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Baxxnas unopmauus 1ns nonszosareneit n3nenuii u unctpymenros KAPJI LITOPLY
Important information for users of KARL STORZ devices and instruments

Pexomenayercs nposepaTs BPRTOANOCTD BPOAYKTOR 418 Gpeanoaaracmoll nponeAyphl A0 E21ATA NCIOILIOBARES.

BnaronapuM Bac 3a nosephe, okasantoe Toproeoit Mapke KARL STORZ. Kak 1 Bca Halla npoayXuHa, NaHHOS H3REANE ARIRCTCA PE3yNBTATOM HAlero ONbiTa U
kponoTaxeoit paGoTel. Bul 1 Bawa opranu3zauna suibpany coppeMeHHbiil H BHcOKOKavecTBEHHLIA Npogy KT npoussoacTea komnannu KARL STORZ.

HacToawas HHCTPYKLHR A0/HKHA NOMOYL BaM NpaBunbHO HCMONB3OBATD, 8 TAKKE OYHILATS, AC3HHPHUHPOBATD K NPH HEOOXOAHMOCTH CTEPHANH3OBATD H3nenue. Bee

HeOOXONHMBIC 1ETANN H AcCTBIA HATNAAHO PA3BACHAIOTCA. [TOITOMY BHHMATENLHO NPOYTHTE HACTOALLYIO HHCTPYKUNIO: Oepeato XpannTe e€, yToOu B cayuae
BO3HHKHOBEHHS BONPOCOB K Hell Beerzia MoxHo 6uu10 oGpaTHTLCS.

NPEAYTIPEXAEHHE: 3x30ckonet KARL STORZ nocmagamomes HeCmepunbubimu, u ux #eobxooumo oviayams, de3unduyupoeams u cmepuiuzoeants nepeo
NEPEBIM UCNOALIOBAHUCM U KANCOBIM NOCAEOVIOU UM NOBTIOPHBIM UCTIONDIOBAHUEM.
Komnanna KARL STORZ nocroanso paGotaet Han ycosepiueHCTBOBaHHeM Beel npoaykumu. o 31oll npaunkHe BO3MOXHDb! H3MeHeHHA GOPMBI, OCHALIEHAR W

TexHonorny. Mel paccunthipacm Ha Bawe nounmanne. IToaromy AanHbie, H300paXeHNS H OMHCAHNA B HACTOALEH HHCTPYKLMK HE MOTYT GbiTh OCHOBAHHEM 1A
NpeabABACHAA NPETCH3NIA,

It is recommended to check the soitability 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 exoscopes 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 exoscopes 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. O6mue ceenenna/General information

Ixsockonl VITOM co CTepxHeBHMH JHH3AMH SBRAIOTCA MHOTOPA30OBLIMH H
COCTOAT H3 OKY/JAp3, pasheMa A CBETOBLIX kaleneli ¢ npeaycTaHOBNEHHBIMH
apanTepaMn ANA CBETOBLIX Kalenell apyrux npoussoaurencih v obonouxu H3

HECPXKABCIOWICTD MATCPHANE, KOTOpas 3aKpbiBaeT CHCTOMY CTCPKHOBBIX NHH3 H
BCTPOCHHOTO ONMTOBOIOKOHHOIO CBETOBONA.

Mo3ToMy ¢ HHMH HeoOXOANMO O00palmATECA OCTOPOKHO H NPOBEPITH HA
NPaBWILHOCTL PYHKUMOHHPOBAHUA H HA HAMHYHE MPH3HAKOB MOBPEkKACHUA A0 W

NOCAC KAKAOTO HCNONLIOBAHNA HA MALNECHTE.

Cobmopenne cnenyiomeh unpopmaunn ofecneunt aoaruit cpok cayxObl BAIIHX
axaockonos VITOM,

Rod lens exoscopes VITOM 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 exoscopes VITOM
have a long service life.

1.1. Hasmenonanne meannuacxore asaeaas/Name of the medical device

Ix3ocxkon VITOM B BAPHANTAX BCDONHEHNS C NPNBEALICKHOCTAME:

Exoscope VITOM in variants with accessories:

. Owiockom VITOM s BapuanTax SCOONHEHEN: I Exoscope VITOM in variants:
1.  3Oxsocxon VITOM, nanpasnenne nabmoznenus 0°, annna |8 cM, B cocTase: I Exoscope VITOM, direction of view 0°, length 18 cm, consists of:
- 3x3ockon - IwiT.; - Exoscope - Ipc.;
- Huctpykuma no sxcnuryataumm — | wr. - Instruction for use — | pc.
2. Oxaockon VITOM, vanpasnenune nabmoachus 90°, mnna 19 cM, B 2. Exoscope VITOM, direction of view 90°, length 19 ¢m, consists of:
cocrabe: - Exoscope - Ipc.;
- 3x3ockon - 1wT.; - Instruction for use — 1 pc.
- Hwerpykums no axcnuyaranmu — | wr.
3. Exoscope VITOM Il NIR/ ICG, direction of view 0°, length 18 cm,
3.  3x3ockon VITOM Il NIR/ ICG, nanpasnenue Habmoaexns 0°, amina 18 consists of®
CM, B COCTaBe: - Exoscope - Ipc.;
- Ox3ockon - lwr.; - Instruction for use - | pc.
—  Hretpyxums no 2xcrutyataumu — | wr.
Il.  Accessories:
1. pssagaexsocTs:
1. Adapter for KARL STORZ and Olympus light guides
1. Ananrep ceetoponos KARL STORZ u Olympus 2. Adapter for Richard Wolf light guides
2. Anantep cpetoBonos Richard Wolf 3. Flat brush for cleaning - 5 pc./pack.
3. Illerka nnockas A8 OMKCTKH - 5 wt./yn. 4. Wire container for disinfection / sterilization / storage, dimensions: 352 x
6
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KoHTeliHep NPOBONOYHbBIA ANA Ae3VHGEKLMN/CTePUAN3ALUN/XPaHEHNS, 125 X 54 mm
pasmepbl: 352 x 125 x 54 Mm

Possible further names: exoscope, VITOM, exoscope VITOM, device.
[anee rno TeKCTy BO3MOXHbI HanMeHOBaHMA: ak3ockon, V1TOM, ak3ockon VITOM,

n3genue.
lj. MepeyeHb apTUKynoB n3aennin/REF list
~k3ockon VITOM B BapuaHTax UCNOIHEHUS: I. Exoscope VITOM in versions:
HanmeHoBaHue REF Name REF
3k3ockon VITOM, HanpasneHne HabnogeHus 0°, 20916025AA Exoscope VITOM, direction of view 0°, length 18 cm 20916025 AA
18 cm Exoscope VITOM, direction of view 90°, length 19
A 20916025DA
C] 3(_)0!<on VITOM, HanpaBneHue HabnwogeHus 20916025DA cm
jUiIHHa 19 cwm Exoscope VITOM II NIR/ ICG, direction of view 0°, 20916025AGA
3k3ockon VITOM II NIR/ ICG, HanpaBneHue 20916025AGA length 18 cm
-UMEO geHnsa 0°, ginHa 18 cm
Il. Accessories
I RepyuHapnexHocTU Name REF
o HavnmeHoBaHMe REF Adapter for KARL STORZ and Olympus light guides 495G
3"37iaTep ceetoBofoB KARL STORZ un Olympus 495G Adapter for Richard Wolf light guides 495F
~n5iTep ceBeToBogoB Richard Wolf 495F Flat brush for cleaning 27652-05
-f,?3 3annockas 4ns 04MCTKM 27652-05 Wire container for disinfection/sterilization/storage, 39501A2
KoM eiiHep npoBoouHbIN Ans gesuHpekumumn/ dimensions: 352 x 125 x 54 mm
AMAPUnsaumn/xpaHeHus, pasmepbl: 352 x 125 x 39501A2
[:3. HazHaueHue/Intended use
®"kon ucnosnb3yeTcsa B cocTase cuctemsl VITOM, npeaHasHaueHHoOR ans The exoscope is used as part of the VITOM system, designed for extracorporeal
A"ANKOPNOPa/IbHOW BU3yann3auuy onepaLMoHHOro noss Bo BpemMs guarHoctuku  visualization of the operating field during diagnosis and treatment in endoscopic
2% Hna B 9HAOCKONMYECKOI 1 OTKPLITOM XUPYPruu. and open surgery.

™—1;4, MokasaHus/Indications
"“Ckon VITOM wucnonb3yetcs Ans Bu3yanusaums onepauuoHHoro nons u  Exoscope VITOM is used for imaging of the surgical field and documenting in
jiHg ™eHTMpOBaHMS B MUKPOXMPYPrUM, a TakKXKe B OTKPbLITOW W MuUHMManbHO microsurgery, and in open and minimally invasive surgery.

3|3 BHOIN X1pypruu. Exoscope has no patient contact and is therefore non-invasive.
jig™Kon He WMMeeT HMKAaKOrO KOHTaKTa C MauvMeHToM M noaTomy sBnsetcs It’s application can cover many areas of surgery.
gj, "“Pa3vBHbIMMU. Known important indications include (sample):
NMPMMEHEHNE MOXET 0XBaTblBaTb MHOTME 06/1aCTN XUPYPIUN. - Imaging in spinal surgery in the treatment of typical symptoms (stenosis, injuries
" ¢VRCTHbIM BaXKHbIM MOKa3aHWAM 0THOCATCS (BbIOOPKa): of intervertebral discs).
iSXe*’\4yan|/|3au,v|ﬂ B XVMPYPru1 MO3BOHOUYHMKA MPY NIeYEHUN TUNUYHBLIX cumnTomoB - Visualization in ENT medicine (tympanoplasty, parotidectomy, rhinoplasty,
303bl, MOBPEXAEHNS MEXMO3BOHOUHbIX AVCKOB). laryngoscopy, etc.).

