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Baxnas undopmauua nna nons3osatenei uznenuii u uuctpymenros KAPJI LLITOPLY
Important information for users of KARL STORZ devices and instruments

Pelcomelmyercu OpPOBEPHTDH NPHIroOAHOCTL NPOAYKTOB AR npenno.rlaraeuoii npoueaypsi 10 Ha4ajla ECNOJbL30BaAHHS.

Bnaronapum Bac 3a nosepue, okazannoe toprosoii mapke KARL STORZ. Kak 1 Bca Hawa npoaykums, AaHHOE W3eHe SBISETCA Pe3yabTaToM HalIero onbiTa u
KponoTnueoii paGoTsl. Bul u Bawa opranusaums sbibpann coBpeMeHHbI H BbICOKOKAaYeCTBEHHBIH NPoAYKT NpoussoacTea komnauut KARL STORZ.

Hacrosiias HHCTpYKUMS 10/kHa Nomo4s BaM npasunbHO MCNONL30BaTh, @ TAKoKe O4HLLATD, AE3UHGHLUPOBATL U NPH HEOGXOAMMOCTH CTEpPHIN3OBAThL H3aeaue. Bee
HeoOXO0AHMBIE A€TAH U AEHCTBUA HArANHO Pa3bACHAIOTCA. [103TOMY BHHMATEILHO NPOUTHTE HACTOALLYIO HHCTPYKUMIO; GepeXHO XpaHHTe e€, uTobkl B Cly4ae
BO3HHKHOBEHHA BONPOCOB K Hell Bceraa MoxHo 6bL10 06paTuTbea.

MNPEAYNPEXKAEHHE: s1oockonot KARL STORZ nocmasiaiomes HecmepuibHbivMu, U ux Heo6Xo0uUMo ovuuame, 0e3undyuyupoeams u cmepuiuzoeams nepeo

nepeuvliM UcCno.1b3068anuem u Kaxcovim noc.'ledylomuw NOBMOPHBIM UCNO.Tb30BAHUEM.

Komnatua KARL STORZ noctosnHo pabotaeTt Han ycoBepuieHCTBOBaHHeM Beel npoayKuuH. T1o 3ol npuunHe BO3MOXHbBI H3MEHEHHS (POPMbI, OCHALLIEHHS U
TexHosornH. Mul paccunTbiBaeM Ha Bawe nonnmanue. Ioatomy nanmbie, H306paxkeHHs H ONMCAHHS B HACTOALLEH MHCTPYKLIMK He MOTYT GbITh OCHOBaHHEM A4
NpeabABIEHHA NPETEHINH.

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. Ob6mmue ceeaennn/General information

DHaockonsl co crepxHeBbiMH JTHH3aMH HOPKINS smnsiorcs MHoropasoBbiMu M
COCTOAT W3 OKyJISpa, pa3beMa AN CBETOBbIX KabeneH C mnpedycTaHOBIEHHBIMH
ajanrepaMM Ui CBETOBLIX kabene# aApyrux npowsBoauTeneit M o6onouku us3
HEPXKABEIOLErO MaTepHala, KOTOpas 3aKPLIBAET CHCTEMY CTEPXKHEBBIX JIHH3 H
BCTPOEHHOI0 ONTOBOJOKOHHOTO CBETOBOAA.

MostoMy ¢ Humu Heobxoaumo oOpalaTbCs OCTOPOXKHO M NpPOBEPATH Ha
NpaBWIbHOCTb QYHKLUHOHHPOBAHHA M HA HAJHYHE NPH3HAKOB MOBPEXKAEHUR 10 H
nocne Kaxaoro HCMnosib30BaHUA Ha NALHEHTE.

Cobmonenne cnenyiowedi nHpopmauun obecneyut A0arui cpok ciyxObl Bawmx
snaockonos 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 after every use on a patient.

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

1.1. Hanmenosanne meanunnckoro niaeans/Name of the medical device

Meanactunockon xectkuit DC1, HOPKINS ¢ npurasnexHocTamsu:

I Meanactunockon xectknih DCI, HOPKINS, B cocTase:

1. Meannacturockon xkectkuit DC1, HOPKINS, tunopasmeps!:
1.1. Meanactunockon xectkuit DCI, HOPKINS, Tunopaimep: HanpaBneHue
Habmoaenus 30°, anameTp 4 MM, anuna 14 cM, B cocTase:
Meanactunockon - 1 wr.;
HHcTpykuns no 3kcnayarauns — | wr.

Rigid mediastinoscope DCI, HOPKINS with accessories:

L. Rigid mediastinoscope DCI, HOPKINS, consists of:

1. Rigid mediastinoscope DCI, HOPKINS, dimension types
1.1. Mediastinoscope rigid DCI, HOPKINS, dimension type: direction of view
30°, diameter 4 mm, length 14 cm, consists of:
Mediastinoscope - 1 pc.;
Instruction for use - 1 pc.

1.2. Meauactunockon xectkuit DCI, HOPKINS, Thnopa3mep: HanpasieHne 1.2. Mediastinoscope rigid DCI, HOPKINS, dimension type: direction of view
Habmoaenus 30°, auameTp 4 MM, 21KHa 16 cM, B cocTase: 30°, diameter 4 mm, length 16 cm, consists of:
- Meauactunockon — 1 wr.; - Mediastinoscope - 1 pc.;
- MucTpykuns no kcruryarauun — | wr. - Instruction for use - 1 pc.
1.3.  Mennactuockon xkectknit DCI, HOPKINS, tunopaimep: nanpaBnexue 1.3.  Mediastinoscope rigid DCI, HOPKINS, dimension type: direction of view 30°,
Habmonenus 30°, anameTp 4 MM, ATHHA 16 CM, WHPOKOYroNbHAR ONTHKA, B diameter 4 mm, length 16 cm, wide-angle optics, consists of:
cocTase: - Mediastinoscope - 1 pc.;
- Meaunactunockon - 1 wr.; - Instruction for use - 1 pc.
- HMucTpykuma no sxcruryarauuu - | wr.
2. Wire container for disinfection / sterilization / storage (if necessary),
2. KonTefinep nposonoyHsiit Ana ae3HpeKUMH/CTEpHANIAUMH/ XPAHEHHS (NPH dimension types:
Heo6XoauMOoCTH), THROpa3Mepbi: 2.1 Wire container for disinfection / sterilization / storage, dimensions: 290 x
2.1. KouTtefinep npoonouHbtit Ana ne3nHpeKUMH/CTEPHIH3ALUNK/ XPaHEHH, 60 x 52 mm:;
paimepbi: 290 x 60 x 52 MM 2.2. Wire container for disinfection / sterilization / storage, dimensions: 352 x
2.2. KonTelinep npoBonouHblit 413 ne3nHGexUMH/CTEpUIHIALKK XPAHEHHUS, 125 x 54 mm;
6

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




Rus Eng

pasmepbl: 352 x 125 x 54 mm 2.3. Wire container for disinfection / sterilization / storage, dimensions: 670 x
2.3. KOHTeliHep NPOBONOYHbIN ANA Ae3NH(peKumm/cTepunu3annn/ xpaHeHms, 80 X52 mm;

pasmepbl: 670 x 80 X 52 MM 2.4, Wire container for disinfection / sterilization / storage, dimensions; 640 x
2.4. KoHTeliHep MPOBOMOYHbLIV 418 Ae3nHeKLMM/CTEPUNM3aLumn/ XpaHeH s, 216 x 78 mm;

pasmepbl: 640 x 216 X 78 MM 2.5. Wire container for disinfection / sterilization / storage, dimensions: 622 x
2.5. KoHTeliHep MPOBOMOYHBIN 418 Ae3VH(EKLUUN.ACTepUn3aunm/ XpaHeHus, 150 X78 mm;

pasmepbl: 622 x 150 X 78 MM 2.6. Wire container for disinfection / sterilization / storage, dimensions: 480 x
2.6. KoHTeliHep NpoBOMOYHbIV 41 fe3vHpeKymm/cTepunusannn/ XxpaHeHms, 125 X54 mm;

pa3mepbl: 480 X 125 X 54 Mm 2.7. Wire container for disinfection / sterilization / storage, dimensions: 604 x
2.7. KoHTelMHep NPOBOMIOYHBINA 4Ns Ae3nHpeKUnn/cTepmansaumnm/ XpaHeHus. 125 X54 mm.

pasmepbl: 604 x 125 x 54 Mm

1. Accessories:
1. MpuHagnexHocTu;

1. Adapter for KARL STORZ and Olympus light guides;
1. Agpantep cBeToBogoB KARL STORZ n Olympus Adapter for Richard W olf light guides;
AgpanTep csetoBogoB Richard Wolf 3. Flat brush for cleaning - 5 pc./pack.;
3. LlleTKa nsockas AN O4MCTKU - 5 wiT.fyn.

N
N

Possible further names; Optics, Device, Endoscope, Endoscope HOPKINS, medical
[anee BO3MOXHbI HammeHoBaHuA: OnTuka, M3genve, SHgockon, SHpgockon HOPKINS, device.

MeAVLMHCKOE n3aenue.

1.2.MepeyeHb apTukynos usgennin/REF list

I.  MegnactmHockon xecTkmin PCIl, HOPKINS; 1. Rigid mediastinoscope PCIl, HOPKINS;
HavmeHoBaHue REF Name REF

MeguactrHockon xecTknii DCI, HOPKINS HanpaBrieHue 10970BA Rigid mediastinoscope DCI, HOPKINS direction of view 30°, 10970BA
HabnogeHna 30°, anameTp 4 MM, AnvHa 14 cm diameter 4 mm, length 14 cm
MeguactmnHockon »xecTknin DCL HOPKINS HanpasneHue Rigid mediastinoscope DCI, HOPKINS direction of view 30°,

10972BA - 10972BA
HabnogeHns 30°. anameTp 4 MM, AnvHa 16 cm diameter 4 mm, length 16 cm
MeguactmHockon »ecTknini DC1. HOPKINS HanpaBneHue Rigid mediastinoscope DCI, HOPKINS direction of view 30°, 10972BWA
HabnogeHnsa 30°, anameTp 4 MM, nvHa 16 cwm. 10972BWA diameter 4 mm, length 16 cm, wide-angle optics
LLINPOKOYTO/TbHasA onTunka Wire container for disinfection/sterilization/storage, dimensions; 39501A1
KOHTeliHep NPOBO/IOYHbINA ANns ae3nHpekLmm/ 39501A1 290 x 60 x 52 mm
cTepunusauum/xpaHeHus, pasmepbl: 290 x 60 x 52 Mm Wire container for disinfection/sterilization/storage, dimensions; 39501A2
KOHTeliHep NPOBO/IOYHbINV ANnsa fesvHdekunun/ 39501A2 325 x 125 x 54 mm
cTepunsaumn/xpaHeHns, pasmepbl: 352 x 125 x 54 mm Wire container for disinfection/sterilization/storage, dimensions:
KoHTeliHep NPOBONOYHbIV 415 Ae3nHpeKunn,/ 39501C 670 x 80 x 52 mm 39501C
cTepunmsaummn/xpaHeHns, pasmepbl; 670 x 80 x 52 Mm Wire container for disinfection/sterilization/storage, dimensions:
KoHTeliHep MPOBOMOYHBIN Ans ae3uHpeKyun/ 30501ES 640 x 216 x 78 mm 39501ES
cTepunusauun/xpaHeHus, pasmepbl: 640 x 216 x 78 MM Wire container for disinfection/sterilization/storage, dimensions: 39501BR
KOHTeliHep NPOBO/IOYHbIV Ansa fe3vHdekunun/ 39501BR 622 x 150 x 78 mm
cTepunmsaLmn/xpaHeHns, pasmepbl: 622 x 150 x 78 MM Wire container for disinfection/sterilization/slorage, dimensions:
KoHTeliHep NPOBONOYHbIV 4Ns ge3nHgeKunn/ 39501 BEC 480 x 125 x 54 mm 39501BEC
cTepunmsalun/xpaHeHus, pasmepbl: 480 x 125 x 54 Mm Wire container for disinfection/sterilization/storage, dimensions: 39501CEC
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KoHTeliHep MpoBOMOYHBINA AN Ae3nHpeKumm/ 604 x 125 x 54 mm

cTepunmsaumn/xpaHeHns. pasmepbl: 604 x 125 x 54 mm 39501CEC
Il.  Accessories
Il.  TlpuHagiexxHocTn Name REF
HanmeHoBaHue REF Adapter for KARL STORZ and Olympus lieht guides 495G
ApanTtep ceeToBogoB KARL STORZ n Olympus 495G Adapter for Richard W olf light guides 495F
ApanTtep cBeToBogoB Richard Wolf 495F Flat brush for cleaning 27652-05
LLleTKa niockas 4ns O4UCTKK 27652-05

1.3.Ha3HaueHmne/lnlenpge(l use
SH0CKOMN NpefHasHaueH 41 NoayveHnsa 1 nepeadn sHA0CKONMYecKoro nobpaxkeHnsa npyu  The endoscope is intended for receiving and transmitting endoscopic images in

AMarHocTUKe 1 Tepanuu nNpu MeanacTUHOCKONUU. SHAOCKOMNbI ABMAKOTCA XUPYPrUYECKN diagnostics and therapy during mediastinoscopy. Endoscopes are surgically invasive and
VHBa3VBHbIMW U NpeAHa3HaYeHbl 4151 KPaTKOBPEMEHHOIO MPUMEHEHNS. intended for short-term use.

