas gns O4YUCTKU - 5 wiT./Zyn.
Flat brush for cleaning - 5 pcs /pack.

1»9.0OCHOBHble TEXHMYECKNE W PYHKULMOHaNbHble XapakTepuctuku/M ain technical and functional characteristics

6)
7)
8)

10)
11)

QHpaockon

Endoscope

4901 1A A
49046AA
4903 1A A
49003AA
26072BA
49011 BA
49046BA
49003BA
49046FA
49003FA
49003AE

Oob6uwias anvHa,
MM
Total length,
mm

287,76
361,90
415,65
386,06
357,59
287,34
361,60
385,52
362,64
386,70
422,52

OnnHa pab6oueii
yacTtu, MM

Working length,

mm
234,30
292,30
350,79
314,20
301,63
233,88
292,00
313,66
293,04
315,20
312,42

Hapy>XHbIl
anameTp, MM
Outer
diameter, mm

5,00
5,20
6,50
10,00
4,00
5,00
5,20
10,00
5,20
10,00
10,00

BHYyTpeHHWUNA
avameTp, MM
Inner
diameter, mm
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A

HabnoaeHUs

Yron HanpaBneHusa

Direction of view

0
0
9
0
25°
25°
25°
30°
45°
45°
10-115°

Aonyckun cocTtaBnawT iblO%/Tolerances arc+ 10%

BHYTpPEeHHWI MornepeyHbIi pasmep MHCTPYMEHTaNbHOro

(6nioncuiiHoro kaHana), mv/

Internal size of the instrumental (biopsy channel), mm

BHelWHWI AnameTp HarnasHuka, M/

Outer eyepiece diameter, mm

BHYTpPEHHWUIT AnamMeTp HarnasHuka, mm/

Inner eyepiece diameter, mm

PacueTHoe pa6ouee paccTosiHue, MM/

Estimated working distance, mm

UncTtoTa nons 3peHust/

Field of view purity
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Mone
o630pa
Field of

view

68°
68°
67°
74°
68°
68°
68°
74°
68°
74°
55°

VIHCTpPYMeHTaNbHbI KaHan oTcyTcTBYeT/

No instrumental channel

32

25

5,5

LiBeToBOE
0603HauyeHune

Color code

3eneHbIii/ green
3eneHblii/ green
3eneHblii/ green
3eneHblii/ green
KpacHblii/ red
KpacHbiin/ red
KpacHbIii/ red
KpacHbiii/ red
YepHbIii/ black
YepHbiii/ black
3onoToii/ gold

Macca, r

Weight, g

76,8
96,1
127,7
181,9
. 72,6
75,7
95,4
178,3
95,2
178,8
234,9

Mpy ocMoTpe Monst 3peHUs1 3HAOCKOMOB U 1y TyBYCHbIX 3HAOCKOMOB B NPOXOAsleM CBETe He

AO0/>KHbI 6bITb BUAHbI 3arpAa3sHeHuA, NdaTHa, uapannHbl, HaneTbl, CBUIN N AbiMbl, MeLLlaouine

HabnogeHnto/ When examining the field of view of endoscopes and loupes of tube endoscopes
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in transmitted light, no contamination, stains, scratches, raids, streaks and fumes that interfere
with observation should be visible.
YrnoBsow gmanasoH (yron msrnba gucranbHOro KoHua), °/
. HenpumeHumo/ Not applicable
Angular range (bend angle of the distal end), °
FepMeTMUYHOCTb 3HAOCKOMOB 1 3N n/nnn nx vactei KOHCTPYKLVA 3HAO0CKOMNOB A0MKHA 6bITh FepMeTUYHON Ans obecneyeHUs NpoBeAeHUs
Tightness of endoscopes and EC and/or their parts Oe3VHMEKLNN, OYNUCTKN 1 CTepuamsanum
CpeaHsas HapaboTka Ha oTKas, Uukin/
MTBF, cycle

CpeaHuin cpok cny>ébl, roabl/

Cwm. rnaBy 13/ See chapter 13

. . Cwm. rnaBy 13/ See chapter 13
Average service life, years

CpefHee BpeMsi BOCCTaHOB/IEHMSA paboTOCMOCOOHOI0 COCTOSIHUSA,
yacbl/ He 6onee 4 W/ No more than 4 hours
Average recovery time, hours
CpoK coxpaHsiemocTu, rogbl/
i He meHee 5 net/ At least 5 years
Shelf life, years
YCTOM4YMBOCTb K BO34eNCTBUIO NMpu akcnyatauun/ Resistance to . .
. . . YcToiiunBo/ Resistant
impact during operation
MpPOYHOCTb K BO34ENCTBMIO KIMMAaTUYeCKUX (DaKToOpoB npu
TpaHCcNopTUPOBKe 1 XpaHeHUW/ Resistance to climatic factors YcToiumBo, cM. rnaBy 7/ Resistant, See chapter 7
during transportation and storage
YCcTOMUYMBOCTb K 6MONOTMYECKON cpefie opraHn3ma yenoseka/

. . . . YcToliumBo, cM. rnaBy 3.4.2/ Resistant, see chapter 3.4.2
Resistance to the biological environment o f the human body

Mpo4yHOCTb K cpeAcTBamM cTepunmsaumn m gesnHdekumn/ YcTonumso, CM. rmasbl 10, 11, a Takoke MNpunoxxeHne 2/
Resistance to sterilization and disinfection agents Resistant, see chapters 10. 11 and Appendix 2
YCTOMUYMBOCTb K BO3[eCTBUIO MEXaHNYECKUX (haKTopoB npu TpeboBaHUA YCTONUMBOCTU K BO3AENCTBUIO KNIMMATUYECKUX U MexXaHU4YecKux akTopoB.

akcnnyaTaumn/ Resistance to mechanical factors during operation  Bo3HMKalOLWMX NMpU 3KCNyaTaumn, AO/MHKHbI COOTBETCTBOBAThL Tpe6oBaHMsM TOCT 20790/TOCT
P 50444/
The resistance requirements for the effects o f climatic and mechanical factors arising during
transportation must comply with the requirements of GOST 20790 /GOST R 50444.

MPOYHOCTL K BO3AEACTBMIO MEXaHUYECKUX (DaKTOpOoB Mpu
TpaHcrnopTuposaHuu/ Resistance to mechanical factors during Tpe6oBaHWsi MPOYHOCTU K BO3AECTBMIO KIMMATUYECKNX U MEXAHUYECKNX (DAKTOPOB.

transportation BO3HUWKAIOLLNX MNPV TPAHCNOPTUPOBaHUN, [OMKHBbI COOTBETCTBOBaTbL Tpe6oBaHuam FOCT
20790/TOCT 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.
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Fnnbs3a 3auw mtHasn/ Protective tube

HanmeHoBaHue O6was annHa (A), mm OwnameTp (B), Mm
Name Total length (A), mm Diameter (B), mm
Mvne3a 3aWwmTHas, Ans aHA0CKonos gnnHon 30 cw/
] 325 16,50
Protective tube, for endoscopes length 30 cm

KoHTelHep NpoBONOYHbIN Ans Ae3nHdeKunn/crepunmsaunmn/xpaHeHms, pasmepbl: 290 x 60 x 52 mm /
Wire container for disinfection/sterilization/storage, dimensions: 290 x 60 x 52 mm (39501 A |)

AnnHa: 290 mm Length: 290 mm
LWunpnHa: 60 Mmm Width: 60 mm
BbicoTa: 52 mm

Height: 52 mm

Macca: 427 r Weight: 427 g

Jonyckn cocTtaBnsawoT + 10% Tolerances are =+ 10%

KoHTelHep NPOBOOYHbIN Ans ae3vHpeKumn/cTepunmsaymmmn/xpaHeHusi, pasmepsl: 352 x 125 x 54 mm /
Wire container for disinfection/sterilization/storage, dimensions: 325 x 125 x 54 mm (39501A2)

8
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KoHTeliHep MpoBONOYHbIN Ana Ae3nHeKunn/crepunmsaummn/xpaHeHusi, pasmepsl; 604 x 125 x 54 mm /
Wire container for disinfection/sterilization/storage, dimensions: 604 x 125 x 54 mm (3950ICEC)

AnnHa: 604 mm Length: 604 mm
WwnpnHa: 125 mm Width: 125 mm
BbicoTa: 54 mm Height: 54 mm
Macca: 1010 r Weight: 1010 g
JAonycku coctaBnaT = 10% Tolerances are + 10%

MpuHagnexHocTu/Accessones

ApanTtep ceetoBogoB KARL STORZ mn Olympus /Adapter for KARL STORZ and Olympus light guides (495G)

AOnvHa (A): 22,2 Mm Length (A): 22,2 mm

AvameTp (B); 11 mm Diameter (B): 11 mm

AunameTp (C): 12 mm Diameter (C): 12 mm

AvameTp (D): 8,50 mm Diameter (D): 8,50 mm

Macca: 5r Weight: 59

Jonyckun coctaBngatoT = 10% Tolerances are + 10%
21
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ApanTtep cetoBogoB Richard W olf /Adapter for Richard W olf light guides (495F)

AnnHa: 12 mm Length: 12 mm

BHeluHM anameTp:8,95 Mm Outer diameters,95 mm

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

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

Macca: 1,251 Weight: 1,25 g

JAonycku coctasnaoT £ 10% Tolerances are + 10%
000000000

I
000000000 I

LlleTka nnockasa gnsa ounctkm - 5 wr./yn. /Flat brush for cleaning (27652-05)

Annna: 152 mm Length: 152 mm
WupuHa: 15 mm Width: 15 mm
Macca: 12,7 r Weight: 12,7 g
Jonycku coctaBnsawT £ 10% Tolerances are + 10%
1.10. Knaccugpukayma MU/Device classification
Knaccndpukayns Classification