E 000 LIMPMU @] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Rus

Bruayanusauus 3 JIOP-meavumne (TMMNAHOIIACTHKA., NAPOTHAIKTOMMA,
PHHOMNACTHKA, NAPHHTOCKONHA H T.0.),

- Bu3yanH3auss B FTMHEKOJOTHH NPH HecaeaosaHHk Potio (KonbnockonKs) wan npi
OTKPBITHIX XHPYPrHYECKNX NMPOLCAYPaX (HANP., YPe3BNaratHIlHaA FTHCTEPIKTOMNA).
- Busyammusauss 8 HeHpoXHpypruu (PeseKuHs OnyxonH, aHacTOMO3bl, JCucHHWe
AHEBPH3MOB H T.A.)

- \\
- Visualization in gynecology for Potio examination (colposcopy) or for open
surgical procedures (e.g. transvaginal hysterectomy).

- Imaging in neurosurgery (tumor resection, anastomoses, treatment of aneurysms,
etc.)

1.5. lIporeponoxkmasun/Contraindications

Hcenoabsosanue sk3ockona VITOM npoTHRONOKA33HO, €C/IH O OLUESHKE Jiedalllero
BPaYa 3K30CKON HE TOANTCA ANA OTOOPAKCHHS ONEPALKOHHOTO NONS.
Mockonbky HcTouHuKkH cBeta upMbi KARL STORZ pe roasvca ana

HCNONL30BAHUA B OPTANbMONOIHH, TO H HCNOAb30BaHKE 3K30cKona VITOM s sroil
00nacTH TaKKe MPOTHBONOKA3AHO.

The use of the exoscope VITOM is contraindicated if, in the opinion of the
attending physician, the exoscope is not suitable for displaying the surgical field
or the general condition of the patient does not allow the use of the VITOM system.
As light sources from KARL STORZ are not suitable for use in ophthalmology,

the use of the exoscope VITOM in this special area is also contraindicated.

1.6. Boasoxmsie mofoannie ypdexrni 8 ocnoxacnnn/Possible adverse events

and complications

Ix3ockon VITOM caykut TOALKO ANA BH3IYAAN3AUHN H AOKYMEHTHpOBaHHA. B
CBA3K C ITHM HHKaKHe OCNIOKHEHNA He YIIOMHHAIOTCA.

Exoscope VITOM serves only for visualization and documentation. No
complications are mentioned in this regard.

1.7. Ksanndnxanus sons3osarens/User qualification

Oxsockon VITOM MOXET HCNONLIOBATECA TONBKO BPaYaMH M BPauaMH-
ACCUCTEHTAMH, HMCIOMIHMH COOTBETCTRYIONIYIO CNCUHANHIHPOBAHHYIO
KBATHPHKALMIO W MPOWCAMNMH HHCTPYKTRK 0O HCHOAL3OBAHHIO NAHHLIX
MEeAMLHHCKHUX BINeaHi.

The VITOM exoscope may only be used by physicians and assistant physicians
who have the appropriate specialized qualifications and have been instructed in
the use of these medical devices.

1.8. Onncanne ocHOBRLIX §YHKRNOBAALEMX VIEMENTOS | COCTABELIX ¥acTeli (Yan0B) Meamnunckoro manenns/Key Functional Elements and Components

(Units) Description

0+@+®

Oxsockon VITOM, Hanparienne Hatuogaenna 0°
Exoscope VITOM, direction of view 0°
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1. Anantep csetosoaos KARL STORZ u Olympus (npeaycraHosnen) 1. Adapter for KARL STORZ and Olympus light guides (pre-installed)
2. Ananrep csetoBoaos Richard Wolf (npeaycranornen) 2. Adapter for Richard Wolf light guides (pre-installed)

3. lltyuep ana noasoaa ceeta, Ge3 azanrepa 3. Connection for light supply, without adapter
4. Konbuo ana UBETOBONO KOAHPOBAHKA HANPABRICHHA HAGNOAEHNA: 4, Ring for color coding the direction of view:

3enenoe = 0 rpanycos Green = 0 degrees
5. Oxyasp n HaraasHMK 5. Eyepiece and eyeshade
6. Koasuo ¢ mapkuposxoii «Autoklavy 6. Ring marked "Autoklav"
7. OO0BEKTHB H AHCTANbHBI BHIXOA CBETOBOAA 7. Objective and distal light guide exit
8. Ocsernrens 8. llluminator

O+@+03
Jxsockon VITOM, Hanpasnenne nabmoaenna 90°
Exoscope VITOM, direction of view 90°

1. Ananrep ceetoBonos KARL STORZ u Olympus (npexycratosneH) 1. Adapter for KARL STORZ and Olympus light guides (pre-installed)
2. Apnantep ceerosonos Richard Wolf (npeaycranoBnen) 2. Adapter for Richard Wolf light guides (pre-installed)
3. Uryuep ana noasoaa ceeta, 6¢3 anantepa 3. Connection for light supply, without adapter
4. Konbuo 12 1BETOBOTO KOAMPOBAHUA HANpanIeHns HabmoneHus: 4. Ring for color coding the direction of view:

Cunee = 90 rpanycos Blue = 90 degrees
5. Oxynsp H HarmasHuk 5. Eyepiece and eyeshade
6. Konbuo ¢ mapkuposkoit «Autoklavy 6. Ring marked "Autoklav"
7. OOBEKTHB H AHCTANLHLI BLXO0A CBETOBOAA 7. Objective and distal light guide exit
8. OcsetHTenn 8. llluminator
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Anantep cserosonos Richard Wolf
Richard Wolf light guide adapter

AT |

illeTxa nockan IS OYHCTKH - § IT./ym.
Flat brush for cleaning - 5 pcs / pack.

87~

£

Kouvefinep nposonounsiii an ae3nugexuHH/CTEPRANIALHIXPAHCHHA, PasMepsl: 352 X 125 x 54 mm

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

1.9. OcHOBBBIC TEXREYECKEE K $yNKumonaIbEME XapakTepucTaxa/Main technical and fuactional characteristics

Anana ¥Yroa
Homep no OGman Hapysamil Bayrpenan Ioxe IiseToBOe
pabouedi 9acra, HARpaBienss Maces, r
N KaTaNOTY ANERS, MM - auaMeTp, mm | i AmameTp asbarogenns ofzopa ofozaavenme
Total Working Outer Inner ; Field of
REF length, mm length, mm diameter, mm | diameter Di n of view view Color code Weight, ¢
1) | 20916025AA 183.26 104,80 10,00 N/A 0° 12° 3enenniii/ Green 182
2) | 20916025DA 187,26 115,80 10,00 N/A 90° 12° Cuunii/ Blue 184
3) | 20916025AGA 183,26 104,80 10,00 N/A 0° 12° 3enensiii/ Green 182

JHomyckn coctapnmor + 10%/ Tolerances are + 10%
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IpsnaasexnocT/Accessories
{
c
¥
-
A D
Anantep cperoponos KARL STORZ u Olympus / Adapter for KARL STORZ and Olympus light guides (495G)
Jnuma (A): 22,2 MM Length (A): 22,2 mm
Huanmertp (B): 11 MM Diameter (B): 11 mm
Huanmerp (C): 12 MM Diameter (C): 12 mm
Huamerp (D): 8,50 MM Diameter (D): 8,50 mm
Macca: Sr Weight: 5 g
Jomyckn cocrapnmor £ 10% Tolerances are-:l: 10%
Anarrrep ceetopopoB Richard Wolf / Adapter for Richard Wolf light guides (495F)
Joana: 12 MM Length: 12 mm
Buemnnii auamerp: 8,95 MM Outer diameter:8,95 mm
BHyTpennnit nuameTp: 7,6 MM Inner diameter: 7,6 mm
BryTpennas pessba: M8,5x0,5 Inner thread: M8,5x0,5
Macca: 1,25 Weight: 1,25 g
Tonycku cocrasamior + 10% Tolerances are + 10%

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

12




Rus

OnvHa: 152 mm
LvpuHa: 15 mm
Macca: 12,7 r

Jonycku coctaBngaoT £ 10%

AnnHa: 352 mm
LvpuHa: 125 mm
BbicoTa: 54 mm
Macca: 758 r

Jonycku coctasnsaoT + 10%

Eng

000000a00 D

LLleTka nnockasa ana ounctku - 5 wit./yn. / Flat brush for cleaning (27652-05)
Length: 152 mm
Width: 15 mm
Weight: 12,7

Tolerances are + 10%

KoHTelHep MpoBO/IOYHbIN ANS Ae3nHpeKunm/cTepumsaymm/xpaHeHms, pasvepbl: 352 x 125 x 54 mm /
Wire container for disinfection / sterilization / storage, dimensions: 352 x 125 x 54 mm (39501A2)

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

Tolerances are + 10%

1.10. Knaccuukaumsa MW/Device classification

Knaccugumkaums
Knacc B 3aBUCMMOCTU OT
NOTeHLUMaNbLHOI0 pUcka
NPUMEHEHUS MeULIMHCKOr 0
n3genus

KpaTHOCTb NpUMEHeHUs

Classification

2a Class of potential risk for medical
device
M3nenne MHOroKpaTHoro Multiplicity of applications
NPUMeHeHNSI
13
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CTepunbHOCTD Hecrepnbhoe, crepriansyemoe Sterility Non-sterile, sterilizable
Het KoHTaKTa ¢ nauneHTOM. No contact with the patient.

‘:omcc"d":‘zl;:;:;::f Kpatxospemennbiii xoHTaKT (<24 Contact Limited exposure (< 24 hours)

qen“o! um‘m'a 4acoB) ¢ HeNoBpeXAEHHOH KoXeH with intact skin surfaces of a
MEJNLMHCKONO pabGoTHHKA. medical worker,

TipuroasocTs Ans Suitable for oxygenated .