1.4. TNMokasaHua/lndications
MNpyMeHeHMe 3HAOCKOMOB M MHCTPYMEHTOB AN1S1 MeAMACTMHOCKOMMI MOKasaHo, ecin ¢ The use of endoscopes and instruments for mediastinoscopy, if mediastinoscopy is
TOUKW 3peHUs flevalLiero Bpada nokasaHa MegMacTMHockonus. MomMmmo npoyero, sTn indicated from the point of view of the attending physician. Among other things, these

MoKasaHus BK/IHOHAKOT CredytoLme:

» OnpegeneHve CTaAnMmn paKa JIerkoro B ciyvasx 06Hapy>keHUs1 yBeNIMyeHHbIX
napaTtpaxeasibHbIX, TPaxe06pOHXNANbHbLIX WX BU(YPKALMOHHBIX TMMGOY310B (PasmepoM
6onee 1cMm) No pesynbTatam KomnbloTepHon ToMorpadun (KT) nam no3uTPoHHO

readings include the following:
» Determination of the stage of lung cancer in cases of detection of enlarged paratracheal,
tracheobronchial or bifurcated lymph nodes (larger than 1 cm) based on the results of

3MUCCMOHHOM Tomorpadmu (M3T). computed tomography (CT) or positron emission tomography (PET).
» OueHKa cTeneHn AUMdepeHLMPOBKM 1 TUCTONOMMYECKOr0 T1Ma 0Nyxosel CpejocTeHns. » Assessment of the degree of differentiation and histological type of mediastinal tumors.
. BDOHXOFEHHI:IB KUCTbI. . Bronchogenic cysts.

* [InarHoctnyeckas 6uoncus y naumeHToB C afeHonaTueinl HEACHOTO reHesa.
» TpaHcamadparmansHas 330¢haraktoMums ¢ MmeguactuHockonuen (MATHE).
* HekoTopble guddy3sHble napeHxMmaTo3Hble 3aboneBaHUsA nerkux (DPLD), Takme Kak

capKouzos.

« Diagnostic biopsy in patients with unexplained adenopathy.
» Transphrenic esophagectomy with mediastinoscopy (MATHE).
* Certain diffuse parenchymal lung diseases (DPLD) such as sarcoidosis.

1.5. MpotueonokaszaHuma/Contraindications

lMpumeHeHMe 3HAOCKOMOB W WMHCTPYMEHTOB AN1s1 MeAMAcTUHOCKOMNWM MpPOoTUBOMNOKasaHo B The use of endoscopes and instruments for mediastinoscopy is contraindicated in ca.ses

000CHOBaHHbIX  BPayoM Ciy4Yasx HamMuusa  MNPOTMBOMOKAa3aHMA K XMpypruyeckomy justified by a doctor if there are contraindications to surgery or anesthesia, as well as in
BMeLLIATeIbCTBY MM @aHECTE3UN, a TaKKe Y NaLMEHTOB, HAXOAALMXCS B TSXKE/IOM COCTOSIHUK.  patients in serious condition.

MoMnMo 3Toro, NPeanoXKeHbl cnegytoLne NPoTMBOMNOKasaHWA: In addition, the following contraindications have been proposed:
e MeamMacTUHOCKONMUA B aHaMHese. * History of mediastinoscopy.

* [MpoTMBOMNOKA3aHMA K O0OLLEMY HapKo3y. « Contraindications to general anesthesia.

¢ BblpaXXeHHbIN K1o3. * Severe kyphosis.

* UpeckoXHas TpaxeoCcTOMUS. * Percutaneous tracheostomy.

OTHoOCMTENbHbIE MPOTKBOMOKa3aHWs (OTHOCWUTENbHOE MNPOTKBOMOKAasaHWe O3Ha4aeT, 4TO Relative contraindications (relative contraindication means that caution should be

cnedyet cobtod4aTb OCTOPOXHOCTbL MPY OAHOBPEMEHHOM NMPUMEHEHUN [BYX NEKAPCTBEHHbIX  exercised when using two drugs or two procedures at the same time: use is permissible if
npenapaTos Wu ABYX NpoLeayp: NPUMEHEHVE JOMYCTUMO, eC/IM No/b3a NPEeBbILLAET PUCKN):  the benefits outweigh the risks);

» CHApoM BepxHeli nonoli BeHbl (CBIB). « Syndrome of the superior vena cava (SVCV).
» BbIpaXeHHOe UCKPUB/IEHNE TPaxeu. « Severe curvature of the trachea.
8
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» 3ab0/1eBaHMsA COCYA0B FO/IOBHOMO MO3ra. « Diseases of the vessels of the brain.

* Tsxkenoe 3abosieBaHMe LLIEAHOMO 0TeNa NO3BOHOYHUKA C OrpaHNYeHHbIM pasrnbaHvieM Len. e« Severe disease of the cervical spine with limited extension of the neck.

* MpeaLwecTBytoLas nyyesas Tepanuy ONyxoseli 0OpraHoB rpyaHoN KNeTKu.  Previous radiation therapy for chest tumors.

* AHeBpM3Ma rpyaHoro oTaena aoprbl. « Aneurysm of the thoracic aorta.

MHCTPYMEHTBbI NS MeanacTUHOCKONUN He criedyeT UCMoMb30BaTh B Npoueaypax, npu Mediastinoscopy instruments should not be used in procedures that involve direct contact

KOTOPbIX NMpeanonaraeTcs HeMOCPeACTBEHHbI KOHTAKT C LEHTPa/IbHOW HEPBHOM CMCTEMOIA with the central nervous system (CNS) and the central cardiovascular system.
(LHC) v ueHTpasIbHbIMK 0TAENaMK CEPAEYHO-COCYANCTOM CUCTEMBI.

1.6.Bo3mMoXHble No60YHble 3hPeKTbl M ocnoxHeHna/Possible adverse events and complications
Bo3moxHble pucky (MobouyHble ABNEHWA), MpUCyLiMe npouedypam MeamacTUHocKonuu B Possible risks (side effects) inherent in mediastinoscopic procedures in general:

Liesiom; * Bleeding

* KpoBoTeueHune * Pneumonia

« BocnaneHue nerkux * Mediastinitis

e MegnacTuHuUT e Transient or permanent paralysis of the recurrent laryngeal nerve / paralysis of the
o [pexofawmii UM NOCTOSHHBIA Napany  BO3BPATHOrO ropTaHHOro Hepsa/‘napanvd  laryngeal ligaments

ropTaHHbIX CBSA30K  Pneumothorax

- MHeBMOTOpPAKC  Rupture / damage to the trachea, bronchi

- Pa3spbIB/NoBpexaeHve Tpaxen, 6POHX0B « Damage to the esophagus

« [MoBpexaeHne nuiiesoaa « Lymph flow / chylothorax

+ 3aTekaHuve nMMMMbI/X1MNoTopaKkc « Postoperative fever

- MocneonepaunoHHas nmxopagka « Infection / seroma of the postoperative wound
» IHduumpoBaHme/cepoma NocneonepaLnoHHON paHbl « Cardiac arrest, respiratory hypoxia

- OcTaHoBKa cepjua, pecnvparopHas rmnokcus « Intermittent blindness

« [MepemexatoLasicsa cnenora » Bronchopleural fistulas

* BPOHXOMNNEBP&a/IbHbIE CBULLN « Hoarseness of voice

« OcunocTb rosoca « Profuse bleeding from the respiratory tract

» O6UNbHOE KPOBOTEUEHNE U3 AbIXaTe/IbHbIX MyTei « Death

+ CmepTb

1.7.KBanutpukaumns nonb3osatena/User qualification

3Hpockonbl KARL STORZ n HOPKINS moryT ncnosb3oBaTbcs TO/IbKO ivyamn ¢ KARL STORZ endoscopes and HOPKINS endoscopes may only be used by
COOTBETCTBYIOLLEN MeanLMHCKOW KBanugukaume " 3HaKOMbIMWU C persons with an appropriate medical qualification and who are acquainted with
9HAOCKOMUYECKUMU MEeTOofaMMu. endoscopic techniques.

1.8.0nuncaHne OCHOBHbIX PYHKLMOHANbHbIX 31EMEHTOB U COCTaBHbIX YacTei (y3noB) meguuuHckoro nsgenna \Key Functional Elements and Components
(Units) Description
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| Meaunacturockon xectkui DCI, HOPKINS

Mediastinoscope rigid DC1, HOPKINS

1. Anantep cBetoBoaoB KARL STORZ u Olympus (npexycranosneH)
2. Konbuo ang uBeTOBOro KOAMPOBaHHA HanpaBAeHHUA HabntoaeHus:

Kpactoe = 30 rpaxycos
OnTtHyeckas Tpy6ka

O0beKTHB H IHCTANbHBIHA BLIXO/ CBETOBOAA
Pasvem ana noakmouenus DCI

©w bW

1. Adapter for KARL STORZ and Olympus light guides (pre-installed)
2. Ring for color coding the direction of view:

Red = 30 degrees

3. Optical tube
4. Objective and distal light guide exit
5. DCI connector

KoHTeiiHep npoBonouHbiit Ana ae3uHPeKUMH/CTEpHNH3AUMH/XPaHEeHHUS, pa3Mepbl: 290 x 60 x 52 Mm
Wire container for disinfection / sterilization / storage, dimensions: 290 x 60 x 52 mm

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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KoHTelHep NpoBOMIOYHbIA ANs Ae3NHGeKLNN/CTepUAn3aLnn'XpaHeHns. pasmepbl: 622 x 150 X 78 Mm
Wire container for disinfection / sterilization / storage, dimensions: 622 x 150 x 78 mm

KoHTelHep NpoBOMOYHbIA AN fe3nHpeKkun/cTepunusaunn/xpaHeHus, pasmepbl: 480 x 125 x 54 Mm
Wire container for disinfection / sterilization / storage, dimensions: 480 x 125 x 54 mm

KoHTeliHep NPOBOMOYHBIN ANA Ae3nHGpeKLun/cTepunmn3annn/xpaHeHns, pasmepbl: 604 x 125 x 54 Mm
Wire container for disinfection / sterilization / storage, dimensions: 604 x 125 x 54 mm

MpHHagnexHocTu/Accessories

="t *ft

ApanTep ceeTtoBogoB KARL STORZ n Olympus
12
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KARL STOR2 and Olympus light guide adapter

ApanTep ceeToBogoB Richard Wolf
Richard W olf light guide adapter

LLleTKa nnockast 4ns OUUCTKM - 5 wT./yn.
Flat brush for cleaning - 5 pcs / pack.

