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Baxxag uHdpopMaua s nonas3opareneii u3genuii 1 uHctpyMenToB KAPJI IITOPLY
Important information for users of KARL STORZ devices and instruments

PexoMenayercs RPOBEPETH HPHIOZHOCTH NPOAYKTOB VIR NPEANCIAraeMoii Npomeaypsl A0 BAAIA BCROJALIOBAHNE,

Bnaropapum Bac 3a posepue, oxasanroe Toproeoii Mapke KARL STORZ. Kak v 8¢s Hawa npoAyKuus, AaHHOE W3AENHE ABNACTCA PE3YNbTATOM HALLETO ONBITA H
KponoTnueoit paboTsl. Bui 1 Bama oprannsauns suibpant coBpemeHHbIH H BHCOKOKAYECTBEHHBIH NPoAyKT nponasoacTea komnaiud KARL STORZ.

HacTosiwan HHCTPYKUMS AOMKHA NOMO4L BaM NPaBunbHO HCNOG/B30BATH, 4 TAKKE OURLIATH, AESHHHLMPOBATS H NPH HEOGXOAWMOCTH CTepHIH3OBATL H3zeane. Bee
HeoOXONHMBIE ZeTanu W fielicTBHA HArSAHO pasbacHAIoTCA. TTo3ITOMY BHHMATENLHO NMPOYTHTE HACTONLYIO MHCTPYKUMIO; Gepexno xpauure ef, utobbi B Ciyuae
BO3HMKHOBCHMSA BOTIPOCOB K Hell Beerna mMoxHo Gbino obpariTsea.

OPENYTIPEXXJEHHE: 3ndockonu KARL STORZ nocmagamomcs necmepunbioiMu, U ux neobxooumo ouwyams, Oesunuyuposams u cmepuruzoeame neped
NEPELIM UCTIORLIOBAHUCM U KANCOLIM NOCILOYIOULUM NOGHIOPHBIM UCRONLI0BAHUEM.

Komnanna KARL STORZ nocrosnno paboraer Haa ycosepwencTsosanuem sceil npoayxums. [lo 3toif npuunHe BO3MOXKHE! H3MEHEHHS (OPMBI, OCHALMEHUE M
TexHonoruu. Met paccuntoiBaeM Ha Bawe nonumanne. Ilo3ToMy AaHHbie, H300paXKEHHS M OITMCAHHMN B HACTOAWEH MHCTPYKUHM He MOTYT ObITh OCHOBAHHEM AN

NpeALABACHHA NpeTeH3UH,
It is recommended to check the suitability of the products for the intended procedure prior to use.

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

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

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

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

Omaockonst ¢co crepxiesbiMH auuzaMy HOPKINS asasiorcs MHOTOpasoBRIMH M
COCTOAT M3 OKy/Ispa, pazbeMa Ans cBeToBwX kabeneli ¢ npeAycTaHOBIEHHBIMH
ajialTepaMK  AnA cBeTOBbIX Kalenelt Apyrux npoussoauTeneli m obonoukn u3
HEpIKABEIOILIETO MATepHaia, KOTOPAS 3AKPLIBACT CHCTEMY CTEPXKHEBLIX JIMH3 H
BCTPOEHHOTO ONTOBONOKOHHOINO CBETOBOAA.

[Tozromy ¢ HHMH HeoOXoammo oOpamlaThCR OCTOPONKHO M NPOSEPATL Ha
NpasMABHOCTL PYHKUHOHWPOBAHUA M HA HANHYKE NMPH3HAKOB NOBPEXKACHHA A0 H
0CAE KXKAOTO HCNONB30BAHHA HA NAUMEHTE.

Cobmopaenue cnegytomeit nHpopMaunK OOECREMHT ZOArHIA CPoX cnyxOHW BawmMx
anaockonos HOPKINS.

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

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

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

1.1. Hammenonanne Meaanumckoro Hinenns/Name of the medical device

OHCTYA0CKON XecTKNH ¢ NPHHALNCKHOCTAMKS

L ®rcTynocKon kecTxnil, b cOCTaBe:
1.  ®uctynocxon xecTkiil, Hanpasaenue Habmoaexua 8°, auamerp 3,3/4,7 MM, ANKKA
18cm—~ | mrr.;
Pyxoarxa gna pucrynockona — 1 wt. (npH HeoGxoanmMocTx);
Obtyparop ans gpuctyaockona — 1 wr. (npu HeobxoanmocTH),
YmnornsrensHni konnmayok — 10 wr./yn. (mpx He0OXOAUMOCTH),
PyxoaTka Tpexxonbuesas AnA weTku — 1 wr. (npn Heobxoaumoctn);
TyOyc ana merku — 1 wr. (npy HeobxoauMocTn);
LlieTka-BCTABXR, AHAMETP 5 MM, OAHOPA30BAN — | T, (BpH HEOOXOAUMOCTH);
1l{eTka-BcTaBKa, AHAMETD 4,5 MM, oHopasoBas — | wT. (Npu HeoGxoauMoCTH);
1ileTxa-Bcrapxa, zuameTp 4 MM, oaHopasoBag — | wT. (ApK HeobXoauMOCTH);
. Konrefinep nposonounsii ang aesnndexusn/crepummnauin’ XpaHeHis, paMeps::
460 x 150 x 80 Mm — He Gonee 10 wyr.;
Kownretinep npoBonounsiil 113 Ae3nH(peKIHU/CTEPRANIALMK/ XPRHEHWA, Pa3MEPBI:
480 x 250 x 50 mm — He Gonee 10 wiT.;
12. MucTpyknus no sxkcnnyaraud - 1 mr.

SORENA L EWN

o

11,

HpunapnexnocTn:

Kpas;

[pyxunHLif XoNNa40K;

Ananrep ceeropoaos Richard Wolf;

Apanrep cpeto8oaoB KARL STORZ n Olympus;

LleTka naockas AN OHHCTKH - § WIT./yN.;

Il{eTxa AN O4HCTRM, OBHOpa3oBad, AnnHa 200 cm (110932-50) - 50 wr./yn.;
1lleTxa ans ouncTkH, ognopasonas, Anuug 160 cm (110942-50) - 50 wr./yn.

NA R W

Rigid fistuloscope with accessories:

L. Rigid fistuloscope, consisting of:
Rigid fistuloscope, direction of view 8°, diameter 3.3/4.7 mm, length 18 cm
-1pc;

—
*

2. Handle for fistuloscope - 1 pc. (if necessary);

3. Obturator for fistuloscope - 1 pe. (if necessary);

4. Sealing cap - 10 pcs./pack. (if necessary);

5. 3-ring handle for the brush - 1 pc. (if necessary);

6. Outer sheath for brush - 1 pe, (if necessary);

7. Fistula brush insert, diameter 5 mm, disposable — 1 pc. (if necessary);

8. Fistula brush insert, diameter 4,5 mm, disposable — 1 pe. (if necessary);

9. Fistula brush insert, diameter 4 mm, disposable — 1 pe. (if necessary);

10. Wire container for disinfection / sterilization / storage, dimensions: 460 x
150 x 80 mm ~ no more than 10 pcs;

11. Wire container for disinfection / sterilization / storage, dimensions: 480 x

250 x 50 mm — no more than 10 pcs;
12. Instruction for use — 1 pc.

Accessories:

Stopcock;

Spring cap;

Adapter for Richard Wolf light guides;

Adapter for KARL STORZ and Olympus light guides;

Flat brush for cleaning - 5 pcs / pack.;

Cleaning brush, disposable, length 200 cm (110932-50) - 50 pes / pack.;
Cleaning brush, disposable, length 160 cm (110942-50) - 50 pes / pack.

NonhwN=
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Rus Eng
Jlanee BoaMoXHp HaUMeHoBaHKA: OnTuxa, Hanenne, Inpockon, Iupockon HOPKINS, Possible further names: Optics, Device, Endoscope, Endoscope HOPKINS, medical
MeANLHHCKOE H3eaNHe, device.
1.2.lepeuens apTaryaos nanennit/REF list
I ®ucrynockon xecTKnh: L Rigid fistuloscope:
HanmecHoBanne REF Name REF
DUCTYNOCKON XecTkHi, HanpasneHHe HabmogeHna 8°, 24S11AA Rigid fistuloscope, direction of view 8°, diameter 3.3/4.7 mm, 24511AA
mmamerp 3,3/4,7 mm, xvna 18 cm length 18 cm
PyxoaTka ans guctynockona 24512 Handle for fistuloscope 24512
Obryparop ana Ppucrynockona 24513 Obturator for fistuloscope 24513
YoTHHTENLHMA KONMAuoK 100020-10 Sealing cap 100020-10
PyKOATKA TPEXKOALUEBAA 1A LIETKH 24514H 3-ring handle for the brush 24514H
TyGyc A werkn 245148 Quter sheath for brush 245148
lileTxa-BcTaBKa, AHAMETD 5 MM, OZHOPaIOBAR 24514C Fistula brush insert, diameter 5 mm, disposable 24514C
LileTka-BcTaBka, AHAMETP 4,5 MM, oiHOpa30Bas 24514B Fistula brush insert, diameter 4,5 mm, disposable 245148
1lleTxa-BeTABKE, AHAMETD 4 MM, OZHOPA3OBAX 24514A Fistula brush insert, diameter 4 mm, disposable 24514A
Kowureitnep nposonountit ans nesundexumn/crepunusaunn/ 39501XP Wire container for disinfection / sterilization / storage, 30501 XP
XpaHeHHa, pazMephbt; 460 x 150 x 80 MM dimensions: 460 x 150 x 80 mm
Kourehiuep npobonounnift ans aesungexupn/crepunusaunn/ 39502X Wire container for disinfection / sterilization / storage, 19502X
|_xpasenqa, pasmepss: 480 x 250 x 50 MM dimensions: 480 x 250 x 50 mm
IL  TIpHRAAEKHOCTH II, _Accessories
HanmenoBaune REF Name REF
Kpan 8458190 Stopcock 8458190
| TIpyxuHHLIH KOATIA4OK 6985691 Spring cap 6985691
Anarrrep cseroBoaos Richard Wolf 495F Adapter for Richard Wolf light guides 495F
| Aaantep caetoronos KARL STORZ n Olympus 495G Adapter for KARL STORZ and Olympus light guides 495G
IlleTxa nAocKkan 1A OYHCTKH 27652-05 Flat brush for cleaning 27652-05
[lleTxka Ans OZNCTKH, OAHOPa30Ban, AnHKa 200 cm (110932-50) - 110932-50 Cleaning brush, disposable, length 200 cm (110932-50) - 50 pcs 110932-50
50 wrjym.; i ! pack.; i
Eém A% OTHCTKH, OAHOpa3oBan, Amnka 160 cm (110942-50) - 110942-50 Cleaning brush, disposable, length 160 cm {110942-50) - 50 pcs 110942-50
TV, / pack.
1.3. Haznauenwe/Intended use

PUCTYNOCKON HCMOABIYETCA ANA BUIYANU3ALMU BO BPEMS JMAFHOCTHKH M NEYCHHS

The endoscope is intended for for visualization during the diagnosis and

ceumlell  pazmuyHmX  nokanusauui.  PucTynockon  npejHasHauer gy | treatment of fistulas of various localizations. The fistuloscope is intended for
KPATKOBPEMEHHOIO HCNONL30BAHHA NPH NIPOBEAEHHH XUPYPrHUeCKHX uHBasHBHbIX | short-term use in invasive surgical procedures,
BMELIATENLCTB.