IKCNAYATAUUH B Cpene ¢ He npHroaso environments Not suitable

ROBBIMIEHHBIM COAEPKAHHEM

Kucnopoaa

2. Hactpyxnun mo 6esomacmocrn/Safety instructions

2.1.Camponst & nndopmanns o6 onacuocTa/Symbols and hazard information

BHHMATENBHO NPOMTHTE AAHHYIO HHCTPYKLMIO N0 IKCIVIYATAUMA H CTPONO Please read this manual carefully and follow its instructions exactly. The words
cobmopnaiire yxazaung. Cnosa «Ilpeayspexaenne», «Bammanme» H «Yazamme» | WARNING, CAUTION and NOTE convey special meanings. Wherever they
HMEIOT CnelnanbHoe HasHaueHne. I'ae Gbl OHH He BCTPeYATHCh B HHCTPYKUMH NO are used in this manual, the following text should be carefully reviewed

IKCTIUTYaTALMH, CIEAYET BHUMATENbLHO NPOYMTATL CACAYIOMWMH 38 HHMH TEKCT, to ensure the safe and effective use of this instrument. To make these words

yTo6K ofecneunTs Ge3onachyio H dpdexTHBHYIO IKCIUTY aTaumio usaeaus. [na stand out more clearly. they are accompanied by a pictogram.

Gonee 3ameTHOIO BhiaeneHHus cnos «[ipeaynpexaenne», «Baamanne» u

«YkazaguEe» nepea HUMH AONONHHTESABLHO CTOHT NHKTOTPaMMA. WARNING: A Warning indicates that the personal safety of the patient or
personnel may be endangered. Failure to observe

NPEAYIIPEXAEHUE. «Iipeaympexaenne» o0paniacT BHUMAHHE Ha a Warning could result in injury to the patient or personnel.

CYIIECTBYIOULYIO ONACHOCTD AN MalMeHTa Wik spaya. Hecobmonenue CAUTION: A Caution indicates that particular procedures or precautions must

ApeayNpekKAcHHA MOXKeT NPHBECTH K TPABMHPOBAKRHIO NALMEHTa KAH Bpava. be followed to avoid possible damage to the instrument set.

BHUMAHHE. «<BaaManue» o0pailiactT BHHMAKHE Ha HEOOXOAHMOCTD NOTE: A Note indicates special information regarding operation or clarifies

RAPOBSACHNA ONPEACHEHHBIX MEPONPHATHIE MO TeXOOCNYKHBAHNHIO WIH MPHHATHA important information.
Mep no obecneveHnio 6e30nNacHOCTH, YT00bl NPECAOTBPATHTD NOBPSKACHHUE
H3nenuA.

YKA3SAHHUE. «¥Yxa3saEEe» COASPXHT CNEUBATLHYI0 HRGOpMaUHIo No
O0CIYXHBAHHIO M3AEIIHA WK PA3HACHACT BAXHYIO HHdOpMaLIO.

2.2.Macrpyxunn 0o vexnaxe Gesomacnocra/Safety instructions

Cepbesunie snERACETHI Serious incidents
Cornactio INonoxermo 0 MeaHUMHCKHX H3aeanax (MDR). «cepbeanniit nHupaeHT» | According to the Medical Device Regulation (MDR), a “serious incident”
BK/IOYAET MHUMACHTH, KOTOPHIE RPAMO WIH KOCBEHHO MMENH WiH MOTNH uMeTs | includes incidents that directly or indirectly had, could have had. or could have

moboe u3 cnenyromux nocneactsuit (MDR. cratba 2, Ne 65): any of the following consequences (MDR, Art. 2, No. 65):

- CmepTh nauMeHTa, NONLIOBATENN HAN APYTOTN0 YenoBeKa - Death of a patient, user, or another person

- BpeMeHHOe WIM NOCTOAHHOE CepbesHOE YXYAUIEHHE COCTOAHMA 3a0poBba | — Temporary or permanent serious deterioration in the medical condition of a
14
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NauKeHTa, NONb3OBaTeNA WIK APYTOro YeJlobeka patient, user, or another person

- Cepbesnan yrpo3a o61ICCTBEHHOMY 3A0POBLIO - A serious threat to public health

060 BceX CEPBE3HBIX WHUMACHTAX HEoOXOAWMO yBeaoMasTs npoussoautens M | The manufacturer and appropriate authority must be notified of all serious
COOTBETCTBYIOIIUE OPraHbi. incidents.

[lospexaennsie H3nenns Damaged products

MoBpexaenHble U3REIHA MOTYT NPHUBECTH K TPaBMaM NALMEHTOB, noab3opareneii | Damaged products can result in injury to patients, users, or third parties. Before
AU TpeTbixX Ani. [lepen kKaXAMM HCNOAL3OBaHKWEM NpoBepsaiite Bce KOoMNOKeHTH | each use, check all components of the product for damage. Do not use damaged
w3genna Ha npeamMer nospeaciennit. He ncnoas3syiire nospexaeHHbie H3AENHA. products.

Ilpasaavaoe ofpamenne Correct handling

Henpasunsioe ofpatienne ¢ H3ACTHEM MOXET DPHBECTH K TPaBMam nauMeHToB, | If the product is not handled correctly, patients, users, and third parties may be
nonb3oBarencH U TpeThHX AuL. PaGoTats ¢ HHM MOTYT TOMBKO JIHUA, oGnanaiowue | injured. Only persons with the necessary medical qualification and who are
HeoOX0AUMOI MEAHLIHHCKON KBaHPHKauHel H 3HAKOMBIE C NPUMEHEHMEM H3ACAKA. | acquainted with the application of the product may work with it. Check that the
Mepen ncnonb3oBanneM yOeANTECH, YTO HILEANE NOAXOAMT ANA faHHOR Hpoueaypw. | product is suitable for the procedure prior to use. Check the product for the

Iposepaitre uzaenue o ¥ Nocie KAKAOTO HCNONB3OBAHUA HA: following points before and after every use:

- Henocmocts - Completeness

- Xopouee pabGouee cocTosHHe - Good working order

- OcTpbie yran — Sharp comers

- Kpas ¢ 3a3yOpunaMu - Burred edges

- [pasriabHas c6opKa XOMIUIEXTYIOMMX - Correct assembly of the components

- OyHKUHOHANBHOCTD - Functionality

He ocTarnsiiTe BHYTpH NaupeHTa CROMaHHBIC ACTAIN. Do not leave broken-off components inside the patient.
He noapepraiire u3aenne MexaHu4uecKoil Harpyake. Do not overload the product with mechanical stress.
He ebirnbaiire nor{yToie H3AEHHS O0PATHO B HCXOAHOE MOROKEHHE. Do not bend bent products back to their original position.
T'opatue nacTn Hot components

BHICOKAS HHTEHCHBHOCTb CBETA, CO3NABACMAN HCTOYHUKOM CBETa, MOXeT BbiaBaTh | The high level of light intensity produced by the light source may cause the distal
HATPEB AKCTANLHOTO KOHUA, CBETOBLIX COSAMHECHUI M coceMHX KOMROHeHTOB. D10 | end, the light connections, and adjacent components to heat up. This can cause
MOXET BbI3BATH OXOrH Y NAUHEHTOB, NOAbL3OBaTENeH M TPETLHX AU, burns to patients, users, and third parties

VCTaHOBHTE MOIIHOCTD WCTOYHHKA CBETA HA YpOBEHb, AocTatounbiif ans | Set the light source output to a level that is just high enough to ensure optimal
ofecneucHUs ONMTUMANLHOTO OcBelieHHs pabGoueii 3onn. Hsberafire xoutakta ¢ | illumination of the operating area. Avoid contact with the distal end and light
AUCTAILHBIM KOHLIOM H CBETOBBIMH COSIHHCHHAMH. connections.

Boicoxas EETeRCEBEOCTH CBETR High light intensity

BhICOKas MHTEHCHBHOCTb CBETA, H3Ty4aeMan HCTOYHHKOM cBeTa, MoeT npusecTH k | The high level of light intensity produced by the light source may lead to
HeoOpaTHMOMY NOBPEKAEHMIO N33 WIH CICNOTE, a TAKKe K Harpesy Tkameli u | permanent eye damage or blindness, and may cause tissue and items facing the
MIPSAMETOB, HA KOTOPbIE KANPABNEH CBETOROH NOTOK. light output to heat up.

He cMoTpHTE Ha CBEeTOBOH NOTOK. Do not look into the light output.

15
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YCTaHOBHTE MOIHOCTD HCTOMHWKA CBETA Ha YPOBEHb, AOCTATOMHLIN Ans
ofecnedeHns ONTHMANLHOTO OCBelleHNA palouett 301bI.

Y6enurech. YTO HCTOYHUK CBETE HAXOANTCA HA AOCTATONHO GONBUIOM PACCTOAHMA
OT TKaHe#l H ONCPALHOHHBIX NPHHAMNCKHOCTEH,

CooTBercreywias koMbananus K300K082 H OETOBOJIOKONHOIO CBETOBOAA
Ecnn auaMetrp onmoBONIOKOHHONO CBETOBOAR CJHINKOM BEAHK, PasheM 3K30CKONa
Harpeerca. IJT0 MOXKET BbI3BATH ROBpeXACHHE 3k3ockona. Ecnn  anametp
ONTOBONOKOHKONO CBETOBOAA CAMINKOM Man, B 3K3ockon Oyaer nonaaars
HEJLOCTATOMHO CBETA. DTO MOXKET 03HAYATH, 4TO paboyas 30Ha OyaeT HEAOCTATOYHO
ocheieHa. Henonsayiire 3K30CKO0N ¢ ONTOBONOKOHHLIM CBETOBOAOM NOAXOAALICTO
AHAMeTpa.

HecTepuanunil spoaysr

Hagenue nocTasnsercs HecTepwibHbM. Henonb3oBaHHe HECTEPUNLHBIX M3AeNHI
CO3ZaCT DPHCK 3apPAKEHHR A3 NAUMEHTOB, NONL3OBaTeNeH M TpeTbUX AU,
OGpaGoTaiire H3nessie B COOTBETCTBHM ¢ HHCTPYKUHAMH NO nosropho#l obpaborke
NEPen NEPBHIM HCMONLIOBAHHEM Y NPH KAKAOM NOCCAYIOUIEM HCNONLIOBAHNH.

YasTpassykosas ofpaforxa
TpoayKT He NOAXOAMT MM YAETPa3BYKOBOH oOpaboTku.