OCHOBHble TeEXHUYECKME N GYHKLMNOHANbHbI e XxapakTepucTtuku/M aw technical and functional characteristics

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Oonycku coctaBnsawT £10%/Tolerances are £ 10%

SHpOCKON O6was gnuHa,  [nuHa paboyeid Hapy>Hbli BHYTpeHHU Yron HanpasieHus Mone
MM yacTtu, MM fnameTp, MM fnameTp, MM HabnwogeHns 0630pa
Endoscope Total length, Working length, _ Outer _ Inner Direction of view Field of
mm mm diameter, mm  diameter, mm Slew
10970BA 178,07 140,52 4,00 N/A 25® 50
10972BA 195.67 158,13 4.00 N/A 30 78
10972BWA 195,67 158,13 4,00 N/A 30 100
BHYTpPeHHWUI nonepeyHbIli pasMep MHCTPYMEHTa/IbHOIO .
(6MONCHIHOrO KaHana), M/ |/|HCprM€H'I'-aﬂbeIVI KaHan oTcyTCTBYeT/
Internal size of the instrumental (biopsy channel), mm No instrumental channel
BHeLIHWIA gnameTp HarnasHuka, Mm/
Outer eyepiece diameter, mm 32
BHYTpeHHWUI gnameTp HarnasHuka, Mm/ 25
13

LiBeToBOE
0603HaYeHune

Color code

KpacHblit/ red
KpacHblii/ red
KpacHblii/ red

Macca, r

Weight, g

59,8
61,3
61,4
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Inner eyepiece diameter, mm
PacueTHoe paboyee paccTosiHue, Mm/
Estimated working distance, mm
YwncTtoTa nons 3peHus/

Field of view purity

YTrnoBoi gnanasoH (yrona marnba guctasbHoOro KoHua), ®
Angular range (bend angle of the distal end). °

FepMeTUYHOCTb 3HAOCKONOB ¥ 3l U/uan nx vacTtei

Tightness of endoscopes and EC and/or their parts

CpepHssa HapaboTKa Ha 0TKas, Luk/

MTBF, cycle

CpefHuin cpoK cnyxobl, rogpl/

Average service life, years

CpepgHee BpeMsi BOCCTaHOB/IEHUS paboTOCNOCOOHOI0 COCTOSIHMSA,
yacbl/

Average recovery time, hours

CpoK coxpaHsieMocTu, rogbl/

Shelf life, years

YCTOMUMBOCTb K BO3AENCTBMIO Npu aKkcnnyataumn/ Resistance to
impact during operation

MpOYHOCTb K BO3AEACTBUIO KIMMATUYECKNX (haKTOpPOB Mpu
TpaHcnopTMpoBKe 1 XpaHeHUKU/ Resistance to climatic factors
during transportation and storage

YCTONYMBOCTb K 6MONOIrMYECKO cpefe opraHusma yenoseka/
Resistance to the biological environment of the human body
MpoYHOCTb K CpeacTBaM CTepununsaumm u gesmHdekunn/
Resistance to sterilization and disinfection agents

YCTOMUMBOCTb K BO3LENCTBUK MeXaHUYeCKMX (PaKTOpoB npu
akcnnyataumu/ Resistance to mechanical factors during operation

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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5.5

IMpu ocMoTpe NoNs 3peHnss 3HA0CKOMNOB M Iyn TyBYCHbIX 3HA0CKOMOB B MPOXOASLLEM CBETE He
JO/DKHbI ObITh BUAHbI 3arpsi3HEHUS, MATHA, LiapanyviHbl, HaeTbl, CBUAW U bIMbl, MeLLaloLLne
HabnogeHuo/ When examining the field of view of endoscopes and loupes of tube endoscopes
in transmitted light, no contamination, stains, scratches, raids, streaks and fumes that interfere
with observation should be visible.

HenpumeHnmo/ Not applicable

KOHCTPYKUMS 93HA0CKOMOB f0/HKHA 6bITb FEPMETUYHOM /11 06GecneveHns NpoBeaeHNs!
LE3VHMEKLUM, OUUCTKU 1 CTEPUIM3ZALLN

Cwm. rnasy 3.4./ See chapter 3.4.

Cwm. rnasy 3.4./ See chapter 3.4

He 6onee 4 4/ No more than 4 hours

He meHee 5 neT/ At least 5 years

YcToiumBo/ Resistant

YcToiiumBo, cm. rnasy 3.2./ Resistant, See chapter 3.2.

YcToiiunBo

YcTo4MBO, CM. rnaBbl 4.4.5., a Takke MNpunoxeHne 1 K HaCToSAILLel MHCTPYKLMIK/

Resistant, see chapters 4.4.5. and Appendix 1 to this instruction

TpeboBaHWS1 YCTONUYMBOCTM K BO3AENCTBUIO KTMMATUYECKMX N MEXaHNYECKNX (DaKTOPOB,
BO3HMKaIOLWMX NpKU 3KcAayaTaymm, 4O/MKHbI COOTBETCTBOBAaTb TpeboBaHuam TOCT 20790/FOCT
P 50444/

The resistance requirements for the effects of climatic and mechanical factors arising during
transportation must comply with the requirements of GOST 20790 / GOST R 50444.

14
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Tpo4HOCTD K BO3AEHCTBHIO MEXaHHUECKHX (AKTOPOB NpH

TpancnopTupoBaiuw/ Resistance to mechanical factors during TpeboBaHua NPOYHOCTH K BO3NEHCTBHIO KIMMATHYECKHX U MEXAHHYECKHX (akTOpOB,
transportation BO3HHKAIOWIHX NPH TPAHCNOPTHPOBAHHH. NOIKHL COOTBETCTBOBATH Tpebosannam FOCT
20790/TOCT P 50444/

The resistance requirements for the effects of climatic and mechanical factors arising during
transportation must comply with the requirements of GOST 20790 / GOST R 50444,

KonTeiinep npoBonouHbifi A ae3nHpeKUMH/ CTEPHIH3ALMH/ XPaHEHHS, pa3Mepbl: 290 X 60 x 52 mm /
Wire container for disinfection/sterilization/storage, dimensions: 290 x 60 x 52 mm (39501A1)

dnunna: 290 Mm Length: 290 mm
LinpuHa: 60 MM Width: 60 mm
BoicoTa: 52 MM Height: 52 mm
Macca: 427 r Weight: 427 g
Jonycku coctaasior + 10% Tolerances are £ 10%

KouTeiinep npoBonouHbiil An8 Ne3HH(EKUKW/ CTEPHIHIALMK/XPaHEHNS, pasMepbl: 352 X 125 x 54 mm /
Wire container for disinfection/sterilization/storage, dimensions: 325 x 125 x 54 mm (39501 A2)

Jnuua: 352 mm Length: 352 mm

Winpuna: 125 MM Width: 125 mm

BuicoTa: 54 MM Height: 54 mm

Macca: 758 r Weight: 758 g
15
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Homnycku coctasnsot + 10%

] Tolerances are £ 10%

Konreiinep npoBonouHbi#i a1 ae3uHeKLHH/ CTEPHIH3ALHK/XpaHEHHA, pa3Mepbi: 670 X 80 x 52 MM /
Wire container for disinfection/sterilization/storage, dimensions: 670 x 80 x 52 mm (39501C)

Hdnuna: 670 mm Length: 670 mm
Ilupuna: 80 Mm Width: 80 mm
BbicoTa: 52 MM Height: 52 mm

Macca: 896, 3 r

Honycku cocraBasior = 10%

Weight: 896,3 g

Tolerances are + 10%

Koutefinep nposonounbifi ans ae3uHpekunn/crepunnsauni/xpaHenns, pasmepst: 640 x 216 x 78 mm /
Wire container for disinfection/sterilization/storage, dimensions: 640 x 216 x 78 mm (39501ES)

Hnuna: 640 MM Length: 640 mm
llInpuHa: 216 Mm Width: 216 mm
BeicoTa: 78 MM Height: 78 mm

Macca: 19743 r

Honycku cocrasnsior = 10%

Weight: 1974,3 g

Tolerances are + 10%

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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OnvHa: 622 Mm
LuvpuHa: 150 mm
BbicoTa; 78 MM
Macca: 14679 r

Jonycku coctasngaoT £ 10%

OnvHa; 480 mm
LvpuHa: 125 mm
Bbicota: 54 mm
Macca: 866 r

Jonycku coctaBnaoT i 10%

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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KoHTeliHep NpoBO/IOYHbIN AN Ae3NHGeKLMm/cTepnunnsaLmm/xpaHeHns, pasmepbl: 622 x 150 x 78 mm /
Wire container for disinfection/sterilization/storage, dimensions: 622 x 150 x 78 mm (39501BR)
Length: 622 mm
Width: 150 mm
Height: 78 mm
Weight: 1467,9 g

Tolerances are + 10%

KoHTeliHep MpoBOIOYHLIN AN Ae3nHpeKUnn/cTepunnsaunmn/xpaHeHms, pasmepbl: 480 x 125 x 54 mm /
Wire container for disinfection/sterilization/storage, dimensions: 480 x 125 x 54 mm (39501 BEC)
Length; 480 mm
Width: 125 mm
Height: 54 mm
Weight: 866 g

Tolerances are + 10%

17
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Konteiinep npoBonousbiii ana nesundexunun/crepuin3auui/xpaHeHus, pasmepsl: 604 x 125 x 54 mm /
Wire container for disinfection/sterilization/storage, dimensions: 604 x 125 x 54 mm (39501CEC)

Hnuna: 604 mm Length: 604 mm
Iiupuna: 125 um Width: 125 mm
Buicora: 54 Mm Height: 54 mm
Macca: 1010 r Weight: 1010 g
Honycku cocraBasior = 10% Tolerances are + 10%

MpunaanexnocTi/Accessories

Anantep cetoBoa08 KARL STORZ u Olympus / Adapter for KARL STORZ and Olympus light guides (495G)

Hauna (A): 22,2 Mm Length (A): 22.2 mm

Iuametp (B): 11 MM Diameter (B): 11 mm

HuameTp (C): 12 MM Diameter (C): 12 mm

Iuametp (D): 8.50 mm Diameter (D): 8,50 mm

Macca: Sr Weight: 5 g

Honycku coctasasior + 10% Tolerances are + 10%
18
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OnvHa; 12 mm

BHelwwHWIA anameTp:8.95 MM
BHYTpeHHWUiT gnameTp: 7,6 MM
BHyTpeHHAA pe3bba: M8,5x0,5
Macca; 1,25 r

Jonycku coctaBnaoT £ 10%

OnvHa: 152 mm
LWuvpwuHa: 15 mm
Macca; 12,7 r

Jonycku coctasnaoT £ 10%

ApanTtep ceeTtoBogoB Richard Wolf/ Adapter for Richard W olf light guides (495F)
Length; 12 mm
Outer diameter:8,95 mm
Inner diameter: 7,6 mm
Inner thread: M8,5x0,5
Weight: 1,25 g

LLleTka nnockas anst ounctky - 5 wit./yn. / Flat brush for cleaning (27652-05)
Length: 152 mm
Width: 15 mm
Weight: 12,7 ¢

1.10. Knaccugukauuna MW/Device classification

Knaccununkauyms

Knacc B 3aBUCMMOCTH OT
NOTEHUMANbHOIO pucka
NPUMEHEHNA MeAULNHCKOTO

nsgenus

KpaTHOCTbL NpuUMeHeHUA

CTepunbHOCTb

Knaccudukaums no BUAY KOHTaKTa

C OpraHMsMom 4YenoBeka

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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N3penne MHOTOKPATHOTO MPUMEHEHUS

HecTepunbHoe, CTepunnayemoe

KOHTakTUpytoLee ¢ MATKUMU TKAHAMMU

Eng

Tolerances are + 10%

NAX STW ee-nw ii D

Tolerances are + 10%

Classification

Class of potential risk for medical

device

Multiplicity of applications

Sterility

Contact

19
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Kareropns A — u3genns
KpaTKOBPEMEHHOTO KOHTaKTa (He Gonee
24 yacos)

Knaccudpnkauns ninenuit no
NpOAOKUTENLHOCTH KOHTaKTa

[TpuroaHoOCTL AN% IKCILUTyaTalUMH B
cpeae ¢ NMoBbILIEHHbIM
coiepXaHHeM Kucaopoaa

He npuroaso

Contact Duration Less than or equal to 24 hours

Suitable for oxygenated environments | Not suitable

Knaccapnkauns cornacno MIK 60601-1-2010 npn pabote ¢ coBMeCTHMBIM
1exTpooGopyaoBannem (BruaeocucreMbl KOMNAKTHBIE JHAOCKONHYECKHE,
ro/10BKH BHA€OKaAMePbl, JHAOCKONHYECKHE HCTOUHHKH CBETa):

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

Pa6ouas yactb | Tun CF npu ucnons3zosaHnuu B COCTaBe MEAHLIMHCKOM Applied part CF type when used as part of a medical electrical system
3EKTPHYECKOA CUCTEMBI C COBMECTHMBIM 00OPY0BAHHEM, with compatible equipment that is labeled near the power
MMEIOLLIUM COOTBETCTRYIOLLYIO MapKUPOBKY BO3/E pa3beMOB connectors and/or on primary label.
MUTaHHA WIWIH Ha 3THKETKE.
2. MucTpyxunu no Gesonacnocru/Safety instructions
2.1.CamBoab! » HHGopmauns 06 onaciocTn/Symbols and hazard information

BHUMaTENLHO NPOYTHTE JaHHYIO HHCTPYKLMIO MO YKCIUTyaTalMH U CTPOro

cobmoaaiite ykazanna. Cnosa «[lpeaynpexnenne», «Buumanne» n «Ykazanne»

HMEIOT CnelnanbHoe HalHaueHue. [ae 61 OHH He BCTpeyanuch B HHCTPYKUMH NO
3KCIUyaTalHH, CAEAyEeT BHUMATEIbHO MPOUMTATD CAEAYIOIWHH 338 HUMH TEKCT.
4yToObl 06ecneunTs 6e30nacHyio U 3PPEKTUBHYIO IKCNIyaTaUHio u3aenus. [ns
60.1€ee 3ameTHOrO BoiaeneHus c1os «[Ipeaynpexnenne», «Bunmanune» u
«YKa3zaHHe» nepea HUMH JONONHHTENBHO CTOHT NUKTOrpamMMa.