1.4. MMoxazaunw/Indications

DUCTYA0CKON HCMIONBL3YETCA AN BU3YANKH3aLKMH BO BPeMA AHATHOCTHKH M NEHEHHs | The endoscope is intended for for visualization during the diagnosis and

5
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ceuwell  paaaMuHBIX  Jokaandaumit.  DucTynockon  mpeaHasHaveH  ana
KPATKOBPEMECHHONO NCTIOAL3ORAHHA NPH NPOBEACHHA XUPYPIrUMECKHX MHBAIHBHBIX
BMCLIATE/ILCTB.

treatment of fistulas of various localizations. The fistuloscope is intended for
short-term use in invasive surgical procedures.

1.5. lIporneonoxazanug/Contraindications

Mennunnekve w3nennd He AOMKHBI HCMOALIOBATHCE ANM BMELUATENLCTB NpH
HenocpeacrsesHoM kontakTe ¢ LIHC (uewrpanenoit uepsHO# cuctemol) n
uenTpanbHoii cepaedno-cocyaMcToi cueTeMoi,

Kpoue TOro, INPOTHMBONOKA3AHHE K HCNONLIOBAHMIO MCAHIMHCKHX W3ienni,
HENOCPECACTRECHHO CBAZAHHBIX C MEAHUMKHCKHMH WINEITHAMH, OTCYTCTRBYIOT.

Medical devices should not be used for interventions in direct contact with the
CNS (central nervous system) and the central cardiovascular system.

In addition, there are no contraindications for the use of medical devices
directly related to medical devices.

1.6. Boamoxnnie noboaunie 3ddextii B ocnoxnennn/FPossible adverse events

and complications

Komnauua Karl Storz obGpamger Bawe sHumanHe HA PHCKHM, CBA3AHHKIE ©
HenpaBunbHOH cOOpKOH, axcrnyaraumed, OMHCTKOH M crepunusauuell, koToptie
OAMHAKOBO NPHMEHUMBI KO BCEM XHPYPrHYCCKHM MHCTPYMEHTAM.

Takxe HMEIOTCA BO3MOXKHLIE PHUCKM (nobouHbie ABNCHHA), NIpUCYIHE Npoueaype
neveHus CBRLICH pasnIHIHBIX TOKANU3AUMHA B LSIOM:

* Hudexums

* Orex

» [NocneonepauHonHOe KPOBOTEYCHHE

* 'emaroMma

* JaiepAKa MOYH

« [TpoACIDKAIOIKECR ATUTENLHOE BPEMA CEPO3HLE/ KPOBAHHCTHIE BLICACHHA

. 3)'.“

s Llennonur

Karl Storz pays your attention to the risks associated with improper assembly,
operation, cleaning and sterilization, which apply equally to all surgical
instruments.

There are also possible risks (side effects) inherent in the procedure for treating
fistulas of various localizations in general:

« Infection

*» Edema

» Postoperative bleeding

* Hematoma

* Urinary retention .

* Long-term serous/bleeding

* Itching

« Cellulite

1.7. Kpanudrxaunn noasvzoparens/User qualification

SHAOCKONBL MOTYT HMCHONL30BATLCE TONBKO JIMUBMH C  COOTBETCTBYIOWEH
MeAMNHHCKOH kBaNNHKALMEH # SHAKOMBIMA ¢ FJHAOCKOTIHYECKHMH METOZIAMH.

Endoscopes may only be used by persons with an appropriate medical
qualification and who are acquainted with endoscopic techniques.

1.8.0nucanEe OCHOBAHX $PYHKMHOHAILNBLIX ZIEMEHTOB M COCTABHLIX jacred (ynoB) mexmumncxoro magenns \Key Functiomal Elements and

Components (Units) Description
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®uctynockor/Fistuloscope (24511AA)

1. AnanTtep ans pyKoaTku ans GUCTYNocKona 1. Adapter for handle for fistuloscope

2. Anantep ceetoBogoB KARL STORZ u Olympus unu Anantep 2. Adapter for KARL STORZ and Olympus light guides or Adapter for Richard
cseroBogoB Richard Wolf (npeaycranosnen) Wolf light guides (pre-installed)

3. Kpan 3. Stopcock

4. Pabouwnii kaHan 4. Working channel

5. UppuraumonHslit nopt 5. Irrigation port

6. IpyxutHblii konnayok 6. Spring cap

—®

Pyxostka ans ducrynockona/Handle for fistuloscope (24512)

1. ®duxcHpyIoWMii BUHT 1. Fixation screw

2. Pykosatb 2. Handle

3. 3amok 3xHaOCKONA 3. Endoscope lock
7
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O6Typatop ana guctynockona/Obturator for fistuloscope (24513)

Konnayok ynnotHutenbHbIi/5ealnii cap (100020-10)

PykosiTka TpexkonbLesaa ang wetkn/3-ring handle for the brush (24514H)
Ty6yc ans wetku/Outer sheath for brush (24514S)
LLleTka-BcTaBka/Fistula brush insert (24514A/24514B/24514C)

KoHTeliHep NpoBOMoOYHbLIN Ans aesvHgpekunn/cTepunusaumm/xpadenns / Wire container for disinfection/sterilization/storage (39501 XP)
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MpuHaanexHocTn/Acccssorics

KpaH/Stopcock (8458190)

Mpy>XHHBIA Konnadvok/Spring cap (6985691)

Apantep ceetoBogoB Richard Wolf/ Adapter for Richard Wolflight guides (495F)
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Hapy>kHbEW anameTp
BHyTpeHHW1 graveTp
Yron HanpasneHns HabnoLeHNs
Mone 0630pa
LiBeToBOE 0603HAYEHME
Macca

Jonycku coctasngot + 10%

OnvHa: 130 mm
LLivpuHa: 50 mm
TonwwHa: 22 mv
Macca: 110 r

Jonycku coctasnsoTt = 10%

OvHa: 270 mv
Onametp: 10 mm
Macca: 8,8 1

Jonyckn coctasnaoT + 10%
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3,06 Mm Outer diameter
2,93 MM / IHCTpYMEHTBI: 2,5 MM Inner diameter
8° Direction of view
96° Field of view
3eneHblii Color code
1504 1 Weight

PykosaTka ans ductynockona/Handle for fistuloscope (24512)
Length: 130 mm
Width: 50 mm
Thickness: 22 mm
Weight: 110 g

Tolerances are + 10%

O6Typatop ans guctynockona/Obturator for fistuloscope (24513)
Length: 270 mm
Diameter: 10 mm
Weight: 88 g

Tolerances are = 10%

11

3,06 mm
2,93 mm/ Instruments: 2,5 mm
g°
96°
Green
150,4 g

Tolerances are + 10%



Konnauok yrutotHurenssiii/Sealing cap {(100020-10)

Jnana: 23,9 MM Length: 23,9 mm
Junamerp: 12,5 mm Diameter: 12,5 mm
Macca: 2r Weight: 2 g
Tonycku cocragnsior + 10% Tolerances are + 10%

PyxoaTka Tpexkonbuepas 418 wetkh/3-ring handle for the brush (24514H)

Hnuna: 135 mm Length: 135 mm
lupuua: 73 mm Width: 73 mm
Tomunna: 17,5 MM Thickness: 17,5 mm
Macca: 50,5 r Weight: 50,5 g
Jlonycku cocrasasior £ 10% Tolerances are + 10%
Ty6yc ana wierkn/Outer sheath for brush (245148)
Hanna: 320 MM Length: 320 mm
HAuamerp: 2,7 MM Diameter: 2,7 mm
Macca: 4,1 r Weight: 4,1 g
Jlonycku cocragnsior £ 10% Tolerances are + 10%
12
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IlleTxa-scraeka/Fistula brush insert (24514A/24514B/24514C)

o Jlng 24514A: 4 MM

o JIns 24514B: 4,5 Mm

o Jlna 24514C: 5 mm
Macca: 21

 Jlonycku coctapasior + 10%

Jrma (L): 400 mm Length (L): 400 mm
JuameTp (A): 1,3 Mm Diameter (A): 1,3 mm
MuameTp werxku (D). Brush diameter:

o For24514A: 4 mm
o For24514B: 4,5 mm

e For 24514C: 5 mm
Weight: 2 r

Tolerances are + 10%

Kowureiitep nposonounniif gna aeanndexunnw/crepuausaunn/xpanenus, pazmepsr: 460 x 150 x 80 MM (39501XP) /

Wire container for disinfection / sterilization / storage, dimensions: 460 x 150 x 80 mm

Jnnna: 460 mm Length: 460 mm
Ihapuna: 150 Mm Width: 150 mm
Buicota: 80 MM Height: 80 mm
Macca: 1506 r Weight: 1506 g
Jlonycku cocrasasior + 10% Tolerances are + 10%
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Konreiinep nposonounsif ana aeaundexumn/crepunuzaumu/xpaHenus, pasmepss: 480 x 250 x 50 mm (39502X) /
Wire container for disinfection / sterilization / storage, dimensions: 480 x 250 x 50 mm

Hnuna: 480 mm Length: 480 mm
upuna: 250 mm Width: 250 mm
BeicoTa: 50 MM Height: 50 mm
Macca: 1083 r Weight: 1083 g
Jlonycxu cocrapnsmior = 10% Tolerances are + 10%
Ipunagnexuocra/Accessories
Kpan/Stopcock (8458190)
Jnuna: 25 MM Length: 25 mm
Ispuna: 20 MM Width: 20 mm
Macca: 3 r Weight: 3 g
Jonyckn cocrasnsor = 10% Tolerances are + 10%

Ipyxcunnit konmauok/Spring cap (6985691)

14
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Bricota: 5,8 MM Hight: 5,8 mm
Juamerp: 7 MM Diameter: 7 mm
Macca: 11 Weight: 11

Homycku cocragnsor + 10% Tolerances are + 10%

Ananrep ceeroronos Richard Wolf / Adapter for Richard Wolf light guides (495F)

Jnnna: 12 MM Length: 12 mm
Brewnuit uametp: 8,95 MM Outer diameter: 8,95 mm
BuyTtpennuti apamerp: 7,6 MM Inner diameter: 7,6 mm
BHyTpeHuaa pesbba: M8,5x0,5 Inner thread: M8,5x0,5
Macca: 1,25 Weight: 1,25 g

Honmycxy coctapnaor + 10% Tolerances are + 10%

Anarrrep csetosonos KARL STORZ n Olympus / Adapter for KARL STORZ and Olympus light guides (495G)

Jnuna (A): 22,2 mm Length (A): 22,2 mm
Anamerp (B): 11 mm Diameter (B): 11 mm
Huamerp (C): 12 Mm Diameter (C): 12 mm
Jnamerp (D): 8,50 mm Diameter (D): 8,50 mm
Macca: S r Weight: 5 g

15
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Jlonycku cocrasasior + 10% | Tolerances are + 10%

[z:oooooo L asehdlinihasitont O]

[lleTka nnockas ans ounctku (27652-05)/ Flat brush for cleaning

Hdnnna: 152 mm Length: 152 mm
WLnpuna: 15 Mm Width: 15 mm
Macca: 12,7 r Weight: 12,7
Jonycku cocraasior + 10% Tolerances are + 10%

S T I I T T T T T I,

i

f
p4

LlleTka ans ouncTkH, oaHopasosas, aAnnna 200 cm (110932-50) / Cleaning brush, disposable, length 200 cm (110932-50)