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.

Appropriate combination of exoscope and fiber optic light guide

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

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 product is not suitable for ultrasonic treatment

2.3, Mepat openocTOPOXEOCTE NPH ECNOALIOBANEA 3K30ckonon/Safety precautions while using the exoscopes

3K30CKONbI AODKHBI HCTIONB30BATHCA TONLKO B COOTBETCTBHH C MEAHLMHCKIMA
NpaBRIaMH H NPOLCAY PAMH, YTBCPKACHHBIMH A1 AAHHOTO METOAA.

The exoscopes must only be used according to the medical rules and procedures
approved for the method.

2.4. lNorennuansuniit noTpebaTens/Potential consumer

MeaHUMHCKHE H3EAHS MOTYT HCTIONB30BATLCA TOJIBKO BPaMaMH H BpavaMu-
ACCHCTEHTAMM, HMEIOINMH COOTBETCTBYIOILY IO CMICLIHANH3HPOBAHHYIO
KBANWPHKALHIO H APOWEAWIHMH HECTPYKTAXK NO HCNONbL30BAHHIO JAHHBIX
MEAHLMHCKHX H3aenil.

Medical devices 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. Ycnoses npumenenusn/Usage conditions

MeanunHcKHe H3NenNA, BKAIOYAA NOAKTIOYEHHOE 000pY A0BAHKHE, MOXKET
WCTIONB30BATLCA TONLKO B MCAHUMHCKHX KAOHHETAX, B KOTOPHIX YCTAHOBIECHO
INEKTPHYECKOE 06OPYAOBAHHE B COOTBETCTBHH ¢ NIPUMEHHMbIMH HAUHOHANTBHBIMU
TIpaBHNAMH U CTAHAAPTAMH.

Medical devices 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. CeeneHuES 0 IEXADCTBENALIX CPEACTEAX BXOASINEX B COCTAS MeARRRACKoro n3aenns/Information about the mediciunes included in the medical device

He npumennmo

| Not applicable

2.7. Cnenenng 0 MATEPRANAX KHBOTHOTO/ME/I0BEECKOTO HponcXoxaenns/Information about materials of animal/buman origin
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He npuMenmo

Not applicable

3. O6pamenue ¢ nazeanem/Handling

3.1. Pacoaxoska/ Unpacking

TpoBepsTe NOCTABKY HA KOMIUIEKTHOCTD H Ha NPEAMET BOSMOXKHbBIX NOBpeXASHHH.

Check for missing items and evidence of shipping damage.

3.2. YcoBus TPAECHOPTHPOSKA B Xpanenng/Storage and transportation conditions

Temnepatypa -20°C ... +60°C Temperature -20°C ... +60°C
Omocxl;rtnwaa BIKHOCTD 10% ... 90% Relative humidity 10% ... 90%
BOSAY Air pressure 700 ... 1060 hPa
Jasnenure Bo3ayxa 700...1060 rTla pee
3.3. Yenosus yxenayaranun/Operating conditions

Temnepatypa +10°C ... +40°C Temperature +10°C ... +40°C

OTHOCHTENbHAR BADKHOCTD BO3AYXA 30% ... 70% Relative humidity 30% ... 70%

Jlasnenne Bo3ayxa 700...1060 rTla Air pressure 700 ... 1060 hPa

3.4. Cpox roamocTa/cpox Ixcunysranan/Shelf life/Service life

UroGpl pacnosHaTh BOIMOXKHBIH MH3HOC MaTepHana, HeoOXOAWMO BHINOAHHTHL
cneayiomte GyHKLMOHAIbHBIE NPOBEPKH:

1. TpoBepHTL NOBEPXHOCTD FKIOCKONA HA OTCY TCTBHE MEXAHHUECKHX NOBPeKACHHIH
" U3MCHeHHN.

2. [lpoBeprTe NPaBMABHOCTD MOCAIKH (PUCOCANHEHHBIX KOMMOHCHTOB H MpH
Heo0XoAMMOCTH 3aPHNKCHPOBATL PA3HEM IUIA OYHCTKH.

3. INposepuTs, nepenaerTca NK H3oGpaxkkeHHe.

4. [lpoBepuTb, NepenacTca AU CBLT.

lMpuroasocTs M3neMMA B JHAMUTENbHON  CTENCHM  onpeaenseTca no
IKCIIYATALHOHHOMY H3HOCY, HANHYMIO H XApaKTepy BO3MOXKHBLIX MoBpexaeHui u
38BHCUT OT BbiGopa meTopoB 0OpabOTKH M XHMHYecKHX cpeacTs. OxuaacMan
cpeanas HapabGorxa Ha oTxas ~ 1000 unknos.

Oxupaemulis cpok cyx0u — S ner

Cpok roHOCTH cTepuIbHBIX H3aennil CocTaBseT 5 aer.

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

1. Check the exoscope 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 sterile devices is 5 years

3.5. Hcnoanionanme/Application

NMPEAYIIPEXIAEHHUE. Dx30ckon NOCTaBASETCA HECTEPHILHBIM, NOITOMY €ro
HEOOX0AUMO OUBLIATL, ACMWPUUHPOBATD B / WIM CTEPHIH3OBATL NEpPen NEPBbIM
HCNONb3OBAHHEM H KKABM NOCNEAYIOIHM NOBTOPHBIM HCNIOAB30BAHHEM.

WARNING: The exoscope is not sterile when delivered and must therefore be
cleaned, disinfected and/or sterilized prior to initial use and each subsequent
reuse.
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3.6. TIpuHAANEXROCTHE, DPERYCMOTPEHERIC A1S NCRONLIOBAHNSE BMecTe ¢ Hiteanem/Accessories to be used in combination with the device R

Braeocucremn KOMEAKTHLIC INZOCKONEIECKHE (cmcremet | Compact endoscopic video systems (systems for control/getting video images

yupasienss/uoxyicaun sracox3obpmxennii ans maockona), coueraromee 8 | for an endoscope), combining a camera control unit, a light source, a

cebe 6nok ynpastenus xamepoli, ACTOUANK CBETR, MOHBTOP), NOACOCANENEMBIe | moRitor), connected using a light cable:

SpB NOMOINE CBETOBOAR:

JonycTuMo uCnoab30BaHle MOObIX KOMMAKTHLIX BHACOCHCTEM 3HAOCKONHUYecKHX. | It is allowed to use any compact endoscopic video systems registered in

3aperucTPHPOBAHHLIX B YCTRHOBICHHOM NOpAAKe Ha TeppuTopuu PO. accordance with the established procedure on the territory of the Russian

Federation.

Tonoska BEacokaMepnl (BRAcokaMepa >maockoma) ¢ mydrol Gmxcanus
oxyaspuoii onTaks: Video camera head (endoscope video camera) with eyepiece optics fixation
JonycTiMo KCNONL3IOBAHHE MOOHLIX NONOBOK BHACOKaMephl ¢ MypToll ¢pukcaunn | clutch:

OKYNAPHOR ONTHKH, 3APETHCTPHPOBAHHLIX B YCTAHOBACHHOM MNOPAAKe Ha
reppuropni PO. 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
SanockonEYecKne HCTOUYBHEKSE CBETA (BCTONENKE OCBeNICHES AN Yanockona), | Russian Federation,

NOACOCANHNECMbIC RPN ROMOILN CBETOBOAOS:
JonycTuMO  MCTIONB3OBAHHE  JIIOOLIX  JHAOCKOMIKYECKHX HCTOMHKHKOB cBeta, | Endoscopic light sources (light sources for the endoscope), connected using

3aPeruCTPHPOBAHHLIX B YCTAHORICHHOM NOpPSAKe Ha TeppHTopun PO. light cables:

CsevroBoam: It is allowed to use any endoscopic light sources registered in accordance with
Ecin cBETOBOA M 3JK30CKON MAPKHPOBaHB cuMBonaMu (cM. Tabauuy), To | the established procedure on the territory of the Russian Federation.
NOAXOAAILAN KOMOMHALMA JOMXKHA ONPEACHATHCA B COOTBETCTBHH ¢ 3JITHUMH

CHMBONAMH. Light cables:
JuameTp cBeTOBON2 Juamerp 3x30cKona If there is an identification symbol on the light cable and the exoscope (see
table), assign matching combinations according to the symbols shown.
4.8-35.0 mm o 6.6-12.0mm 0 Light cable diameter Exoscope diameter
3.0-3.5 MM o 3.0-6.5 M 0. 4.8-5.0 mm (@) 6.6-12.0 mm O
20-2.5MM ‘e 0.8-2.9 MM ‘. 3.0-3.5mm o] 3.0-6.5 mm Q
2.0-2.5 mm ‘o' 0.8-2.9 mm Y

3.7. Ocmorp/lnspection
OcmaTtpuBsalite 3K30CK0N HA NPEAMET NOBPEXKAEHUI CPa3y NOCIE NONYHEHIUA, a

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

TaKXKe A0 H NOCAe KAKAONO HCHONb30BAHMS. each use.

Hiobpaxenne Image

OCMOTPHTE TOPLB ONTTHKH (AKCTANBbHBIH KOHEW ¥ OKYNSP) Ha npeameT uapanun v | Examine the optical end faces (distal end and eyepiece) for scratches and
18
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OCTaTKOB XHPYPrH3eCKHX HNH ApYrHX 3arpasHenuii. [oBepxHocTy aonxnbt ObITh
TIAIKHMK 1 GAeCTIIMHMH.

Yr10661 NpoBepHTL XKa%eCTBO M30GpaKEHHA, HEOOXOAHMO BPAIIATD FK3OCKON.,
CMOTPA B €10.

Ecnu u3o6pakenne YaCTHHO WIH NOMHOCTBIO HCKAKEHO, TO STO 03HAYAET. YTO AHbo
CHCTEMA CTEPRHEBBIX JIHH3 HEHCTIPABHA, THOO NMH3B B OKYSPE NOBpeXxacHbl. B
TaKHX CY4aAX 3K30CKON HEOOXOAHMO 3aMEHHTD.