NPEAYINIPEXAEHHUE. «Ilpeaynpexaenne» obpaiiaer BHUIMaHHe Ha
CYLIECTBYIOLLYIO ONACHOCTb A8 NallMeHTa WK Bpaya. Hecobaronenue
npeaynpexAeHHs MOXKET NPHBECTH K TPABMHUPOBAHHIO NalMeHTa WM Bpaua.
BHUMAHHE. «Bunmanne» obpaiuaet BHUMaHHe Ha HeOOXOAMMOCTD
MpOBEEHHA ONPEAEICHHBIX MEPONPHATHH NO TEXOOCTYKHBAHHIO MK NPUHATHA
mep no obecneyeruio 6€30MacHOCTH, YTOOLI NPeAOTBPAaTHTL NOBpPEXIAECHHE
u3aenus.

YKA3AHHE. «Ykazauue» conepuT cneunaibHyto HHGOpMaLHio no
00CAYKMBAHHIO H3NEIHSA WIH Pa3bACHAET BAXKHYIO HHHOPMALHIO.

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 Warmning 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.

2.2. UncTpyknnH no Texuuke 6ezonacnocTn/Safety instructions

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
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Cepbe3nble HHIRACATHI

Cornacho lNonoxenuto o meanumHckux uiaeanax (MDR), «cepbe3Hbiii MHHUKAEHT»
BK/IIOYAET HHUWIEHTbI, KOTOPbI€ MPAMO WJIH KOCBEHHO WMENH WIM MOTJH HWMEThb
moboe u3 caeaytownx nocneacrsuii (MDR, cTatsa 2. Ne 65):

- CmepTb nauMeHTa, Nob30BaTENSA HIN APYTOro YeloBeKa

- BpemeHHoe HAM NOCTOAHHOE cepbe3HOE YXyIWEHHEe COCTOSAHHA 310pOBbA
nauMeHTa, NoNbL30BaTeNs WM JpYyroro uenoBeka

- Cepbe3Has yrpo3a o6EeCTBEHHOMY 310pOBbIO

O60 Bcex cepbe3HbiX WHUMAEHTAX HEOOXOAMMO YBEAOMATb NPOM3BOIAMTENS W
COOTBETCTBYIOLIHE OpraHsbl.

loBpexaennble uizenns

lNoBpexaeHHble H3AENNWS MOTYT NPUBECTH K TPaBMaM NauUMEHTOB, Noab3oBaTenei
WK TpeTbHX L. [lepea KaXabIM HCNONb30OBaHHEM NPOBEPAATE BCE KOMMOHEHTDI
M31€,1M8 Ha npeaMeT nospexxacHui. He ucnone3yiite nospexaeHHble Hanenus.

IIpaBuabuoe obpauenne

HenpaBunbHoe obpauieHne ¢ W3AEAHEM MOXKET NMPHBECTH K TPaBMaM MNalMEHTOB,
nonb3oBartenei M TpeTbux auil. PaboTtaTh ¢ HUM MOryT TonbkO MU, obnanaloume
HeoOX0AUMO# MeIHUMHCKONH KBaNHPHUKaLKER H 3HAKOMbIE C NPUMEHEHHEM W3AENHA.
Ilepen ucnonbzoBannem ybeanutecs, 4To H3enNe NOAXOAHT LIS AaHHOH NpOLIETYPbI.
TlpoBepsiite n3nenue 40 M NoOcie KOKAOrO UCNONb30OBAHKA Ha:

- UenoctHocTsb

- Xopouee pabouee cocTosHHe

- OcTpble yribl

- Kpas c 3a3y6puHamn

- [IpaBuabHas cbopka KOMMNEKTYIOWHX

- OYHKUHOHANBHOCTD

He octasnsiite BHyTpH nauMeHTa c1OMaHHbIE AETAIH.

He noagepraiite H3nenue MexaHM4eCcKo#H Harpyske.

He Bbirudaiite norHyTbie u3aenus o6paTHO 8 HCXOAHOE MONIOKEHHE.

Pabota 8 no.e 3penns

HMcnone3osanue u3nenus BHe Nons 3peHNs MOXKET MPHBECTH K NOBPEKIEHHIO TKaHEH
WIH MOBPEXAEHUIO HIAEHA.
Hcnonb3yiite 3aeane ToNbLKO B Noe 3peHus.

l'opsune yacTn
Bbicokas MHTEHCHBHOCTbL CBETA, CO31aBaeMas HCTOYHHKOM CBETA, MOXET BbI3BATH

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 corners

— Burred edges

- Correct assembly of the components

— Functionality

Do not leave broken-off components inside the patient.

Do not overload the product with mechanical stress.

Do not bend bent products back to their original position.

Working in the field of vision

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

Only use the product in the field of vision.

Hot components

The high level of light intensity produced by the light source may cause the distal
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HarpeB AMCTaNbHOT0 KOHLA, CBETOBbIX COEANHEHUNA U COCEAHUX KOMMOHEHTOB. 3TO
MOXEeT Bbl3BaTb OXOrM Yy MauMeHTOB, NOMb30BaTeNeN U TPeTbUX NNUL.

MOLWHOCTb Ha YpOBeHb, [AOCTaTOYHbLIA AnA
obecneyeHWs OMNTUMANbHOrO OCBeWweHWs paboyeill sownse. M36eranTe KoHTakTa C

YcTaHoBUTE MCTOYHNKaA CBeTa

ANCTanbHbIM KOHLOM W CBETOBbIMWN COEAUHEHNAMMNU.

BbicoKas MHTEHCMBHOCTb CBeTa

BblcoKasgs MHTEHCMBHOCTb CBeTa, M3nyyaemas UCTOYHWKOM CBeTa, MOXET NPUBECTU K
Heo6paTMUMOMY MOBPEXAEHWUI Trna3 UAW CNenoTe, a TakXe K HarpeBy TKaHel u
npesMeToB, Ha KOTOPbIE HanpaBneH CBETOBOW MOTOK.

He cMOTpuUTe Ha CBETOBOW MOTOK.

MOW HOCTb WCTOYHMKA CBETAa Ha YpPOBEHb,
o6ecrneyeHns ONTUManbHOTO OCBeL,eHNA paboyeld 30HbI.

YcTaHOBUTE LOCTATOUYHbLIA  Ang
Y6eanTech, YTO UCTOUHWUK CBETA HAXOAWUTCA Ha AOCTAaTOYHO 60MbUOM PAacCTOAHUK

OT TKaHel n onepauMoOHHbIX NPUHAANEXHOCTEN.

TOK yTeukun naymeHTa

TOKWM yTeyku nayumeHTOB W3 MPOLYKTOB MOTYT CKNafblBaTbCA, €CAN OLHOBPEMEHHO
MCNONb3YKTCA 3NeKTPUYeckue YCTpolcTBa W 3NeKTpuyeckue wu3genusa ANS
3HfoTepanuu. UpesmMepHO BbICOKM YPOBEHb TOKA YTEYKN MOXET MPUBECTN KTpaBMme
nauneHTta. Mcnonb3yiiTe BMecTe TONbKO NMPOAYKTbl O4HOFO TMNa, 0CO6EHHO B cayyae
npoayktos CF.

COOTBETCTByI'OLLI,aFI KOM6I/IHaLI,I/IFI dHAOCKOMNa M ONTOBOJIOKOHHOTIO CBETOBOA4A

Ecnu guamMeTp ONTOBOJOKOHHOIO CBETOBOJAA CAMLWKOM BeAWK, pa3beM 3HAOCKONA
noBpexpeHue
CNNLW KOM

3T0 MOXEeT BblI3BaThb

cBeToBofa

Harpeetvcsa. dHAOCKOMA.

dHAOCKON

Ecnn pguametp
6ypeT nonapaThb
Hef0CTAaTOYHO CBeTa. TO MOXeT 03HayaTb, YTo paboyasd 30Ha OyfeT HeJOCTATOYHO

ONTOBONOKOHHOTO mMan, B
ocBeleHa. cnonb3yiiTe 3HAZOCKON C ONTOBONOKOHHLIM CBETOBOAOM MOAXOAALLENO
avameTpa.

bonesHb KpeliTytenbara-Akoba
M3pgennsa, KoTopble BCTynakwT B KOHTAKT C LLeHTPaabHOW HEPBHON CMCTEMOW, MOTYT
O6bITb 3arpA3HeHbl opraHW4YecKMmMmM octatkamu,

coepXauwmmMmn MpUoHbl. MpPUOHbI

NPUBOAAT K 3apaKeHuto 6onesHblo KpedTuthenbara-dkob6a. Ecnm guarHoctmpoBaHa

unun nogospesaetca 60ne3Hb KpeitTuthenbga-dkoba: yTUAM3MpyinTe MNpPoOAYKT
Hagnexauwumm o6pa3oM M He NPOAONXKaAKTe ero MCNONb30BaTh.
HecTepunbHblil NPOAYKT
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end, the light connections, and adjacent components to heat up. This can cause
bums to patients, users, and third parties

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

High light intensity
The high
permanent eye damage or blindness, and may cause tissue and items facing the
light output to heat up.

Do not look into the light output.

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

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

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

Patient leakage current

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

Appropriate combination of endoscope and fiber optic light cable

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

Use the endoscope with a fiber optic light cable that has an appropriate fiber
diameter.

Creutzfeldt-Jakob disease

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

Unsterile product

The product is not sterile when delivered. The use ofnon-sterile products poses a
risk of infection for patients, users, and third parties. Reprocess the product in line
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N3genne mocTaBnseTca HecTepunbHbIM. Wcnonb3oBaHWe HecTepuabHbIX u3genuin  with the reprocessing instructions before initial use and every subsequent use.
co3f4aeT PUCK 3apaXeHus ANsS NaulWeHTOB, MNOAb30oBaTeneid W TpeTbuUX Nuuy.

O6pab6oTaiiTe M3genme B COOTBETCTBUM C MHCTPYKLUAMMK No nosTopHol o6pa6oTke Ultrasonic treatment

nepepj NepBbiM MCMNONb30BAaHMEM W MPU KaXAOM MOCAELYIOLWEM NCNONb30BAHUMN. The product is not suitable for ultrasonic treatment

Y nbTpasBykoBas o6paboTka
MpoAYKT He NOAXOANT ANS YNbTPa3ByKOBOW 06paboTKU.
2.3. Mepbl NpefloCTOPOXHOCTU NMPU MCNONb30BaHUN aHNo0cKkonoB/Safety precautions while u$in2 the endoscopes

OHAOCKOMbI AOMIXHbLI MCNONb30BATLCA TONbKO B COOTBETCTBUWN C MEAULUHCKUMM The endoscopes must only be used according to the medical rules and procedures
npaBuMaamu v npouesypamMy 3HAOCKONUKU, NPU3HAHHLIMU ANA JAHHOTO MeToja. ofendoscopy recognized for the method.

2.4. MoTeHynanbHbI noTpebuTens/Potential consumer
MeguunHCKNue n3genns MOryT NCMONb30BaTbCA TONIbKO BpayaMu 1M Bpayamu- Medical devices may only be used by physicians and medical assistants who
acCUCTeHTaMW. UMe W MMM COOTBETCTBYO WY CNeLMann3mpoBaHHY have a corresponding specialized qualification and who have been instructed in
KBaIMUKALUIO N MPOLWEJWNMUN UHCTPYKTaX NO MCNOMb30BAHUIO JaHHbIX use of these medical devices.

