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Instructions for use
«Bronchoscope rigid miniature, in variants, with accessories»
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Rus | Eng
1. _OGmue coeaenna/General information
1.1. Hanmesionaune MeARUEHCKOro winenns/Name of the medical device
Bpouixocxon mecTwmift mumEsTIOpHnil, B BapHaHTAX mcmonmemms, ¢ | Bronchoscope rigid miniature, in variants, with accessories:
IPERARICKHOCTIMH:
I. Bronchoscope rigid miniature, in variants:
L Bponmnmmﬁnnumpuuﬂ,lummxmm L. Bronchoscope rigid miniature, direction of view 0°, diameter 1,3 mm, length 30,6
Bposaxockonl aecTxiii MHHESTIODHEL, Ranpasnense uabmoxerns 0°, auanerp 1,3 cm, consists of;
MM, aRa 30,6 oM, B cocTaBe: — Endoscope — 1 pe.;
 Smgocrkon - 1 mrr; — Instructions for use — 1 pe.
— Hectpyxums no sxcnnyatansu — | mr. = Protective tube, for endoscopes 30 cm long (if necessary) — 1 pc.
— anssa 3amETHAN, ANK SHAOCKONOB AMMEO 30 cM (pH HeoGxoamMocTH) — 1 2,  Bronchoscope rigid miniature, direction of view 0°, diameter 1,3 mm, length 18,8
mT. cm, consists of:
2. Bposaxockof kecTxHil MEHEATIOPHEI, BanpasneAne Hatmoaeknz 0°, auamerp 1,3 — Endoscope - 1 pc.;
MM, 1ana 18,8 oM, B cocTase: — Instructions for use — 1 pe.
— Jupocxon— | mr; = Protective tube, for endoscopes 30 ¢m long (if necessary) — 1 pe.
= Hncrpyxums no >xcnmyarams — 1 w,
— I'HIE33 3aOIATHAS, RAOCKONOB AmuHo 30 ReoGxomuMocTs) — | IL  Accessories:
T s rios oM (i ) 1. Telescope bridge;
’ 2. Plug for closing prismatic adapter in bronchoscope;
L mecTxHil B BADHAHTSY HCTHUINCHHA: L Brouchoscope rigid miniature, in variants:
Hanmenonanne REF_ Name REF
Bposxocxon xecTxait MAHHATIODHEIH, HANpaBNCHNE HaGMOAeRRs (°, Bronchoscope rigid miniature, direction of view 0°, diameter 1,3
| gmametp 1,3 mu, Anuna 30,6 cu 10030AA mm, length 30.6 cm 1003044
Bponxockon xecTxnit NHEHATIOpHE, Banparnenne Balmoncsms 0°, 10040AA Bronchoscope rigid miniature, direction of view 0°, diameter 1,3 10040AA
M.mel&sﬂ mm, length 18,8 cm
| Tssa 3amuTHAS, AN8 FHA0CKONOB EAHHOH 30 oM 723750E Protective tube, for endoscopes 30 cm long 723750E
IL.__ TpsmagnexnocTa: I, Accessories:
Hanmenonauwe REF Name REF
| Mocax nepexoasolt Tenecxomgeckuit 10338LCI Telescope bridge 10338LCI
1 agarrrepa B Gpoaxockone 10315RV Plug for closing prismatic adapter in bronchoscope 10315RV
1.3, Haseauenue/Intended use
DHEOCKOI NPEAHASHAYCH AN NONYYeHHA B HCPeAaTH SHAOCKONMYECKOro Mobpane s npk The endoscope is intended to receiving and transmitting endoscopic images in
ARATHOCTHKE H A¢ueHnn 3abonesamuit Tpaxes H GPOHX0B. FUAOCKON MPEABAIHAYCH AN diagnostics and treatment of the trachea and bronchus. The endchoscope is intended for
KPATKOBPEMCHHOIO HCNOMLIOBAHKA NPH HHBAIHEHLIX BMEIATE/ILCTRAX Yepes ecTecTBenmble | short-term use during invasive interventions through the natural openings of the body.
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Rus Eng
| OTBEPCTHA Texa.
1.4, Noxcassnnn/Indications

Tpunenenne GPOHXOCKONA NOKAIAHO ANA ARACHOCTHKH R JICUCHHAN B CEAYIONIAX
CHTYAIRAX:

* HHOPOAHOE TeNo Tpaxen H Gponxos

* CTCHO3M Tpaxes B GPOHXOB, B TOM YHCIC HNTUIAHTALNA CTCHTOR

* KAPIHHOMA Tpaxon H GpoHxos

The use of bronchoscope is indicated for diagnostics and treatment in the following
cases:

« foreign bodies of the trachea and bronchus

« tracheal or bronchial stenosis, including stent implantation

« tracheal or bronchial carcinoma

» hemoptysis

. mgh

. u'acheal and bronchial biopsy and transbronchial lung biopsy.

ww

BpOHXOCKON HENESS HCDONL30BETH IV BMEIIATENLCT ¢ HEMOCPEACTBEHHLIM KOHTAKTOM
IJHC (nestpansrolt seperol ccTeMolt) B eHTpansHol cucTenoll XpoBooGpamems.