Tycknoe WK NATHRCTOE H300paXKkeHie MOXET ObiTb BH3BAHO BIAKHOCTBIO WIH
OCTAaTKAMH AC3HHPHUMPYIOMETO CPEACTBA HA TOPLIEBLIX SIOBEPXHOCTAX ONTHKH.

Coeroson

Hanpasbre ancTaNbHBIN KOHEU B HANPABNCHHH HCTOYHHKA CBETA U NPOBEPLTE
KOMIHYECTBO TEMHBIX TOYEK B MECTE COSIHHEHHA CO CBETOBOAOM. Takne TeMHuble
TOUKH YKA3bIBAIOT Ha TO, HTO ONTHYECKHE CBETONPOBOAALIME BONOKHA
nospexaeHn. H3onuposanibie NOBpEXACHHBIC ONTHYECCKHE BONOKHA HE
OKa3bIBAIOT 3AMETHOIO BAMAHNSA HA KAYeCTBO H300paKeHHA.

Onnako BHXOAHAR SPKOCTb ACACTBHTENLHO JHAYHTENBHO YXYAIIACTCA, €C/IH
onpeaeseHHOE XOMHYECTBO ONTHYECKHX BONOKOH NOBpexacHo (nmpuMepno 20-
25%). ¥TO B CBOIO Ouepeib MPHBOANT K CHIKEHHIO KauecTsa M3o0paxeHua.
Boneiue HeNb3A HCNOABL3OBATL IK3OCKON.

YKA3SAHHE: ecnu noBpexacHHe 0UEBUAHO, IK30CKoN GoNbile HENb3A
KHCRIO/Ib30BaTh. IXIOCKONE HEOOXOAHMO 3aMESHNTD, €CAH H300pakeHne MyTHOS WIH
n300paxeHne OTCYTCTBYET HAH BHAHA TONLKO €10 YacTb.

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

In order to test the image quality, slowly rotate the exoscope 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
exoscope must be replaced.

A cloudy or speckled image can be caused by moisture or disinfectant residue on
the optical end faces.

Light guide

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 opticat 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 exoscope must not be used any longer.

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

3.8. Mepu mpenocTopoxmocyn/Precautions

Kak H Bce orrrudeckie HHCTPYMEHTS, 3k30ckonk: VITOM aBasioTes oueHs
9yBCTBHTENbHMM 060pyAoBaHHeM. YTOOH rapaHTHPOBATL AONTOCPOUHOE KaUeCTBO
IKIOCKOMA, HEOOXOANMO COONIOAATL CACAYIONIHE NPABHAA.

* Bo H30exanne NoOMOK 3K30CKONB He0OX0AHO | BCeraa aepxkaTh €ro 3a OKyNap,
a He 38 ANCTANIbHLIN KOHel.

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

. In order to avoid breaks, exoscopes must always be held by the eyepiece
and never by the distal end alone.
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* Hu npy kaxnx obcroarenscraax He crubalite paGouyio wacTs 5k30¢kona. 1o . Do not bend the sheath under any circumstances. This can result in
MOXET NPHBECTH K NOJIOMKAM HWIH TPEIIUHAM B CHCTEME CTEPAKHEBBIX JIHH3. breaks or cracks in the rod lens system.

» Knaaure 3k30ckonbl ¢ 0CTOPOKHOCTBIO. CRALHLIC YAAPS!, OCOGEHHO N0 . Place the exoscopes down with care. Hard impacts, particularly to the
AMCTANLHOMY KOHLLY, MOTYT BbI3BaTb NOBPEKACHHE WIH TPELIHHBI, 8 TAXKE distal end, can cause damage to or cracks in the luting and allow liquid, steam.
NPOHHKHOBEHHE AKHAKOCTH, Napa K T.A. ITO NPHBOAMT K NOABNCHHIO CBETABIX U / etc. to penetrate. This results in cloudy and/or blurred image areas.

HNH PACTAHYTHX oBnacreli naobpaxenns. . Therefore, during cleaning. disinfection, sterilization and storage, it must
* TloaTOMY BO BpeMA OUHCTKH, Ae3UHBEKIHHK, CTEPHIN3ALHH H XPaHEHAA be ensured that the exoscopes cannot be damaged by other instruments. ldeally,

HEOOXOAMMO CIICAMTS 32 TEM, HTOOR! JK30CKONN H3bexany nospekacHuil apyrumu | you should store exoscopes individually or use containers in which the exoscopes
HHCTpYMeHTaMKn. HacanbHbiil BAPHAHT: XPAHKTE IK30CKOTB! HHAHBHAYANBHO WIH can be secured.

HCNONB3IOBATE KOHTEHHEPDI, B KOTOPBIX 3K30CKOMb MOXKHO 3aKPENHTS.
NOTE: If damage is apparent, the exoscope should no longer be used.
YKA3AHHE: ecnn noBpexacHHE O4EBHAHO, 3K30CKON Gonbille Heaban Exoscopes must be replaced if the image is cloudy or if no image or only parts
HCTIONB30BATH. JK30CKONE! HEOGXOAHMO 3aMEHHTD, 6CIH W300paxenne MyTHoe win | thereof are visible.

H300paxeHHe OTCYTCTBYET HAH BUAHBI TONLKO €rO HaCTH.
CAUTION: exoscopes that do not have the ‘Autoclave” identification ring must
BHHMAHHE: >x30ckonsi 63 MapKUPOBKH «ABTOKAAB» HEML3A CTEPHIN3OBATH not be steam sterilized. This may cause irreparable damage.

napoM. 3TO MOXKET HaHECTH HenonpasuMeitl yuteps.

4. Tosvopuss oSpaGorxs. Caenenna o6 ouncrie u aesnndexunn MH / Reprocessing. Information about cleaning and disinfecting of MD

MPEAYTIPEXXAEHHE. Puck 3apaxenus. [Ipn nocraske 7H MeAHUHHCKHE WARNING: Risk of infection: These medical devices are not sterile when
H3OENHA HE ABIAIOTCA CTepHAbHBIMH. Henoss3osaune HecTepribHbIX Meanunncknx | delivered. The use of non-sterile medical devices poses a risk of infection for
H3aenni CO3RAeT PHCK 3aPAXEHNA QA NALKMEHTOB, NoAL3oBaTeNeH H TPeTbHX NI, | patients, users and third parties. Inspect medical devices for visible

OcMOTpHTE MEANLIMHCKHE H3NIENNA HA TIPEAMET BHANMOTO 3aTPASHCHHA. contamination.

Buanmoe 3arpasHeHne yxasbipaer Ha TO, YTO NOBTOpHAs o6pabotka ne Visible contamination is an indication that reprocessing has not been carried out.

nposoannack Wik 6puia nposeaeHa Henpaswibio. OGpaboTtalime MeaULMHCKNE or has been carried out incorrectly. Reprocess the medical devices before initial

H3ACIIHR Nepe NEPBLIM HCTIOAb30BAHHEM, 8 TAKOKS A0 M MOCAE KAKAOTO use and before and after every subsequent use using validated procedures.

NOCNERYIOWErc HCNOAL3OBAHNUA, HCTIONL3YA YTBEPXKICHHbIE NPOUCAYPHI. WARNING: Risk of infection: Incorrectly reprocessed medical devices expose

TNPERAYNMIPEXAEHHE: Pxck 3apaxeHua: HenpasunbHo oOpaboTantbe patients, users and third parties 10 a risk of infection as well as the risk that the

MEAHUHHCKHE H3MEHR MOABSPTAIOT NALMEHTOB, NONL3OBATENSH H TPETHHX AHLL medical device may malfunction.

PUCKY 3apaeHnA, & TAKKE PHCKY TOTO, HTO MEARUMHCKOE H3ALNIHE MOJKET BRITH CAUTION: When preparing and using the solutions, follow the chemical

H3 CTPOA. manufacturer’s specifications, paying close attention to proper concentration,

BHUMAHHE: npy npHroTOBICHHN M KCNIOAL30BAHUK PacTBOPOB chenyiire exposure time ang service life. Prolonged immersion and incorrect concentration

cneUHGHKANHAM MPOH3BOANUTENN XHMHHUECKHX CPEACTB, YAenas ocofoe BHBManne | may result in damage. Bear in mind the microbiological range of action of the

NpaBHWIbHON KOHLEKTPaLMK, BPEeMEHR BO3ACHCTBIA 1 CPOKY CyxObi. chemicals used.

TIpoACAKHTENbHOE MOMPYKEHNE B BOAY H HENPABUNLHAN KOHUEHTPALUNS MOTYT CAUTION: Danger of damage to medical devices: The use of chemicals which
20
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NPHBECTH K NOBpeXAeHHIO. [IoMHITE 0 MUKPOOHONOrHYECKOM AHANA30He nelicTBNa
MCMIONB3YEMBIX XHMHUECKHX CPEICTB.

BHHMAHME: OnacHocTb NOBPEXKACHNA MEANIMHCKHX YCTpolicTs:
HCIIONIB30BAHNE XMMHUECKHX CpeacTs, He onobpenubix KARL STORZ, moxer
NPHBECTH K NOBPEAKACHUIO MEAKUHHCKHX ycTpoiicTs. Hcnonb3yifre Toabko
ORO0pEHHbIC XHMHYECKHE CPeaCTBa.

BHHMAHHE: Cofmonaiite HaunonanbHbie 3aK0Hbl H TPABIIA.

YKA3AHHE: lepencas pexoMenayeMbix TNCTIMBX B Ae3BE$ENEPYIOmBX
pacTsopos mpeacTasica B [Ipuwiowennn 1.

have not been approved by KARL STORZ may cause damage to the medical
devices. Only use approved chemicals.

CAUTION: National laws and regulations must be observed.