MEANLMHCKUX N3aeNnnii.

2.5. Ycnosusa npumeHeHunsa/Usage conditions

MegnunHCKne n3genns, Bk Yaa NogKnoYeHHoe o6opyaoBaHMe, MOXET Medical devices including the equipment connected may only be used in medical
MCNOMb30BaTbCA TONbKO B MEAULMHCKNUX KabUHeTaxX, B KOTOPbIX YCTAHOBJIEHO rooms in which the electrical equipment has been installed in accordance with
3NeKTpnyeckoe ob6opyfoBaHNE B COOTBETCTBUMN C MPUMEHUMbBIMU HALUOHANbHbIMMN applicable national regulations and standards.

npamnamMm n ctaHgaptTamu.

2.6. CBefleHNa 0 NeKapCTBEHHbLIX CpeAcTBaxX BXOAAWMX B cocTaB MeguumHckoro Hanenua/Information about the medicines included in the medical device

He npumeHumo Not applicable
2.7. CBefileHMA 0 maTepuanax XuBoTHoro/yenoseveckoro nponcxoxgeHus/information about materials of animal/human orisin
He npumeHnmo Not applicable

3. Ob6paweHune c usgennem/Handling
3.1. PacnakoBka/ Unpacking
MpoBepbTe MOCTaBKY Ha KOMM/MIEKTHOCTb U HAa NMpeaMeT BO3MOXHbIX NOBPEXAEHWUIA. Check for missing items and evidence of shipping damage.

3.2. Ycnosua TpaHCNOPTUPOBKKN M XpaHeHUsa/Storage and transportation conditions

Temnepatypa -20°C...+60°C Temperature -20°C ...+60“C
OTHOCKTeNlbHAasA BNAXHOCTb 10% ...90% Relative humidity 10% ... 90%
BO3AyXxa .

Alir pressure 700 ... 1060 hPa
OasneHune Bo3gyxa 700...1060 rMa

3.3. Ycnosug akcnnyatayunu/operating conditions

23
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Temnepatypa +10°C...+40°C

OTHOCUTENbHASA BNIAXHOCTb

30% ... 70%

BO34yXxa
OasneHve Bo3gyxa 700... 1060 rMa
Pa6ouas yacTb M3gennsa npegHasHayeHa 418 UCNONb30BAHUA BO BHYTPEHHel cpeae
opraHusma.

3.4. Cpok rogHoctu/cpok akcnnyatauuu/Shelf life/Service life
YTo6bl pacno3HaTb
cnefytuime @YHKLNOHANbHbIE MPOBEPKN:
1. MpoBepuTb NOBEPXHOCTb 3HA0CKOMNA HAa OTCYTCTBUE MEXAHUUYECKUX NMOBPEXAEHUN

BO3MOXHbI U3HOC maTtepuana, He0o6XOAMMO BbIMOAHUTb

N U3MEHEHUI.

2. MpoBepuTb NpPaBUIbBHOCTb MNOCaAKW MNPUCOELUHEHHbLIX KOMMOHEHTOB
HEeoOXO0AMMOCTM 3aPUKCMpPOBATbL pa3beM ANS OUUCTKWU.

3. MpoBepnThb, NepenaeTcsa Nn n3obpaxeHue.

4. NMpoBepuTb, NepefaeTcsa N CBeT.

MpurogHocTb n3fennsa B 3HAYNTENbHOW CTeneHu onpefenseTcs no
aKCNayaTauMOHHOMY M3HOCY, HalMYNIO W XapaKTepy BO3MOXHbIX MOBPEXAEHUW W
Oxunpaemasn

uonpu

3aBUCUT OT Bbi6opa MeToA0B 06pPabOTKM UM XUMUYECKUX CPEACTB.
cpefHAs HapaboTka Ha 0Tka3 - 1000 uuknos.
OXxwunpaemblih CPOK cnyx6bl - 5 et

3.5.
NMPEAYNPEX AEHWME. 3HAQ0CKON NOCTaB/AETCA HECTEPUIbHBIM, MO3TOMY €ro

Mcnonb3oBaHune/Application

HEo6X04MMO OUNLaTh, 4E3UHOULUPOBATL W CTEPUIN30BATL Nepes NEPBbIM

ncnonb3oBaHMeM M KaXablM nocnegyrouw MM NOBTOPHBIM MCNO/Tb30BaHUEM.

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

The working part ofthe medical device is used in the internal environment ofthe
body.

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

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

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

3. Check ifthe image is being transmitted.

4. Check if light is transmitted.

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

Expected service life - 5 years

WARNING: The endoscope is not sterile when delivered and must therefore be

cleaned, disinfected and sterilized prior to initial use and each subsequent reuse.

3.6. MpuHagnexHocTn, NpegycMOTPEeHHbIe AN MCNONb30BaHUA BMecTe ¢ nsgenmem/Accessories to be used in combination with the device

Bunpgeocnctembl KOMMNaKTHbI € 3HAOCKONMWYECKNE (CUCTEM bl
ynpaB.leHuda/nonyyeHmna Buaeomn3obpaxeHini ona aH[OCKOMa), covyeTatolee B
cebe 6N10K ynpaBneHns Kamepoli, UCTOYHUK CBeTa, MOHUTOP),
nofcoefiMHAeMblie NpM MOMOLW M CBETOBOAA:

LonycTUMO MCNONb30BaHMWE N0 6bIX KOMMNAKTHBIX BULEOCUCTEM 9HAOCKOMMUYECKUX,
3aperucTpMpoBaHHbIX B YCTAHOB/NIEHHOM NOpsAAKe HAa Tepputopumn Pd,

FonoBka Bugeokamepbl (Bugeokamepa aHLOCKOMNA) C MYPpTON pukcayum
OKYNAPHON ONTUKMN:
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Compact endoscopic video systems (systems for control/getting video images
for an endoscope), combining a camera control unit, a light source, a
monitor), connected using a light cable:

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

Federation.

Video camera head (endoscope video camera) with eyepiece optics fixation
clutch:
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JonycTHMo Henonb3oBaHHe N0OBIX roONOBOK BHaeoKamepbl ¢ MydToi (pukcaunn It is allowed to use any video camera heads with an eyepiece fixation clutch,
OKYJISPHOW ONTHKH, 3apErHCTPHPOBAHHDLIX B YCTAHOBIEHHOM NMOPAJKE Ha registered in accordance with the established procedure on the territory of the
TeppHTOpHH PO. Russian Federation.

InaockonnYecKne HCTOYHHKR CBeTa (HCTOYHHKH OcBenienns A8 jnaockona), [ Endoscopic light sources (light sources for the endoscope), connected using

noacoeAnHseMbie NPH NOMOILH CBETOBO0B: light cables:
JonycTumo ucnonb3oBanue J106bIX IHAOCKONHYECKUX HCTOYHUKOB CBETa, It is allowed to use any endoscopic light sources registered in accordance with
3aperucTPHPOBAHHBIX B YCTAHOB/ICHHOM NOpAIKe Ha TeppuTopuu PD. the established procedure on the territory of the Russian Federation.
CseTtoBoab!: Light cables:
Ecnu cBeTOBOA M 3HAOCKON MapKHPOBaHbl CHMBONAMH (cM. Tabauuy), To If there is an identification symbol on the light cable and the endoscope (see
NOAXOARIAA KOMOMHAUNS JOMKHA ONPEAENATbCS B COOTBETCTBHH C ITHMH table), assign matching combinations according to the symbols shown.
CHMBOJIAMH. Light cable diameter Endoscope diameter
JunameTtp cseroBoaa JnameTp 3Ha0CKONA 438 -5.0 mm O 6.6 - 12.0 mm O
4.8-5.0 Mm O 6.6 - 12.0 Mm @) - -
: _ 3.0-3.5mm (o) 3.0-6.5mm (o)
3.0-3.5 MM o) 3.0-6.5 MM (o) :
- 20-2.5mm ® 0.8-29mm °
20-2.5mm o 0.8-29mm o
3.7. OcmoTp/Inspection
OcmatpuBaiite 3HA0CKON Ha NpeAMET NOBPEXIEHHI cpa3y nocae Noly4YeHu, a Inspect the endoscope for damage immediately after receipt and before and after
TaKxkKe 10 M NOC/E KAKIA0ro HCNob30BaHHA. each use.
H3o6paxenne Image

OcmMoTpuTe TOpUbI ONTHKH (IUCTANbHBIHA KOHEL W OKyNsp) Ha npeamet uapanui v | Examine the optical end faces (distal end and eyepiece) for scratches and

OCTaTKOB XHPYPrHYECKHX WIH APYrHX 3arpa3HeHuN. [TIoBepXHOCTH 10/KHbI ObiTh surgical or cleaning residues. The faces should be smooth and shiny.
rMaaKUMK U GaecTawmumy,

In order to test the image quality, slowly rotate the endoscope while looking
Yrtobbl npoBepHTh KauecTBO H30OpaxkeHHs. Heo6X0AMMO BpaLLATh IHAOCKON, through it.
CMOTpA B €ro.

If the image is completely or partially impaired, either the rod lens system in the
Ecan u3o6paxerne 4aCTUHO WK NONHOCTBIO HCKAXKEHO. TO 3TO 03HauaeT, 4To uGo | sheath is broken or the lens in the eyepiece is defective. In such cases, the

CHCTEMa CTEPXKHEBBIX JIMH3 HEHCTIpaBHa, MO0 IMH3bI B OKYNApe noBpexaeHst. B endoscope must be replaced.
TAKHUX Cy4asX IHI0CKON HEOOXOAUMO 3aMEHHTD. A cloudy or speckled image can be caused by moisture or disinfectant residue on
Tycknoe nnn naTHUcTOE H306paKEHHE MOXKET ObITH BLI3BAHO BAKHOCTBIO HIH the optical end faces.
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OCTaTKaMH nezundmuupyiomero CpEACTBA HA TOPUEBbLIX NOBEPXHOCTAX OMTHKH.

CsetoBoa

HanpaBbTe anctanbHbifi KOHElLl B HANPaBAEHHN HCTOYHHKA CBETa U NPOBEpbTE
KOHYECTBO TEMHbIX TOYEK B MECTE COEIMHEHHA CO CBETOBOAOM. Takue TeMHbie
TOYKM YKa3biBAIOT Ha TO, YTO ONTHYECKHE CBETONPOBOAALIME BOTOKHA
nospexaeHbl. U3011MpoBaHHble NOBPEXAEHHbIE ONTHYECKHE BONOKHA He
OKa3bIBAlOT 3aMETHOTO BIHAHUS Ha Ka4eCTBO W300pakeHu.

OaHakKo BbIXOJHAA APKOCTH JEHCTBHTEILHO 3HAUYUTENLHO YXYALIAETCA, €CIIH
onpeaeeHHOe KONHYECTBO ONTHYECKHUX BOJIOKOH NOBpeXaeHo (npumepHo 20-
25%), uTO B CBOIO OMEpeAb NPHBOANT K CHHIKEHHIO KauyecTBa N306paxeHus.
Bonbiue Henb3a ucnonb3oBaTh 3HAOCKON.

YKA3AHHE: ecnu nospexeHHe O4EBHIHO, JHAOCKON Gonblie Henb3s
MCNOb30BaTh. JHAOCKONbI HEOOXOAMMO 3aMEHHUTD, €ClIH H300paKeHHEe MyTHOE WK
H300paKeHHEe OTCYTCTBYET WK BHAHA TONBKO €ro YacTb.

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. Mepui npeaocTtopoxknocTh/Precautions

Kak 1 Bce ontnueckue HHcTpymeHTbl, 3Raockonsl HOPKINS sBasioTcs ouens
4yBCTBHTENbHBIM 060pya0BaHHeM. YToOb! FrapaHTHPOBaTh 10ATOCPOUHOE KAUeCTBO
3HA0cKona, Heob6xoauMo cobntoaaTh creaylowme npasuaa:

* Bo u3bexkaHue nonoMok 3HAOCKOMNbI HEOGX0AMO BCeraa aepxarthb €ro 3a oKyasp, a
HE 3@ AHCTANbHbBIH KOHEU.

* Hu npu xaknx obcrostenbcTBax He crubaiite pabouyto yacTh 3HAOCKONA. ITO
MOXET NPUBECTH K MOIOMKAM HIIH TPELUMHAM B CHCTEME CTEPXKHEBBIX JIHH3.