Knacc B 3aBMCMMOCTU OT ) ) )
Class o f potential risk for medical

NoTEHLUMANbHOIO pUcKa ] lla
2a device
NPUMeHEeHNSA MeANLNHCKOTO
napenus o L
Multiplicity of applications Reusable
KpaTHOCTb NpUMEHEHUS N3penne MHOTOKPaTHOINO NMPUMeEHEHUS
Sterility Non-sterile, sterilizable
CTepunbHOCTb HecTepunbHoe, cTepuamsyemoe
Contact Tissue
Knaccncumnkauma no Bugy KoHTakTta
KoHTakTupylouiee ¢ MATKUMUN TKaHAMMU
C OpraHusmom 4denoseka Contact Duration Less than or equal to 24 hours

22
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. KaTeropua A —uspenus

Knaccndukaunsa nsgennini no

KpaTKOBpPeMeHHOro KoHTakTta (He 6onee
NMPoAO/MKNTENBHOCTU KOHTaKTa

24 4yacoB)
MpurogHocTb ANA aKcnayataymu B
cpefe C NOBbIWEHHbLIM He npurogHo

cofep>XaHuem Kucnopopga

Knaccmdukayma cornacio M 3K 60601-1-2010 npu paboTe C COBMECTUMBIM
anekTpoob6opypoBaHuem (BupgeocucteMbl KOMMNaKTHbIe 3HAOCKONMYECKHNE,

roNoOBKU BMAEOKaMepbl, 3HAOCKONMNYECKNE MCTOUYHUKMHU CBeTa)Z

Pa6oyasa 4yacTb Tun CF npn ncnonb3oBaHMN B cocTaBe MeAULLMHCKOWM
31eKTPUYECKOWN CUCTEMbI C COBMECTMMbIM 060pyAOBaHMEM,
MMEKWLWNM COOTBETCTBYHOLW YO MapKNPOBKY BO3/le pa3beMoB
nuTaHns U/unn Ha sTUKeTKe.

2, WHcTpykuum no 6esonacHocTu/Safety instructions

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.

2.LCumBonbl u nHopmayna ob onacHoctun/Symbols and hazard inform ation

BHMMaTENbHO NPOUTUTE AaHHY MHCTPYKLUWIO MO 3KcnayaTaunum u cTporo

cobnogarite ykazaHusa. CnoBa «[lMpegynpexgeHune», «BHumaHne» n «¥Y kazaHue»

MMeKT crneymnanbHoe HasHadyeHue. Fge 6bl OHM He BCTpeYaaucb B MHCTPYKLUKN NO
akcnayatauum, cnefyet BHMMAaTENbHO NPoOYNTaTb CleAYO WM 3a HUMN TEKCT,
uTo0b6blI 06ecneunTb 6e3onacHy U ahPeKTUBHYIO 3aKcnayaTayuuo ulgenus. Ans
60nee 3aMeTHOT0 BblAeneHUs cnoB «MpegynpexageHune», «BHUMaHUE» U

«Y KaszaHue» nepes HAMWU AOMNONHUTENBHO CTOUT MUKTOrpaMmma.

NMPEAYNPEXAEHMWE. «MpepaynpexpeHne» obpawaeT BHUMaHWE Ha
CYLEeCTBYIOLWYIO OMNacHOCTb AN NayueHTa nnm sBpaya. HecobnwogeHuve
npeaynpeXxgeHnsa MoXKeT NPMBeECTU K TPABMUPOBAHUIO NauneHTa nin spadya.
BHUMAHWE. «xBHUMaHue» obpauiaeT BHUMaHMe HAa HEO6XO4MMOCTb
npoBefeHNs onpefeneHHbIX MEPONPUATUA NO TEXOOCNY>XXUBAHUIO U NPUHATUA
Mep no obecneyvyeHnto 6e30MacHOCTU, YTOObI NPefoOTBPaTUTbL NOBPEXAeHne
n3genus.

YKA3AHWME. «Y KkazaHune» COAEPXUT cneymnanbHy nMHhopmMmauuo no
06CNy>XUBaHNIO U3[eNNa UK pasbACHAET BaXKHY MHGoOpMaLuio.

2.2, WHCTpPYKUWKU Nno TexHMKe 6e3onacHocTmu/Safety instructions

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

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.

23



Cepbe3Hble MHLUWAEHTDI

CornacHo Mono>XeHnt o MegUUNHCKNX n3genmax (MDR), «cepbe3Hblii MHUNAEHT»
BKAOYaeT WHUWMAEHTbI, KOTOPble MPAMO WM KOCBEHHO MMENM WAW MOFAN WUMETb
nwboe u3 cnegyrowux nocnegcteuin (MDR, cTaTtbs 2, N 65):

- CwmepTb naumeHTa, Nonb3oBaTensa UAnM pyroro yenoseka

- BpemeHHOe wnamn

MOCTOAHHOE Cepbe3HOe yXyaueHune

nauyneHTa, Nonb3oBaTend UM APYroro yenoeeka

COCTOSIHUA 3[0POBbS
- Cepbe3Hasn yrposa o6u,ecCTBEHHOMY 340POBbIO

060 BCex Cepbe3HbIX WHLUMUAEHTAX Heo6XoAMMO YBeAOMSAITb MPOM3BOAUTENS W
COOTBETCTBYHOLLNE OPraHbl.

MoBpeXXaeHHble n3aenns

MoBpeXaeHHble MU3gennsa MOryT MPUBECTU K TpaBMaM nNayueHTOB, MNofb3oBaTenei
Unn TpeTbuUx nuy,. Mepen KaXAblM UCMONb30BaHVMEM MNpPOBepsiiTe BCE KOMMOHEHThI
U3[enns Ha NpeaMeT NOBPEXAeHUN. He ncnonb3yiiTe NOBPeXXAeHHbIE N3LeNNUs.

MpaBunbHOe obpaujeHne

HenpaBunbHoe obpaljeHne c n3gennem MOXKeT MPUBECTM K TpaBMaM MalMeHTOB.
nonb3oBaTtene n TpeTbux nuu. PaboTaTb C HAM MOTYyT TONbKO nuua, obnajarmwmne
HeobxoaAMMO MeAULMHCKOW KBanudmkaumen n 3HaKoMble C MPUMEHEHUEM U3LeNns.
Mepes ncnonb3oBaHnem y6eanTechb, YHTO n3genme NogxXoAuUT ANS AAaHHOW npoueaypbl.
MpoBepATe n3genne A0 N Nocne KaXaoro NCNonb3oBaHUA Ha:

- LlenocTtHOCTb

- Xopowee paboyee cCOCTOAHUE

- OcTpble yribl

- Kpasa c 3azybpuHammn

- MpaBunbHaa cb6opkKa KOMMNAEKTYH W NX

- PYyHKLUMNOHANbHOCTb

He ocTtaBnanTe BHYTPWU naumeHTa CIOMaHHble AeTanu.

He nogBepraiite nsgenve mexaHM4eckowm Harpyske.

He Bbirn6alite NorHyTble n3gennsa o6paTHoO B UCXOLHOE MONOXKEHMe.

PaboTa B none 3peHus

Mcnonb3oBaHMe U3LENNSA BHE NONSA 3PEHMUS MOXKET NMPUBECTU K MOBPEXAEHUNIO TKaHel
nnn noBpexXaeHmw m3gennsa.

Mcnonb3yiTe nsgenne TonbKo B NoJjie 3peHUs.

fopaymne yacTtun
BbicoKass MHTEHCUBHOCTb CBeTa, co3faBaemMass UCTOYHUKOM CBeTa, MOXeT Bbi3BaTb
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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 o f 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

incidents.

serious

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 partes 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 Held 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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Harpes AUCTanbHOro KoHua, CBETOBbIX COE,CI'VIHEHVII‘/JI N cocegHUX KOMMNOHEHTOB. 3TO
MO>XEeT BbI3BaTb 0>XKOIrm y naunmeHTOB, nonb3oBaTene un TpeTbnX nnu,.

YcTaHOBUTE MOLWMHOCTb WCTOYHMKA CBeTa Ha YpOBEHb, [A0OCTaTOYHbIA AN

obecriedyeHNA ONTMMaNbHOIO ocBeuUleHNA pa6ot—|e|7| 30HbI. M36erariTe KOHTakKTa C

AnctaibHbIM KOHUOM U CBETOBbIMWN COEUNHEHUAMMN.

BblcoKass MHTEHCMBHOCTb CBEeTA

BblcoKass MHTEHCUBHOCTbL CBeTa, M3nyyaemasi NICTOMHMKOM CBeTa, MOXXeT NMPUBECTU K
Heo6paTUMOMY MOBPEXAEHUIO rNna3 WAN cnenoTe, a TakKXe K HarpeBy TKaHel u
npeamMeToB, Ha KOTOpble HanpaBfeH CBeTOBOM MOTOK.

He cMOTpuTe Ha CBETOBOW MOTOK.

YcTaHOBMTE MOLWHOCTb WCTOYHMKA CBeTa Ha YpOBeHb, [AOCTaTO4YHbIVW AnA

obecnevyeHUs oNTUMaNbHOI0O OoCBelWeHNA paboyeil 30HbI.
Y6eanTtecb, YTO MCTOYHMK CBeTa Haxo4UTCA Ha AOCTATOYHO 60/bLWIOM pPaccTOAHUN
OT TKaHeW 1 onepaunoHHbIX MPUHAANEXHOCTEN.