Hnuna: 2000 mm Length: 2000 mm
Huamerp: 1,7 Mm Diameter: 1,7 mm
Macca: 2 r Weight: 2 g
Jlonycku cocrasnsaor = 10% Tolerances are + 10%
e e == R x ——
Llletka Ans oumucTkH, oaHOpa3oBas, AnHa 160 cm (110942-50) / Cleaning brush, disposable, length 160 cm (110942-50)
Hdnnua: 1600 mm Length: 1600 mm
Huamerp: 2,6 MM Diameter: 2,6 mm
Macca: 3,5r Weight: 35 ¢
Jlonycku cocrasnsior + 10% Tolerances are + 10%
1.10. Knaccudpnkanus MH/Device classification
Kaaccupukauus Classification
Knacc B 3aBUCHMOCTH OT NOTEHUHANBLHOTO 22 Class of potential risk for medical I
PHCKa MPUMEHEHHA MEJHULIMHCKOTO H3JeNIns device a
16
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KpaTthocTs npamMenenus Hanenme MHorokpaTHoro Multiplicity of applications Reusable

NPRMEHEHNS
CrepunbHOCTD Hecrepunbnoe, crepunnsyemoe Sterility Non-sterile, sterilizable
KnaccupHkaums no BUAY KOHTAKTa C KoHTakTHpylomee ¢ MATKHMH Contact Tissue
OpraHNU3MOM ™eJIOBEKA TKAHAMH

Kareropus A — wanenus Contact Duration Less than or equal to 24 hours
Knacenprauns usgennh no TKOBPEMEHHOIO KOHTaKTa (He :
NPOACIDKHTENLHOCTH KOHTAKTA ?::1 2:6 Suitable for oxygenated Not suitable

ee 24 4acos) environments

[puroaMOCTs NS 3KCITYATAUHM B CPeAe C He npuromso

NOBHUWCHHLIM COREPXKAHNEM KNCIOpOaa

Kaaccuduwangsan cornacuo MIK 60601-1-2010 npu pabore ¢ cosmecTaMbIM
NiekTpoobopyaopanneM (BRIcOCHCTEMB! KOMNAKTHBIE JHAOCKONNYECKNE,
roNOBKH BHACOKAMEDAL, JHAOCKOBHYECKHE NCTOSHHEKN CBETA)!
PaGouas uacts | Tun CF npn ucnonssoBasun B cocrase
MEAHUMHCKOH EKTPHYECKOH CUCTEMBI €
COBMECTHMbIM ODOPYZOBAHUEM, HMCIOLIUM
COOTBETCTBYIOLLYIO MAPKHPOBKY BO3NE Pa3beMOB
IIHTAHHA WK HA STHKETKE,

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. Hucrpyknun no Gezonacuoctn/Safety instructions

2.1. Campoas: 4 andopmanns 06 onacnocTe/Symbols and hazard information

BuuMaTensHo mnpoyTMTE JaHHYIO WHCTPYKHMIO N0 3KCIVIYATAULMM W CTPOro
cobmonaiite yxazauuna. Cnosa «llpeaynpemxaenue», «Buumaame» n «Yrazanue»
HMEIOT CneuMaibHoe HasHayeHue. ['ie Obl ORH He BCTPEHATHCh B MHCTPYKLHM NO
IKCTULYATALHM, CIICAYET BHHMATETBHO NPOMUTATD CACYIOMHE 32 HHMH TEKCT, YTOOb
obecneynts OezonacHylo ¥ >dexTHBHYIO kcnyaraumio uzaenua. Mns Gonee
3aMeTHoro BbiaencHua cnos «Ilpexympexaenne», «Buamamne» H «Ykazauue»
nepen HUMH JOTIGNHHTEALHO CTOUT NIHKTOrpaMMa.

NMPEAYIIPEXJAEHUE. «[Ipenynpesxaenne» ofpamger BHEMAaHME Ha
CYIIECTBYKIUIYI0 ONACHOCTb ANd nauwedTa win Bpaua. Hecobmogetine
NPeayNPERACHHA MOXKET IPHBECTH K TPABMMPOBAHHIO NALMEHTA HITH 8paya.

BHHUMAHME. «Buamanne» oGpauaer BHHMaHKE HA HEOGXOAHMOCTb POBEACHHS
ONpeACACHHLIX MEPONPHATHH 10 TeXoOCHYXMBAHMIO WIH NPHHATHS Mep NO

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

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

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

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

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

NOTE: A Note indicates special information regarding operation or clarifies

important information.
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oGecnevenmio Ge3onacHoCTH, YTOOHI NPEACTBPATHTL NOBPEXAEHHE HIRENHS,
YKASAHME. «Ykasanse» COACPKHT CNELMANbHYI0 WHOOPMAUMIO

OOCHY>KHBAHHIO U3AE/HA WIH PabACHAET BAXKHYIO HH(OPMALHIO.

no

2.2. HacTpyxkuus mo Texuuxe GezonacuocTn/Safety instructions

Cephbesnbie HEIH/ICHTbI

Cornacno ITonoxennio 0 MeanunHckrx uzaenuax (MDR), «cepbeznbiif nHUMACHT?
BKAIOYEET HHUMACHTbHI, KOTOPHIC NPAMO WIH KOCBEHHO WMETH WIH MOTNH HMETh
moboe w3 cneayromnx nocnheacteuii (MDR, cratba 2, Ne 65):

- CMepTL NauMeHTa, NoNb3OBATEAA WIH APYTOro YeNoBeka

- BpeMeHHOE H/IH TIOCTOAHHOE CEPLEIHOE YXYAWEHHE COCTOAHWE 310POBhS
NANHEHTA, TOJIL30BATENA WIH APYroro Yenonexa

- CepbeaHan yrpo3a OGIECTBEHHOMY 3A0POBLIO

Ofo Bcex cepbezdbiX MHUMAEHTAX HEOOXOAMMO YBENOMIIATL FPOM3BOAMTENA M
COOTBETCTBYIOLIHE Opranbi.

Iospexaennnie B3IeaEN

TlospexaeHHbie M3AEAHA MOTYT MPHBECTH K TPABMAM NALMEHTOB, NOJAB3OBATENICH
Anu Tpetoux i, Tepen kakasiM UCNONBIOBAHHEM NPOBEPRIiTE BCE KOMMOHEHTH
H3JINTHs Ha NpeaMer nospexaesuii. He ncnoabsyiite nospexaeHHbie uaaenua.

Ipasuasnoe ocOpamenne

HenpaswibHoe 00paiieHse © M3NENHEM MOXET MPUBECTH K TPaBMaMm NAUMEHTOB,
nonb3osareneif W TpeThux aul. PaboTaTh ¢ HUM MOTYT TONbKO AHua, 06nanatomue
Heo0XxoxHMOoH MeauLHHCKOHA KBaMdHKaLMel H 3HAKOMbIC C NPHMEHEHHEM H3CAHA.
TMepen ucnons3osanueM yGeAHTeCh, YTO W3LENHE NOAXOANT A4 AAHHOH NpoueaAypHl.
TpopepsiiTe uagenue A0 1 NOCNE KAKROTO UCNONLIOBAHHR HA:

- HeaocTHOCTD

- Xopotuee pabouee cocTosHKe

- OcTphie yrib

- Kpas ¢ 3a3yOpunamu

- Ilpaswrbnas cOopKka KOMIIEKTYIOWMX

- DYHKUHOHANLHOCTD

He ocrasnsifte BHYTPH NMALUMEHTA CTOMAHHME ACTANM.

He noanepraiite usneane MEXaHHUECKoH Harpyake.

He srirubaiite noruyThie usgenus oSpaTHO B HCXOAHOE FONIOMKEHHE.

PaGora B noae 3pennn
Hcnonb3oBaHue H3AENHA BHE NONA 3PEHHA MOXKET MPHBECTH K MOBPEXKACHHIO TKAHESH

Serious incidents

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

~ Death of a patient, user, or another person

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

— A serious threat to public health

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

Damaged products

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

Correct handling

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

— Completeness

~ Good working order

— Sharp comers

— Burred edges

— Correct assembly of the components

- Functionality

Do not leave broken-off components inside the patient.

Do not overload the product with mechanical stress.

Do not bend bent products back to their original position.

Working in the field of vision
Using the product outside the field of vision can cause injury to tissue or can
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WIH NOBPSXKACHHUIO H3NETHA.
Hcnonp3yifte n3aenne Tonbko B NONE 3PEHUA.

Topaune sacTa

Bbicoxas HHTEHCHBHOCTh CBETA, CO3/aBASMAR HCTOYHMKOM CBETA, MOXET BLI3BATH
Harpes ANCTANLHOTO KOHLIA, CBETOBbIX COCAHHEHHI H COCCAHHX KOMROHEHTOB. 10
MOXET BbI3BATbL OXOTH Y MALMEHTOB, NOIL30BATENeH H TPETHHX NHLL,

YCTaHOBHTE MOWIHOCTD HCTOYHWKA CBETA HA YPOBEHb, AOCTATOYHHIN Anf
ofecneueHH ONTHMANLHOrO ocBewewHs paboueli zounit. Haberaiitre kouTaxta c
ARCTAILHBIM KOHUOM K CBETOBbLIMH COSAWHEHHAMM.

Buicokas HHTEHCHBHOCTD CBETR

BhiCOKaA HHTEHCHMBHOCTE CRETE, HATY9a€Mas KCTOYHHKOM CBETA, MOXET MIPHBECTH K
HeoOpaTHMOMy MOBPEKACHHIO I1Ia3 WIH CNENOTe, a Takke K HArpeBy TKAHEH M
NpeaMETOB, Ha KOTOPbIE HANPABIECH CBETOBOH NOTOK.

He cmoTpuTe Ha cBeToBOH NOTOK.

YCTaHOBUTE MOMIHOCTD HMCTOYHMKA CBETA HA YPOBEHb, JOCTATOMMMA ans
ofecneyenus ONTHMANBLHOTO OCRelteHUS paloueii J0HM.

Y6eanTech, HTO HCTOYHUK CBETA HAXOAMTCA HA JOCTATOMHO GOMLILOM PacCTOAHHU
OT TKaHeH W ONepaLUOHHbLIX NPHHAANCIKHOCTEH.

ToK yTeikn nanHeaTs

TOKM YTEYKH NALHEHTOR H3 NPOAYKTOB MOTYT CKIAALIBATHCS, ECJIH ONHOBPEMEHHO
HCTIONB3YIOTCA  EKTPHYECKME YCTPOHCTBA M WICKTpHUSCKME M3ACAMS IR
3HA0Tepanuu. UpesmepHo BHCOKNII YPOBEHb TOKS YTCUKH MOXKET NPHBECTH K TPABME
nauuenTa, Henonesyitre BMeCTe TO/ILKO NPOAYKTH OAHOIO THIIA, 0c06eHHO B cyyae
npoaykros CF.

CooTBercTByOIIAS KOMOBNANNS IHA0CKON] H ONTOBOIOKONHOIO CBETOBOAA
Ecnv auaMeTp ONTORONOKOHHOTO CBETOBOJA CMLIKOM BENHK, pasheM SHAOCKONA
Harpeetca. DTO MOXET BBRI3BATH NOBpeXAcHME 3HAockona. Ecan auamerp
ONTOBONOKOHHONO CBETOBOAA C/AHIIKOM Majd, B dHAcckon Oyaer nonanath
HENOCTATOUHO CBETA. JTO MOXET O3HAYaTH, 4TO pabouas 301a GyAeT HEAOCTATOYHO
ocseuieHa. Henonb3ayiite SHAOCKON ¢ ONTOBONOKOHHLIM CBETOBOAOM NOAXOASILEFO
AuameTpa.

Boaesnn Kpeditngearara-fixoba
Hanenns, KOTOpbiE BCTYNAIOT B KOHTAKT € UEHTPANLHON HepRHOH cHCTeMOl, MOTYT
ObITb_3arpA3HEHbI OPrAHMMECKMMH OCTATKAMH, COAEpXAUlHMM nprotbi. [TproHn

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

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

High light intensity

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

Do not look into the light output.