* Knagure 3ua0cKonb ¢ 0CTOPOXKHOCTLIO. CHibHBIE Yapbl, 0COOEHHO N0
AMCTATbHOMY KOHLLY, MOTYT Bbi3BaTh MOBPEKACHHE WM TPELUMHDI, a TaKxKe
NPOHMKHOBEHHE XKNAKOCTH, Napa H T.A. ITO NPHBOLMT K NOSBIEHHIO CBETLIX H /
WK pacTAHYTbIX obnacTtei ulobpaxeHus.

* [lo3TOMY BO BpeMa OHYHCTKH, A€3HHGEKLNH, CTEPHIN3ALNMN U XPaHEHHS
HE00X0AUMO CNEANTD 3a TEM, 4TOOBI SHAOCKONBI H3GEXKANH NOBPEKACHHI APYrHMH
HHCTpyMeHTaMHu. UneanbHbiit BapuanT: xpauntb 3Haockonst HOPKINS
MHIMBUAYANbHO KM HCMONBL30BATh KOHTEHHEPbI, B KOTOPbIX IHAOCKOMNBI MOXHO

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

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

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

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

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

YKA3AHWME: ecnu nospexaeHne 04eBUAHO, 3HA0CKON 60NbLIE HEMb3A
mcnonb3oBaTh. SHAOCKOI'II:I HeOﬁXO,CU/IMO 3aMEeHNUTbL, ecnun VI306pa)KEHVIE MYTHOE Unu

|/|306pa>KeH|/|e OTCYTCTBYET UMK BUAHbBI TONTbBKO €ro 4yactu.

BHNWMAHWE: sngockonsl HOPKINS 6e3 MapKUpOBKU «ABTOKNAB» HENMb3A

CTEpPMNN30BaTbL MapoM. DTO MOXET HAaHEeCTU HeNnonpaBUMbIi yu ep6.

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

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

4. TloBTopHas o6paboTka. CBegeHns o6 ounctke un gesnHdekynm MW / Reprocessing. Information about cleaning and disinfecting of MD

MNMPEOYTMPEXOEHWE. Puck 3apaxeHus. Mpu noctaBke 3TU MeAULUHCKUE
U3Lenuns He ABNATCA CTEPUNbHLIMU. McnoNb30BaHWe HECTEPUIbHBIX MELULUHCKUX
n3genuii co3faeT PUCK 3apaXKeHusa ANg NayumeHTOB, NONb30BaTENel M TPEeTbUX NUL,.
OcMOTpUTE MEAULMHCKNE U3LENUS HA NPEeLMET BULMMOTO 3arpA3HEHUS.

Buaumoe 3arps3HeHune yKasblBaeT Ha TO. YTO NOBTOPHas 06pa6oTKa He
npoBoAmMnach MAn 6bina NpoBefeHa HenpaBunbHo. O6paboTaiiTe MeAULMHCKUE
u3fenus nepej NepebiM UCNONb30BAHWEM, a TakXe 40 M NOoc/e KaXAoro
NnocneAylLWero NCNONb30BaHUA, UCMNONb3YS YTBEPXK/AEHHbIE NpoLeaypbl.
MNMPEAYMNPEXAEHWE: Puck 3apaxeHns: HempaBuabHO 06pa6oTaHHbIe
MeAMUMHCKME N3AeNns NoaBepralT nayMeHToB, NoAb3oBaTeneil U TPeTbUX NN
PUCKY 3apaxXeHUs, a TakXXe PUCKY TOF0, YTO MeANLNHCKOE U3e/IMe MOXEeT BbIATH
U3 cTpos.

BHMUWMAHWE: npu npurotosneHnuun n ncnonb3osaHWmM pacTBOpPOB Cneayiite
cneuMpuUKaymsam NpoM3BOLANTENS XUMUYECKUX CPEACTB, YAenss oco60e BHUMaHME
NpaBUNbHOW KOHLUEHTpaLumn, BPeMEHU BO3AECTBUA U CPOKY CAYXK6bI.
MpoaoMKMTENbHOE NOTPYXXEHME B BOAY W HEMpaBUAbHAs KOHUEHTpaLus MOryT
MPUBECTU K NOBPEXAeHU0. TTOMHUTE 0 MUKPOGMONOTNYECKOM AMana3oHe AeicTBUS
MCMNOMb3YEMbIX XUMUUYECKNX CPEACTB.

BHUMAHWE: OnacHocTb noBpexAeHUs MEAULUHCKUX YCTPOUCTB:
MCNONb30BaHWe XUMMNYECKUX CPpeAcTB, He 0406peHHbIX KARL STORZ, moxeT
MPUBECTU K MOBPEXAEHUIO MEAULUHCKUX YCTPOACTB. Mcnonb3yiiTe TONbKO
0A06pEHHbIE XMMMUYECKNE CPeACTBa.

YKA3AHWE: MNMepeyeHb peKOMeHAYEeMbIX YNCTAWMX U AE3UHDULUPYIOLLUX
pacTBOpPOB npejcTaBneH B MpunoxeHun 1

WARNING: Risk of infection: These medical devices are not sterile when
delivered. 'ITie use of non-sterile medical devices poses a risk ofinfection 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 ofinfection: 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.

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

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

4.1. MoparoToBKa K o4yncTKe u gesnHpekumuun/ Preparing for cleaning and disinfection
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MoAroToBKa K OYUCTKE U fe3nHpeKLnun Preparation for cleaning and disinfection
Fpy6ble 3arpA3HeHWsa, Bbl3blBalOWMEe KOPPO3WK pacTBOPbl W JieKApPCTBEHHbIe

cpeacTBa clieflyeT yAanaTbh C 3HAO0CKOMOB cpa3y nocjie ero npumeHeHuns. Ana atoro Heavy soiling, corrosive solutions and pharmaceuticals must be removed from
9HAOCKOMbI CNeAyeT MpefBapUTEeNbHO OYUCTUTHL, Hanp., MNyTeM MpoOTUPaHWa 1 the medical device immediately after use. To this end, preclean the medical

npoMbiBaHWs. KomnaHus KARL STORZ pekomeHayeT Bcerga nposoguts device by wiping down and rinsing, for example. As a general rule, KARL

npefBapuTenbHY OYNCTKY PYUYHbIM CMOCO60M NOA CTPYell XONOAHOI BOAbI. STORZ recommends manual precleaning under cold running water.
4.2. PyuyHas npegBapuTenbHasa ounctka / Manual precleaning
Pasbopka Disassembly
Mepes o4YMCTKON W fe3nHPekuMen 3HAOCKOMbI Heo6X0AMMO OTKpbITb wu/uanm  Prior to cleaning and disinfection, the medical device must be separated into its
pa3obpaTb Ha OTAE/IbHbIE KOMMOHEHTbI, HACKO/IbKO 3TO BO3MOXHO. individual components as far as possible, and/or must be opened.
OuncTKa NOBEPXHOCTEN LETKOM Brushing the surfaces

Bugumble nnu rpybbEe 3arps3HeHWs Heo6XxoAuMMO ypanaTb € MoBepxHocTeld noAg Any visible contamination or heavy soiling ofthe surfaces must be removed
CTPYeil XONOAHOW BOAbI MPW NOMOL M LW ETOK MOAXOAALWMUX pa3MepoB OT pasnuuHbiXx under cold running water by cleaning using brushes of suitable sizes from

npom3BoaunTenen. various manufacturers.
No use of ultrasound
O6paboTKa yNbTpa3BYKOM 3anpelieHa For technical reasons, the medical device is not suitable for ultrasound treatment.

Mo TexHMUYecKUM npuumHam aHgockonbl HOPKINS HenpurogHbl ans
yNbTpa3ByKOBOI 06paboTKM.

4.3. MawunHHaa yncTka n gesnHgekyHa/Macblne cleaning and disinfection
OuuncTtka/TepMmuyeckan fe3nHpekLns mMexaHM3MpoBaHHbIM CNOCO60M Machine cleaning/thermal disinfection
MpegnodytnTenbHa TepMmuyeckas pesnHdbekuna. J[aHHbli MeTod Heob6xoauMmo Thermal disinfection is preferred. The relevant national requirements and the AO
MCMonbL3oBaTb C Yy4yeTOM HauuoHanbHbEX HopMm u nokasatens AO. Mpu Bbi6ope value must be taken into account when using this method. The selection ofa
NoAXOAsALlW Eero BbIBUXHOIMO KOHTellHepa WAW KpenaeHWAa [NA WHCTPyYMeHTa suitable slide-in tray or instrument holder, which should ensure that the medical
Heo6X04MMO MNPOKOHCYNbTUPOBATLCA C WM3roToBUTenem ob6opyaosaHuWs € Uenblo device is thoroughly rinsed out or through, must take place in consultation with

o6ecneyeHns OMbIBaHWS UAN NPOMbIBAHUSA MEAULUHCKOTO U3aenns. the manufacturer of the device.

Y Ka3zaHMe: npu Heo6XoaMMOCTN CAeAyeT BPYUHYH AOCYU MTb UHCTPYMEHT. Note: If necessary, the instrument must be dried offafterwards by hand.
4.4. Cbopka, ocmoTp n yxoa/Assembly, inspection and care

Cbopka, NnpoBepKa un yxop Assembly, inspection and care

Bu3yanbHOo npoBepbTe OUYULEHHbIA W NpofesuHOULUMPOBaAHHbLIA 3HJOCKON Ha The cleaned and disinfected medical device must be visually inspected for

YMCTOTY', KOMMNNEKTHOCTb, CYXOCTb U OTCYTCTBUE MOBPEXAEHUNI: cleanliness, completeness, damage and dryness:

* Mpn Hanuuum cnepos  3arps3HeHUin/ocTaTKoB CPeAcTB Heo6X0AMMO . Ifresidues or contamination are still present, the medical device must be

NOBTOPHO 06paboTaTb IHAOCKONbLI BPYUHYIO M elle pa3 NOABEPrHYTb UX NONHOMY manually cleaned and subjected to a full cleaning and disinfection

LUKNY OYUCTKN W AE€3NHBEKLUNN. procedure once more.

. MoBpexXeHHble MAN MOPaXeHHble KOPPO3Weih 3IHAOCKOMbI AO/MKHbI 6bIThb . Damaged or corroded medical devices must be withdrawn from use.

M3BbATH! 13 obpauyeHna. Afterwards, a functional check must be carried out.

3aTeM He06GXOAMMO BbINONHUTL NPOBEPKY PYHKLMOHUPOBAHUSA.
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4.4.1. MNMposepka n3obpaxeHua/ Checking the image
OcmoTpuTe onTuyeckue TopLbl (06bEKTUB, ANCTaNbHbIA BbIXO4 CBETOBOAA M
OKYNAp) Ha NpegMeT LapanuH Y 0OCTAaTKOB XUPYPruyeCcKUX AN YNCTALLMUX CPeLCTB.
[MoBepPXHOCTW AO/MKHBI 6bIThb TNaAKUMMU U BnecTAWMUMU. UTO6bI MPOBEPUTH
KayecTBO M306paxKeHUA, MeAIeHHO BpalaiiTe aHJO0CKON, rNAAA Yepe3 Hero. Ecau
M306paxeHne NONHOCTLI0 AWM YACTUUYHO UCKAXEHO, 3HAYUT HeucnpasHa cucTema
CTEPXHEBbIX NMH3 B ONTUYECKOW TpybKe Nan nuH3a B okynsape. B Takux cnyyasax
9HLOCKON HEO6X0AMMO 3aMEHUTbH.
MyTHOe NN NATHUCTOE N306paxeHne MOXET 6blTb BbI3BAHO BNAXHOCTbIO WK
ocTaTKaMu fe3nHpuunpyroL ero / XMMmMYecKoro cpescrea Ha ONTUYECKNX
NMOBEPXHOCTAX. B 3TUX ciyyadx OCTOPOXKHO OYUCTUTE ONTUYECKUE TOPL,bI
annankKaTopom BaTHbIM TaMMOHOM, CMO4YeHHbIM B 70% cnupTe.