TOK yTeuykun nayueHTa
TOKM yTedyKU nauueHToB M3 NPOAYKTOB MOTYT CKnajblBaTbCHA, eCN1U O4HOBPEMEHHO

NCNoNb3yrwTCA ANeKTpunyeckune yCTpOVICTBa n 3NeKTpnyeckunme n3pgenna  anda

aHAOoTepanuu. Ype3mMmepHO BbICOKMI YPOBEHb TOKa yTeUKN MOXXET NPUBECTU K TpaBme
nauneHTa. lcnonb3yriTe BMecTe TONbKO MPOAYKTbl O4HOr0 TUna, 0CoO6eHHO B cnyyae
npoayktos CF.

CooTBeTCTBYlO I ad KOMOMUHAaLMA 3HLOCKOMA MW ONTOBONOKOHHOTO CBETOBOfA
Ecnn gnameTp ONTOBO/NOKOHHONO CBeTOBOJA C/AULWIKOM Be/UK, pa3beM 3HAoOCKoMa

Harpeetvcd. 3TO MOXeT Bbl3BaTb MOBpeXAeHMe aHAocKona. Ecnn  gnameTp

ONTOBO/IOKOHHOIo cBeToBoga CAUWKOM man, B 3HAOCKON 6y,qu nonagaTb

HEeAO0CTATOYHO cBeTa. TO MOXKeT 03HauaTb, YTO paboyas 30Ha 6yaeT HeAoCTAaTOUHO
ocBelleHa. Micnonb3yiiTe aHAOCKON C ONTOBONOKOHHbLIM CBETOBOAOM MOAXOASLLETO
AvameTpa.

Bonesnb Kpentuhenbagra-Adkoba
N3penns, KoTopble BCTynakwwT B KOHTAKT C LEeHTpanAbHOW HEPBHOW CUCTEMON, MOTYT
6blTb 3arpsi3HeHbl MPUOHBI

opraHnM4yecKMMmn octatkamMmun, coagep>XawmmMum MNPUOHLI.

NpUBOAAT K 3apaXkeHuto 6one3Hblo KpeliTyutdensagra-dko6a. Ecnv guarHoctMpoBaHa

nan nogospeBaetcsa 6one3Hb KpenTydenbga-Akoba: yTuamsnpynte npoaykKT
Hagnexkawmm o6pasom 1 He NpPoAo/KaliTe ero NCNonb3oBaThb.
HecTepunbHbIA NpofyKT
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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
permanent eye damage or blindness, and may cause tissue and items facing the
light output to heat up.

level of light intensity produced by the light source may lead to

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 o f 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 o f 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 o finfection for patients, users, and third parties. Reprocess the product in line
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1 TumT — ~ afwn
N3genve nocrtasnsieTcsi HecTepunbHbIM. Mcnonb3oBaHWe HecTepunbHbIX n3gennii  with the reprocessing instructions before initial use and every subsequent use.
co3fgaeT pUCK 3apaXkeHUsa AN  NauneHTOB, Mofnb3oBaTeneldi U TpeTbUX Auu,.
O6paboTaiiTe nsgenve B COOTBETCTBUM C MHCTPYKLMAMUN MO NOBTOPHOW o6paboTke U ltrasonic treatment

nepej nepBbiM NUCMOMb30BaHUEM U MPU KaXKAOM NocrefyloLwemM NCMo/ib30BaHUN. The product is not suitable for ultrasonic treatment

YnbTpasBykoBas o6pa6oTka
MpoAyKT He NOAXOAUT ANS YyNbTPa3BYKOBOW 06paboTKU.
2.3. Mepbl NpefoOCTOPOXHOCTN NpU Mcnonb3oBaHumM aHgockonos/Safety precautions while usine the endoscopes
SHA0CKOMbI A0MXKHbI UCMNO0/Nb30BATLCA TO/NLKO B COOTBETCTBUN C MeANLIMHCKMMU The endoscopes must only be used according to the medical rules and procedures
npaBunamun v npouegypamMmu 3HA0CKONUKW, MPU3HAHHBLIMWU ANA AaHHOIO MeToaa. ofendoscopy recognized for the method.

2.4. NMoTeHynanbHbl i NnoTpebutenb/Potential consumer

MeanuunHCKne n3genns MoryT MCnonb3oBaTbCsA TONLKO Bpadyamu 1 Bpadammn- Medical devices may only be used by physicians and medical assistants who
accucTteHTamu, MMeLWMN COOTBETCTBYOL YO cneynanmsvpoBaHHyto have a corresponding specialized qualification and who have been instructed in
KBannuKaumnio 1 npowweslinMm NMHCTPYKTaXK N0 UCMNOAb30BaHUIO AaHHbIX use o f these medical devices.

MEANLNHCKUX U3LeNNiA.

2.5. Ycnosua npumeHnenunal/Usage conditions

MeavunHckne nsgenns, Bkalovas NoAKIIOYEHHOE 060pyj0BaHme, MOXKET Medical devices including the equipment connected may only be used in medical
MCNOMb30BATLCS TO/bKO B MEAMLMHCKUX KabvHeTax, B KOTOPbIX YCTAHOB/IEHO rooms in which the electrical equipment has been installed in accordance with
3afNeKTpuyeckoe o6opyaoBaHMe B COOTBETCTBUN C MPUMEHUMbIMM HaLWOHaNbHbIMW applicable national regulations and standards.

npasunaMm un ctaHgapTamu.
2.6. CBefjeHNa 0 NeKapCTBeHHbIX CpeACTBaxX BXOAAW MX B cOCTaB mMmeguunHckoro nagenumal/information about the medicines included in the medical device
He npumeHumo Not applicable
2.7. CBefieHna o maTepuanax XuMBoTHOro/yenoseyeckoro npoumcxoxpgenunal/information about materials of animal/human origin
He npnmMmeHnmo Not applicable
3. O6paweHune c usgennem/Handling
3.1. PacnakoBka/ Unpacking
MpoBepbTe NOCTaBKY Ha KOMMJEKTHOCTb U Ha nMpeaMeT BO3MOXXHbIX MOBPEXAEHWIA. Check for missing items and evidence of shipping damage.

3.2. YcnoBua TpaHCNOPTUPOBKM M XpaHeHuA/Storage and transportation conditions

Temnepatypa -20°C ... +60°C Temperature -20°C...+60°C
OTHOCKTeNbHas BAAXKHOCTb 10% ... 90% Relative humidity 10% ... 90%
BO34yXa .

Air pressure 700 ... 1060 hPa
[NaBneHuve Bo3gyxa 700... 1060 rMa

3.3. YcnoBusa dkcnnyataunm/Operating conditions
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TemnepaTtypa +10°C ... +40“C

OTHOCUTeNbHaA BNa>XHOCTb

30% ... 70%

BO3ayxa

[NaBneHune Bo3gyxa 700... 1060 rMa

Pa6bouas 4yacTb n3pgenna npegHasHad4eHa gnAa ncnosib3oBaHuUAa BO BHyTpeHHEf/'I cpepge

3,4. Cook ropgHocTu/cpok akcnnyatauuu/Shelflife/Service life

UTtob6bl pacno3HaTb BO3MOXHbIi W3HOC MaTepuana, Heo6XoAWMO BbIMOAHUTH
cnegymoume pyHKLMNOHaNbHbIE NMPOBEPKN;

1. NMpoBepnTb NOBEPXHOCTb 3HAOCKOMA HAa OTCYTCTBUE MEXaHUUYECKUX MOBPEXXAEHW
N U3MEHEHUA.
2. MpoBepnTb NpPaBWNbHOCTb MOCaAKM MPUCOEANHEHHbLIX KOMMOHEHTOB W nNpu
Heo6xoaMMOCTN 3ahMKCMpoBaTb pa3beM 418 OUUCTKN.

3. NpoBepuTb, NepegaeTcs N1 n3obpakeHue.

4. [poBepuUTbL, NepefaeTcd NN CBET.

MpurogHocTb n3gennsa B 3Ha4YNTeNbHOMN cTeneHwn onpegensetcsa no
IKcnayaTauMoOHHOMY M3HOCY, HalM4umio N XapaKTepy BO3MOXXHbIX MOBPeXAEHUN Wn
3aBUCUT OT Bbi6opa MeToAOB 06paboTKM M XMMUYecKUX cpeacTB. Oxxkupgaemas
cpefHAs HapaboTKa Ha oTKas - 1000 yuKoB.

O>xnpaemblii CpokK cny>kbbl - 5neT

3.5. Wcnonb3oBaHune/Application
MPEAYNPEXAEHWE. SQHAoOCKON nocTtaBnseTcd HeCTEPUbHbLIM, MO3TOMY ero
Heo6X04MMO OUYNLLaTh, Ae3UHMULNPOBATL U CTEPUNN30BaTb Nepes NepBbiM

ncnonb3oBaHMemM M KaKablM nocrnegyrowmm nNOBTOPHBLIM UCMO/Ib3OBaHUEM.

Temperature +10 °C ... +40 °C
Relative humidity 30% ... 70%
Air pressure 700 ... 1060 hPa

The working part o f the medical device is used in the internal environment o f 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 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 o f 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. MpuHANNeXHOCTN, NpeayCMOTPEeHHbIe AN NCNONb30BaHWA BMecTe c nsgenmem/Accessories to be used in combination with the deyice

BupeocucTtemMbl KOMMNAaKTHbl e 3HAOCKONMWYECKME (CUCTEM b
ynpaBneHusa/monyvyeHns BugeonsobpaxeHnii Ans aHLoCcKoNa), coueTatw i ee B
ce6e 6NOK ynpaBneHWs KaMepoi, UCTOYHUK CBeTa, MOHUTOP),
nojcoefuHsAeMble NP MOMOL M CBETOBOAA:

JonycTumo ncnonb3oBaHue o 6blX KOMMNAKTHbIX BUAEOCUCTEM 3HAOCKOMUYECKUX,
3aperncTpuUpoBaHHbIX B YCTAHOBNEHHOM MOpsAAKe Ha Tepputopumn PO.

fonoBKa Bugeokamepbl (Buaeokamepa aHgockona) c My@Toin pukcaymm
OKYNAPHOW ONTUKMN:
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Compactendoscopic 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 o f the Russian

Federation.