= TAXENOro 06IMerc COCTORHAN B CBR3H C OCHOBHBIM A/TH COMYTCTBYIOLINM 33860IeBaRANMH
- ABIXATEALHON BEAOCTATOSHOCTH
= KpPOBOTCUCHHIH B aHAMHO3C, B TOM YHCIIC TRXSNOH KOATYIONATHH
- BRPQXCHROT0 CHHACHHA CATYPALHH, BOSHAKIIErO B0 BpeMA obcaenosann
- APETMHE ¢ HecTASHIBRO}H reMOAMHAMHKOHR,

Creyugpuvecxue npomusonoxasanus daR NPOEEIENIR Hoecmroil GPoHXOCKONuY:
HECTASHILROCTS MCHHOIO OTACIA NOIBONOTHHKS, TAXEIAN TPABMA HIH AedOpMAamms
9eMOCTHO-THLCBOH 0GNacTH, TPABME, AehOPMALIHE ANH CTOHOSHPYIONINE 3360NCBAHRS

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

In addition, there are the following contraindications:

Absolute contraindications

None for therapeutic bronchoscopy in acute life-threatening situations.

Relative contraindications

bronchoscopy is contraindicated if patient is not suitable for diagnostics, surgery or
anesthesia due to:

- poor general condition or severe concomitant disease

- respiratory failure

- tendency to bleed, including severe coagulopathy

- inadequate oxygenation during the examination

- unstable hemodynamics with arrhythmia.

Coniraindications specific to rigid bronchoscopy: unstable cervical spine, severe
maxillofacial trauma or deformity, trauma, deformity or laryngeal stenosing diseases.

1.6. H3pecTnie N DPeACKASYEMbIC PHOXN, H0S0TRMIC MpPexTh! H OCIORBENNN NPH npaMeneniny MH\Known and foresceable risks, side effects and complications associnted

with the use of MD

Bmepmmmesﬂenuammmmmecmmmom
GPOHXOCKONOR H BEIIONHACMLME ¢ HX NOMOIMO ANAIHOCTHYECKHMN H NeweGHEIMH

Possible risks, side effects andcomplmtlons associated with the use of bronchoscopes and
diagnostic and therapeutic interventions performed with their use:

BMCIIATENLCTBAMM: * bleeding / hemomhage

* KPOBOTEHCHHE/ KPOBOTIOTEPA * tissue injury

* NOBPEIKICHHC MATKHX TXaHCH * pain

+ fom » tissue edema

* OTeK MATXHX TXaHeH * infection

* HBANHPOBaHNE NALNEHTA * pneumonia, including aspiration pneumonitis
. B TOM YBCIIE HHAL * pneumothorax

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

6




« acute respiratory failure (ARF)

* broncho-laryngeal spasm

* dyspnea

. mgh

» cardiovascular complications (hypo- or hypertension, arrhythmia, blady or tachycandia)
. wotsenmg of underlying respiratory diseases, including congestive or restrictive

* e+ migration of foreign body into another bronchial segment

!.7.0num omosmx PYEKHROHANLHLIX WIeMEHTOB n eocmuux gyacrel (yanos) mexmnunckore mizeans \Key Functional Elements and Components (Units)

Description
Bpoxocxon aecTxili MENRATIOpHEIH, Ranpaserse Babmozcnns 0°, nmaserp 1,3 Mu, amma 30,6 cm /
Bronchoscope rigid miniature, direction of view 0°, diameter 1,3 mm, length 30,6 cm (10030AA)
1. Jscranssnit xomen 3HAOCKONA 1. Distal end of the endoscope
2. Oxynsp 2. Eyepiece
3. Ananmep » 3. for connecting the light guide
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Rus | Eng
Bpomxocxon sxecTRit MEHHETIOPHRI!, HANpaBeHue BaGmoaeans 0°, nramerp 1,3 MM, anuna 18,8 cu /
Bronchoscope rigid miniature, direction of view 0°, diameter 1,3 mm, length 18,8 cm (10040AA)
1. JMucramumft xonen sEAOCKONA 1. Distal end of the endoscope
2. Oxynsp 2. Eyepiece
3. Anamrep /A NOZXMIOYEHHN CBETOBOKA 3. Adapter for connecting the light;
{ Protective tube, for endoscopes

Intended to protect the distal end of the endoscope from mechanical damage during
transportation and storage.

TipeanasnaueH AL IPOUROTO COSAHHCHEA H (GHECALHM SHAOCKONA ¢ TyGycoM [y

| Gpomxockoms.

MocTak nepexoasoli rerecxommaecknit/ Tel bri

Intended for secure connection and fixation of the endoscope with the sheath for
bronchoscope.
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SanTymxa Win 3aKpHTAN NPHINATHYECKOTO ananTepa B Gponxockone /
Plug for closing the prismatic adapter in a bronchoscope

Tipeanaskauena Ans 3AKPLITAS NPOCBETa TYGYCA NPH BHMVINCHEH NPOLCAYPH B CTyYae,
eCIH He TpeGyeTea HCNOIE30BAHRE NPHIMATHYSCKOIO OTPAKATENA H CBETOBOA
HOAXMOUACTCA HANPAMYIO 9CPe3 JHAOCKON.

Intended to close the lumen of the sheath during the procedure if the use of a prismatic
reflector is not required and the light guide is connected directly through the endoscope.

e

A

1.8. OcuoBHLIC TEXANYCCKHE H $YHKNROEAALEEIC XapaxTepucTHii/Main techmical and functional characteristics
C 4 - P
1 ? ?
* ¢ ¢
B B S

BpoHxockon xecTxmil MARHATIOPHMH,

OGman zasa (A): 366 MM

Jinana paGoueti yactu (B): 306 mm
Hapysmmiit aamerp (C): 1,3 Mu

Yron manpasnenns sabmogenns: 0°
Ione sperma: 90°

Liperoboe obo3uaucHne: 3enennit
BHAMMOE yBERHISHNE: OTCYTCTBYCT
HucTpyMeRTaNLHEIH KARAN: OTCYTCTBYET
Macca: 56,8 r