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

S~

4.1. Moaroroska & oqEcTRe N Ac3undexnun/ Preparing for cleaning and disinfection

ToaroToBka K OUECTKE B Ac3EEdexuny

FpyOme 3arpa3HeHns, BbI3LIBAIOIWHE KOPPOIMIO PACTBOPH M NEKaPCTBEHHbIC
CPeAcCTBa CNICAYET YAANATh ¢ K30CKOMOB Cpasy nochae ero npumeneHH. Jns sroro
3K30CKONH ClienyeT NPCABAPHTENLHO OYHCTHTbL, HAMP.. NMYTEM MNPOTHPAKHA H
npombipaina. Komnanus KARL STORZ pexomeHAyeT EBceraa NpOBOMHTL
NPEABAPUTENLHYIO OYHCTKY PYYHBIM cnocobom roa cipyeit xonoauolt soasl.
Mepevens pexoMennyeMbIX YHCTRIINY ¥ ACIHHGHUNPYIOIINT PACTBOPOS NpPeACTABIEH
B nipuaoxennn 1.

Preparation for cleaning and disinfection

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

4.2. Pyunas mpensapureansan otuctia / Manual precleaning

Pasbopus

Mepen ounctxoli W AespHdexumed 3k30cKONB HEOOXOANMO OTKPHTL WHAN
PasobpaTh Ha OTAe/bHbIE KOMIIOHEHTHI, HACKOABLKO 3TO BOIMOXKHO.

Onnacrxa nosepxsocreii merxoil

Buaumsle win rpybbie 3arpAsHeHns HEOOXOAHMO YAIATH ¢ MOBEPXHOCTEH NOX
cTpyel XonoAHOH BOAK NIPH NOMOLLH UIETOK NOAXOAMILHX PAa3MEPOB OT PANHYHBIX
nponssoauTenei.

O6palborxa yAbTPaiByKOM 3ampeniena

Mo TeXHHYECKHM NPHUNHAM IKIOCKOTE HETPHTOAHBE I8 YLTPa3ByKoBol
obpaboTks.

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 nltrasound

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

4.3. Mamunnan ancTxa 8 Ac3anPpexnun/Machine cleaning and disinfection

Onmcrea/TepMuaeckan Ne3NAPexnEs MCIAENIEPOBARRLIM cROCObOM

MpeanoutuTensHa TepMuueckas ae3nHpexuns. Jdanusii Metoa HeoOxoaumo
UCNONBL3OBATh C YYCTOM HAUHOHANBHBIX HOPM H nokaszavens Ao Ilpy smbope
NOAXOAAILETO  BHUABUXKHOIO KOHTeliHepa MAM KPEIUIEHHA A8  WHCTPYMEHTa

Machine cleaning/thermal disinfection

Thermal disinfection is preferred. The relevant national requirements and the Ao
value must be taken into account when using this method. The selection of a
suitable slide-in tray or instrument holder. which should ensure that the medical
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HeoOXOAHMO NPOKOHCYNALTHPOBATLCA € H3TOTOBMTENREM O0OPYAOBAHHA € LENbIO
obecneveHns OMBIBAHHA WIH NPOMBIBAHHA MEAHUHHCKOrO H3ACAHA.
Yxazanme: npH HeOGXOAHMOCTH CIICAYET BPYUHYIO AOCYLIHTD HHCTPYMEHT.

device is thoroughly rinsed out or through, must take place in consultation with
the manufacturer of the device.
Note: If necessary, the instrument must be dried off afterwards by hand.

4.4. COopxa, ocmoTp B YXoa/Assembly, inspection and care

COopxa, uponepxa 8 yxol

BusyansHo npoBepsTe OMMINEHHBNH H NPOACIHHPUUMPOBAHMBLIH 3IX30CKON Ha
YHCTOTY, KOMIUIEKTHOCTD, CYXOCTh M OTCYTCTBHE NOBPEXACHH:

. Mpu wWANHYAH CneoB  3arpaA3HEHHI/ocTaTKOB CpeAcTB HeoOxoammo
nosTopro 00paboTaTh 3K30CKONB BPYUHYIO W €lle pa3 MOABEPrHYTL HX MOAHOMY
WHKY OYMCTKH U Ae3nHpexuHn.

. TMoBpekACHHBE HAN NOPAKEHHDLIC KOPPO3Hel 3IKIOCKONH AOAXKHB ObiTh
H3BATH H3 O0palmIeHNs.

3aTeM HeOOXOAUMO BHNIOIHUTD NPOBEPKY OYHKUHOHNPOBAHHA.

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

e [f 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.

4.4.1. Mposepxa n3obpaxennn/ Checking the image

OcMOTpHTE ONTTHYECKHE TOPLIHI (00BEKTHB, AHCTANBHBIN BLIXO CBETOBOAA N
OKYNAP) HA NPEAMET LAPANHH H OCTATKOB XHPYPrauecKnX HAH HHCTRWAX CPEACTD.
TloBepXHOCTH AC/DKHK OLITL rNARKHMH H OnecTamumu. Hrobw nposepuTs
KauecTso H300paxeHns, MEAICHHO Bpaliaiite 3K30cKoN, raas yepes Hero. Ecan
H300paXkeHHe NOAHOCTHIO HAH YACTHYHO HCKAXKEHO, 3HAYHT HEHCNPABHA CHCTEMA
CTEPXKHEBBIX JIHH3 B ONTTHYECKOH TPYOKe Wwin auH3a B okynape. B Taknx cayvasx
3K30CKON HEOOXOANMO 38MEHUTD.

MyTHOE HIH NATHHCTOE U300pakeHHe MOXKET ObITh BHI3BAHO BAAKHOCTLIO WIH
oCTaTKaMH Ae3WHOHUHPYIOIEro / XUMHYECKOTO CPEACTBA Ha OMTHYECKHX
NOBEPXHOCTAX. B 3THX cAy4anx ocTOPOKHO OYHCTUTE ONTHYECKNE TOPLL
anmAHKATOPOM BATHBIM TAMITOHOM, CMOMEHHBIM B 70% cripre.

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 exoscope 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 exoscope 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. Tiposepka coerosonos’/ Checking the light guides

HepacHTe ANCTANBHBIN KOHEW B HANPABNCHNN HCTOYHHMKE CBETS M NPOBEpLTE
KOJIHYECTBO TEMHBIX TONEK HA COCMHEHHH CBETOBOAA. TaKHE TEMHbIE TOUKH
YKa3hiBAIOT HA TO, HTO OIITHYECKHE BOJOKHA CBETOBOAA Pa3OPBaHbl.
H3onuposantble NOPBAHHBIC ONTHYECKKE BOMIOKHA 3AMETHO He YXYAIIAIOT KAYECTBO
n3obpaxenns. Tem He MeHee, CBETOOTAAYA 3HAYMTENBHO YXYALMACTCAH, CIH
TIOBPEKAACTCA ONPEACNACHHOE KOAHYECTBO BOAOKOH (npumepio ot 20% ao 25%),
Y4TO, COOTBETCTBEHHO, TAIOKE NPHBOAHT K CHIDKCHHIO KAueCTBA M300pameHns.
Ak30ckon 6oAbILE HENb3 HCTIONB3OBATD.

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 Jight 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 exoscope must not
be used any longer.

WARNING: If damage is apparent, the exoscope should no longer be used.
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BHUMAHWE : ecnn noBpexaeHne 04eBUAHO, 3K30CKOM 60/1bLLE He criefyeT
MCMO0/Ib30BaTb. DK30CKOMbI HE0OX0AUMO 3aMeHUTL, EC/IN U306paXKeHNe MyTHOE 1n
n306pax”une OTCYTCTBYET UM BULHbI TO/IbKO €ro YacTu.

Cywka/ Drying
YyacTkv BonokHa B CBETOBOJE, a TaKXXe AUCTa/IbHble U NPOKCUMaibHbIe TOPLEBbIE
MOBEPXHOCTU JO/MKHbI BbITh TLLATENBHO BbicyLleHbl 70% cnnpToM. OcTaTku
Je3VHPULMPYIOLLETO N YMCTALLErO CPefCcTBa, Hanpumep, B CBETOBOAE, MOTYT
NPUropeTb NPy MNOAK/KOYEHNN CBETOBOI0O Kabess, YTO Cepbe3HO yxyaLlaeT
CBETOMNPOMNyCKaHWe.

. nOBpe)K,lJ.eHHble Wi KoppoagnpoBaHHble MEANLMHCKKE yCTpOVICTBa [AOJDKHbI ObITb
M3bATLI /B MCnonb3oBaHns.

*Pe3b0bl U CKOMb3ALLME NOBEPXHOCTU 3K30CKOMa HE06X0AMMO CMasaTb Ha MecTe
WHCTPYMEHTa/IbHbIM Mac/iom, a paboumne NOBEPXHOCTM Ha NPOOKe KpaHa -
cneLmanbHOM CMasKoi.

Pa3obpaHHble MeAVLMHCKIME YCTPONCTBA LO/MDKHbI 6bITh CObpaHbI.

Mocne 3Toro Heo6xoAMMO NPOBECTU (PYHKLIMOHA/IbHYHO NPOBEPKY.

NN3AHWME. Macno, ncnosib3yemoe As 3Toi Lenum, 4O/KHO MOAXOAUTb AN1s
MocnefyHoLLEeR npoLeaypbl cTepunmnsanmmn (663 CUMKOHa M Ha OCHOBE NapagmnHa
6enoro macna).
Bo Bpems npoLegyp no yxogy Ucnonb3yinte npegmeTbl U3 KaTanora
AM\1237Nlyxoda, CTepUnU3aummn N XpaHeHNs».
Crepunusauus/ Sterilization

Kom ** cTepunmsauyum
YTire MMeit KARL STORZ ans jaHHOro MegULMHCKONO M3AeNns BangupoBaHbl 1
CnegyroLye MeToAbl CTePUIN3aLNA:

thop/**""1H3aLisi NapoOM C NPUMeHeHEM (hpPaKLNOHNPOBAHHOIO
YuM*cyyMHOro mMetoja.

CMasaHHble KOMMOHEHTbI He06X0AMMO CTePUIM30BaTb B Pa3obpaHHOM
Vier, CTepUIN3aLMM MeSULMHCKOro M3ferma B cobpaHHOM Buie Heo6xonumo
¢ OQy™*30BaTb hpakumoHpoBaHHbIN opeakyyMHbIi MeTog (DIN EN 1SO 17665-1)

lie0fleHNeM crefytoLunx napameTpoB; 134 °C Ha NPOTAXEHUU 5 MUHYT.