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

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

Patient leakage current

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

Appropriate combination of endoscope and fiber optic light cable

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

Creutzfeldt-Jakob disease
Products that come into contact with the central nervous system can become
contaminated by organic residue containing prions. Prions lead to infection

with Creutzfeldt-Jakob disease. If Creutzfeld-Jakob disease has been
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NPHBOAST K 3apaxennio Gonesnwio Kpeirudennara-fAxoGa. Ecnu anarnocTipopaxa
Win rioacspesaercs Gonessb Kpeirudenwaa-fAxoba: yranusupyiire npoayxr
Haanexauus obpasoM ¥ He NPOROAXKAIITE ero HCNOAL3OBATD,

Hecreprabuniii apoayxr

Hsnenne nocrasnserca HecTepunbHLIM. Henons3oBaHHe HeCTEPHNBHBIX H3ZEnWi
CO3NACT PHCK 3APAKEHHA AN TAUMEHTOB, NONB3OBATENEH W TPETbUX AHW.
OGpaGoraiite n3jieAse B COOTBETCTBHM C HHCTPYKLHAMH NO NOBTOPHO#H 0Gpaborke
nepea NepBbIM HCIO/Ib30BAHMEM H MPH KAXKAOM MOC/EAYIOWEM HCTIONB30OBAHHH,

YabTpassykosas ofpaboTka
Hanenue He NOAXOAMT AN YABTPA3BYKOBOM 0bpaboTki.

diagnosed or is suspected: Dispose of the product properly and do not continue
to use it.

Unsterile product

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

Ultrasonic treatment
The device is not suitable for ultrasonic treatment

2.3. Mepai npepocTOPOKHOCTH PN HCUOALIOBARNN Yunockonos/Safety precautions while using the endoscopes

DHACCKONH ACDKHB MCTIONB3OBATLCE TONLKO B COOTBETCTBYH C MEAWUMHCKHMMW
NpaBRIAMH H TNMPOLCAYPAMH JHAOCKONTHK, NPH3HAHHBIMH AnA JAHHOIO METOAA.

The endoscopes must only be used according to the medical rules and
procedures of endoscopy recognized for the method.

2.4. Dorennuanunniit noTpefurean/Potential consumer

SHpOCKONb MOryT HCNONL30BATHCA TONbLKO BpavaMM H BpavamMH-aCCHCTCHTaAMH,
HMCIONIHMH  COOTBETCTRYIOLYI0  CNCUHAIK3IHPOBRHHYIO KBaJIH(lJHKﬂJJMIO H
NpOoWICRUMHUMH HHCTPYKTAX 10 HCNONL3OBAHUIC AAHHBIX MEAHLMHCKHX wigennii.

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

2.5. Yeaosns npumenenns/Usage conditions

DHAOCKONDI, BKAOUAA NOAKNIOYEHHOE O0OpYNOBaHWE, MOTYT HCTIONL3OBATLCA
TONLKO B MEAHUMHCKHX KAOHHETaX, B KOTOPHIX YCTAHOBNCHO BNEKTPHMECKOS
ofopynosatiHe B COOTBETCTBHH C NMPUMEHUMBIMH HaMOHANBHBIMH TIDABUNAMH #
CTaHAAPTAMH.

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

2.6. Ceenenug 0 NeXAPCTBEHHBIX CPEACTSAX BXOAMINKX B CocTAB MeArunnckore nazenns/Information about the medicines included in the medical device

He npumennmo

| Not applicable

2.7. Cresenun 0 MATEPRAIAX XKHBOTHOTO/4e10BeYeckoro nponcxoxaenng/Information about materials of animal/human origin

He npumeHnMo

| Not applicable

3. Obpamenne c n3zeanem/Handling

3.1. PacnaxoBxa/ Unpacking

l'Ipoaepb're NOCTABKY HA KOMIINEKTHOCTb K Ha NPEAMET BOIMOXKHBIX l'lOBpe)lQleHHﬁ.

Check for missing items and evidence of shipping damage.

3.2. VeaoBRs TPRUCHOPTHPOBKH R xpaneans/Storage and transportation conditions

-20°C ... +60°C
10% ... 0%

Temneparypa
OrtHocHTeALHAS BAAKHOCTh

Temperature
Relative humidity

-20°C ... +60°C
10% ... 90%
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BO3AYyXa Air pressure 700 ... 1060 hPa
JaeneHune so3xyxa 700...1060 rIla
3.3. Ycnosra sxenayatannn/Operating conditions
Temneparypa +10°C ... +40°C Temperature +10°C ... +40 °C
OrHocuTeNRHAA BIAKHOCTS 30% ... 70% Relative humidity 30% ... 70%
BOsAyxa Air pressure 700 ... 1060 hPa
Jlasnenne Bo3Ayxa 700...1060 rlla

PaGouas vacTh M3ilenia NpeaHasHa4eHa AN NCNONL3OBAHUA BO BHYTpeHHel cpege
OpraHusma.

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

3.4. Cpox roanoctu/cpox axcrnyaranuu/Shelf life/Service life

Uto0bl pacnosHaTh BO3MOXKHGIH H3HOC Marepuana, HeoOXOHMMO BBHINONHUTL
cneayrotme QYHKIUHOHANbHBIE NMPOBEPKH:

1. MposepuTh NOBEPXHOCTL IHAOCKONA HA OTCYTCTBHE MEXAHHUECKMX MIOBPEKACHMIH
M U3MEHEHHIA.

2. [lpoBepHTh NPABHABHOCTD MNOCAAKH NPUCOCAWHEHHBIX KOMIIOHEHTOR ¥ TIpH
#eo0X0AMMOCTH 3aHKCHPOBATL PAIHEM ANA QHHCTKH.

3. IlpoBepurb, nepeaaeTca AW H300paKeHHE.

4, I1poBepHTH, NIEPEAACTCA JIN CBET.

IMpuronsocTs w3penMa B SHAYMTENbHOH CTENeHH  Onpefenserca IO
IKCIUTYATAUMOHHOMY M3HOCY, HAIMMHIO H XapaKTepy BO3MOMKHBIX NOBpEXACHMH K
3aBucHT oT BhiGopa meronos o6paboTkH M XHMHueckux cpeacTs. Oxwunaemas
cpenrns HapaboTka va orkas — 1000 uuxnos.

OxupzaeMbiii cpok cnyxOui — 5 mer

CpoK roqHOCTH KONMAYKOB YNAOTHUTENbHMX (CTEPIWILHLIX M3lennii) cocTasnser 3
roaa.

Wanenns «llierxa-scraBkan» u «LileTka ang ouncTki» ABNAIOTCS OAHOPAIOBLIMA,

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

Shelf life for sealing caps (sterile devices) is 3 years.

Accessories «Fistula brush insert» and «Cleaning brush» are disposable.

3.5. Henonbzopaume/Application

NPEAYTIIPEXIEHHE. Jn10¢KON NOCTABIACTCA HECTEPUIBHBIM, MOITOMY €ro
HeOOXOAMMO OMHIIATL, ACIAN(PHUMPOBATL W CTEPWIH3OBATH Tiepeld NEePBLIM
UCMONB3OBAHHEM H KKABIM NOCIICAYIOLHM MOBTOPHBIM HCTIONb3OBAHHEM.

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. IlpunagiemHOCTH, DPEAYCMOTPERHMIE AAS HCOWILIOBAHRA BMECTE ¢ HazeIneM/Accessories to be used in combination with the device

BugeocBcTemn KOMBDAKTHLIE IBAOCKONNICCKHE
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yHpABICHHR/NONYICHRN BRACON300pakeHnii AN 3HA0CKONA), CoOUeTAIMIE? B
cebe 6ok ynpasnernn kaMepoil, HCTOTHRK CBETA, MOHNTOP), NOACOLZHHNEMbIE
npa GOMOIIH CRETOBOAA:

JlonycriMo HCnons3oBaHKe MOOLX KOMNAKTHEIX BHICOCHCTEM SHAOCKONHYECKHX,
3aPerHCTPUPOBAHHBIX B YCTRHORICHHOM NOPAJKE Ha TeppHTOpHH PO,

Fonobxa BRAcOKAMephl (BEACOKAMEPR HRAOCKONA) ¢ MyPrToii PRKCAIRH
OKYAApHOH ONTHKH:

Honyctnmo nenons3osaHKe mMOOBIX roJioBOK BHACOKAMEpHl ¢ MydToil duxcaumun
OKYNApHO# ONTHKH, 3aPETHCTPHPOBAHHLIX B YCTAHOBJICHHOM TIOPEAKE HA
TEPPHTOpHH PO,

IHAOCKOURTECKHE HCTOTHHKH CBETA (HCTOMHHKH OCBEReHHNA AN™ JHR0CKONA),
noAcoeAHWAEMble NPR NOMOUEH CBETOBOAOS:

JlomycTMO  McnonboBaHne JIOOLIX  FHAOCKONMUYECKHX HCTOMHMKOB CBETa,
3APErHCTPHPOBAHHEIX B YCTAHORJICHHOM NOpaake Ha Teppuropuu PO,

CeetoBoabl:
Ecan cBeTORON M 3HAOCKON MAapKHpOBAaHbI cuMBONAMH (cM. Tabauuy), TO
MOAXOAAIAS KOMOWHAUMA JAOKHA ONpPEACNSTLCA B COOTBETCTBHH € 3THMH
CHMBONAMMU.

images for an endoscope), combining a camera control unit, a light source,
a moaitor), connected using a light cable:

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

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

It is allowed to use any video camera heads with an eyepiece fixation clutch,
registered in accordance with the established procedure on the territory of the
Russian Federation.

Endoscopic light sources (light sources for the emdoscope), 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
table), assign matching combinations according to the symbeols shown.

JlnameTp ceeToBOAA JuameTp sua0CKONA
4.8-5.0 MM ®) 6.6-12.0 MM (®)
3.0-3.5mum © 3.0-6.5 MM (o)
2.0-25mum @ 08-29mm (@5)

Light cable diameter Endoscope diameter
48-50mm © 6.6 - 12.0 mm @)
30-35mm © 3.0-6.5 mm ©
2.0-2.5mm (® 0.8-29 mm (@)

3.7. Ocmotp/Inspection

OcmMatpHBaiime HAOCKON HA NPEAMET NOBPEXACHHH cpazy nocne NOAyYeHMd, a
TAKXKE A0 H T0CNe KBKAOr0 HCMOAb30BaHHA.

Hsobpaxenne
OcmoTpHTE TOPLB ONTHKH (AMCTaNbHBIN KOHEN H OKYNfp) HAa MPEeAMET UAPANMH H
OCTATKOB XHPYPrHYECKHMX MNY ApYrux sarpasvenuit. TloBepxHocTn AOMKHL GbiTh

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.
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TNaaKHMH W GIecTAWMMH.

Yrobw nipoBepHTH KauecTBO H30OpaXKeHHA, HEOOXOIMMO BPALLATL 3HAOCKON, CMOTPS
B €ro.

Ecnn n3obpakenue JaCTHHO HNK NOJIHOCTHIO HCKAXKEHO, TO ITO O3HAYAET, YTO AKbO
CHCTEMa CTEPXKHEBLIX JIMH3 HEMCTIPaBHa, NHGO NHH3L B OKYNSpe noppexcaeHbl. B
TaKHX CITYHasX SHAOCKON HeoOX0AUMO 3aMECHKTS.

Tycknoe MIH NATHHCTOE W3OOPHKSHHE MOKET ObITh BHI3BAHO BJIAKHOCTHIO WM
OCTATKAMH Ae3HHOHUMPYIOLLETO CPEACTBA HA TOPLEBbIX MOBEPXHOCTAX ONTHKH.