Jonycku cocrasamoT £10%

i

Hanpasnesne xaGmonenua 0°, anametp 1,3 Mu, mna 30,6 oM /

Bronchoscope ﬁgd miniature, dlrecuon of view 0°, diameter 1,3 mm, length 30,6 cm (10030AA)

Total length (A): 366 mm
Working length (B): 306 mm
Outer diameter (C): 1,3 mm
Direction of view: 0°

Field of view: 90°

Color code: Green
Magnification: no
Instrumental channel: no
Weight: 56,8 g

Tolerances are = 10%
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BPOHXOCKON XeCTKEEH M

Babmonenns 0°, asanetp 1,3 vm, mmana 18,8 cu /

HHMATIOPHEIN, RANPaRNCHRES
Bronchoscope rigid miniature, direction of view 0°, diameter 1,3 mm, length 18,8 cm (10040AA)

OG6man anwa (A): 1436,2 um
Jnuna paGogeii uacT (B): 188 MM
Hapyxasii meamerp (C): 1,3 MM

Total length (A): 1436,2 mm
Working length (B): 188 mm
Outer diameter (C): 1,3 mm

Yron nanpasnchnn Rabmonexus: 0° Direction of view: 0°
Ione penm: 90° Field of view: 90°
IiperoBoe 06o3uaucHne: Green Color code: Green
Buaumoe yperaaenne: 40x Magnification: 40x
K8HAN: OTCYTCTBYET Instrumental channel: no
Macca: 1711 Weight: 171 g
Honycxn cocTammor +10% Tolerances are + 10%
Jinx scex sapuanTor nenonnenna/For all variants:
BHyTpennufl nonepeunEiii passep HHCTpYMeHTaNLHOTO (GHONCHIHOTO HiacTpyMeHTATL b KAHAN OTCYTCTRYeT/
KaEAR), i/ No instrumental channel
Internal size of the instrumental (biopsy channel), mm
BHemnuit AMAMETp RATIASHEKA, MM/ 32
Outer eyepiece diameter, mm
BuyTpenunii zHaMOTpP BATARSHMKA, MM/ 28
Inner eyepiece diameter, mm
Pacuernoe pafogce paccroanme, Mu/ 5,5
Estimated working distance, mm
Yucrora noas apenus/ Tips ocMoTpe NOXS 3peHHS IHAOCKONOB H JIyH Ty0YCHBIX JHA0CKOMO0B B MPOXOMMIICM CBETE HE AOIIRHE
Field of view purity GLiTh BHINE 3ATPA3HEHAN, IATHA, UADANHHE, HAICTH, CBINH H ARIMEL, MOITAIONEe watmonemso’ When

examining the field of view of endoscopes and loupes of tube endoscopes in transmitted light, no
contamination, stains, scratches, raids, streaks and fimes that interfere with observation should be visible.

Yraopoit Anana3on (Yron m3reta ARCTAILHONG KOHEA), °/
Angular range (bend angle of the distal end), °

Henpumenmuo/ Not applicable

TepuernunocTs 3az0cKoN0B A 311 WHNH HX HacTel
| Tightness of endoscopes and EC and/or their parts

OYHCTXH H CTEDHAH3ALNY

KoHCTpYXIRS 3HAOCKONOB AONKHA GHTH repMETHIRON Aix 06ecneueHNa MPOBECHRN HCIHHPOKIH,

Cpeanss BapabOTKA HA OTXE3, HEK/
MTBF, cycle

Cw. rnasy 13/ See chapter 13
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Cperpnit cpox cnyxGel, roasy/
Average service life, years

Cwm. rnaBy 13/ See chapter 13

Average recovery time, hours He Gonee 4 u/ No more than 4 hours
Cpox roms/

Shelf life, years He menee 5 net/ At least 5 years
VCTOHIHBOCTS K BOACHCTRHIO NN SKCIIyaTAUHR Resistance to ,

| impact during operation Yeroliaano/ Resistant

IIpounocTs K BPO3ACHCTRHIO KNEMATHIECKHX GAXTOPOR NPH
mmmmunmmmdmmoetoclunancfwmdumg
transportation and storage

Yeroitameo, cM. raasy 7/ Resistant, See chapter 7

YcroiimsocTs Kk SHONOrmEcKol cpeie opramiMa JeIosexs’
Resistance to the biological environment of the human body

Vcroitunso, oM. rnasy 3.4.2/ Resistant, see chapter 3.4.2

IIpoanocTs & cpeACcTBAM CTepRIE3ANHY B Aczundeximn/ Resistance to
sterilization and disinfection agents

Ycroliquno, cu. raaski 10, 11, a Taxie Ipanoxenue 2/
Resistant, see chapters 10, 11 and Appendix 2

VYCTOHTHBOCTS X BOGACHCTRHIO MEXAHHIECKHX (HAKTOPOB MPH
mymmn{mismcewmechmicalfacmmmwm

TpeGonania yCTOMINBOCTH K BOBRCHCTRHIO KIHMATHICCKEX H MOXAHHIECKHX $AKTOPOB, BOSHHKAIIIHX
TPH IXCIVTYSTALMH, HOMDKHL COOTBETCTROBATS TpeGoranmnm I'OCT 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,

MpoanocTs k BOIACHCTRHIO MEXBHHICCKMX $AKTOPOB NPH
TpascnopTHpopaium/ Resistance to mechanical factors during
transportation

TpeGopaHuA DPOTHOCTH K BO3ACHCTBHIO KIHMATHICCKHX H MEXAHHICCKHX (PAXTOPOB, BOSHHRMOMEIX NpH
TPAHCTIOPTHPOBAHHH, JOMDKHE COOTBETCTBOBAT T'OCT 20790TOCT 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,