4.4.2. Mpoeepka ceBetoBogos/ Checking the light guides
JepXuTe oucTanbHbli KOHEL B HanpaB/eHUU UCTOYHMUKA CBeTa M NPOBeEPbTE
KONNYECTBO TEMHbIX TOYEK Ha COEJMHEHNWN CBETOBOJA. TaKMe TEMHbIE TOUYKHU
yKa3blBalOT Ha TO, 4TO ONTMYECKME BOIOKHA CBETOBO/A pa3opBaHbl.
M3onmpoBaHHble NOpPBaHHble ONTUYECKME BOSIOKHA 3aMETHO He YXYALWal T KayecTBo
n3obpaxeHnsa. TeMm He MeHee, CBETOOTAAa4ya 3HAYNTENIbHO YXY LW AeTCA. eciu
noBpexpgaetcs onpefeneHHOe KONMYeCTBO BONIOKOH (NpumepHo oT 20% ao 25%),
4YTO. COOTBETCTBEHHO, TakKXXe NMPUBOAUT K CHUXKEHMWIO KayecTBa M306paxeHuns.
JHpockon 60MblWe HENb3A UCNONb30BaTh.
BHMUMAHWE: ecnun noBpexpaeHne o4eBUAHO, aHAOCKON 60NblWwe He cnegyeT
MCNONb30BaTb. DHAOCKOMbLI HEOBXOANMO 3aMEHUTL, €CU N306paxKeHne MYTHOE UNu
n3obpaxeHne OTCYTCTBYeT UNN BULHbI TONbKO €ro 4yacTtu.

4.4.3. Cywka/ Drying
Y 4acTKN BONOKHA B CBETOBO/E, a TaKXe AUCTanbHble U MPOKCUManbHble TOPLEBbIE
NOBEPXHOCTU AONMXHBI 6bITb TWAaTENbHO BbicyweHbl 70% cnuptom. OcTaTku
4e3nHpUUMpPYOLWero n YNCTALW,ero cpefcrTea, HanpuMmep, B CBeTOBOAE, MOTYT
NPUropeTb NPW NOAKIOYEHUN CBETOBOro Kabens, YTo cepbe3Ho yxypfwaeT
cBeTonponycKaHue.
e [MTOBpeXAEHHbIe NUIN KOPPOAUPOBAHHbIE MEAULUHCKNE YCTPOWCTBA JO/MKHBI OblTh
M3bATHI U3 UCNONb30BAHUA.
e Pe3bbbl U CKONb3ALLME NOBEPXHOCTM 3HAOCKONA HEO6X0AMMO CMa3aTb Ha MecTe

WHCTPYMEHTa/bHbIM Mac/joM, a paboynme NOBEPXHOCTW Ha MpoGKe KpaHa -
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Examine the optical end faces (lens, distal end of light guide and eyepiece) for
scratches and surgical or cleaning residues. The faces should be smooth and
shiny. In order to test the image quality, slowly rotate the endoscope while
looking through it. Ifthe image is completely or partially impaired, either the rod
lens system in the optical tube or the lens in the eyepiece is defective. In such
cases, the endoscope must be replaced.

A cloudy or speckled image can be caused by moisture or disinfectant/chemical
residue on the optical end faces. In these cases, carefully clean the optical end

faces with a cotton tip applicator soaked in 70 % alcohol.

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

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

The fiber areas in the light inlet piece in particular as well as the distal and
proximal end faces must be dried carefully with 70 % alcohol. Disinfectant and
cleaning agent residue, e.g., in the light inlet piece, can become burnt on when
the light cable is connected, thereby seriously impairing light transmission.

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

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

. Dismantled medical devices must be assembled.
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cneynanbHOM cMa3Koi.
e PazobpaHHble MEAULWHCKNE YCTPOKCTBA AO/MKHbI ObITh COOPaHbLI.
e [ocne 3aToro Heo6Xo0AMMO NPOBECTU PYHKLUOHANBHYO NPOBEPKY.
YKA3AHWE: Macno, ncnonssyemoe A9 3TON Uenun, 4OMKHO NOAXOAUTL ANA
nocneAywlweil npouesypbl ctepunmsaymm (6e3 CMANKOHA M Ha OCHOBe napajuHa
nnn 6enoro macna).
YKA3AHWE: Bo Bpems npoueayp no yxoAy Wcnonb3yiTe npegMeTsbl M3 Katanora
«MeTofbl YX0A4a, CTEPUNU3ALUN N XPAHEHNA».
4.5. Ctepunusaumna/ Sterilization

Ycnosus ctepunnsaumm
KomnaHueit KARL STORZ agna faHHOro MegMLUHCKOTO M34enns BanuanpoBaHbl U
YTBEPX/EHbl Cnegytolime MeTo4bl CTEPUNU3ALUN:
CTepununsayms napom ¢ NnpuMMeHeHneM GppakLUMOHUPOBAHHOIO
thopBaKyy MHOro MeToja.
YKasaHue: CmasaHHble KOMNOHEHTbl HEO6XOAMMO CTEPU/IM30BATh B Pa3obpaHHOM
Buge. Ans cTepunmnsaumm MeAWLUHCKOTO M3jenns B cO6GpaHHOM BuUAe He06X0LUMO
Mcnonb3oBaTb hpakKLMOHNPOBaAHHbLIN hopBakyyMHbli meTog (DIN EN ISO 17665-1)
c cobniogeHnem cnegyowux napametpos: 134 °C Ha NpoTsXeHUU 5 MUHYT.
4.6. Cpok rogHocTu\Shelf Life

pacnosHaTb
cnefyt e GyHKLMOHANbHbIe MPOBEPKU:

UT06bI BO3MOXHbIA W3HOC MaTepuana, HeobXxoaumo

BbeNO/NHWUTb

1. MpoBepuTb NOBEPXHOCTb 3HAOCKOMNA HA OTCYTCTBME MEXAHUUYECKUX NOBPEXAeHWN
N U3MEHEHUR.

2. MpoBepuTb NpPaBWNbHOCTb MNOCaAKW NPUCOEAMHEHHbIX KOMMNOHEHTOB W MNpu
Heo6XxoAMMOCTM 3a)MKCUpPOBATb pa3beM NS OYUCTKMU.

3. MpoBepuTb, NepegaeTcs N n3obpaxeHue.

4. [poBepuTb, NepefaeTcsa N CBeT.

MpurogHocTb n3genns B 3HAYNTENbHOW cTeneHmn onpegensercs no

aKcnnyaTtauMoOHHOMY W3HOCY, HalNUYMIO WU XapaKTepy BO3MOXHbIX MOBPEXAEHWUN w©
3aBUCUT OT Bbi6Opa MeTOA4O0B 06paboTKM
cpefHAA HapaboTka Ha oTKa3 - 1000 ymknos.
OxugaeMbEN cpok cnyx6bl - 5 neTt

M XUMUYECKMX cpepcTB. Oxwngaemas

5. CepBuUCHOe 06Cny>XunBaHne U peMoHT/ Servicing and repair

HeucnpaBHbEe WMHCTPYMEHTbl  [LO/KHbI  06CAYyXMBaTbCA W PEMOHTUPOBATHLCA
WCKNOYNTENBHO YMNONHOMOYEHHbIMW HamMu nuuamu,; [pu nposBefeHUM BeCex
pPeMOHTHLEX pab0oT HEOOXOAMMO NCNONb30BaTb TONbKO OpUrMHanbHbEe getanu.

6. [apaHTHfIW Varranty
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. Afterwards, a functional check must be carried out.

NOTE: The oil used for this purpose must be suitable for the subsequent
sterilization procedure (silicone-free and paraffin- or white oil-based).

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
The medical device must be sterilized

components in a disassembled state.
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 endoscope surface for mechanical damage and changes.

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

3. Check ifthe image is being transmitted.

4. Check iflight is transmitted.

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

Expected service life - 5 years

Defective instruments must be serviced and repaired exclusively by persons

authorized by us; all repair work must employ genuine parts only.
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CraHaapTHbI# rapaHTHItHBIH CPOK IKCIUTyaTalMK U3aeNHUs cocTaBaseT 12 mecaues ¢
AaTbl BBOAa npubopa B IKCMTyaTalmio, Ho He Gonee 15 MecALEB cO AHS OTIPY3KH.

MeanumHckoe u3nende Bceraa cilelyeT OTNPABIATb B MECTHOE OTAENEHHe, Jaxe B
Te4yeHHe rapaHTMRHOro nepHoaa.

BckpbitHe 060opynoBaHMA WAM  BbiMONHeHHWe MOOLIX PEMOHTHLIX paboT uam
mMoaubHKauui 060pya0BaHHA HEYNOIHOMOUYEHHBIMH THLUAMH ocBoboXaaeT Hac oT
noboii oTBeTcTBEHHOCTH 3a ero paboty. Jlioboe Takoe OTKpPbITHE, PEMOHT WAH
MOIH(HKaLHS. BbINOJHEHHBIE B TEUEHHE rapaHTMHHOrO Nepuoaa. aHHYIMpyeT BCIO
rapaHTHIO.

OO6uwiecTBo ¢ orpaHuueHHoi orBetcTBeHHOCTbIO KAPJI LLUITOPLl Dnaockonbl —
BOCTOK (OO0 KLIT3 BOCTOK)

115114, Mocksa, [lepbexeBckas nabepexhas. 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@karlstorz.com

7. YTnanzauus/Disposal

Ipu ytunuzaumn ocobbie Mepbl He TpedOylorca. Cneayer cobnioaathb
BHYTPHIocyAapCcTBEHHbIE NPEANUCAHHSA/ 3aKOHBDI.

[Npn yTunusauum usnennii va repputopun Poccuiickoit @enepaunu creayer
PYKOBOACTBOBAaTLCS HOPMaMH, WinoxkeHHbiMH B CanlluH 2.1.3684-21.
Hencnonb3oBaHHble JHAOCKONDI, a TAKXKE YNAKOBOYHbIE MaTEpHaIbl Clie1yeT
YTHIH3HPOBATh KaK INHAEMHONOTHYECKH 6e30nacHble 0TX0abl Kiacca A.
Hcnonb3oBaHHbIe FHAOCKONBI CEAYET YTHIH3HPOBATH KaK 3NMHAEMHONOTHYECKH
onacHble 0TX0/b! Knacca b.

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 and packaging materials are
disposed of as class A epidemiologically non-hazardous wastes. Used
endoscopes are disposed of as class B epidemiologically hazardous waste.

8. Baxnaa nndpopmauns / Important Information

U3 coobpaxeHuii rurueHbl W A8 NPENOTBPALUEHHS 3apaXeHWS SHAOCKOMbI,
MHCTPYMEHTbl M YCTPOHCTBA HEOOXOAMMO OYHCTHTL M npoae3nHHuuposaTh /
CTEpHIN30BaTh NEepel OTNPABKOH B peMOHT. Mbl ocTaBnseM 3a coboi npaBo BepHYTh
3arpA3HeHHbIE HHCTPYMEHTBI / YCTPOICTBA OTNPaBUTENIO.

Pemont, Moandukaunn Han n3MeHeHHs KOHCTPYKUMH, KOTOPbIE BBINONHAKOTCS HE
xomnanued KARL STORZ nnn cneunanucramu, ynonHomouenHbiMu KARL

STORZ, anHyaupytoT Bce rapaHTHiiHble 0053aTenbeTBa.

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 sender.
Repairs, modifications, or construction changes which are not performed by
KARL STORZ or by experts authorized by KARL STORZ will invalidate all
warranty rights.