Video camera head (endoscope video camera) with eyepiece optics fixation
clutch:
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JonycTumo ncnonb3oBaHue N0 6bIX FONOBOK BUAeOKamMmepbl ¢ My Ton dmkcaumm
OKYNAPHOW ONTUKMW, 3aPErMCTPUPOBAHHbBIX B YCTAHOB/NEHHOM MOpSAAKe Ha
TeppuTtopun P®.

QHAOCKONMNUYECKNE UCTOYHUKM cBeTa (MCTOYHUKM OCBel, eHNa AN saHaocKona),
nofCcOefWHSEMble MPW NOMOL, M CBETOBOAOB;

JonycTumMo ncnonb3oBaHme N0 6blX 3HAOCKONMNYECKUX UCTOYHUKOB CBETA,
3aperucTpupoBaHHbIX B YCTAHOBAEHHOM MOpPsAAKe Ha TeppuTopuUn Pd.

CBeTOBOAbLI;

Ecnu cBeToBOA M 3HAOCKON MapKupoBaHbl cMmBonamm (cMm. Tabnuuyy), To
nogxogswas KomobuHauma fomKHa onpefensTbCa B COOTBETCTBUN C 3TUMMU
cumBoOnamu.

OuameTp cBeTOBO4A OviameTp aHgocKona

4.8 - 5.0 mm 6.6 - 12.0 Mm
3.0 - 3.5 mm 3.0 - 6.5 mm
2.0-25 MM H”™) 0.8 - 2.9 Mm

3.7. OcMOTp”~nspection
OcmaTpuBaliTe 3HAOCKON Ha nMpeaMeT MOBPEeXXAeHU cpa3y nocne NonayvyeHus, a

TakK>XXe A0 U nocne Ka>Xaoro ncrnoib3oBaHuA.

M3o6paxeHune
OcmMOTpUTe TOPLbl ONTUKKN (ANCTanbHbIi KOHeL 1 OKYNAap) Ha npegmMeT LapanuH un
0CTaTKOB XUPYPTUYECKUX UAUN APYTUX 3arpsaA3HeHUH. NMoBEePXHOCTN AOMKHbI 6bITb

rnagkumu v 6n1ecTAWMMN.

UT06bI npoBEPUTb KaydyecTBo VI306pa)KeHVIFI, HeOGXO,D,VIMO BpawaTtb 3HA0CKOM.

CMOTpA B ero.

Ecnn n3sobparkeHne 4aCTUHO NAM MONHOCTbIO MCKAaXKEHO, TO 3TO O3HauyaeT, 4To 160
cucTeMa CTepPXXHEBbIX IMH3 HeMcnpaBHa, NM60 NNH3bI B OKYNsipe NoBpeXxXaeHbl. B
TaKMX cnyyasix 3HA0CKOMN HEeo6X0AMMO 3aMEHUTD.

TyckKnoe an NATHUCTOeE VI306pa)KeHl/Ie MO>eT 6biTb BbI3BAHO BAAXXHOCTbIO U
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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 o f the
Russian Federation.

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

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

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

Light cable diameter Endoscope diameter

4.8-5.0 mm 6.6 - 12.0 mm
3.0 -3.5 mm 3.0-6.5 mm
20-25mm (™) 0.8 -2.9 mm

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

each use.

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

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

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

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

A cloudy or speckled image can be caused by moisture or disinfectant residue on

the optical end faces.
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ocTaTKamMu Ae3nHULUPYIOLWEro cpeicTBa Ha TOPLLEBbLIX MOBEPXHOCTSIX ONTUKMU.

CBeTOBOfA

HanpaBbTe ANCTanbHbIW KOHEL, B HanpaBNeHUN UCTOYHMKA CBeTa U NpoBepbTe
KO/MYECTBO TEMHbIX TOYEK B MeCTe COeJMHEHUNSA CO CBETOBOAOM. TakKme TeMHble
TOUKM YKa3blBalOT Ha TO, YTO ONTUYECKNE CBETOMPOBOAALLME BONOKHA
noepexaeHbl. MI30MpoBaHHble MOBPeXAeHHble ONTUYECKNE BONIOKHA He

OoKa3blBakdT 3aMeTHOIro B/IMAHUA Ha KadeCTBO l/l306pa)KeHl/lf-|.

OfHaKo BblIXoAHas APKOCTb AeACTBUTENbHO 3HAUYNTENbHO yXyALlaeTcs, ecnu
onpegeneHHoOe KONMYECTBO ONTUYECKUX BOMIOKOH MOBPEeXAeHOo (MpumepHo 20-
25%). 4TO B CBOIO o4epeib NPUBOAUT K CHUXKEHUIO KayecTBa M306parkeHUs.

Bonblwe Henb3A UCMonb3oBaTb 3HAOCKOM.

YKA3AHWME: ecnn noBpexxaeHne o4eBMAHO, 3HAOCKON 60Mblle Henb3sA
MCMonb30BaTb. DHAOCKOMbI HEOGXOANMO 3aMEHUTb, €CNN N306pa>keHne MyTHOe Uan

VI306pa)KeHl/Ie OTCYTCTBYET Unn BnaHa TO/IbKO €ro 4acTb.

3.8» Mepbl npegoctopoxHocTu/Precautions
Kak 1 Bce onTu4yeckne MHCTPYMeHTbI, aHAockonbl HOPKINS aBnAwTCA O4YeHb
UYBCTBUTENbHbIM 060opyAoBaHMemM. YTo6bl rapaHTMpoBaTb JONTOCPOYHOE KayecTBO
3HAoCKOoNa, HeobxoAMMoO cobnogaTh cnegytolme npasuna:
* Bo nsbexxaHme NonoMOK 3HAOCKOMbI He06X0A4M0 BCcerga Aep>kaTb €ro 3a oKynsp, a
He 3a ANCTanbHbIW KOHeL,.
* Hn npu Kakux o6cToATenbCcTBax He crubanTe pabouyto YacTb aHAOCKoMa. 3To
MO>XEeT MPUBECTUN K NONIOMKaM NN TpewmHaM B CUCTEME CTEPXKHEBbLIX NMNH3.
e Knagute sHA0CKOMbI C OCTOPOXXHOCTbIO. CubHbIE yaapbl, 0CO6eHHO MO
AVNCTanbHOMY KOHLY, MOTyT Bbi3BaTb MOBPEXAEHUE U TPELWUHbI, a Takxe
MPOHUKHOBEHMWE XXNAKOCTU, Napa u T.4. 3T0 NPUBOAUNT K NOABNEHUIO CBETNbLIX N /
NN pacTAHYTbIX o6nacTent n3obparkeHus.
* [103TOMY BO BPeMS OUUCTKU, Ae3NHDEKLNN, CTEPUIN3ALNN N XPAHEHUS
HeobXxoAMMO CneAnTb 3a TeM, YTOObl 3HAOCKOMbI U36eXKann MNoBpPeXKAeHUN APYrMMnu
MHCTPpyMeHTaMn. igeanbHbli BapnaHT: XpaHUTb aHAockonbl HOPKINS

mnHonsBmayanbHoO nm mMcnoab3oBaThb KOHTeVIHepr, B KOTOPbIX 3HAOCKOMNbI MO>XXHO
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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 o f 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

thereofare visible.

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

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

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

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

. Therefore, during 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.
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3aKpennTb.

YKA3AHWME: ecnn noBpexaeHne o4eBUAHO, aHAOCKON 60/bLe Henb3s
Mcnonb3oBaTb. YHAOCKOMNbLI HEO6XOAMMO 3aMEHUTb, eCNN N306parkeHne MyTHOE UNn

|/|306pa>KeH|/|e OTCYTCTBYET NN BUAHbI TONbKO €ro 4acTtu.

BHUMAHWE: sHpockonbl HOPKINS 6e3 MapkKupoBku «<ABTOKJ/1aB» HeNb3s

cTepunu3oBaTh NapoM. ATO MOXKET HAHeCTU HemnornpaBuUMbIli yuiep6.

NOTE: Ifdamage is apparent, the endoscope should no longer be used.
Endoscopes must be replaced if the image is cloudy or if no image or only parts

thereofare visible.

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

damage.

4. TMoBTopHasa o6bpaboTka. CBefeHUda 06 ouyncTke U gesmHpekuuum MW / Reprocessing. Inform ation about cleaning and disinfecting of MD

NMPEAYNPEXAEHWE. Puck 3apaxeHuda. lNpn nocrtaBke 3TN MeANLUHCKUE
n3genma He ABNAKOTCHA CTePUNbHbIMU. icnonb3oBaHWe HECTEPUAbHbIX MeAULUHCKNX
n3fennii cosgaeT pUCK 3apaykeHUs AnA NaumeHTOB, NoNb3oBaTeneil U TpeTbUX NnL,.
OcMoTpUTE MEAULMHCKME U34eNNs Ha npeamMeT BUAMMOIO 3arpsA3HeHUs.

Buanmoe 3arpsisHeHMe yKasbliBaeT Ha TO, 4YTO NoBTopHasa obpaboTka He
nposogmnacb nnn 6blna npoBefeHa HenpaBunbHo. O6paboTaliTe MegULNHCKME
n3genusa nepej nepsbiM MCMNONb30BaHMEM, a TaKXXe A0 U NOC/ie KaXaoro
nocneayrLWero NCNoAb3oBaHNA, NCMNOMb3YA YTBEPXAEHHbIE NpoLefypbl.
MPEAYNPEX AEHWME: Puck 3apakeHnsi: HenpaBuU/ibHO o6paboTaHHble
MeAULUHCKWE n3genua nogBepralT NnaumMeHToOB, MNonb3oBaTene n TpeTbUx Nuuy,
PUCKY 3apa)keHus, a TakXXe PUCKY TOro, 4YTo MeANLMNHCKOe N3fenne MOXKeT BbIATHU
13 cTpos.