HpusapnexsocTw/Accessories

Moctux nepexozsolt renecxomaueckuit / Telescope bridge (10338LCI)

OCias amana: 193,6 MM
Jnuna paboveit uacTu: 169 mm
Bremmuit apameTp: 1,5 MM

Baytpemzntt anamerp: | MM
Macca: 293 r

Jomycxn cocraansmor + 10%

Total length: 193,6 mm
Working length: 169 mm
Outer diameter: 1,5 mm
Inner diameter: 1 mm
Weight: 293 g

Tolerances are + 10%

AT 3AKDHITHE NPHIMATHYSCKOTO ARAITTEPa B GPOHX
Plug for closing prismatic adapter in bronchoscope (10315RV)

ocxone /

Jimaua: 20 wu Length: 20 MM
Buemnmii Anametp: 15 MM Outer diameter: 15 mm
Baytpenzntt muane1p: 8 au Inner diameter: 8 MM
Macca:12,5 ¢ Weight: 125 ¢
Jomnycxwn cocrapmnior + 10% Tolerances are + 10%
1.9. Knacenuxauns MH/Device classification
| Knacenduxauns [ Classification
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Kuace B SabiGAMOCTH OT OTCHIRATSHOPO PHCKA 2a Class of potential risk for medical device fla
Multiplicity of applications Reusable
Sterility Non-sterile, sterilizable
Contact with soft tissues,
mucous membranes and the
. internal environment of the
Kareropsin A — means body
Knaccadxalian #aaeamii 5o HPOJOIHKHTENLHOCTH KPaTEOBPEMEHHOTO KOHTAKTA Contact Duration Less than or equal to 24 hours
(ne Gonee 24 gacos)
TIpHTOAHOCTE AJIN SXCILTYSTALMH B CPEAE ¢ He Suitable for oxygenated environments Not suitable
NOBLONCHHBIM CONCPRAHREN KHCAOPOAA PHOAHG - - -
Tpynna B 3aBHCHMOCTH OT BOCTIDHHMMASMBIX Tpyma 2 Group depending on the perceived mechanical Group 2
MEXAHITECKHX BO3ACHCTBHI B cooTBeTCTBHN ¢ TOCT influences in accordance with GOST 50444
50444 Degree of protection against penetration of moisture | IPXX
CrencHb 3AIMMTL OT NPOHMKHOBCHIA BAATH H TLUTH IPXX and dust

Knsccudmxauus cornacio FT'OCT P M3K 60601-1-2022 npu pafiore ¢ coBMeCTRMMM
anexTpooSopyaosannem (Bugeocucremss munamm FHAOCKONHYECKEE, TOIOBKH

MBFupammmnnncomummmnmnpmwmﬁ
CHCTeMBI C  COBMGCTHMBIM  0o0opyzoBammeM,  HMCIOIIHM
COOTBETCTBYIOIIYIO MaPKHDORKY BO3JIC PATHEMOB NHTAHAN W/HIH BA

Classification according to IEC 60601-1-2022 when working with compatible
electrical equipment (Compact endoscopic video systems, video camera beads,
endoscopic light sourees):

BF type when used as part of a medical electrical system with
Applied part | compatible equipment that is labeled near the power connectors
and/or on primary label.

2.1. Cumpons B unopmansn of onscnocTe/Symbols and hazard information

BHEMATENLHO NPOYTHTE AAHHYI0 HHCTPYKIPIO N0 XCTLIYATAINA | CTPOro cobmonaltre

yxasanma. Cnosa «IIpeaynpeacnue», «Bunmause» 1 « YKA3ARNC» HMCIOT CNCHHANLHOS

HasHaveHnHe. I'xe 61 OHM He BCTPEUANNCEH B HECTPYKIMH 110 SKCILTyaTAllMN, CIEXYeT

BHAMATCABHO OPOURTATSE CASAYIOMMH 38 HEMH TeXCT, TTO0K ofecnenTs fe30nacHyio K
IRCINYATAUMIO HIACTHA.

NPEAYNIPEXJEHHE. «Ipeaynpexnenne» ofpamaeT BHHMAHHE Ha CYIECTRYIOMIYIO
OMACHOCTS JUIA NALMEHTA BIH Bpaya. HecoGmoaeHNHe NpeaynpexACHAN MOXET IPHBECTH K
TPABMHPOBAHHIO NAUWCHTA HAH Bpava.

BHUMAHHE. «BunManne» ofpamaer BHEMaHEE Ha #eo0XO0EMOCTS IPOBOACHNS
zgmmuepoupmmﬁmmwcnymmomnpmmuepmoﬁecmm

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.

WARNING: A Warning indicates that the personal safety of the patient or personne)
may be endangered. Failure to observe

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

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

NOTE: A Note indicates special information regarding operation or clarifies important
information.
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Coranco Ilonoxenmo o meamumnckux mpaenuax (MDR), «cephesAnH RHEIMICHT?
BXIONACT HHIMACHTL, KOTOpHC NPAMO HIH KOCBSHHO HMEIH IWIH MOTIH HMETh Mo0oe 13
crenyomux nocaeacTsuit (MDR, cratax 2, Ne 65):