Ceetoson

Hanpassre AMCTANLHHE KOHEL B HANPaBACHUM MCTOMHMKA CBETA H NpPoBepbTe
KOJTHYECTBO TEMHBIX TOYEK B MECTE COSAMHEHHA CO CBETOBOAOM. Takue TeMHbIE
TOUKM YKa3biBAIOT Ha TO, YTO ONTUYECKIKE CBETONPOROAALLINE BOIOKHA MOBPEXKACHB!,
HzonupoBaHHbie NOBPEXKACHHBIC ONTHYECKHE BONOKHA HE OKA3LIBAIOT 3AMETHOIO
BIHAHHA Ha KAYECTBO H300pasKeHHA.

Onnako BLIXOAHAA SPKOCTE ACHCTBHTENBHO 3HAYMTENALHO YXYAWNAeTCH, echu
onpenenieHHOe KIIHYECTBO OITTUWYECKHUX BONOKOH NoBpexaeHo (npuMepuo 20-25%),
YTO B CBOIO OMepeib NIPHBOAKT K CHHKCHHIO KauecTa H300paxeHHA. Banbie Henbas
HCNOJB30BATh FHAOCKON,

YKA3ZAHME: ecnv nNoOBpexkACHWE O4EBHAHO, 3HAOCKON Oonbwie Henb3s
HCTIONB30BATh. JHAOCKONE! HEOOXOANMO 3aAMEHHUTD, EC/TH H300paXkeHHe MYTHOE WITH
H300paxeHHe OTCYTCTBYET HIIH BHAHA TONLKO €10 YacTb.

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.

Light cable

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

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

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

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

3.8. Mepm npeaoctopoxaocta/Precantions

Kax u Bce onTnueckue MHCTpYMeHTHl, 3Hpockonbi HOPKINS apastores ouens
YYBCTBHTEALHHIM ofopynosaHnem. Yrodn rapaHTHpPOBATH AONTOCPOUHOS KAMECTRO
3HAOCKONA, HeOOX0ANMO COOMONATL CNEAYIOIHE NPaBHAa;

*» Bo uaGesxanue nonoMok JHAOCKONL HEOOXOAMO BCETAa ACPHKaTh €ro 38 OKyNap, a
HE 33 JUCTANLHBIH KoHell.

* Hu npu xakux ofcroarenncrsax ne cruGaiire paGouyio uacts 3naockona. 3mo

As with all optical instraments, 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
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MOXET NIPHBECTH K NOJIOMKAM HAH TPSUIMHAM B CHCTEME CTEpIKHEBBIX JIHH3,

¢ Knagure sHaockonbk! ¢ ocTopoxkHocThiO. CwnbHbie ynapel, ocobeHno no
OUCTANHHOMY KOHLY, MOryT BLI3BATb NOBPSKACHHE WIH TPERIUHB, a TaKKe
NPOHUKHOBEHHE XKHAKOCTH, Napa U T.4. 3TO NPHBOAUT K NOABICHHUIO CBETILIX M / HAN
pacTaHyThix obaacteil niobpaxkesns.

¢ [logToMy BO BpEeMA OUYNCTKH, AE3NH(PEKUHH, CTCPWIH3AUHH W XPAHCHHA
HEOOXOAHMO CNEAUTD 32 TeM, YTOOB! SHAOCKONG! H3beKaNH NOBpeXACHRA APYTHMH
uHCTpyMeHTamMd. Haeanenbiii  BapuanT: xpanwrs  supockonsl  HOPKINS
HHANBAAYAIBHO HIM HCNOL3OBATL KOHTEHHEPHl, B KOTOPHIX JHAOCKONb MOKHO
38KPENHTD.

YKA3BAHHE: ecnn nospexaeHHe OYeBHAHO, 3Haockon Ooablie Henb3s
HCTIONB3OBATH. DHAOCKONE!I HEOOXOANMO 3aMEHHTE, €CAK H300paXKEHHE MYTHOE HIN
W300p@KEHHE OTCYTCTBYET HIIM BUIHEI TOJILKO €T0 YacTH.

BHHUMAHME: >npockonsl HOPKINS 6Ge3 MapkHpoBkH «ABTOKNAB» HeNb3A
CTEPWIH3OBATL MAPOM. 3TO MOXET HAHECTH HENONPaBUMBIH yepl.

breaks or cracks in the rod lens system.

. Place the endoscopes down with care. Hard impacts, particularly to the
distal end, can cause damage 1o or cracks in the luting and allow liquid, steam,
etc. to penetrate. This resuits in cloudy and/or blurred image areas.

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

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

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

4. Nosropuas ofpaforka. Ceeaenns o6 ouucrxe u gesnnexnnun MH / Reprocessing. Information about cleaning and disinfecting of MD

OPEAYIIPEXXNAEHHUE. Puck 3apmxenwa. Ilpw nocraske amd meaHMUMHCKHE
W3ZIENHA HE SBIAIOTCA CTEPWIBHBIMA. HCNoNL30BaHME HECTEPNABHEIX MEIULMHCKHX

M3OCAN CO3NACT PUCK 3APANKCHUS NS MALHEHTOB, NOJL3OBATENCH K TPETHHX JIKLL.
OCMOTPHTE METHUMHCKHE HIIENHS HA TIPETIMET BHAHMOTO 3arpASHEHHA.

Buanmoe 3arpasticHue yKasbiBa€T Ha TO, YTO NOBTOpHas o6paboTka He npoBoannach
win Geina npoeescHa nenpasunbHo, OGpaGoralite MEAHUMHCKHE W3AEnMA nepen
NEPBLIM  MCNOMB3OBAHHEM, & TAKKE [0 M NOCHE KKIOMO NOCHCAYIOUIEro
HCMONK3OBAHUSA, HCMOJB3YN YTBEPKACHHBIE NPOLIEAYPbI.

NPEAYNIPEXJAEHHE: Puck 3apaxeHWsA: HenpaBunbHO  oOpabGoraHHbie
MEAMUHHCKHE H3ACIHA MOABEPralOT NALMEHTOB, MONL3OBATENCH H TPETHMX JIAL
PHCKY 3apaOKEHMS, 2 TAKKE PUCKY TOTO, YTO MEAHLHHCKOE H3ACTHE MOXET BHIHTH U3
CTPOA.

BHHUMAHME: npy npurovosa€HMH H WCNONL3OBAHMM pAcTBOPOB chaenyire
cneuHpHKALMAM NPOM3BOAMTENA XHMHYECKHX CPEACTS, yRenan ocoboe BHUMaHme
NpaBUABLHOH  KOHUCHTPAUKMH, BPEMEHH BO3ACHCTBHA M CPOKYy  ClyxOu.
[ponomwxurensioe NorpykeHHe B BOAY W HENPABHALHAA KOHUEHTPAUHA MOTYT

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

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

WARNING: Risk of infection: Incorrectly reprocessed medical devices
expose patients, users and third parties to a risk of infection as well as the risk
that the medical device may malfunction.

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

action of the chemicals used.
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NIPHBECTH K NOBpeRAcHHIO. [ToMHuTE 0 MUKPOGHONOrHYECKOM AHana3oHe acicTBHA
HCIMONbIYEMBIX XHMHUCCKHX CPEACTS.

BHHMAHHE: OnacHoCTs  NOBPEXKAGHHMA  MEAHUMHCKMX  yCTpoiicrs:
HCTONL30BARUE XMMHUuECKMX cpeacTs, He oaoOperHbix KARL STORZ, moxer
NPHBECTH K NOBPEXACHHIO MERHUMHCKMX YcrpoHcTs. Hcenonwsyiire Tonbko
onoOpeHHble XHMUYECKHE CPEACTBA.

YKA3SAHHE: Ilepeuens pexoMeuayeMblx WHCTHMNX H ACHHPEMHPYIOWRX
pacTeopoB npencrasiaes B Ilpaaoxesaw 1.

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 chemicals approved.

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

4.1. MoaroTonka k cuncrke B Aesnndexnnn/ Preparing for cleaning and disinfection

IoaroToBKa K 0MHCTKE H Je3HHPpeKNHN

I'pyObie 3arpa3HeHUs, BhIHIBAIOUIME KOPPO3IUIO PAcTBOPH H JIEKAPCTBEHHKIE
CpeACTsa cneAyeT YAANATH ¢ SHAOCKONOB cpasy noclie ero npuMerenns. Jina sroro
3HAOCKONE ClIEAyeT TNpPSABAPHTENIBHO OWYHCTHTh, Hanp., WYTEM NPOTHPAHUS W
npombiBaHud. Komnanwa KARL STORZ pexomeHzyer Bceraa npoBOAMTD
NpeaBApUTEIbHYIO OYHCTKY PYHHBIM cnocoboM noa cTpyeil xonoaHo# soabt.

Preparation for cleaming and disinfection

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

4.2. Pyunas nopeasaparejbras ouncT«a / Manual precleaning

PazGopxa

Iepen oumcrkoit K AesuHpexuuel SHAOCKONH HEOOXOAMMO OTKPbITL WHAR
pa3o0paTh Ha OTAeNbHbIE KOMIOHEHTbI, HACKNIBKO 310 BO3MOXKHO.

Ouncrxa nopepxnocTed merxoi

Buayumuie wnu rpyObie 3arpssHetHs HeoOXOOMMO yAanaTh ¢ MoBepxHocTed mog
cTpyeli XON0AHOH BOABI NPH NOMOLIH LWIETOK NOAXOARWMX PA3MEPOB OT Pa3NHUHBIX
Apor3BoanTesei,

O6pabotra yALTPa’BYKOM 3anpeHiena
IMo Tmexuwveckum npuuwHam 3Hg0ckonkt HOPKINS  wenpurogusl  ana
YAbLTPa3BRYKOBO#H 006paboTKH.

Disassembly

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

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

No use of ultrasound

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

4.3. Mamunuag uncTka 8 gesundexuns/Machine cleaning and disinfection

OuncTra/TepmEyeckan AesHEGEKIHEE MeXAHEHIHPOBAHARIM CHIOCODOM
IMpeanoyrurenbHa TepMuueckas Jje3uidexums. [auunih Meron HeoOxoaumo
MCTIONb3OBATL C YYETOM HRUMOHANLHBIX HOpPM M mokasaresna Ao Ilpw emGope
NOAXOAANICIO BHIABIDKHOTO KOHTEHHEpa MAM KpemieHMA AN MHCTPYMEHTa
HeoBX0AKMO NPOKOHCYNLTHPOBATLCA ¢ M3TOTOBHTENEM O0OPYAOBAHHA C LENBID
ofecneueRna OMBLIBAHUA WIH NPOMBIBAHHA MEAULIMHCKOTO MINENHA.

Machine cleaning/thermal disinfection

Thermal disinfection is preferred. The relevant national requirements and the
A0 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.
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Ykaszauue: npu He0GX0AUMOCTH CIIEAYeT BPYUHYIO AOCYLINTh HHCTPYMEHT.

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

4.4. C6opxa, ocmotTp m yxon/Assembly, inspection and care

Chopxa, nposepxa n yxon

BusyansHo npoBepsTeé OYHWEHHBIR M NpoAe3MHPHIMPOBAHHKIH 3HAOCKON Ha
YHCTOTY, KOMILIEKTHOCTb, CYXOCTh H OTCYTCTBHE NOBPEXKACHUIA:

. lMpn HanHMunKH cnemoB 3arpA3HEHHI/OCTATKOB CpeAcTB HeoOxoaMMo
MOBTOPHO 00paboTaTh 3HAOCKONS BPYYHYIO M CIUE Pa3 NOABEPIHYTb HX MONHOMY
LMKAY OUHCTKH M AC3HH(EKIHH,

. MoBpexaeHHbe UAN NOpaXKeHHbIE KOPPO3HelH IHAOCKONH! AOMKHBI ObITh
WIBATH H3 oOpawmenna.