9. Pacmndposka cumso.ios/Explanation of symbols

PacuundpoBxa cHMB0.10B, NPUMEHREMbIX NPH MAPKHPOBAHHH MEIHLHHCKOTO
H3Je/IHN:

Explanation of symbols used in labelling the medical product:
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CiiMBo.i Onpegenexune 8ntbol Definition
= ]
I l MwnoTtoeutens I l Manufacturer
l/w i" [laTa U3roToBAeHNS Date of manufacture
M D MeguunHCKOe nsgenue M D Medical device
REF Homep no kata.lory REF Catalogue number
SN CepuitHblii HOMep SN Serial number
LOT Kog naptuu LOT Batch code
QTY KonuuecTBO U3gennii B ynakoske QTY Number of products in the product packaging
|U D || YHUKaNbHbI UAEHTUDUKATOP N3LeNNs UDI Unique Device Identifier
O6paTUTECh K UHCTPYKL NN i i
| Consult instructions for use
No NPUMEHEHUIO
He cTepnnbHo Unsterile
[llo M\
/m»u\
|
4 ’ Xpynkoe, o6pal,aTbCs 0CTOPOXHO I Fragile, handle with care
[ |
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Ber Top
Bepeub OoT BNaru Keep away from moisture
f f
B cooTBeTcTBUN C hefepanbHbiM 3akoHopgaTenscteom CLUA R O | Federal (USA) law restricts this device to sale by or on the
Rxonly (cornacHo 21 CFR 801.109) usagenne paspeweHo npopfasBaTb xun y order of a physician.
TONbKO Bpayam (M.MeLWUM NnLeH3nto) n.m no peyensn Bpaya. CE marking
Mapkuposka CE W ith this mark, the manufacturer declares the compliance of
3TUM 3HAKOM MPOU3BOANTENb 3aABNAET O COOTBETCTBUN the devices with the applicable standards and directives
YCTPOWCTB AeiCTBYO W MM CTaHjapTaM 1 AUPEKTUBAM. The device must not be modified in any way

Hun B KOoeM cnyyae Henb3s MOAM(pULMPOBATL YCTPONCTBO.
10. Peknamauusa/Reclamation
Mopsfgok npeabsaBAeHNs peknaMayuii 1 0TBETOB Ha HUX PeryanMpyeTcs rpaxAaHckum  The procedure for submitting complaints and responses to them is governed by
npaBoM. Peknamauus MOXeT NpeAbaABNATbLCA TONbKO MO TaKMM Bonpocam, KoTtopble civil law. A complaint may be brought only on such issues that were not the subject
He ABNANWCL NpejMeTOM MpuemMKu ToBapa, NPOM3BEJEHHON B COOTBeTCTBUM C ofacceptance ofthe goods made in accordance with the terms ofthe contract.

ycnosuamun gorosopa. For all issues related to product maintenance, please contact the Authorized
Mo Bcem BoOMpocam, CBA3aHHbLIM C o06cnyxuBaHuem usgenns, Heob6xoammo Representative ofthe manufacturer.
06paTUTLCA K YNOMHOMOYEHHOMY NPeACTaBUTENO NMPON3BOANTENS. In case of complaint, contact the manufacturer and / or authorized representative

B cnyuyae peknamauum obpaw,atbCs K MPOM3BOAUTEN0O U / UM YNONHOMOYEeHHOMY ofthe manufacturer.
npeacTaBuTeNilo MPOU3BOANTENSA.

Manufacturer:

MpownssoanTens: KARL STORZ SE & Co. KG, Germany

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

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

®akc:+49 7461 708-105 E-mail: info(4)karlstorz.com

E-mail: info@ karlstorz.com

Authorized representative ofthe manufacturer:

YNONHOMOUYEHHbIW NpeaCcTaBUTENb NPON3BOANTENS: Limited Liability Company KARL STORZ - Endoskopy WOSTOK (LLC KSHTE
O6UWecTBo C OrpaHWYeHHONW OTBETCTBEHHOCThb KAPJT W TOPL, 3Hupgockonel - VOSTOK)
BOCTOK (OO0 KW T3 BOCTOK) Derbenyevskaya nab. 7, building 4
115114. MockBa, lepbeHeBckas HabepexHasa, 7, cTp. 4. 115114 Moscow, Russia
Ten. +7 (495) 983-02-40, thakc: +7(495) 983-02-41 Phone: +7 (495) 983-02-40, Fax: +7 (495) 983-02-41
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e-mail: info-ru@ karlstorz.com e-mail: info-ru@ karlstorz.com

11. CeepeHus o npoussogmTene / Information about manufacturer

PA3PABOTYHUK: DEVELOPER:

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

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

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

MANUFACTURER:

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

Fax: +49 7461 708-105

E-mail: infofalkarlstorz.com

MPON3BOOWNTEND:

«KAP/T WWTOPL, CE u Ko. KI'», l'epmanua (KARL STORZ SE & Co. KG)
Dr.-Karl-Storz-Strafle 34, 78532 Tuttlingen, Germany

TenegoH: +49 7461 708-0

® akc:+49 7461 708-105

E-mail: info@ karlstorz.com

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER:

YNONHOMOUYEHHbLIV NPEACTABWUTENDb NPOU3BOAUTENS: LLC KW T3 BOCTOK

OO0 KW T3 BOCTOK 115114, Moscow, Derbenevskaya embankment, 7, p. 4
115114. Mocksa, [lep6eHeBckas HabepexHas. 7, cTp. 4 Phone: 8 (495) 983-02-40

TenecboH: 8 1495 983-02-40 Email: info@ karlstorz.com

E-mail: info@ karlstorz.com
MECTO NPOMN3BOACTBA:

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

MANUFACTURING SITE:
1. KARL STORZ SE Co. KG,
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
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Mpunoxenne 1. Mepevens pexoMenayeMbix YHCTSIMNX B A HHGHUHPYIOMHEX pacTBopos\ Appendix 1. List of recommended cleaning and
disinfecting solutions
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MpunoxxeHue 1. MNepeyeHb peKOMeHAYEMbIX YACTAWMX U ae3nHpuumpytowmnx pacteopos\ Appendix 1. List of recommended cleaning and

disinfecting solutions

PydyHas ounmcTka u gesnHgpekuymnsa / Manual cleaning and disinfection

Uunctawue pacteopbl / Cleaning agent

Mpoussogutens /
Manufacturer
Advanced Sterilization
Products (Johnson &
Johnson)

Anios

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

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

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

ToproBoe HaumeHoBaHue /

Trade name
Cidezyme®

ANIOSYME P.L.A.
Stabimed®

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

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

OesnHpunuunpyrowe pacteopsl / Disinfectant

Mpoussogutens /

M anufacturer

Advanced Sterilization
Products (Johnson &
Johnson)

Anios

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

Schumacher, Dr. GmbH
Schumacher, Dr. GmbH
Schumacher, Dr. GmbH
Schulke & Mayr GmbH
Schulke & Mayr GmbH
Schulke & Mayr GmbH
Steril-4 s.r.l.

W eigert, Dr. GmbH & Co.

36

TOpFOBOQ HanmeHoBaHue /

Trade name
Cidex OPA®

ANIOSYME P.L.A.
Stabimed®

Sekusepf™ aktiv
ULTRASEPTIN® activ
ULTRASEPTIN® PAA
Lysoformin® 3000

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

STERIL-C

neodisher® Septo Active



Ouncrxa u aesundexuns B Morome-1esnHpuuupyomux mamunax / Machine cleaning and disinfection

Yucramue pacreopni / Cleaning agent

Aesundnunpyiome pacrsopsi / Disinfectant

Ilponssoaurens / Manufacturer

Toprosoe nanmenosanne /
Trade name

IIpon3isoauTtens / Manufacturer

Toprosoe HaumeHoBaHHe /
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*

Yuctaiue cpeacTBa, noMeYeHHbIe *, noka3anu ¢Bolo 3¢dekTHBHOCTL NpoTHB NpHoHoB / Cleaning agents that are marked with*: These cleaning agents

are proven to be effective against prions
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[[1epeeoo ¢ nemeyxozo u aneauiicko20 R3LIKOE HA PYCCKULi A3bIK)
[Ha 6ranxe xomnanuu «Kapa Llimopy — Sndockon»)

®opMupyem BMecTe Oy ayinee HAOCKONHYN Ha NpoTMKeHHH Gonee 75 ner

«KAPJT IUTOPL, CE u Ko, KI'» (KARL STORZ SE & Co. KG) * a/a230 * 78503 Tyraunren/I"epmanns
{PO Box 230 » 78503 Tattlingen/Germany)

YTBEPKAEHO

Crapmnit AnpexTOp IO HOPMATHBHO-TIPABOBOMY Pery.IHPOBRHHIO
MEKAYHAPOAHOrO 0TJeJIA N0 3X0POBLI0 MALHEHTOB H HOPMATHBHO-TIPABOROMY
PETYARPOBAHEIO

{AOMKHOCTP)

o NOPYu¢HHIO, 2-p berTina Xaden
(avz)

«Kapa IlItopu CE u Ko. KIM™
Ap.-Kapn-1lropu-1Lllrpacce
34, 78532, TyTnnures,
I'epmanus
(Dr.-Karl-Storz-Stralle

34, 78532, Tuttlingen
Germany)

{nodnuce/
{moamKce)

16.06, 32
Aenb, Mecal (uudpamu)

(IlImamn)
[{Tevame xomnanuu «Kapn Uimopy — ndockon»)

HHCTPYKIIHA IO 3KCIVIVATALUH
MeamacTunockon xectkuit DCI, HOPKINS ¢ npunaaaexuocramMn

Ha3Banue MEAHUMHCKOTO H3AENHA

2023 .
DakTHueckiil aapec: Ganxoeckue «Jlotue bank AI' Kommanantioe ropaprmectse  IMoanuilk koMnanson
«KAPH HITOPLL CE u Ko. pexsmanTei: TyTnuuren» «KAPN (HTOPU CE «KAPJI LUITOPL
KI's «lOnuKpeaur Bauk SWIFT: u Ko. KIn» GepeankTynre CE»
Ap.-Kapn- Al'p DEUTDESS653 Jp.-Kapa-lltropu-llitpacce 34  Ap.-Kapn-Lvopu-llltpacce
Lifropu-llirpacce 34 SWIFT: IBAN: DEO9 6537 0075 78532 TyvamurchwTepmaria 34
78532 TytannrewTepmanus HYVEDEMMA4?3 0211 6390 00 MecTonaxoRaeHne komnaiuu: 78532 TyrnunrewTepmannas
Tenehon: +49 7461 708-0  IBAN: DEG2 6002 1. Tytanaren MecToHaxoxICHHE
Gaxc: 49 7461 708-105 0290 0034 5326 05 Hapoasntit Gank Toprosuii peectp: xoMnatny; r. TyvauHren
3n. novta: «Lllsapupansn-onay- r. Wirytrapt, HRA 450442 Toproswiit peectp:
info@karlstorz.com «Kpaficwnapkacce  Hexkap 7F» Haenr, M nraremamika HAC: r. [Livymrapr, HRB 762524
www.karlstorz.com TyTanureHs SWIFT: GENODESITUT DE 142931059 Yoparnmoumli - anpexTop:
SWIFT: IBAN: DE97 6439 0130 [npexrwsa o6 ymiusausn Kapn-Kpkcrmas hopu
SOLADESITUT 0000 7720 03 WEKTPHUCCKOG Dpencenarean coacTa
IBAN: DE79 6435 H VICKTPORHOIO ZLHPEKTOPOB:
0070 0000 0013 22 OO0y I0BAHMA, MHOTOKPRTHBIH  NOMCTHRA

per. Ne DE 74465858 Aoxcrop Cubuan Ulvopu

9370321. pep. 4.1
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P HOTAPHANbHHX AcHicTBhi 023 UZ 1271/2023
Actpra Xapaut-lliTpexkep * Ten.: +4974619659700 * dakc: +4974619659720

HorapraanHoe yAocTOBEpEHHE
INoanuck, NOCTARIEHAAN BbIIIE B MOCM NPHCYTCTBHH, AB/ISETCA MOANHCHIY
r-H A-pa berraru Xaden,
Aara poxaenns: 09 cenrabps 1982 r.,
ciyxeOnbiit anpec: 78532 r. Tyrmuren, [p.-Kapn-LItopu-llitpacce 34,
— H3BECTHOM MHE JINYHO —
YTO % HACTOAIMM OPHUMANLHO YOCTOBEPSIO.

r. Tyrnuuresn, 05 mons 2023 r.

/noonuce!
Horapuyc Actpua Xapant-tlitpexkep

[Peavegpras nevame nomapuycal
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TeKcT faHHOro JoKymMeHTa rnepesén nepesofunk Paxnmkynos Jnbgap Cepkanvesnd. 3HaHWe MHOCTPaHHOMo
LLIKa Nog TBep>Kaat0. BbINoMHEHHbIV NepeBoj ABASETCA MPaBWIbHLIM TOUYHBLIM U NO/HBIM.

Poccuiickaa Pegepauyst
"opog Mocksa
UeTBepToOro asrycTa [jge ThiCA4M BaALaTb TPeThero roga
A, ToHKUH MUTpUiA Banepbesny, HoTapuyc ropoa MockBbl, CBUAETENLCTBYH MOANN
nepesogunka Paxumkynosa Snbaapa Cepkanvesmya.
Mognuck caenaHa B MOEM MPUCY TCTBUN.
JINyHOCTb NOANMCABLLIEr0 JOKYMEHT YCTaHOB/IEHA.

3aperucTpuposaHo BpeecTpe: Ne 77/2079-

YnnayeHo 3a coBepLUeHne HoTapuabHp ™ obeLL

[.B. ToHKuiA

Bcero npoLLHypoBaHo, MPoHy.
1 CKpensieHo nevaToblo_ 39

HoTapuyc
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