- CMepTs DAUKCHATa, HONE30BATENA HIIH APYTOIO YeJIOBEKA

- BpemeHBOC HNH IOCTOSHHOC CCPhEIHOE YXYAIDCHME COCTOAHMN 3ACPOBHE NAUMCHTA,
DNONB30BATANA HAH ADYTOTO YSIOBERA

- Cepresnas yrpo3a 0GIEeCTBCHHOMY 3X0POBLIO

000 BCEX COpLOSHHX HEOHACHTAX RBEOGXOAMMO YBCAOMIAT, NPOHIBONHISIIN H
COOTBCTCTEYIONI}E OPraHsl.

Nonpexaennsie mageARN

[ospexaeHnEie ENCAHN MOIYT MPHBECTH K TPABMAM MANWEHTOB, IKNTL3OBATENeH HIA
Tpersax man, Ilepen XaxANM HCTIONEIOBAHESM NPOBEPANTE BCC KOMIIOHCHTH H3ACNEA BA
npemuer nospexnenntt. He nenonsayiire nospexienrme RafeIan

TMpasnnsnoe ofpamensne

Henpabunkpoe ofpameHne ¢ H3AeAHEM MOXET DPHBECTH K TPABMAM DALMCHTOB,
nons3oBaTencli B TpeThHX JMIL PaloTath ¢ HAM MOryT TOAMKO iHma, obmamaiommpe
neobxonamoli MexEIAECKOMN KBaTRpHKALMeH | JHAKOMEE ¢ DpEMcRcHEeM myens. Tlepea
HCTIONL30BAHEEM YGOXMTECH, YTO R3AC/NE NONXOANT JUIN JaHHOH nponexypsl. Iipopepatite
H3icHRE 10 H NOCHS KRRI0N0 HCNONLIOBAHAN Ha:

= HenocTHoCTH

- Hanmane noppexaenuii

Pafota B noje 3peHns

Henons3obanme HCAHEA BHE MO 3PEHHA MOXKET NPUBCSCTH K NOBPCEACHAK) TRAHCH AR
DOBPEXACHHK) H3NCNHA.

Hcnoxssyiite R3fieie T0NBKO B INJIC 3PCHHA.

Boaecsup Kpeitradennara-fxola

Hsnensx, xOTOpEI¢ BCTYDAIOT B KOHTAKT ¢ ICHTPANBRON HeppHOH cHcTeMOH, MOTYT GHITL
3arpAsHeHtl OPTANNYCCKHMH OCTATXAMH, COACPAAIEMNE NpBONH. [IpHOHN NpHBOAAT K
sapaxenmio Goneannio Kpeftrugeanara-Axoba. EcIA ARATHOCTHPOBAHA HIH NOA03PEBACTCS

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

- Damage

— Changes to the surface

— 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.

Crentzfeldt-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 Creutzfekdt-Jakob
disease. If Creutzfeld-Jakob disease has been diagnosed or is suspected: Dispose of the
product properly and do not continue to use it.
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Gomezms  Kpeitrugennna-fxoba: yranmsupyitte NpoXyKT HAamemamM oOpasoM H HO
NMPOACIEKANTE €10 MCIKNIBIOBATS.

Hecrepuumanil nposyxr

Hznemse nocTanaseTca HecTepHnbinbig. HCnonssopanme HeCTEPENEHKX MH3menuit cosgaer
PECK 33pAMeHNS N TANECHTOR, INIE30BaTeICN B TpeTsux JHL. Obpabotaitte maenue B
COOTBETCTBEN ¢ HECTPYKIMAMHN [I0 OBTOPHOH# 00paboTRe NepeX NEpEHM BECHONLI0OBARACM H
MPH XAKAOM NOC/ICAYIOMIEM HCONL30BAHNE.

PaccesHEe 3M0KAMSCTEORHLIX KICTOR

B ciryuse CymecTBYIOIHX AIOKAMECTBCHHMX 3afoNeBaHHil TXAHM, B KOTOPYIO BBOXHTCA
MEHIEECKOC H3ACARE, CYIMECTRYCT BSPOSTHOCTH NPOANGEPANEM KNCTOX BO BpeMA
nponeAyph. OOLACHATe BOSMOXHMEG PHCKH KHCTOTHOM npoampepaly npH CRPHTHX
AOKAUSCTRCHHMX 3860ncEanANx.

B coyuse noAOSpeHMN HWIH TNOATBEPAROCHRA 3MOKSYCCTBCHHRIX 3afonesanmii TXaHW
TINATONBHO BIBCCHETE COOTHOMCHMO PHCKA H NOMLIH. PemenMe «3a» HIH «DPOTHE»
BMCIIATONIECTRA ABASCTCH OOAAHHOCTHIO NCUAMATO Bpads ¢ HEPOPMHPOBAHHONG COTABCHA
| TIALACHTA.

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.

Scattering of malignant cells

In the case of existing malignant diseases of the target tissue, there is the possibility of cell
proliferation during the procedure. Explain the possible risks of cell proliferation in occult
malignant diseases.

In case of suspected or confirmed malignant diseases of the target tissue, thoroughly weigh
up the risk-benefit ratio. The decision «for» or «against» the intervention is the
responsibility of the attending physician with the informed consent of the patient.

2.3. Noresnnansuniil norpefarens/Potential consumer

MegHIEHCKHE H3IC/NY MOTYT BCHONE30BATLCA TOABKO BPAUAMH, AMEIOIEMM

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

24. Yenom wsge conditions

Mmmmmmmmmoﬁowmummmm
TONLEO B MCAHIMHCKEX Xa(HHeTaX, B KOTOPHIX YCTAHORICHO MCETPEYSCKoe 000Dy AOBAHRS

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

B COOTBOTCTBHH C NPHMECHAMEIME BANHOBAILHNMH NPEBIIAME H CTAHAADTAMH,

national regulations and standards.