3aTeM HEOOXOAMMO BHINONHHTSL NPOBEPKY PYHKLMOHHPOBAHHA,

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.
¢ Damaged or corroded medical devices must be withdrawn from use.
Afterwards, a functional check must be carried out.

4.4.1. lposepxa maoBpaxenns/ Checking the image

OcMOTpHTE ONTHYECKHE TOPLIL (00BEKTHB, AMCTANLHBIA BEIXOA CBETOBOAA H OKYJIAP)
Ha MNpPeAMET LApanHB W OCTATKOB XWPYPrMYGCKHX MM HMCTALUIMX CPeAcTB.
ToBepxHOCTH AOHKHES ObITh [aAKKHMH ¥ GnecTaiumu, YTobs NPoBEpHTE KAUECTBO
m300pakenns, MeaneHHo BpauwaiiTe sHAOCKON, ©aAAn uepes Hero. Ecam
1300pMKEHHE NONHOCTBIO HAH Y4CTHYHO HCKAXKEHO, 3HAYHT HEWCMIPABHA CHCTEMa
CTEPIHEBLIX JIHH3 B ONTHUYECKOH TpyOke unn nuu3a B okynape. B Takux cnyuasx
3HA0CKON HeOGX0ANMO 3aMEHHTD.

MyTHoe HAK naTHUCTOE H300paxeHHe MOXET ObITh BBLI3BAHO BALKHOCTHIO WM
OCTATKAMM JIe3HHPHUMpYIOMEr0o / XWMHMY4ECKOrO CpeNCTBA Ha ONTHYECKHX
MOBEPXHOCTAX. B 3ITHX CAydaaX OCTOPOKHO OHHCTHTE ONTHYECKHWE TOpLbI
ANTUTHKATOPOM BATHHIM TAMIIOHOM, CMOYEHHEIM B 70% cnupre.

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 pastially 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.

4.4.2. Iipoepxa ceeronoaos/ Checking the light guides

Jepxure aucTanbHmif KOHEll B HANPARNEHMH WCTOYHUKA CBETA W TMPOBEpbTE
KOJIMYECTBO TEMHBIX TOYEK HA COCAMHEHMM CBeTOBOAa. Takue TeMHLIe TOMKH
YKa3biBalOT Ha TO, YTO ONTHYECKHE BONOKHA CRETOROAA palopBankl. Hzonupoeaxubie
NOPBAHHHE ONTHYECKHE BOJMIOKHA 3aMETHO HE YXYAWAIOT KAYSCTEO W300pImKEHUA.
Tem He MeHee, CBETOOTAAYA 3HAYMTEALHO YXYAWACTCH, €CIAH MOBPEXKAAETCH
ONpelieNieHHOE  KONHMECTBO BONMOKOH (npumepHo ot 20% ao 25%), wro,
COOTBETCTBEHHO, TAKXKe NPUBOAMT K CHHXKEHHIO KAYECTBA H300paKCHUA. JHAOCKON
Gonbile HENL3A HCMOAL3OBATE,

BHHMAHHE: ecau MoBpeXAeHHE OHEBHAHO, SHAOCKON OGoneime Me cneayer
HCNOJIB30BAT. DHAOCKONH HEOOXONUMO 3aMEHUTD, ECAH HIOGPDKEHUE MYTHOE WIH

Hold the distal end in the direction of a light source and inspect the number of
dark dots on the light guide connection. Such dark dots indicate that the optical
fibers of the light guide are broken. Isolated broken optical fibers do not
noticeably compromise the quality of the image. However, the light output
does significantly deteriorate if a certain number are broken (from approx. 20
% to 25 %), which therefore also results in reduced image quality. The
endoscope must not be used any longer,

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

thereof are visible.
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n300paXxkeHHEe OTCYTCTBYET HIH BHAHB) TONLKO €0 HacTH.

4.4.3. Cymixa/ Drying

Y4yacTky BOJIOKHA B CBETOBOJE, a TAKOKE JHCTAIbHLIC U MPOKCHMAIBHBE TOPLEBLIe
NOBEPXHOCTH ACGMHKHM ObiTh TiHATENLHO Bsicywenm 70% cnuprom. Ocrarks
AC3HHOUUMPYIOIETO H MUCTAIIErO CPeACTBa, HANPUMEpP, B CBETOBOJAE, MOCYT
NpUropeTb NpH MNOAKMOYMEHHH CBETOBOTO Kaleln, YTO Cepbe3HO YXYAlIaeT
CBETONPOITYCKAHHE,

« MoppexaeHHbIe ®NM KOPPOJHPOBAHHLIE MEAHUMHCKHE YCTPOHCTBA AOKHbI ObITh
W3BATH W3 HCAIOTL3OBAHKR.

* PeabOm U cKONb3ALME NOBEPXHOCTH IHROCKONA HEOOXOAWMO CMAa3ATh HA MECTe
HHCTPYMEHTAIbHBIM MacstoM, a paboume noBepxHocTH HA npo0ke KpaHa -
cneuManbHOH CMa3KoH.

* Pasofpannbie H3NENHA ANIDKHB OBITL cobpaHbl.

« [Tocne 31010 HeobXxoAHMO NpoBecTH PYHKUMOHANBHYIO TIPOBEPKY.

YKASAHHE: Macno, vcnonb3yeMoe AiA 3TOH LENH, AODKHO NOAXOAWTb IS
nocaeayiomeii nponeaypet crepunnzanun (6e3 CAIHKOHA M HA OCHOBE MapaduHa WK
Genoro mMacna).

YKA3AHHE: 8o Bpems npoueayp Mo yXo0y MCHOAL3IYHTE NpeMeTs W3 Katanora
«MeTtoau yxoaa, CTepiIM3aALAH H XPAHEHRAY.

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, €.g., in the light inlet piece, can become bumt on when
the light cable is connected, thereby seriously impairing light transmission.

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

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

. Dismantled medical devices must be assembled.

. Afterwards, a functional check must be carried out.

NOTE: The oil used for this purpose must be suitable for the subsequent
sterilization procedure (silicone-free and paraffin- or white oil-based).
NOTE: During care procedures, use items from the catalog ‘Care, Sterilization
and Storage Techniques’.

4.5. Crepuamannn/ Sterilization

YcnoBRS CTEPRARIAENA

Topaack AeicTBHH, a TAKOKES BAKHLIC TEXHOMOTHYECKHE NAPAMETPH JUIA OTACABHBIX
BTHAMPOBAHHBIX METOZIOB MOAPOOHO ONUCAHN B PYKOBOCTBE IKCTUIYATALMM.
Komnauneit KARL STORZ ana AaHHOTO MEAMUHHCKOIO M3ALNHA BATHAMPOBAHL! H
YTBEPAKACHH CICAYIOLIHE METOAL CTEPUAN3ALMN:

Creprim3anes WapoM ¢ IpEMeHCHEEM HPAKIIRORAPOBANHOIO GOPBAKYYMHOID
MerosA.

¥Yxazaune: Cmasannepie KOMNOHEHTH HEOOXOAHMO CTEPUAN30BATH B pasobpanHoM
Baze. JUs cTepunKHialiny MERMUHHCKOTO M3ALINS B COOPaHHOM BHAE HEOOXOaHMO
HCAONB30BATH (pakuHoHHpoBaHHLIA dopeakyyMHblii metoa (DIN EN ISO 17665-1)
¢ COOMOASHAEM CNEAYIOWHX NapaMeTpoB: 134 °C Ha NpOTIKEHHH 5 MUHYT.
Wanenua «llletka-scraBxa, opuopasoeas» (24514A, 24514B, 24514C) takxe
TIOJUIEAXAT CTEPHIM3ALAN NAPOM TEPE] NPHMEHCHHEM.

Wzpenne «Konnawok ynioTHHTENLHMA» TNOCTABAAETCA B CTEPHILHON ynakoBke.
CTepHnn3OBaHO STHACHOKCHAOM.

Sterilization conditions
The procedures as well as the process-relevant parameters for the individually
validated methods are described in detail in the reprocessing manual. The
method must be selected taking the respective applicable national requirements
into account and in consultation with the device manufacturers.

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

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

Devices «Fistula brush insert, disposable» (24514A, 24514B, 24514C) must
also be steam sterilized prior to use.
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Device "Sealing cap” is supplied in a sterile package. Sterilized with ethylene
oxide.

5. Cepsucnoe obcayxusaune u pemont/ Servicing and repair

HeucnpaBHbie HMHCTPYMEHTH JAODKHBI OOCAYXKMBATBCA W PEMOHTHPORATHCA
KCKIOYHTENIBHO  YNONTHOMOYEHHBIMKH HaMH Julami; Jlpu npoBeneHWM Bcex
PEMOHTHBIX pabOT HeOBXOAMMO HCTIONBIOBATE TOVILKO OPHTHHANGHDIE ACTANH.

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

6. TapanTus\Warranty

CrasaapTHBii rapaHTHHHBIN CPOK IKCIUTYATAUMH U3AETHA cocTaBndeT 12 mecaues ¢
ASTH BBOAA NMpHOOpa B SKCIUTYaTaUMIO, HO He Gonee 15 Mecaues co AHS OTTPY3KH.

Meanuntckoe H3aenue Beeraa CleAyeT OTNIPABIATh B MECTHOE OTAENEHUE, AKe B
TeYeHHe rapaHTHIHOrO nepuosa.

Bekpuitve ofopyaoBaHWs WIH BHINONHEHWe MIOOBIX PEMOHTHBIX paboT Wi
Moaudukaunii 060pyAOBAHHS HEYTIONHOMOYEHHBIMH JIHLIAMM OCBODOKAAET HAc OT
moboH oTeTCTBEHHOCTH 3a ero pabory. JlioGoe Takoe OTKphITHE, PEMOHT MAH
MOAH(MKAUMA, BEINOTHEHHBIE B TEYEHNE MAPAHTUIHOTO NEPHOAA, AHHYIHPYET BCIO
rapaHTHio.

O6wectso ¢ orpanuteHHOH oTeeTcTReHROCTHIO Kapn Liltopu — Suaockonuw Bocrok
{000 KUIT2 BOCTOK)

115114, Mocksa, [lepbenenckas nabepexuas, 7, cTp. 4.

Ten. +7 495 983 02 40

Fax: +7 495 983 02 41

Info-ru@karlstorz.com

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

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

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

LLC KARL STORZ Endoskopy — WOSTOK
Derbenyevskaya nab. 7, building 4
115114 Moscow, Russia

Phone: +7 495 983 02 40

Fax: +7 495 983 02 41

Info-ru@karistorz.com

7. ¥Yraauzanus/Disposal

[lpn  yrumsauun ocobble Mepul He TpeDylorea.

BHYTPUTOCYIAPCTBEHHAIC MPEANHCANNA/ 3aKOHBL.
Mpn ymanuwsaunn w3nennil Ha teppuropun Poccuiickolf Peaepauun cnepyer

PYKOBOJICTBOBATLCA  HOpMaMH, m3noxeHHeIMHW B CanllnH  2.1.3684-21.
Hencnonb3oBaHHbie 3HAOCKONB, KOMIUIEKTYIOUHE H NPHHANICKHOCTH, & TAKKE
YNAKOBOUHLIC MATEPMANbL! CNEAYeT YTHIMIHAPOBATh KaK 3IHACMHOJIOTHYECKH
Oe3onacHbie 0TX0AN Kiacca A.  Hcnonb3oBaHHbIE SHACCKONL, KOMIUIEKTYIOILWE H
NPHHALJICKHOCTH CNIGAYET YTHIM3HPOBaTh KaK SNHACMHONOTHYECKW ONAacHble
oTXoam knacca b.