BHMUWMAHWE: npu NnpnroToBieHNU N UCMONb30BaHNN PacTBOPOB cneayiiTe
cneundukKaynam NponsBoaNTENss XUMUYECKNX CPefCcTB, yaensasa ocoboe BHUMaHmne
NnpaBUNbHOW KOHLEHTpaLun, BPpEMEHW BO3AENCTBUA N CPOKY CNY>XKObI.
MpofgomknTenbHoOe NOrpy>XeHme B BOAY U HeENPaBU/ibHAA KOHUEHTpaums mMoryT
npmMBeCTU K NOBpeXAeHnto. NMNoMHUTe 0 MUKPOBNONOTNYECKOM funana3oHe feicTBuUsA
MCNOoNb3yeMbIX XUMUYECKNX CPEACTB.

BHMWMAHWME: OnacHocTb NoBpeXAeHUs MegULMHCKUX YCTPOWCTB:
Mcnonb30BaHMe XUMUNYECKNX CpeacTB, He ofobpeHHbIX KARL STORZ, moxeT
NPMBECTN K MOBPEXXAEHUNIO MEAUNLIMHCKNX YCTPONCTB. Mcnonb3yliTe TONbKO
of06peHHble XMMNUYeCKMe CpeacTBa.

YKA3AHWME: MepeyeHb PEKOMEHAYEMbI X YNCTAWUX U AE3UHDULUPYIO L NX

pacTBOpoB npeAcTaBneH B Mpunoxenun 1.

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

Visible contamination is an indication that reprocessing has not been carried out,
or has been carried out incorrectly. Reprocess the medical devices before initial
use and before and after every subsequent use using validated procedures.

W ARNING: Risk ofinfection: Incorrectly reprocessed medical devices expose
patients, users and third parties to a risk o f infection as well as the risk that the
medical device may malfunction.

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

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

NOTE: See Appendix 1for Listofrecommended cleaning and disinfecting

solutions

4N1. MoAaroTtoBKa K oyncTtKe n gesnHpekuun/ Preparing for cleaning and disinfection
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MOATroTOBKA K OYUCTKE U Je3uHpeKynu

Fpy6ble 3arpsA3HeHUsi, Bbi3biBaloWMe KOPPO3UK PacTBOPbl U NEeKapPCTBEHHbIE

cpeAcTBa cnefyeT yAansiTb ¢ 3HAOCKOMOB cpa3y nocie ero npumMeHeHusa. Ona 3Toro
3HAOCKOMbI cfrefyeT nMpeaBapuTeNbHO OUYUCTUTH,
KARL STORZ

npeaBapuTeNbHY OUMUCTKY pPY4YHbIM cnoco6om nopa cTpyeii xonoaHoM BoAbl.

Hanp., NyTemM MpoTUpaHuUs Wu

npombiBaHusA. KomnaHusa pekoMeHAayeT Bcerga MpoBOAUTDL

4.2. PyyHas npepgBapuTenbHas ounctka / Manual precleaning
Pasbopka
Mepen o0O4YNCTKOM U pge3vHpeKyumern 3HAOCKOMNbI HEO6X0AMMO OTKpPbITb wW/nan
pa3obpaTb Ha OTAeNbHbIE KOMMNOHEHTbl, HACKONbKO 3TO BO3MOXHO.
OumnmcrTka NOBEPXHOCTEN LW eTKOM
Bugnmble nnm rpy6ble 3arpsA3HeHMs Heo6XoAMMO yAansaTb C MOBEpPXHOCTeW mnopg
cTpyeli X0NOA4HOW BOAbI MNPV MOMOLLWN LWETOK NOAXOAAWNX PasMepoB OT pasNnNYHbIX

npovsBoAUTENENA.

O6paboTKka yNbTpa3ByKOM 3ampelleHa

Mo TexHU4YecKUM npuymHam aHpaockonbl HOPKINS HenpurogHsl ansa
ynbTpa3ByKOBOW 06paboTku.

4.3.
Ouyncrtka/Tepmuyeckas fesnHpeKLNa MeXxaHU3NPOBAHHLBIM CNOCO6OM
MpegnouTuTenbHa TepMunyeckas pAesvHdekuyma. J[aHHbIA MeToh Heob6xoguMmo
MCcnonb3oBaTb C YYeTOM HauMoHallbHbIX HOPM W nokasatens AO. [pwu BblIGOpe
noaxoasLero ana
Heo6X04MMO MNPOKOHCYNbTUPOBATLCA C M3roToBUTENleM 060pyAOBaHUA C Lenbilo

obecneyeHUs OMbIBaHUA NN npomMmbiBaHNA MegULUUHCKOIo n3genns.

BblABNXXHOTO KOHTeVIHEpa nnn KpenneHumnsa NMHCTPYMEHTAa

Y KazaHue: Npu HEO6XOAMMOCTU clelyeT BPYUYHYIO AOCYLIUTb UHCTPYMEHT.

4.4. Cbopka,ocmoTp nyxopn/Assembly, inspection and care
C6opka, npoBepKa WU yxop

Bu3yanbHO MpPOBepbTe OUULLEHHbIH W NpoAe3VH(MULMPOBAHHbLIA 3HAOCKOMN Ha
YNCTOTY, KOMMNNEKTHOCTb, CYXOCTb W OTCYTCTBUE MOBPEXAEHWIA:
. Mpu Hanuuuu cnefoB  3arpsi3HeHUiA/ocTaTKOB  CpeAcTB  Heo6X0AMMO

MoBTOPHO o6paboTaTh 3HAOCKOMbI BPYYHYH U ewe pas NoABEPrHYTb UX MOJHOMY
LUKNY OYNCTKU U AE3UHDEKLNN.

. MoBpeXXAeHHbIe UNM MNOpPakeHHble KOPpPOo3Meil 3HA0CKOMbI AOMKHbLI 6biTh
N3bATHl U3 06palleHUns.

3aTeM Heo6X0A4UMO BbIMOMHUTL NPOBEPKY DYHKLUOHNPOBAHMUS.
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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

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 o f the surfaces must be removed
under cold running water by cleaning using brushes o f suitable sizes from
various manufacturers.

No use of ultrasound

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

MawwmnHHaa yncTtka n gesmHpeknua/Machine cleaning and disinfection

M achine 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 o f the device.

N ote: If necessary, the instrument must be dried o ff afterwards by hand.

Assembly, inspection and care
The cleaned and disinfected medical device must be visually inspected for
cleanliness, completeness, damage and dryness:

. If residues or contamination are still present, the medical device must be
manually cleaned and subjected to a full cleaning and disinfection
procedure once more.

e 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. NposBepka nsobpaxerHna/ Checking the image
OcmoTpuTe oNTUYecKne TopLbl (06bEKTUB, ANCTaNbHbIN BbIX0A4 CBeTOBOAA U
OKYNAp) Ha NpegMeT uapanuH U 0CTaTKOB XUPYPrMYeCKUX AN YUCTALWNX CPelcTB.
MoBepXHOCTWN AOMKHbI 6bITb FNAAKUMN N 6necTAwWMMU. UTo6bI NPOBEPUTDL
KayecTBO M306pa>keHns, MeAeHHO BpalianTe aHLOCKOM, rNagsa yepes Hero. Ecnm
n3obpakeHve NoNHOCTbIO UMM YAaCTUYHO UCKaXXeHOo, 3HAYUT HencnpaBHa cuctema
CTEP>XHEBbIX IMH3 B ONTUYeCKOW TPy6Ke UM nnH3a B oKynspe. B Takux cny4vyanx
3HA0CKON HEeob6X0A4MMO 3aMEHUTD.
MyTHOe nan NATHUCTOE U306pa>keHne MOXeT ObiTb BbI3BAHO BIAXKXHOCTbLIO NN
ocTaTkamun gesnHdhunumpyrowero /XMMmMYecKoro cpefcrea Ha ONTUYECKUX
MOBEePXHOCTAX. B aTuUX cnyyassix OCTOPOXKHO OUUCTUTE ONTUYECKME TOPLLbI
anniMkKaTopoMm BaTHbIM TaMMOHOM, CMOYeHHbIM B 70% cnupTe.

4.4.2. NMpoBepka ceetoBogoB/ Checking the light guides
Jep>XnTe gucTanbHbIi KOHeL, B HanpaBleHUN UCTOYHMKa CBeTa U NpoBepbTe
KONNYECTBO TEMHbIX TOYEK Ha CoeAUHEHUMN cBeTOBOAA. TakKne TEMHble TOYKN
yKa3blBalOT Ha TO, YTO ONTMUYECKMNE BOJIOKHA CBETOBO/A pa3opBaHbl.
MN3onmpoBaHHble MOPBaHHbIE ONTUYECKME BONOKHA 3aMETHO He yXyALllalT KavyecTBO
n3obpakeHns. Tem He MeHee, cBeToOTAAaya 3HAUYUTENbHO yXyALlaeTcs, ecnum
noBpeXkgaeTcsa onpeneneHHoe KOAMYECTBO BOMOKOH (MpumMepHO oT 20% fo 25%),
UTO, COOTBETCTBEHHO, TaKXXe MPMBOAUT K CHUXKEHNIO KayecTBa N306pa>keHuns.
OHpockon 60Nblie HENb3A UCMNOMb30BaTh.
BHMUMAHWE: ecnn noBpexaeHue o4eBUAHO, 3HAOCKON 60nblUe He cnefyeT
MCnonb3oBaTb. DHAOCKOMNbI HEOOXOANMO 3aMeHUTbL, eCn n3obpakeHne MyTHOe NN
n3obpaxkeHue oTCYTCTBYET UIU BUAHBbI TONIbLKO €ro yacTu.