2.5. CpeaeHNS 0 ACKAPCTEEHH

enxs/Information about the medicines included in the medical device

BIX CTBAX B COCTAR
[ Not applicable

He npmdenin4c

2.6. Cn_menu 0 MATEPHANAX WHBOTHOTO/YeN0ReTecKoro RponcxomacHns/Information about materials of animal/human origin
He npuMenmuo | Not applicable
3. Ofpamenne ¢ myzennem/Handling

3.1. Pacnaxosxs/ Unpacking

1. AKXYpPaTHO H3BICKHTC HIACNHE H AKCECCYAPHI U3 YIAKOBKH.

2. IlpoeepiTe DOCTABKY HA NPEAMET BEAOCTAIONTHX NPEAMETOB K NPHAHAKOB [IOBPKICHEN
TIpH TPAHCTIOPTHPOBKS.

3. B caygae nospexiennil, CRpHTHX A6(eXTOB H HENONOCTABOX 3ANOKYMEHTHpYHTE HX

| XapaxTep B 0GHEM M HOMEZNICHHO CBUXKHTECH ¢ NPORIBOANTEACSM HIH IOCTARIEKON.

1. Carefully remove the product and accessories from the packaging.

2. Check the delivery for missing items and evidence of shipping damage.

3. In the case of damage, hidden defects, and short deliveries, document their nature and
extent and contact the manufacturer or supplier immediately.

3.2, YeaoBEN TPANCIOPTEDPORKH H Xpanenns/Storage and transportation conditions

-20°C. ... +60°C
10% ... 90%

Temmeparypa
OTHoCHATeNbRAS BISKHOCTS

-20°C ... +60°C
10% ... 90%

Temperature
Relative humidity
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Jianxenne Bo3yxa 700...1060 rTla Air pressure 700 ... 1060 hPa
| 3.3, Yenomna sxcanyarammw/Operating conditions
Temneparypa +10°C. ... +40°C Temperature -10°C... +40°C
OrsocHTeNLEAL BIRKHOCTS 30% ... 70% Relative humidity 30% ... 70%
- Air pressure 700 ... 1060 hPa
Japnense Bo3AyXa 700...1060 rila

Pat N - 2o " The working part of the medical device is used in the internal environment of the body.

| OPTAHIIIMA.
{ 3.4 Cpox rogmocTa/cpox sxcanyaTaunn/Shelf life/Service life
Y1066 PEcCHOIBATS BOMOXHEN HIHOC MATEpHANa, BeOGXOZMMO BHNONHHTS cheayiomue | In order to recognize possible material wear, the following functional checks must be
YHKUBORANLHEIS IPOBEPKIL carried out:
1. Tipowepurs NOBEPXEOCTL SHAOCKONA HA OTCYTCTBHS MeXaHHUecKHX nobpexaehmii ¥ | 1. Check the endoscope surface for mechanical damage and changes.
mMencHHI. 2, Check that the connected components are seated correctly and, if necessary, secure the
2, TpopepHTs NPEBMIEBOCTE RNOCAAKH NPHCOCAHECHHEX KOMIIOHGHTOB H NOpH | connector for cleaning.
Heo0XOMHMOCTH 38 HRCHPOBATS Pa3heM AN OUHCTKE 3. Check if the image is being transmitted.
3. IIponepams, nepeaperca N1 Mobpaxense. 4. Check if light is transmitted.
4. TIpoBepHTE, IOPOAACTCA JIH CBET. The suitability of a product is largely determined by operational wear, the presence and

TIpHroaHOCT, M3feNHA B 3HAYHTCNBHON CTEISHM ONPEAGASSTCA MO IKCIUTYSTAIHOHHOMY | nature of possible damage and depends on the choice of processing methods and
H3HOCY, HRNHYHIO H XSPAKTSPY BOSMOXHLIX NOBPEXCHHH H 33BHCHT OT BNGOpa Merosos | chemicals. Average mean time between failures (MTBF) — 1000 cycles.
06pafoTEs B XAMAYECKHX CPeZCTS. OXHuaenas cpeARAA BapaboTra Ba oTxas — 1000 muxaos. | Expected service life - 5 years

3.5. Mcnonssosanue/Application
NPEAYIIPEXAEHME. Hanenas nocTaBASIOTCS BECTEPHIBHLIME, IIO3TOMY BX WARNING: Devices are not sterile when delivered and must therefore be cleaned,
BeOOXOMHMO OTHINATE, AC3HEQHIEPORATE H CTCPHARSOBATS [IPE]] ICPBRIM disinfected and sterilized prior to initial use and each subsequent reuse.

eas/Accessories to be used in combination with the device

(ynpau Compact endoscopic video systems (systems for control/getting video images for an
suacomobpaxennil A% snxockona), coveraminee s cebe Gnox ynpasnennu xamepoli, | endoscope), combining a camera control unit, a light source, a monitor), connected

WCTOYHHK CBETA, MOHHTOD), OXCOCANHSCMbIC TIDH MOMONIMN CBETOBOA: using a light cable:
JionyCcTEMO HCTIONBE30BAHAE JHO0HX KOMRAKTHMX BHACOCHCTEM SHAOCKONUICCKHX, It is allowed to use any compact endoscopic video systems registered in accordance with
32PeTHCTPHPOBANHLIX B YCTRHOBICHHOM NOPANKS HA TOPPHTODHH PO, the established procedure on the territory of the Russian Federation.

Tononka BHAeOKAMEPLI (BHACOKAMEDPA HIZO0CKONA) ¢ MYyPTOH $EKCANNN OKyANpHOH Video camera head (endoscope video camera) with eyepiece optics fixation clutch:

‘| ommaxa:
It is allowed to use any video camera heads with an eyepiece fixation clutch, registered in
Honyctamo Benions3opanne moGHX roloBoK BHASOXAMEPH ¢ My $roif YuEcaEE accordance with the established procedure on the territory of the Russian Federation.