Cpok roaHOCTH\Shelf Life
pacrosHaTb BO3MOXHbI W3HOC MaTepuana,
NALre hyHKLUMOHAbHbIE NMPOBEPKU:
AN"eASgPHTD NOBEPXHOCTL 3K30CKOMa Ha OTCYTCTBUE MEXAHMYECKNX NMOBPEXAEHNI

HGO6XO,EI,VIMO BbIMNO/IHUTb
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Exoscopes 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 exoscope 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’.

Sterilization conditions

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

Steam sterilization using the fractionated prevacuum procedure

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

In order to recognize possible material wear, the following functional checks
must be carried out:
1 Check the exoscope surface for mechanical damage and changes.
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H H3MEHEHHH. 2. Check that the connected components are seated correctly and, if necessary.
2. TiposepHTs NPaBHILHOCTL TIOCAIKH NPHCOEAHHEHHBIX KOMNOHEHTOB H mp# | secure the connector for cleaning.

HEOOXONHMOCTH 3aPHKCHPOBATD PA3bHEM AN OUHCTKH. 3. Check if the image is being transmitted.

3. MlposepHTn, NepeaseTca M H3OOpaKeHNE. 4. Check if light is transmitted.

4, TipoBepHTL, NEPCAGETCR 1N CBET. The suitability of a product is largely determined by operational wear, the

TIpHroAHOCTE  H34eMMA B 3HauMTennHON CTENCHH  onpeaenserca  no | presence and nature of possible damage and depends on the choice of processing
SKCIUYSTALMOHHOMY H3HOCY, HANHYMIO H XapaKkTepy BO3MOXHBIX noBpexacHnii B { methods and chemicals. Average mean time between failures (MTBF) - 1000
3aBMCHT OT BHIOOpa MeTONOB OOpaboTKH M XuMHueckux cpeacTs. Oxupaemasn | cycles.

cpenHssa HapaGoTka Ha oTkas — 1000 unxnos. Expected service life - 5 years

Ownaaembili cpok cnyxObi — 5 ner

S. Cepaucnoe ofcayxusanue u pemont/ Servicing and repair
Heucnpasupie  MHCTPYMEHTH JIOMKHB OOCHY™HBaThCS K peMoHTHpoBaTheA | Defective instruments must be serviced and repaired exclusively by persons
HCKNIOYHTENLHO  YMOAHOMOYCHHBMH HAMH JIMUAMM. NpH nposencHuM Beex | authorized by us: all repair work must employ genuine parts only.

PeMOHTHBIX paboT HEOOXOAHMO HENONLIOBATL TONLKO OPHIHHANBHBLIC JNCTANIH.

6. lapasTas\Warranty
Cranpaprhniii rapanTuiisiii Cpok IkcIIyaTaumy H3aeAHA cocTaBaseT 12 Mecaues ¢ | The standard warranty period of the device is 12 months from the date of
AAaTHl €10 BBOAA B IKCILTYATALMIO, HO He Gonee 15 MecAles co KA OTIPYIKH. commissioning of it, but no more than 15 months from the date of shipment.

MeaniHCKOE H3AeNHE BOETAA CNCAYET OTNPABAATL 8 MECTHOC oraencHHe, awxe B | The medical device must always be sent to your local subsidiary (see
TeueHue rapaHTHHHOro NepHoaa. “Subsidiaries™ section), even during the warranty period.

BekpuiTne M3fienuii waM suinosHeHue  MOOMX  peMONHTHBX  paGot | Opening the devices or performance of any repairs by unauthorized persons shall
HEYNONHOMOYEHHBIMH JTHUAMH OCBODOXKZALT HAC OT M0G0 OTBETCTBEHHOCTH 33 ero | relieve us of any liability for its performance. Any such opening, repair, or
paboty. JhoGoe Takoe OTKphbITHE, PEMOHT WIH MoaHHKauus, BhNonHenHbie B | modification performed during the warranty period shall void all warranty.
TeYeHHe FAPAHTHIHHOrO NEPHOAA, RHHYIHPYET BCIO FAPAHTHIO.
LLC KARL STORZ Endoskopy - WOSTOK
Obwectso ¢ orpanyyennoli orsercTeeHnocTsI0 Kapn 1limopu - Snaockonsl Boctok | Derbenyevskaya nab. 7. building 4

(00O KILUT? BOCTOK) 115114 Moscow, Russia

115114, Mocksa, JlepOGenenckas nabepexnas, 7, c1p. 4. Phone: +7 495 983 02 40

Ten. +7 495 983 02 40 Fax: +7 495 983 02 41

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

Info-ru@karlstorz.com

7. Yruanzanua/Disposal

fipn  yrmumsaumn ocobble Mepm He Tpelyiorca. Cneayer coOmonars | To dispose of these medical devices, no special measures are necessary. National
BHYTPHUIOCY AAPCTBEHHbBIE NPEANMHCAHHA/ 3KOHSI. laws and regulations must be observed.

Mpu yrwimsaunn u3nennit Ha teppurophu Poccuiickoll ®enepauun cneayer | For disposal of products on the territory of the Russian Federation. follow the
PYKOBOACTBOBATLCA  HOpMaMmi, H3nokeHnsiMu B CaulluH  2.1.3684-21. | norms of SanPiN 2.1.3684-21. Unused exoscopes and packaging materials are
Hencnonb3oBaHKbC JK30CKONbL., 2 TaKkxe YNakoBouHble MaTtepranbi creayer | disposed of as class A epidemiologically non-hazardous wastes. Used exoscopes
YIHAK3HPOBATL _KaK  INHAeMHONOrnyecku Gesonachbie oTxoaks  xnacca  A. | are disposed of as class B epidemiologically hazardous waste.
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Hicnonp30paHHbe 3K30CKONGI CREAYET YTWIH3HPOBATD KaK 3INMHUACMHONOTHYECKH
onacHble OTXOoab Kiacca b,

8. Baxxuas usgopmanas / Important Information

U3 coolpameHuii IrurueHb! W VIR NpefOTBPAlIEHHMA 3apaxeHns 3k3ockonsl, | For hygiene reasons and to prevent infection. exoscopes. instruments and devices
UHCTPYMEHTH B YCTPOHCTBA HeoGXOAMMO OUMCTHTL M npoxae3xrduuuposats / | must be cleaned and disinfected/sterilized before they are sent for repair. We
CTEPHIH3OBATD NEPEL OTNPaABKO#H B peMOHT. MBI OcTaB/seM 3a co0o#t ipaBo BEpHY TS | reserve the right to return contaminated instruments/devices to the sender.
3arpA3HeHHbIe HHCTPYMEHTDI / YCTpOliCTBa OTNPaBHTENIO. Repairs, modifications. or construction changes which are not performed by
PeMOHT. MOAHDUKAUMH WIH HIMEHEHHA KOHCTPYKUHH. KOTOpbie BHIMOAHAIOTCA He | KARL STORZ or by experts authorized by KARL STORZ will invalidate all
xomnauneli KARL STORZ wmnu cneumanuctamu. ynonnomoueHHbIMH KARL | warranty rights.

STORZ, aunynnpyior Bce rapaHThiiHbe 006a3aTenscrsa.

9. Pacmundponxa cumsonos/Explanation of symbols

PacmudpoBka CEMBOJIOB, EPEMEESEMbI NPN MAPKupoBannE meanunackoro | Explanation of symbols used in labelling the medical product:

H3enmg
Camson Oupenenenne Symbol Definition
d Harorosureny Manufacturer
&I Jarta n3roroBnenna Date of manufacture
M D Mennunckoe u3nenue Medical device
REF| | Homep no xatanory REF| | Catalogue number
Cepniinuiii Homep Serial number
| eereae -
‘LOT| | Koanaprm | LOT| | Batchcode
—
QTY| | Konuuectso wsnenmii 8 ynaxkoBke Number of products in the product packaging
UDI | | Yunxansunit naenruduxarop uinenus UDJ! | | unique Device Identifier
E 3.] 05 b X IHETPYIILE E g Consult instructions for use
IO NPUMEHEHHIO
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Rus Eng
A He crepunbio A Unsterile
I Xpynxoe, 06patiiaTecs 0CTOPOXKHO ! Fragile. handle with care
' Bepx I Top
N I
4 4
R .
bepeus oT Bnarn T Keep away from moisture
RxOnl B cootBeTcTBIH ¢ Pencpanbibim 3axoHONaTenbcTBOM CIHA m Federal (USA) law restricts this device to sale by or on the
nly (cornaco 21 CFR 801.109) usgenne paspeueno npoaasaTh | order of a physician.
TOABKO BpauaM (MMEIOMIUM JTHUCH3HIO) WIH N0 peUenTy Bpaua. CE marking
Mapxuposka CE With this mark, the manufacturer declares the compliance of the
DTHM 3HAKOM TIPOH3BOIHTENb 3aABNAET O COOTBETCTBHH YCTPOHCTS devices with the applicable standards and directives
IeACTBYIOINMM CTAHAAPTAM H ANPCKTHBAM. The device must not be modified in any way
Hu B koeM cNyuae HEAb3s MOAWPHIHPOBATL YCTPOIHCTBO.

10. Pexnamannn/Reclamation

IMopanox npeasvaBneHus peknaManuit 1 OTBETOB HA HHX PETYAHPYETCA MPAXAAHCKHM
npaBoM. PexnaMaums MOXET NPEAbABIATLCA TOJNbKO NO TAKHM BOTIPOCAM, KOTOPbie
He SBIAIMCH NMPEAMETOM NPHEMKH TOBapa, MPOM3BEACHHON B COOTBETCTBHH C
YCROBHAMK AOTOBOPA.

TTo BceM BoMpocaM, CBA3AHHBIM ¢ OOCAYAKHBAHUEM H3geAHA. HeoOXOAHMO
oOpaTHTLCA K YIOAHOMOYEHHOMY NIPEACTABHTENIO MPOU3BOAHTENA.