4.43. Cywkal/ Drying
YyacTKun BONOKHa B CBETOBOJAE, a TaKXXe AnUCTalbHble U MPOKCUMaNbHble TOPLEBbIE
MOBEPXHOCTU A0MKHbI 6bITh TWATENbHO BbiCyWeHbl 70% cnupTom. OcTaTKu
Oe3VHPUUUMPYIOLEro U YNCTALWEro cpeacTBa, HanpuMmep, B CBeTOBOAE, MOTYT
npuropeTb NMpPW NOAKNIOYEHUN CBETOBOro Kabens, 4To cepbe3HO yxyalwiaeT
cBeTOnpornyckaHue.
e MoBpeXXaeHHble NN KOPPOANPOBaHHbIE MeANLMHCKNE yCTPOWCTBA A0/MKHbI 6bITh
MU3BATHLI U3 NCMNOMb30BaHUA.
* Pe3bbbl U CKONMb3sALWME MOBEPXHOCTM 3HAO0CKOMNA HEOOXOANMO cMa3aTb Ha MecTe

MHCTPYMEHTalbHbIM Mac/ioM, a pa6oune NOBEPXHOCTU Ha NPo6Ke 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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cneymanbHOW CMa3KoA.

e Pa3o6paHHble MeANLWHCKNE YCTPOWCTBA A0/MKHbI 6bIThb CO6paHbI.

e Mocne 3TOro Heo6Xo0ANMMO NPOBECTU (PYHKLMOHANBHYIO MPOBEPKY.
YKA3AHMWE: Macno, ucnonb3dyemoe ans 3ToW Lenn, 40/KHO NOAX0AUTb 4NN
nocnegytouien npoueaypbl ctepunmsaunm (6es cmaMkKoHa M Ha OCHoBe NapaduHa
nnn 6enoro macna).

YKA3AHWME: Bo Bpemsa npoueayp No yxoay MCMonb3yTe npegMeTbl U3 KaTtanora
«MeTogbl yxoga, cTepuansaumnum n XxpaHeHns».

4.5. Ctepunusayunal Sterilization
YcnoBus ctepuansaymm
KomnaHunein KARL STORZ gna paHHOro MeAULMHCKOIo U3genusi BannanpoBaHbl 1
yTBep>XJeHbl creaylowue MeToabl cTepuamsayunmn:
CTepnnusayms napom C NpUMeHeHNEM G pPaKLUWOHMWPOBAHHOTO
hopBakKyyMHOro meToAa.
Y kazaHue: CmMazaHHble KOMMOHEHTbl HEOOXOAMMO CTepunn3oBaTb B pa3obpaHHOM
Buge. ina ctepunmsaymum MeguLUHCKOro nsgennsa B cobpaHHOM Buae Heob6xoamMmo
ncnonb3oBaTh PpakKUMOHMPOBaHHbIN hopBaKyyMHbin meTog (DIN EN ISO 17665-1)
c cobnogeHvem crnefyrwmnx napameTpoB: 134 °C Ha NPOTSXKEHUN 5 MUHYT.

4.6. Cpok rogHocTn\8beK Life
UTtob6bl pacnosHaTb BO3MOXXHbIA W3HOC MaTepuana, Heo6xXxoAWMO BbINONHUTH
cnepgywouime yHKLNOHaNbHble MPOBEPKMU:
1. MpoBepUTb NOBEPXHOCTb 3HAOCKOMNA HAa OTCYTCTBME MeXaHNYECKNX NOBpeXxXaeHni
M U3MEHEHUA.
2. lMpoBepnTb NPaBWNbLHOCTb MOCAAKW TMPUCOEAMNHEHHbLIX KOMMOHEHTOB W Npwu
Heo6Xxo4MMOCTM 3ahUKCUpPOBaTbL pasbeM A1 OUYUCTKMU.
3. MpoBepuTb, NepegaeTca Nn nsobpaxeHue.
4. NpoBepuUTL, NepepaeTca NN cBeT.
MpurogHocTb nsgenns B 3Ha4YNTeNbHOM cTeneHu

onpegendaeTca no

aKcnayaTayMoOHHOMY WM3HOCY, HAMUYMIO U XapaKTepy BO3MOXXHbIX MOBPEXAEHUN W©

3aBUCUT OT Bbl6bopa MeTof0B 06paboTKM N XUMUYECKUX cpeacTs. Oxkupgaemas
cpefHAs HapaboTka Ha oTka3s - 1000 UMKNoB.
O>Xnpaemblii CpOK CNy>X6bl - 5 neT

5. CepBucHoe obcnyxuBaHue n pemoHT/ Servicing and repair

HencnpaBHble MHCTPYMEHTbl [O/MKHbLI  06CNy>XMBaTbCA W PEMOHTUPOBAaTbLCA
UCKNOYNTENbHO YMNOAHOMOYEHHbBIMW HamMu anuyamu; [pu  npoBegeHUN BcexX

PEMOHTHbIX paboT HEO6XO0ANMO UCMONb30BaTb TONbKO OPUTUHaNbHbIE AeTanu.
6. MapaHTHH\W arranty
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. 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).

N OTE: During care procedures, use items from the catalog ‘Care, Sterilization

and Storage Techniques’.

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:
The medical device must be sterilized in its fiilly assembled state using the
ISO 17665-1) with the following

Sterilize greased components in a disassembled state.
fractionated prevacuum procedure (DIN EN

parameters: 134°C for 5 minutes.

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 o f possible damage and depends on the choice o f processing
methods and chemicals. Average mean time between failures (M TBF) - 1000
cycles.

Expected service life - 5 years

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

instruments must be serviced and repaired exclusively by persons
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CTaHAapTHbI rapaHTUHbLIY CPOK aKcNayaTaluun MU3nenusi coctaBnsieT 12 Mecsiues c
JaTbl BBOAA nNpu6opa B aKCMNayaTauuio, Ho He 6onee 15 MecsiLleB CO JHS OTrpy3KWU.

MeguumHCcKoe nusgenne Bcerga cnefyeT oTNpaBnATb B MeCTHOE OTAeNeHue, Aaxe B
TeueHWe rapaHTUiiHOro nepuoga.

BcKpbliTue o060pyaoBaHus BbiMNoNHEHWE /NO6GbIX PEMOHTHbIX pa6oT wum
MoandurKaunii o6opynoBaHUS HEYNMONHOMOYEHHbLIMUM nLaMuM 0CBO6GOXKAaeT Hac oT

nnm
no6oli 0oTBEeTCTBEHHOCTM 3a ero pab6boTy. J/llo6oe Takoe OTKPbITUE, PEMOHT WIN
MoauuKaLna, BbIMONHEHHbIe B TeEYEHME FapaHTUNHOIO nepuoga, aHHynupyeT BCHO
rapaHTuio.

O6LWecTBO C OrpaHWYeHHOW oTBeTcTBeHHOCTbo KAPJ/I W TOPL, 3Hpockonbl -
BOCTOK (OOO KW T3 BOCTOK)

115114, MockBa, [lepbeHeBckasa HabepexxHas, 7, cTp. 4.

Ten. +7 495 983 02 40
Fax: +7 495 983 02 41
Info-ru@karlstorz.com

7. Ytunusaymnal/Disposal

Mpn yTuausauum ocobble Mepbl He TpebytTcA. CnepyeT cobnwogatb
BHYTpUrocygapcTBeHHble npeanucaHnsa/ 3akKoHbl.

Mpwn yTunmsaunuv nsgennin Ha Tepputopumn Poccuiickoii ®egepaunmn cnegyet
PYKOBOACTBOBATLCA HOPMaMu, N3M10XXeHHbIMU B CaHlMnH 2.1.3684-21.
Hewncnonb3oBaHHbIE 3HAOCKOMNbI, a TakK>XXe ynakKoBo4YHble MaTepuanbl cneayetT
YyTUNAN3nNpoeaTb KakK aNnAemMunonornyeckmn 6esonacHble oTxofbl Knacca A.
Mcnonb3oBaHHbIe 3HAOCKONMbI cnefyeT YTUAN3MPOBaTbk KakK annAeMNoNornyeckmn
onacHble oTXxoA4bl Knacca b.

8. BaxHas mHpopmayma / Important Information
ns
MHCTPYMEHTBI

coo6pa>keHWin TUrMeHbl W AN NpefoTBpalLeHUs 3apaXKeHuss 3IHA0CKOMbI,

/
cTepunnsoBaTb nepej oTAPaBKOW B peMOHT. Mbl ocTaB/sieM 3a c060ii MpaBo BEPHYTb
3arpsi3HeHHble UHCTPYMEHTbl /yCcTpoicTBa OTNPaBUTENIO.

M ycTpoiicTBa He06XOAMMO OUYUCTUTL M MNPOAE3NHMULUNPOBATL

PeMOHT, Mmoandukaumm nanm N3MeHEHUS KOHCTPYKL NN, KOTOPble BbIMOMHAKTCA He
komnaHueir KARL STORZ v cneymnmannuctamu, ynoisHoMmoudeHHbimn KARL
STORZ. aHHYNMUPYIOT BCe rapaHTUiNHblIe 06s3aTenbLCcTBA.

9. Pacwwudpposka cumBonos/Explanation of symbols
PacwmnppoBKka CUMBONOB, NPUMEHAEMbI X MPU MapKWpPOBaHNN MELULMUHCKOTO

napgenna:
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The standard warranty period for the device is 12 months from the date of
commissioning of the device, but no more than 15 months from the date o
shipment.
The medical device must always be sent to your local subsidiary
“ Subsidiaries” section), even during the warranty period.