OKYAAPHOH OTITHEH, 38PETHCTPHPOBAHHLIX B YCTAHOB/ICHHOM NOPAIKE Ba TeppuTophu PO.
Endoscopic light sources (light sources for the endoscope), connected using light
15
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FUROCKONMEYECKHE HCTOTHNKH CBETR (RCTOIRAKH OCBOINCHNS AN FHAOCKONA),
MOACOCAHREMbIC NDH TOMOLIE CBETOROA0B:

HomycTimo BCIIONE30BAHNS JHOGKIX SHAOCKOMHYECKUX HCTOMHHMKOB CBETE,
38PETHCTPHPOBAHAKIX B YCTAHOBICHROM DOPAAKE Ha TeppHTOpHN PO,

Tybycs Gponxocxonn:
Ty6yc Anx cOIMAREY IHAOCKONMIECKONO AOCTYNA B TOPAKANLHON XHPYpPIHH ¢
NPHHAINCXAOCTAME, PerucTpanmonnoe yrocropepenne M P3H 2024/23050 or 08.07.2024:

Jnxa Gporxocxona 10030AA:
10339CC -Ty6yc Gpoaxocxona mo DOESEL-HUZLY, paamep 4 MM, AnHEA 26 oM,

10339GG - TyGyc Gponxocxona no DOESEL-HUZLY, pasep 3,7 MM, una 26 cu,
10339DD - TyGyc Gporxocxona no DOESEL-HUZLY, pasmep 3,5 MM, Inuma 26 M,
10339EE - Tybyc Gponxocxona no DOESEL-HUZLY, pasmep 3 mm, 11ana 26 oM,
10339D - Tybyc 6ponxocxona no DOESEL-HUZLY, pasmep 3,5 My, 2nsna 18,5 cam,
10339E - Ty6yc Gponxocxona no DOESEL-HUZLY, pasmep 3 mn, aymma 18,5 cn,
10339F - TyGyc Gponxocxoma no DOESEL-HUZLY, passep 2,5 M, wimna 18,5 ou

Jna Gporxocxona 10040AA:
10339F - Ty6yc Gpotixocxona o DOESEL-HUZLY, pasmep 2,5 M, Jumsa 18,5 om
COSAHHRLTCK ¢ NOMOMBIC MOCTHEA Nepexomoro Teneckonmaecxkoro 10338LCI

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

Sheaths for bronchoscope:
Sheath for creating endoscopic access in thoracic surgery
certificate No. RZN 2024/23050 dated 07/08/2024:

with ies. Registrati

For bronchoscope 10030AA:

10339CC - Sheath for DOESEL-HUZLY bronchoscope, size 4 mm, length 26 cm,
10339GG - Sheath for DOESEL-HUZLY bronchoscope, size 3.7 mm, length 26 cm,
10339DD - Sheath for DOESEL-HUZLY bronchoscope, size 3.5 mm, length 26 cm,
10339EE - Sheath for DOESEL-HUZLY bronchoscope, size 3 mm, length 26 cm,
10339D - Sheath for DOESEL-HUZLY bronchoscope, size 3.5 mm, length 18.5 cm,
10339E - Sheath for DOESEL-HUZLY bronchoscope, size 3 mm, length 18.5 cm,
10339F - Sheath for DOESEL-HUZLY bronchoscope, size 2.5 mm, length 18.5 cm

For bronchoscope 10040AA:
10339F - Sheath for DOESEL-HUZLY bronchoscope, size 2.5 mm, length 18.5 cm
connects via Telescope bridge 10338LCI

Light cables: .
If there is an identification symbol on.the light cable and the endoscope (see table),

assign matching combinations to the symbols shown.

Light cable diameter Telescope diameter
48-50mm @ 6.6-12.0mm @
3.0-3.5mm @ 3.0-6.5mm @
2.0-2.5mm 0.8-2.9 mm @

Caerosoan::
Ecxs cBeT0BOA H 3HAOCKON MSPXHPOBAHM CHMBONAME (CM. TAGNALY), TO NOAXOANNIAN
8 B COOTBCTCTBHH C ITHMH CHMBOIAMH.
JaneTp ceeTonomm ZipameTp 3810CKONS
48-5.0 M @ 6.6 - 12.0 304 ©
3.0-3.5 204 (o) 3.0- 6.5 un (o)
20-2.5 30 ® 0.8-2.9 MM

4. _OGpaGorkca. Crenesing o6 ouncrwe u nessmesunn MH / Reprocessing. Information sbout cleaning and disinfecting of MD

NPEAYIIPEXJIEHHME: Pucx noxyueRHN TPABM H NOBPEXNCHEN H3aenuit: BecoSmoneHue
AAHHOH RECTPYKIDIH DO SXCIVTYATANMH H HHCTPYKITHH DO SXCIUTYSTAIHH CORMCCTHO
ACTKVIB3YCMEIX H3ACRAH MOKET IPHBCCTH K TPABMAM NALHCHTOB, NONL3I0OBATENCH M TPETHIX
JIHL, & Takke K NoBpexacHuo w3aennii. [Toxanyficta, BHEMaTENEHO NPOIHTAiiTe BCE
COOTBETCTBYIOMMCG BHCPYKITHH N0 SKCILTYATAlNH H BCErAS TOYHO CAeAyiTe DpHBEACHHRIM
HM. [TpoBepire GyHXIRORMPOBAHKE NPOAYKTOB, HCIKVIBIYEMEIX B KOMOHHALIHH.
MPEAYNPEXAEHHE: Prck NOIy4eHHA TPABMEL: HENDABHITHAO COGPAHEEIE X
TIOBPEIXACHHEIC HRCTPYMEHTEI MOTYT IPHBECTH K TPABMaM nauserta. HACTpYMeHTH B Boe
AKCeCCYaphl, HCTIONLIYEMEIC B COYCTARNH ¢ HHMH, NOIKHE NPOBEPATECS HEMIOCPESACTBEHHO