Cnepyer cobmonats

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

For disposal of products on the territory of the Russian Federation, follow the
norms of SanPiN 2.1.3684-21. Unused endoscopes, components, accessories
and packaging materials are disposed of as class A epidemiologically non-
hazardous wastes. Used endoscopes, components and accessories are disposed
of as class B epidemiologically hazardous waste.

8. Baxuas nndopmanus / Important Information

U3 coobpaxeHnit THTHEHW M ANA NPEAOTBPAICHUA 3APAKEHHS SHAOCKOMNbL,
MHCTPYMEHTHI W YCTpOHCTBA HeOGXONMMO OYHCTHTL KW MpoAe3HHPHUMpOBaTL /
CTEPHAN3OBATE NEPEA OTNIPABKOH B pEMOHT. Mi1 ocTraBliseM 38 coG0il NpaBo BEPHYTH

For hygiene reasons and to prevent infection, endoscopes, instruments and
devices must be cleaned and disinfected/sterilized before they are sent for
repair. We reserve the right to return contaminated instruments/devices to the
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3arpg3HEHHbIe HHCTPYMEHTS! / yCTPOHCTBA OTTIPABHTENIO. sender.

PemoHT, MOAM(DUKALMA WK U3MEHEHHS KOHCTPYKIMH, KOTOPhiE BbiNOAHMoOTCA He | Repairs, modifications, or construction changes which are not performed by
xomnanueit KARL STORZ win cneumanncramu, ynonuoMmoueHHbiMH KARL | KARL STORZ or by experts authorized by KARL STORZ will invalidate all
STORZ, anryanpyioT Bce rapaHThiiHble 00A3aTenLcTsa. warranty rights.

9. Pacuiudponka cumposos/Explanation of symbols
Pacmnposxa cAMB0J10B, NPEMEHSEMBIX TIPA MAPKEPOBanAA Meannauckoro | Explanation of symbols used in labelling the medical product:

nIgenEn:

CuMBoa Onpenenenne Symbol Definition

“ WUsrorosurens “ Manufacturer
@ Jara uarorosneHus &I Date of manufacture

M D MeauunHCKOe u3aenne M D Medicat device

REF Homep no kaTanory REF Catalogue number

SN Cepuitueiii Homep Serial number
LOT Koa naprum Batch code

=
QTY Konuuectno uzpenmit B ynakonke Number of products in the product packaging
UDI YauxansHui naenrudmkarop nsnenus Unique Device Identifier
O6patwrec
[: E P b & ANCTRyIiim Consult instructions for use
N0 NPHMEHEHHIO
He crepunbHo Unsterile
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Xpynxoe, 00patLaTLC OCTOPOKHO

RxOnly,

B cooTeeTCTRHHU © eaepanbHBIM
zaxkoHoAarenbcTBoM CLIA (cornacwo 21
CFR 801.109) wanessue pazpewmeHo
NPOAABATL TOJILKC BPayaM (HMEIOWHM
JIKLCH3HIO) HAM TIO PELETITY Bpaya.

C€

Mapkupoeka CE
3THM 3HAKOM NIPOM3BOJIMTEND 3aABIKET O
COOTBETCTBHMM YCTPOHCTE AeHCTBYIOUIKM
CTAHAAPTAM W AWPEKTHBAM.
Hu e koeM cnyuae Heb3d MOAWPHUMPOBATL

YCTPOHCTRO.
YnoaHOMOMEHHBIH NPEACTaBUTEND B
Epponeiickom coobmecTse

[renadad

C'repmmanux OKCHAOM 3THACHA

He crepunuiaosath nosTopHo

He ucnons3osats npu NoBpexXAeHHK
yNaKOBKM

3anper Ha NOBTOPHOE NPHMECHEHWE

Hcnons3oBats f0

He copepxut natexc

Ha

Fragile, handle with care

RxOnl

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

CE marking
With this mark, the manufacturer declares the
compliance of the devices with the applicable
standards and directives
The device must not be modified in any way

Authorized representative in the European
Community

i

Sterilized using ethylene oxide

Do not resterilize

Do not use if package is damaged

Do not re-use

Use-by date

Do not contain latex

|

Number of products in the product packaging
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KonusecTso Hagennii B ynakoBke
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? Keep away from moisture

10. Pexnamanus/Reclamation

TopAROK NPEABLABNCHHA PEKIAMALMIA H OTBETOB HA HUX PEryNIMPYETCA TPAKAAHCKEM
npasom, Pexiiamaipia MOXKeT NPeAbABIATECH TOUILKO 110 TAKHM BOPOCAM, KOTOPBIE
He ABIAIUCH MPEIMETOM RPHEMKH TOBApA, NPOU3BEACHHON B COOTBETCTBMM C
YCIIOBHAMH AOTOBOPA.

Ilo Bcem pompocaM, CBA3aHHBIM € OOCaAYKMBaHHeM u3nenus, Heobxonumo
obpaTHTECA K YAONHOMOUCHHOMY NPESACTABHTENIO MPOH3BOAHTENA.

B cnyuae pexnamauui o0palnatTecs K APOM3BOAHTENMO W / WA YNOAHOMOUCHHOMY
NpPEACTABHTENO NPOH3BOANTEN,

Ipoussoanrens:

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

Tenegon: +49 7461 708-0

Qaxc: +49 7461 708-105

E-mail: info@karlstorz.com

YNoAHOMOUSHHbIR NPEACTABHTE D NPOH3BOAHTEIA:

O6uecTeo ¢ orpaHudenHoit orreTcTReHHOCTBIO Kapn LiiTopu — 3naockonm Boctok
(000 KIIT? BOCTOK)

115114, Mockna, JlepGenenckas HaGepexsas, 7, c1p. 4.

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

e-mail: info-ru@karlstorz.com

The procedure for submitting complaints and responses to them is governed by
civil law. A complaint may be brought only on such issues that were not the
subject of acceptance of the goods made in accordance with the terms of the
contract.

For all issues related to product maintenance, please contact the Authorized
Representative of the manufacturer.

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

Manufacturer:

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

Fax: +49 7461 708-105

E-mail: info@karlstorz.com

Authorized representative of the manufacturer:

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

Derbenyevskaya nab. 7, building 4

115114 Moscow, Russia

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

e-mail: info-ru@karistorz.com

11. Crepennu ¢ nposanoaurtene / Information about manufacturer
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PAIPABOTYHK: DEVELOPER:

«KAPJI LITOPL{ CE u Ko. KI'», I'epmanns (KARL STORZ SE & Co. KG) KARL STORZ SE & Co. KG, Germany
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany Dr.-Karl-Storz-Strafle 34, 78532 Tuttlingen, Germany
Tenedou: +49 7461 708-0 Phone: +49 7461 708-0

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

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

KARL STORZ SE & Co. KG, Germany

«KAPJI LITOPLI, CE 1 Ko. KI', lepmanus (KARL STORZ SE & Co. KG) Rl Qi ;
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany ?;;,f:r lf;%i";:;jm 78332 Tutlingen, Germany
Tenedon: +49 7461 708-0 Fax: +49 7461 708-105

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

E-mail: info@karlstorz.com
AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER:

YIIOJIHOMOYEHHLIHA NPEACTABHTEJL NIPOA3BOAUTEIA: LLC "KLIT3 BOCTOK"

000 KLLIT?3 BOCTOK 115114, Moscow, Derbenevskaya embankment, 7, p. 4
115114, Mockea, JlepGenerckas HabGepexHas, 7, cTp. 4 Phone: 8 (495) 983-02-40

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

E-mail: info@karlstorz.com

MECTO ITPOU3BOACTBA: MANUFACTURING SITE:

1. KARL STORZ SE & Co.KG,
L. KARL STORZ SE & Co. KG, , Dr.-Karl-Storz-Strafle 34, 78532 Tuttlingen, Germany
Dr.-Karl-Storz-Strale 34, 78532 Tuttlingen, Germany 2. Storz Endoskop Produktions GmbH

2. Storz Endoskop Produktions GmbH .
Schneckenackerstr. 1, 8200 Schaffhausen, Switzerland. Schneckenackerstr. 1, 8200 Schaffhausen, Switzerland.

TMepesdent HANHOHANLHBIX 0 MEXAYHAPOAHLIX HOPMATHBHRIX 10KYMEHTOB/CTAHAAPTOB, | List of international regulatory documents/standards whick the medical device

KOTOpPhIM COOTBETCTBYET MEAHIDHHCKOE H3ACAHE complies with

EN 1041 Hanenwn meavumuckue, Hudopmalsm, npeaocTagnicMas EN 1041 Information supplied by the manufacturer of medical devices
H3rOTORUTENEM

ISO 13485 Hapenus meauumsckue, CHCTEMB MEHEIKMEHTA KA4ECTBA. ISO 13485 Medical devices - Quality management systems -
TpeGorauns ana nenefl peryauposauus Requirements for regulatory purposes

ISO 14971 H3nenus Meanuuuckue
[TpuMeHeHRE MEHEDKMEHTR PHCKA K MEAHLIWHCKHM 1SO 14971 Medical devices - Application of risk management to medical
U3AeAHIM devices
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IS0 15223-1 Hanenns MeaMEHHCKHE. iSO 15223-1 Medical devices - Symbols to be used with medical device
CHMBOJIB, IPHMEHAEMBIE NPH MAPKHPOBAHNH labels, labelling and information to be supplied - Part 1:
MEIMIMHCKHX H3Aenull, HA 3THKETKAX U B General requirements
conmpoBoauTenbHoif nokymentauun, Yacrs 1. Ocuosunte
TpeGoBaHHA 1SO 17664 Processing of health care products - Information to be
ISO 17664 Crepunnsauss Meanimnsckux migensil, Madopmarus, provided by the medical device manufacturer for the
NPeAOCTABIAEMAaN H3TOTOBHTENIEM ANs NIPOBSACHHA processing of medical devices
N0BTOPHOH CTEPUIN3AUNN MEAHUMHCKUX Hinenuit
Wzpenus meauupHcKne. IEC 62366-1 Medical devices - Part 1: Application of usability engineering
1EC 62366-1 TIpoexTHPOBAHHE MEAMLMHCKHX H3AENHH C yIeToM to medical devices
IKCTUTYATALMOKHON NPHTORHOCTH IS0 7153-1 Surgical instruments - Materials - Part 1: Metals
HHCTPYMEHTE! XHPYPriveckue. ISO 10993-1 Biological evaluation of medical devices - Part 1: Evaluation
ISO 7153-1 Merannnueckue Mareprans:. - and testing within a risk management process
Yacms |. Hepxaseiomas cTans ISO 10993-5 Biological evaluation of medical devices - Part 5: Tests for in
ISO 10993-1 Msnenus menuumnckue, OueHxa Guonorsueckoro aeiicrann vitro cytotoxicity
MeanunHekux wigenuil. Hacrs 1, Ouenxa v neciieaonants 1SO 10993-10 Biological evaluation of medical devices - Part 10: Tests for
mnenmﬁuennuuucxue. I ) ) irvitation and skin sensitization
QOuenka bnoaornyeckord ActicTBua MEAMUMHCKHX H3AENKil. i i 3 i i - :
150 10993-5 YacTb 5. HccneoBaHns Ha LHTOTOKCHYHOCTB: METOAM in ISO 10993-11 ?ylm?:oi::;amn of medical devices - Part 11: Tests for
vitro* 1SO 10993.12 | Biological evaluation of medical devices - Part 12: Sample
H3nenua meanumnckure. Ouexka Guonornueckoro aciicteus - preparation and reference matetials
1SO 10993-10 MeIHuMHCKHX r3aenn#i. Yacte 10. Hecneaosanns Biological evaluation of medical devices - Part 17:
Pa3IPAKAIOWIEro W CHCHEUNHINDYIOLIEro ReficTeins 1501099317 | Egabtishment of allowable limits for leachable substances
Hznenva mearmnckie. Ouenka GHonoriueckoro aelicrens Biological evaluation of medical devices - Part 18: Chemical
ISO 10993-11 MegHBHHCKHX wagenn#, Hacte 11. Hecnenosanns IS0 10993-18 characterization of materials
OGIIETOKCHYECKOTO ACHCTBHA Medical electrical equipment — Part 1: General requirements
Wazenws meanunHcKue. OlieHKa GHOROTHYECKOTO ASHCTRHS IEC 60601-1 for basic safety and essential performance
1SO 10993-12 MeAHUNUHCKHX masenuil. Yacts 12. [Tpurorosnenne npob u Medical electrical equipment — Part 1-6: General requirements
KOHTPONbHEIE OGpaILbL IEC 60601-1-6 | for basic safety and essential performance — Collateral
Hanenus MeaHUMHCKHE. standard: Usability
SO 10993-17 Ouenxa Guonoryueckoro ACHCTBHA MEANUMHCKHUX HIACTHi. Medical electrical equipment - Part 2-18: Particular
Hacts 17. YcTanosnenue noporosmix suauenui ans IEC 60601-2-18 | requirements for the basic safety and essential performance of
BHIMBIBAEMbIX BELLECTB endoscopic equipment
Hazenns MeaHUMHCKHE. Sterilization of health care products - Moist heat - Part 1:
1SO 10993-18 Ouenxa Guonornyeckoro aeHCTBUA MEAULIMHCKUX H3NEAH. ISO 17665-1 Requirements for the development, validation and routine
Yactb 18. Hecnenosanue XuMHYECKUX CBOKHCTE MaTepHanos control of a sterilization process for medical devices
Hanenna Meauuuucxue aextputeckue. Yacrs 1. OGuue o - . ide comes
1EC 60601-1 TpeGoBanusa GE30NACHOCTH C Y4ETOM OCHOBRbIX 150115 18339 | Endotherapy devices - Eyepiece cap and light guide for
GYHKLHORANBHBIX XapakTePHCTHK.
Hzpenna MenuIMHCKHe anexTpudeckue. Yacts 1-6, O6ume
TpebGoBanns Ge30MACKOCTH C YUETOM OCHOBHBIX
IEC 60601-1-6 (yHKUROHANBHBIX XapaKTePHCTHK. JlononHuTeNL b
CTRHOAPT. IKCIUYATAUHONHAS TPHTOAHOCTb.
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1EC 60601-2-18