Opening the equipment or performance of any repairs or modifications
liability /
performance. Any such opening, repair, or modification performed dufi®®
warranty period shall void all warranty.

equipment by unauthorized persons shall relieve us of any

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

115114 Moscow, Russia

Phone: +7 495 983 02 40

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

tional
To dispose ofthese medical devices, no special measures are necessary.

laws and regulations must be observed.
For disposal o f products on the territory ofthe Russian Federation, follow

norms of SanPiN 2.1.3684-21. Unused endoscopes and packaging materi®I®
disposed of as class A epidemiologically non-hazardous wastes. Used

endoscopes are disposed of as class B epidemiologically hazardous waste-

For hygiene reasons and to prevent infection, endoscopes, instruments and
must be cleaned and disinfected/sterilized before they are sent for repM*n
reserve the right to return contaminated instruments/devices to the sender-
Repairs, modifications, or construction changes which are not performed bY

KARL STORZ or by experts authorized by KARL STORZ will invalidate

warranty rights.

Explanation of symbols used in labelling the medical product:
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Cumson OnpepeneHune

M3roTtoBuTenb

|nnnr [AaTta n3rotosneHud

MD MeguunHckoe nsgenne
REF Homep no KaTtanory

1SN 1 CepUiHbIA HOMEpP
LOT Kop naptun

|q tyl KonnuyectBo n3sgennii B ynakoBKe

|U Dll YHUKanbHbI# nageHTUOUKaTOp n3genns
O6paTnUTeCh K MHCTPYKLUN
no MPUMeEHeHNo

! He cTtepunbHoO

/ISTEJULeX

Xpynkoe, o6pal,aTbCsi 0OCTOPOXKHO
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Symbol
-M

MD
REF
SN

LOT

QTY

UDi

Definition

Manufacturer

Date of manufacture

Medical device

Catalogue number

Serial number

Batch code

Number of products in the product packaging

Unique Device ldentifier

Consult instructions for use

Unsterile

Fragile, handle with care



RxOnly

10.

CrtaHpapT
EN 1041

ISO 13485
ISO 14971

ISO 15223-1

ISO 17664

IEC 62366-1

ISO 7153-1

ISO 10993-1

MepeyeHb

Bepx

Bepeub OoT Bnaru

B cooTBeTCcTBMMU € hefepanbHbiM 3akoHogaTenscTeom CLU A
(cornacHo 21 CFR 801.109) usgenne paspeweHo npogasaTb

TONbKO BpayaM (MMeKLWnM NNLEH3NIO) UAN MO peLenTn Bpada.

Mapkuposka CE

OTUM 3HAKOM MPOM3BOAUNTENb 3aB/ISAET O COOTBETCTBUM
YCTPOWCTB AEWCTBYLWUM cTaHgapTaM U AUpPeKTUBaM.
Hwn B Koem cnyyae Henb3sa mMoancuMpoBaTbh YCTPOWCTBO.

HauMOHANbHbIX U MEXAYHApOAHbIX HOPMATUBHbLIX [OKYMEHTOB/CTaHAapToOB,

OonwucaHune

N3penna meguumHckme. ViHdopmMauvs, npegocrasnsemas
M3roToBUTENEM

MN3penna megnumHckmne. CnctemMbl MeHegp)KMeHTa KadecTsa.
Tpe6oBaHuA ANs Lenen perynmposaHus

MN3penna megnunHckmne

MpumeHeHne MeHeIKMEHTa pUCKa K MeAULMHCKUM UN3LENNAM
M3penna meguumMHCKue.

CuMBO/IbI, MPUMeEHsIEMble MPY MapKUpoBaHMN MeAULUHCKNX
n3gennii, Ha aTUKeTKax 1 B COMPOBOAUTENbHONM AOKYMeHTauuun.
YacTb 1 OcHOBHble TpeboBaHUA

CTepunusaumns MeAUUUHCKUX nsgennin. ViHhopmaums,
npegocTaBnsemMas U3rotoBuTenem Ans NpoBegeHUs MOBTOPHON
cTepunu3aunm MeguLNHCKNUX U3gennii

MN3penna meguLMHCKMeE.

MpoekTpoBaHVe MegULMHCKUX U34eNNiA C y4eToM
aKcnayaTauoHHOM NPUrogHoOCTN

MHCTPYMEHTBI XUpyprudeckme. Metannnyeckme matepmansi.
YacTb 1 Hep>kaBetowlasa cTalb

M3pgenna megnumHckme. OueHKa 61M0Norn4eckoro gencrevs
MeAVUVHCKMX n3gennii. Yacte 1 OueHkKa n nccnefosaHus
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Identification
EN 1041

ISO 13485

ISO 14971

ISO 15223-1

ISO 17664

IEC 62366-1

ISO 7153-1
1ISO 10993-1

Top

Keep away from moisture

Federal (USA) law restricts this device to sale by or on the
order o f 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

KOTOpPbIM COOTBETCTBYeT MefULWHCKOoe wu3sgenne\bl8l

Designation
Information supplied by the manufacturer o f medical devices

Medical devices - Quality management systems - Requirements
for regulatory purposes

Medical devices - Application o f 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



.

ISO 10993-5

H3nenns MEAHUHHCKHE.
OueHka 6HONIOrHYECKOro AEHCTBHS MEAHUHHCKUX H3aenmit. YacTs 5.
HccnenoBaHns Ha UMTOTOKCHYHOCTb: METOBI in vitro*

ISO 10993-10

H3nenns meanunnckune. Ouenka 61Honoruueckoro aeicTeus
MeAHUHHCKHX H3nenuit. Yacte 10. Hccnenosanus pasapaxaiouero u
ceHCHOMANIUpYIoLLero AeHCTBHA

1ISO 10993-11

H3nenuna meanunHckre. Ouenka 6Honornueckoro aefcTBHA
MeaHUHHCKHUX u3genuit. Yacte 11. Uccnenosanuus
061eTOKCHYECKOTO NeHiCTBHA

1SO 10993-12

Hinenns meanunnckue. Ouenka Guonornueckoro aeicTemns
MEAHLUHHCKHX H3aenni. YacTb 12. [purotosnenune npob u
KOHTpOJbHble 00pa3ubl

ISO 10993-17

Hinenns MeanumHcxue.
OueHka 6HONOrHYEeCKOro AeHCTBUA MEAHLIMHCKHX H3nenuil. YacTs
17. YcTaHOBNIEHHE NOPOrOBbIX 3HAYEHHH 11 BLIMBIBAEMbIX BELLECTB

1SO 10993-18

H3nenusa MeaHUMHCKHeE.
OueHKa 6HONOrHYeCcKoro 1eACTBUA MEAHLIMHCKHX u3aenunit. Yacts
18. UccnenoBalne XHMHYECKHX CBOWCTB MaTepHanoB

IEC 60601-1

Hinenna meanunnckue nexrpuueckue. Yacts 1. O6me TpeGosanus
6e30nacHOCTH ¢ y4eTOM OCHOBHBIX (PYHKLIHOHANbHBIX
XaPAKTEPHUCTHK.

IEC 60601-1-6

Hinenns meanuunckue nektpudeckue. Yacts 1-6. O6wue
Tpe6oBaHNs 6€30MaCHOCTH C YYUETOM OCHOBHBIX (yHKUHOHANBHBIX
xapakTepucTHK. JlonoanuTenbHblit CTaHAAPT. IKCMTyaTaUHOHHAsA
_NPHUTOAHOCTS.

IEC 60601-2-18

H3nenns meanumunckue mextpuyeckue. YacTb 2-18. YacTHble
TpeboBaHHA 6€30MaCHOCTH C YYETOM OCHOBHbIX yHKUHOHATBHBIX
XapaKTepHCTHK K YHAOCKOMHYECKOH annapartype.

ISO 17665-1

Crepunn3auna MeaHuMHCKON npoaykuny. CTepUIN3aLMA NapoM.
Yactb 1. TpeGosaHus k pa3paboTke, BAJIMAALUMH U TEKYLIEMY
KOHTPOJII0 NPOLIECCa CTEPHIIN3ALNH MEIHLIWHCKHX H3aENHH

ISOITS 18339

YCTpo#icTBa ANs IHAOTEPANHY - KPbILUIKA OKYJSPa W KOHHEKTOP
CBETOBOARA

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

1SO 10993-17

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

1SO 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 endoscoepic
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. Pexaamanuns/Reclamation

Tlopanox npeabaBneHns pekiamauuii M OTBETOB Ha HUX PEry/IUPYETCS MPaXAAHCKHM
npasoM. Pexnamaumns MoxeT NpeabssIsTLCA TONBKO NO TAKMM BOMPOCaM, KOTOpble
He ABIANMCH NpPEAMETOM MPHEMKH TOBapa, MNPOW3BEAEHHOH B COOTBETCTBHH C
YCIIOBHAMH 10rOBOpa.

Mo Bcem BonpocaM, cBA3aHHBLIM ¢ OGCAYKHBAHMEM H31€NHA. HEOOXOAUMO
00paTHTbCa K YNOAHOMOYEHHOMY NPEACTABUTENIO NPOH3BOANTENS.

B cnyuae peknamaumu o6pamiaThCs K NPOH3BOAKTENO H / WIH YNOJTHOMOYEHHOMY

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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npeacTaBuUTENO MPOU3BOANTENSA.