B cayvae pexnaMaums o0pamaThca K NPOHIBOAMTEMNO K / WIN YNIONHOMOMEHHOMY
NPEICTABUTENIO NPOH3IBOAHTENA.

MMpoussoaxTens:
«KAPJI ILITOPLL CE » Ko. KI'». F'epmannn (KARL STORZ SE & Co. KG)

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.-Karl-Storz-StraBe 34, 78532 Tuttlingen. Germany
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Dr.-Karl-Storz-Strale 34, 78532 Tuttlingen, Germany
Tenedon: +49 7461 708-0

daxc: +49 7461 708-105

E-mail: info@karlstorz.com

VnonuoMoueHH npeAcTaBHTEND MPOH3BOAHTENA:

{000 KILUT3 BOCTOK)

115114, Mockea, JlepOereBckas Habepexwas, 7, ¢1p. 4.
Ten, +7 (495) 983-02-40, dakc: +7(495) 983-02-41
e-mail: info-ru@karlstorz.com

ObmecTso ¢ orpanmdeHBol orBeTcTBeHHOCTHIO Kapa LiTopis — 3naockons Bocrok

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. Cueaenns o mpon3sonuteie / Information about manufactaver

PASPABOTYHK:

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

Tenedon: +49 7461 708-0

®daxc: +49 7461 708-105

E-mail: info@karlstorz.com

NPOM3IBOAHTEND:

«KAPJI IITOPLI CE 1 Ko. KI'», l'epmarns (KARL STORZ SE & Co. KG)
Dr.-Karl-Storz-Strale 34, 78532 Tuttlingen, Germany

Tenedor: +49 7461 708-0

®axc: +49 7461 708-105

E-mail: info@karlstorz.com

YIOJHOMOYEHHBIN NPEICTABHTEJD MPOU3BOAUTEIA:
OO0 KIIIT3 BOCTOK
115114, Mocksa, JlepGeneBckas HabGepexnas, 7, c1p. 4

Tenedon: § (495) 983-02-40
E-mail: info@karlstorz.com

MECTO NPOH3BOACTBA:
1. KARL STORZ SE & Co. KG,
Dr.-Karl-Storz-Strale 34, 78532 Tuttlingen, Germany
2. Storz Endoskop Produktions GmbH
Schneckenackerstr. |, 8200 Schaffhausen, Switzerland.

DEVELOPER:

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

Fax: +49 7461 708-105

E-mail: info@karlstorz.com

MANUFACTURER:

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

Fax: +49 7461 708-105

E-mail: info(@karistorz.com

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER:
LLC "KIITY BOCTOK"

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

Phone: 8 (495) 983-02-40

Email: info@karlstorz.com

MANUFACTURING SITE:
1. KARL STORZ SE & Co. KG,
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
2. Storz Endoskop Produktions GmbH
Schneckenackerstr. 1, 8200 Schaffthausen, Switzerland.
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IIprnoxenne 1. [lepevens pexoMenayeMbix THCTHIRHX B Ae3RNPBUHpYIomEX pacrsopos\ Appendix 1. List of recommended cleaning and

disinfecting solutions

Pyunas ounctia u Aesuudgexuns / Manual cleaning and disinfection

Yucramue pacveopst / Cleaning agent

JAesundnunpyome pacreopnl / Disinfectant

IMponssoantens / Toprosoe uaumenosanne / | Ilponzsogurens / Toprosoe uaumenosanue /
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 gigasept® 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.). STERIL-C
Weigert, Dr. GmbH & Co. neodisher® Septo Active

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Ouncrxa u ae3nndexuns 8 Moome-Ae3uHPHIHPYIomMUX MamHASX / Machine cleaning and disinfection

Yucramue pacteopsi / Cleaning agent Aesnndunupywme pacrsopni / Disinfectant

Ilponssoaurens / Manufacturer | Toprosoe nasmenosanue / Ilpon3soautens / Manufacturer | Toprosoe nanmesiopanme /
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*

YucTaumue cpeacTsa, NOMeUeHHbIE *, AOKa3aMH CBOIO 3 geKTHBHOCTD NpoTHB nproHoB / Cleaning agents that are marked with*: These cleaning agents
are proven to be effective against prions

29
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[{1epesoo ¢ nemeyxo20 u aneaulcko20 AILIKOG HA PYCCKUIt A3bIK]

[f1epesod naonuceis. nevameis u nomapuaiono?2o 3usepenus na ooxymenme « HHCTPYKLHA ITO
IKCIVIVATAIHH .. Ox3ockon VITOM 6 eapuanmax ucnoinenus ¢ npunaoiexcuocmsmu’ »,
NPEOCMABICHHON HA AH2IUTUCKOM, HEMEYKOM It PYCCKOM A3bIRAX. ]

[Ha 6aanxe vovmnanuu « Kapa limopy CE u Ko. KI'»)

QopmupyeM BMeCTE Gy lyinee IHACCKONHH Ha npoTskenun Gosee 75 ner

«KAPJI IETOPLL CE n Ko. KI'» (KARL STORZ SE & Co. KG) ¢« a/a 230 « 78503 Tyvannren/I'epmanus
(PO Box 230 + 78503 Tuttlingen/Germany)

«Kapa litepn CE n Ko. KI'»
J-p Kapn-IllTopu-LliTpacce
34, 78532. TyTauuren.

Fepmanns

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

Germany)

/noonuce/
17 nosopsa 2021 2.

[Tewamo xoxnanuu «Kapa Ulmopy CE u Ko. KIM»)

Aapec:

«KAPX (ITOPLL CE n Ko.
KlI'»

J-p Kapa-lhvopi-11ipacce
3

Ha3paHue MEAHUHHCKOTO MIALIHA

BasikosckHE pexnmiim:
«Poauxciank
13apusaisa-/lonay-
Hexxkap Wl'»

SWIFT:

78:‘32 Tyrawnwrew] epwanua  GENQ DESITUT

Teredou:

+49 {0)7461 708-0

Dake: +49 (017461 708-105
31 nomra;

info ¢ karlstorz.com

wuww karlstorz.com

9370320, wep. 4.0

IBAN: DE97 6439 0130
0000 7720 03
aKosmmepinbank Ar
TyT.IMHreH»

SWIFT:

COBA DE FF 643
IBAN: DE69 6438 0011
027) 3305 00

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

2021 r.

«Kpaficmiapxacce
Tyraumsen»

SWIFT:

SOLA DES 1 TUT
IBAN: DE79 6435
0070 0000 1013 22

«floee  bank
TyTamsten»
SWIFT:

DEUT DESS653
IBAN: DE0O9 6537
0075 0211 6390 00

Al

Mapriepeiso ¢ orpannyeInion
OTSCTCIBINICTHIO

«KAPJl 1MTOPIL CE w
Ko. KI'»

N Kapa-lllwopw-tpacce
34,

78532 Ty anurew/T cpsanun
Mecto SCHUA
aeATe; T F. Tyvauurcn
Toprosuit peceTp:
t. [Hivyvapr, HRA 450442

Haewr. Ne sxareasumie HJIC:
DE 142931059

Jvpexruna 06 yTeLwizaumu
AICKTPHYCCKOID W
EKTPOINIOTO 060pY I08BHHA,
per. Ne DE 74365858

tlapTHepetBo ©
HCOJpaHHyeHno#

OTBETCI MBI TLHY
«KAPJLUITOPLL
Depeanynic Clin

Ji-p Kap.-lllropu-1lhpacee
34,

78532 Tyraunrcw/] cpmanns
Mecto BLICHHA

. ACATEALICTH: 1 Ty T amen

Toprosmit peectp:
r. [lvy1rapy, HRB 762424
Yapasamomnit apexrep:
Kapn-Kpsctuan 11wopn
1ipeaccaavens
HAOMIOATEILHONO COBCT!
MHOTOXPATHMEA  NOUCTHOIA
2oxtop Cubnaa Hlvopu



P H creuit UR 1 UZ 2809/2021
Actpun Xapant-llItpexxep * Ten.: +4974619659700 * daxc: +4974619659720

HoTapuanbnoe yaocrosepenne
INoanucs, NOCTaBICHHAS BHIIE B MOEM NPHCYTCTRHH, SBISETCA NOUMHCHIO
r-ga Kapuma JDxaMmuana,
Aata poxaenns: 20 anpens 1985 r.,
pabounit aapec: 78532 r. Tyrmanren, J-p Kapn-IlItopu-IiIrpacce 34,
— U3BECTHOTO MHE JIHYHO —
YTO 4 HACTOSIINM YAOCTOBEPAIO.

r. Tyrnuuren, 17 HosGpa 2021 r.

/noonucy/
Hotapuyc Actpan Xapaar-Lltpexiep

[Penvegpnas nevamv nomapuycal
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TeKCT AaHHOro AOKyMeHTa nepeBén nepesoaunk Paxumkynos dnbgap Cepkanvesny. 3HaHUE MHOCT PAHHOTO
f3blKa NOATBEPXK 4atlo. BbIMONHEHHbIV NepeBod ABNASETCA NPABUAbHBIM, TOUYHLIM U MNONHbLIM.

Poccuiickaa degepauyms
Fopog MockBa
YeTbipHaguaToro fekabpa ase ThicA4M gBajuaTb MNepBOro roga
O ToukuH AMunTpuit Bauepbesny, HoTapuyc ropoga MockBbl, CBUAETENbCTBYIO NOAJIMHHOCT b Nodj
nepesogunka Paxumkynosa dnbgapa Cepkanuesmya.
Mognuch caenaHa B MOEM MPUCYTCTBUMN.
JInyHOCTb NognucaBLlero AOKYMeHT yCcTaHOoB/EHA.

3aperucTpupoBaHo B pei

YnnayeHo 3a cosepweH.  4aT A L BinoMpteficwmsa: 400 py6.

0.B. TouykuH

Bcero npoluHypoBaHo, p
M CKPeneHo nevyaTbio

HoTapuyc
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