Hanenusa MeautMHCKHe anexTputieckue, Uacts 2-18,
Yacraue Tpebosannn 6e30NaCHOCTH € YUETOM OCHOBHBIX
DYHKUHOHANKHEIX XAPAKTEPHCTHK K SHAOCKONHMECKOR
annapartype.

I1SO 17665-1

Crepunu3atma Meguumuckol npoaykunn. Crepunnsauus
mapomM. Yacts 1. TpeGosanma k paspaborke, BANHAAUMA B
TEKYILEMY KOHTPOIIO NPOLIECCa CTEPHITH3ALHH
MEAHUHHCKHX HafenHil

ISOITS 18339

YerpolcTsa Ana 3HAOTEPANHY - KPLIULKA OKYIAPa U
KOHHEXTOP CBETOBOAA
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IIpuaoxmenne 1. llepedens pexoMenyeMbIx THCTIIHEX B Ae3HRPRUHPYOMBX pacTBopus: Appendix 1. List of recommended cleaning and
disinfecting solutions
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Pyunas ouncrxa u Aesundexius / Manual cleaning and disinfection

Yncramnae pacreopst / Cleaning agent

Jesnaguunpyione pacreopni / Disinfectant

IlpoussoauTens / Topronoe naumenopanne / | IlpomssoguTens / Toprosoe xanmenoBanue /
Manufacturer Trade name Manufacturer Trade name
Advanced Sterilization Cidezyme® Advanced Sterilization Cidex OPA®
Products (Johnson & Products (Johnson &
Johnson) Johnson)
Anios ANIOSYME P.L.A. Anios ANIOSYME P.L.A.
B. Braun Medical AG Stabimed® B. Braun Medical AG Stabimed®
Ecolab Deutschland GmbH Sekusept™ aktiv Ecolab Deutschland GmbH Sekusept™ aktiv
Esteer Pharma GmbH ULTRASEPTIN® activ Esteer Pharma GmbH ULTRASEPTIN® activ
Esteer Pharma GmbH ULTRASEPTIN® PAA Esteer Pharma GmbH ULTRASEPTIN® PAA
Lysoform Dr. Rosemann Lysoformin® 3000 Lysoform Dr. Rosemann Lysoformin® 3000
GmbH GmbH
Schumacher, Dr. GmbH PERFEKTAN® ENDO Schumacher, Dr. GmbH DESCOTON extra
Schulke & Mayr GmbH gigasept AF® forte Schumacher, Dr. GmbH DESCOTON 2% GDA
Schulke & Mayr GmbH i instru AF Schumacher, Dr. GmbH PERFEKTAN® ENDO
Schumacher, Dr. GmbH DESCOTON extra Schulke & Mayr GmbH gigasept AF® forte
Schulke & Mayr GmbH gigasept® instru AF
Schulke & Mayr GmbH Lysetol® V
Steril-4 s.r.l. STERIL-C
Weigert, Dr. GmbH & Co. neodisher® Septo Active
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Ouncrxa ¥ 1c3uAdexnug B Molome-aesnupuuupyromux mamanax / Machine cleaning and disinfection
| Yucramue pacteopni / Cleaning agent JAezunduuupyiome pacrsopsi / Disinfectant
. IIpomseoamrens / Manufacturer | Toprosoe naumenonanue / Mpomsoantens / Manufacturer | Toproboe naumMenonanue /
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 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*

Uncrsmue cpesicTea, MoMeueHHEIe *, AoKa3alH cBo1o 3 dekruBHOCTL npoTiB npHoHoB / Cleaning agents that are marked with*: These cleaning
agents are proven to be effective against prions
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[[Tepesod c nemeyxo2o u HzAUUCKO20 AIBIKOG HA PYCCKUT RIVIK]
[Ha 6ranxe xomnanuu «Kapn Llimopy CE u Ko. KI'y)

dopmupyeM BMecTe Oyaymee JHAOCKONUH Ha NPOTsHieHHR Gonee 75 net

«KAPJI LLUTOPU CE n Ko. KI's (KARL STORZ SE & Co. KG) * a/2230 « 78503 Tyrmunren/T epmanun
(Postfach 230 » 78503 Tuttlingen/Genmany)

YTBEPXKAEHO

Buue-npe3nieHT MEXIYHAPOJHOro OTIEIA N0 3A0POBLI0 NAIHEHTOB
H HOPMATHBHO-NIPABOBOMY PEryAMPOBAHMIO/

{BOMKHOCTE)

H.o. Kapam /Lxammann

(uma)

«Kapa lItopy CE u Ko. KI'»
Ap. Kapn-1llTopn-lliTpacce
34, 78532, TyTnunren,
I'epmanus
(Dr.-Karl-Storz-Stral3e

34, 78532, Tuttlingen
Germany)

{nodnuce!
(noanuce)
13.01.2023 2,

(nens, Mecan (undpamn))

(Ulramm)
[[Texams xomnanuu «Kapa llimopy CE u Ko. KI'»)

HHCTPYKIIMA IO NIPHMEHEHHIO

DHCTYIOCKON KeCTKHMH ¢ NPARALICKHOCTAMN
Ha3sanue MeHIHHCKOTO H3AEHAS

2023 r.
daxmaecxnil anpec: Baxxoscxie «Jloiwe Banix Al Kommasmmioe TosapuiiecTno  [Monssili xoMnanson
«KAPJI WITOPLL CE n Ko. pexenanTsi: TyToHuareny «KAPN UreopPLy CE «KAPNUTOPL
KI» «[OnnKpeawr Banx SWIFT: u Ko. KI'» Pepramtynre CE»
Ap. Kapn- Al» DEUTDESS6S3 Ap. Kapadlhopu-llitpacce 34 Jp. Kaps-lLhropae-llhpacce
Llropi-lllrpacee 34 SWIET: IBAN: DE0O9 6537 0075 78532 Tytaunrcn/Tcpmanns 34
78532 TyrmmrewTepmanna HYVEDEMM423 0211 6390 00 MECTOHAXOKACHHE KoMnann: 78532 TyTnmnres/T cpManmun
Tenchon: +49 7461 7080  1BAN: DE62 6002 . Tymmuren MecTosaxoxaeine
Gaxc: +49 7461 708-105 0290 0034 5326 05 Hapoonuit Sanx Toprosmii peecip: xoNnaims: r. TYTRHHICH
0, novTR; «lIsaprmansn-Ronay- r. lLktyrrapr, HRA 450442 Toprossiit peectp:
info@karistorz.com «Kpaitciunapracce  Hexxap oI'» Haeur, Ne anaveasunsa HAC: r. Uiywapr, HRB 762524
www . karlstorz.com Tymrunress SWIFT: GENODESITUT DE 142931059 Yupssasioimit  AHpexTop:
SWIFT: IBAN: DE97 6439 0130 [upexrvoa of yrrmmnauny Kepn-Kpsictian lropu
SOLADESITUT 0000 772003 MEKTPHYECRONO Tipeacenarens coneTa
iBAN: DE79 6435 M AMEXTPOHHOTO JIMPEKTOPOB:
0070 0000 0013 22 obopyaoaanus, MHOTOKpATHMH  NOUCTHLIA

per. Ne DE 74465858 aoxrop CrGuan Ihopu

9370320, pep. 4.1
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Peectp HoTapuajnibix neltereuit UVZ 117/2023 UZ 172/2023
Actpuna Xapaut-Iltpexxep * Ten.: +4974619659700 * daxc: +4974619659720

HorapuannHoe yaocroBepenne
Hognrcek, nocrasieHHas BLIIE B MOEM OPHCYTCTBHH, SBINICTCH HOAMHCHIO

r-na Kapuma Jlxammums,

Aara poxzaenan: 20 anpexx 1985 .,

cyxeOHnni anpec: 78532 r. Tyranuren, [p. Kapna-llltopu-Illtpacce 34,
— H3BECTHOIO MHE JIHUHO —

9TO A HACTOALIUM OPHIIHANLHO YACCTOBEPSIO.

r. Tyrnusuren, 25 susaps 2023 r.

/moonucwe/
Horapuyc Actpua Xapaut-Iltpexxep

[Pervegnan nexamv nomapuycal
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TeKkCT [aHHOro AOKYMeHTa nepeBén nepeBojunk PaxumkynoB dnbaap CepkanveBuy, 3HaHUe MHOCTPAHHOrO

Poccuiickas ®epepauns
fopog Mocksa
TpeTbero anpens Ase ThICAYN ABajLaTb TPeTbero roga
A, ToHkuH AMUT purii Banepbesnd, HOTapuyc ropoga MockBbl, CBUAETENLCTBY NOA/IMHHOCTL Nognucu
nepesoguvka Paxvmkynosa dnbgapa Cepkasmesunya.
Mopnvck caenaHa B MOEM MPUCY TCTBUN.
JInyHoCTb NognucasLIero AOKYMEHT YCTaHOB/IeHa.

3aperucTpuposaHo BpeecTpe: M 77/207A-H/77-2b"" / 3T
YnnayeHo 3a coBeplieHne HoTapuan™torg geiicTsus: 400 pyo6.

Bcero npoLuHypoBaHo, NpoHyMepos™
1 cKpennieHo nevaTblo__ 41 nuw(a)(o.)

HoTapuyc
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