Manufacturer:
Mpoun3ssognTens: KARL STORZ SE & Co. KG, Germany
«KAP/T WTOPLU CE n Ko. KI'», l’epmaHna (KARL STORZ SE & Co. KG) Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany Phone: +49 7461 708-0
TenedcoH: +49 7461 708-0 Fax: +49 7461 708-105
dakc: +49 7461 708-105 E-mail: info(aikarlstorz.com

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

YNOoNHOMOYEHHbI npeacTaBuTeNb NMPOM3BOAUTENNA: Limited Liability Company KARL STORZ Endoskopy - WOSTOK (LLC
O6UWecTBO C OrpaHMYeHHOW OTBETCTBEeHHOCTb0 KAPJ1 WUITOPL, 3Hpockonbl - KSHTE VOSTOK)

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

115114, MockBa, [epbeHeBcKkas HabepexkHas, 7, cTp. 4. 115114 Moscow, Russia

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

12. CeepgeHunsa o nponssoamTene Zinformation about manufacturer

PASPABOTYUK: DEVELOPER:

«KAPN W TOPL, CE n Ko. KI», Fepmanunsa (KARL STORZ SE & Co. KG) KARL STORZ SE & Co. KG, Germany
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
TenedgoH: +49 7461 708-0 Phone: +49 7461 708-0

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

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

NMPON3BOAMNTEND:

«KAPN WTOPLU CE nKo. KI'», FepmaHna (KARL STORZ SE & Co. KG)
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany

TenedoH: +49 7461 708-0

dakc:+49 7461 708-105

E-mail: info@karlstorz.com

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER:

YMNONHOMOYEHHbLI N NMPEACTABUTENb NPOVM3BOAUNTENSA: LLC "KW T3 BOCTOK"

OOO KW T3 BOCTOK 115114, Moscow, Derbenevskaya embankment, 7, p. 4
115114, MockBa, [lep6eHeBcKas HabepexkHas, 7, cTp. 4 Phone: 8 (495) 983-02-40

TenedoH; 8 (495) 983-02-40 Email: info@karlstorz.com

E-mail: info@karlstorz.com
MECTO NPOMN3BOACTBA:
1. KARL STORZ SE & Co. KG,

MANUFACTURING SITE:
1. KARL STORZ SE & Co. KG,
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
38
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e

Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany 2. Storz Endoskop Produktions GmbH
2. Storz Endoskop Produktions GmbH Schneckenackerstr. 1, 8200 Schaffhausen, Switzerland.
Schneckenackerstr. 1, 8200 Schaffhausen, Switzerland.
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Ipuaoxkenne 1. Ilepedenn pexoMeHayeMbIX YHCTAMHKX H Ae3HHPHuUHpYomuXx pacTBopos\ Appendix 1. List of recommended cleaning and
disinfecting solutions

40
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disinfecting solutions

PyuHasa ounctka un gesnHgekuma / Manual cleaning and disinfection

Uuctawme pacteopbl / 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
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Toprosoe HanmeHoBaHue /

Trade name
Cidezyme®

ANIOSYME P.L.A.
Stabimed®

SekusepF” aktiv
ULTRASEPTIN® activ
ULTRASEPTIN® PAA
Lysoformin® 3000

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

s 0i r«;coniniendea cleaning and

[esnHgpuuynpytowe pacteopsbl / Disinfectant

Mpoussogutens /
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.
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Toprosoe HaumeHoBaHue /
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



NS CBERL A ENeS 8D AN FERSRNPLMaAscss s ...v.v...--,.»;--upm.., scaAMA MBIUMMMHAA / IVEACNHING cleanmg aﬂ disintection

Ynucramue pacteopsi / Cleaning agent

JAe3nnpuunpyome pacreopsl / Disinfectant

Iponssoautens / Manufacturer

Toprosoe HanmenoBanme /
Trade name

IIponssoanTteas / Manufacturer

Toprosoe nanmenoBanue /
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 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*

YucTsawme cpeacTsa, NOMEUYEHHbIE *, 10Ka3anH CBOIO 3P deKTHBHOCTL NPOTHB NpHoHOB / Cleaning agents that are marked with*: These cleaning agents

are proven to be effective against prions

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

42




[[T1epe6oo ¢ Hemeyxk020 u an2aUUCK020 A3bIKO8 HA PYCCKUU A3bIK]
[Ha 6ranre xomnanuu « Kapa LLmopy — Sndockon»]

®opmupyeM BMecTe Oyayliee 3HIOCKONUH Ha NpoTsHKkeHUM Gonee 75 net

«KAPJI LUTOPL| CE n Ko. KI'» (KARL STORZ SE & Co. KG) * a/24230 « 78503 Tytnuuren/Tepmanus
(PO Box 230 » 78503 Tuttlingen/Germany)

YTBEPXKIAEHO

Crapumnii IHPEKTOP 0 HOPMATHBHO-NPABOBOMY PeryJHPOBaHHIO
MEKIYyHAPOHOTO 0T/IeJ1a N0 3A10POBLI0 NAIHEHTOB U HOPMATHBHO-TNIPABOBOMY
peryJiHpoBaHHIO

(JOJIKHOCTD)
10 NOpy4eHHIo, i-p bertuna Xaden

HMA

«Kapa lltopu CE u Ko. KI'»
Ap.-Kapn-lltopu-Llrpacce
34, 78532, TyTnuHren,
["epmanus
(Dr.-Karl-Storz-Strae

34, 78532, Tuttlingen
Germany)

/noonuce/
(noanuce)

16.06.2023 2.
JeHb, Mecsal (udpamu)

(LLImamn)
. [[Tevamb komnanuu « Kapa LLImopy — ndockonn)

HHCTPYKUHA MO IKCIVIYATALUMH
Topakockon xectkuit HOPKINS B BapnanTax HCnoHeHHs ¢ NPHHALIESKHOCTAMH

Ha3panue MeIHLIMHCKOro H3Aeans

2023 r.
Gaxmiyecknii apec: Bankosckue «Jlofiue bank A" KommanantHoe 1osapiiuectso  110:Hbiil KOMIIAHLOH
«KAPJ1 IITOPI} CE u Ko. pexsm3ursi: Tyranuren» «KAPJ1 IUTOPI] CE «KAPJIHITOPI]
KI™» «lOuuKpeant bank SWIFT: u Ko. KI'» Oepsanbrynic CE»
Jlp.-Kap:i- Al DEUTDESS653 Hp.-Kapn-Ultopu-illtpacce 34 Jlp.-Kapa-lopu-iltpacce
LWiropu-LlItpacce 34 SWIFT: IBAN: DE09 6537 0075 78532 Tyvaunrew/Tepmanns 34
78532 TytaunrewTepmanns HYVEDEMMA473 - 02t 6390 00 Mecronaxoxaenne komnannu: 78532 Ty ramnrew/] cpmanns
Teaedon: +49 7461 708-0  IBAN: DE62 6002 r. TyTauuren MecTonaxoxacHue
Makc: +49 7461 708-105 0290 0034 5326 05 Hapoansiii 6ank Toproswit peectp: koMnaumy: 1, Tyranuren
1. nouTa: «isapusansa-lonay- r. IUryTrapT, HRA 450442 Toprosuii peecTp:
infowkarlstorz.com «Kpaitcuimapkacce  Hekxap 5t'» HMacur. Ne naareasmnka HIC: ¢ HltyTrapy, HRB 762524
www karlstorz.com Tyvamurenn SWIFT: GENODESITUT DE 142931059 Ynpasagomuit  aupexrop:
SWIFT: IBAN: DE97 6439 0130 Jlupektusa o6 yruamsaunn Kapn-Kpucruaw [Hivopit
SOLADESITUT 0000 7720 03 VIEKTPHUECKOTO IIpeacenarenn coeeta
IBAN: DE79 6435 H YMEKTPOHHOIO AHPEKTOPOB:
0070 0000 0013 22 000py A0BAKKA, MHOIOKpaTHBIN  TOYETHBIR

per. Ne DE 74465858 Aoktop Cuonaa Hlropu

9370121 nen 41
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PeecTp HoTapmanbHbIX geincteuii UVZ 1001/2023 Uz 1279/2023
AcTpug XapaHT-LUTpekkep * Ten.: +4974619659700 * ®dakc: +4974619659720

HoTapuanbHoe yiocToBEpPEHME
Moanuck, NOCTaB/IeHHAs BbIlLe B MOEM MPUCYTCTBUU, ABNAETCA MOAMUCHIO
r-Xu a-pa beTTuHbl XadeH,
parta poxaeHus: 09 ceHTabpa 1982 r.,
cnyxeb6Hblin agpec: 78532 r, TyTanHreH, Op. Kapn-LWTopu-LUTpacce 34,
— MW3BECTHOMN MHE IMYHO —
YTO A HACTOALWMM OYNLMANLHO YLAOCTOBEPSO.

r. Tytnudred, 05 nonga 2023 r.

I Inodnucbl
Hotapuyc Actpug XapaHT-LLUTpekkep

[PenbethHan nevyaTb HOTapuyca]
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TeKCT aHHOrO0 IOKYMeHTa MepeBén nepesoaunk Paxvmkynios Snbaap Cepkanmesny. 3HaHUe MHOCTPaHHOMO
A3bIKa MoATBEP>KAAL0. BbINOMHEHHbIA Nepesof ABNSAETCA NPaBUIbHBIM TOUHBLIM 1 MO/HbIM.

Poccuiickas degepaumst
"opop Mocksa
UeTBepToOro asrycTa [jge ThiCAYN ABafLATL TPETHENO roja
A, ToHkH MU TpUiA BanepbeBid, HOTapuyc ropoga MockBbl, CBUAETENbCTBYH MOL/IMHHOCTb MOANUCH
nepesofumKa Paxmmkynosa Onbjapa Cepkanvesnya.
Moanucs caenaHa B MOEM MPUCY TCTBUN.
JInyHOCTb NOANKMCaBLLErO JOKYMEH T YCTaHOB/eHa. n

SaperncTpupoBaHo BpeecTpe: Ne 77/2079-H/77-2023-
Yr/iaueHo 3a COBEpLLIEHVE HOTapuaibHOron$bI6LLIN:A00py6.

Bcero npoLuHypoBaHo, NpoHyMepo
M CKPEryieHo neyaToio 44 (fue

HoTapuyc
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