WARNING: Risk of injury and damage to products: Failure to observe and follow this
instruction manual and the instruction manuals of products used in combination can
result in injury to patients, users and third parties as well as damage to the product.
Please read all relevant instruction manuals carefully and always follow the instructions
given precisely. Check the functioning of the products used in combination.
WARNING: Risk of injury: Incorrectly assembled and damaged instruments can lead to
injuries to the patient. Instruments and all of the accessories used in combination with
them must be checked immediately before and after every use to ensure that they are

compiete, free from damage, and in full working order and have no unintentional rough |
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B0 H NOCTIC KKACTO HCIIONE30BaHHS, 3To6k y6eIHTLCA, 9TO OHN KOMILICKTHL, HE HMEIOT surfaces, sharp comers, burred edges or projecting parts. Care must be taken not to leave
nospexneHnil H BAXOAITCA B NONHOM pafoueM COCTOAHNR, & TAICKE HE HMEIOT missing or broken-off components inside the patient.
HONPEeAHANECPSHHO IEPOXOBATHIX NOBEPXHOCTEH, OCTPHIX YITIOR, 38YCSHIICS MM WARNING: Risk of infection: These instruments are not sterile when delivered. The use
BRICTYRaOmMX SacTeil. Heobxommo cobimoaars 0CTOpOXHOCTS, 9T00H He OCTABMTD of nonsterile instruments poses a risk of infection for patients, users and third parties.
OTCYTCTBYIOIMAS HUIH CIOMAHRAIC KOMTIOHEHTH BHYTPH NALHCHTA Inspect instruments for visible contamination. Visible contamination is an indication that
NPEAYNIPEXAEHHE. Prck 3apaxenns. [Tpu nOCTABKE 7TH HECTDYMOHTH! He reprocessing has not been carried out, or has been carried out incorrectly. Reprocess the

CTOPHIBHE. HCnOm308aHNe HOCTEPHIBHEIX HHCTPYMEHTOB NPSACTABIACT PHCK JAPANEHAN instruments before initial use and before and after every subsequent use using validated
DRUBCHTOB, DOAB30BATENCH H TPETHHX NIl OCMOTPHTE HECTPYMEHTH HA RAINIRe procedures.

BHNEMMX 3arpasteHHi. Bramie sarpasHeRns 1mo1cs NPHIEAKOM TOTO, 410 ofpaboTxa WARNING: Risk of injury: Overloading the instrument by exerting too much force may
e IPOBOMNACH HAH Gblna NpopeaeHa HenpasankEo. Ofpatarusalire WHCTPYMEHTE NEpex cause the medical device to break, bend, and malfunction, and consequently injure the

TCPBORATJANLHEIM ACNIONLIOBAHAEM, & TAKKE JI0 R NI0CC KAXAOTO NOCACAYIOISIO patient or user. Do not overload the instruments. Do not bend bent instruments back to
RCTIONM3OBAHHA C BCTIONB3OBAHMOM YTBOPRACHHLIX IPOLCAYP. their original position.

MPEAYIIPEXJAEHHE. Puck noyuenns TpaeMu. Ileperpyska HECTpyMeHTa H3-38 WARNING: Risk of injury: Incorrect application of medical instruments poses a risk of
DPANOXCHAN Ype3MEPHOH CH/ILI MOXCT MPHBECTH K NONOMKS, HITHOY U HENPABIILEOHN injury for patients. Users of medical instruments must have an appropriate medical
PaloTe MEAMLMACKOTO H3ACAHA H, KBK CIOACTERC, K TPABME NALHEHT? WIH NONb30BATENS, qualification and be acquainted with the application.

He neperpysaitre mcTpyMenTsi. He pasruGaiite COrByTHE HECTPYMEHTH B HCXOAHOS CAUTION: When preparing and using the solutions, follow the chemical manufacturer's
TIONORCHHS, specifications, paying close attention to proper concentration, exposure time and service
MPEAYIIPEXAEHHE: PRck NONy4cHRY TPABM: HENPABHABHOC HCTIONE30BAHAC life. Prolonged immersion and incorrect concentration may result in damage. Bear in
MCAHITWRCKHX HECTPYMEHTOB MOXET DDHBCCTH K TpaBMaM naupentos. Ilonpsosarenu mind the microbiological range of action of the chemicals used.

MEHIHHCKHX HECTPYMCHTOB AO/KHL AMETH COOTBETCTBYIONLYIO MEAHIHCKYIO CAUTION: Danger of damage to medical devices: The use of chemicals which have not
KBANHPHEALNIO B GHTE O3RAKOMIICHE! C IPHMEHEHHEM. been approved by KARL STORZ may cause damage to the medical devices. Only use
BHHUMAHHME: [Ips nparoToBAeHEH H HCIKVIE3OBAHKH PAcTEOPOB Clie/yhiTe approved chemicals.

CRCIAPHKANNAM HPOUIBOIHTENA XHMAICCKAX CPEZICTD, YALIAA 0C050e BHUMBHRS
DPaBANLHOM KORDCHTPALNHK, BPEMEHH BO3ACHCTBHA H Cpoky CayGsi. ITpomomxaTensioe NOTE: See Appendix 1 for List of recommended cleaning and disinfecting solutions
NOTPY:XCHEC B BOAY M HONPABHNLEAN KOHICHTPAIEN MOTYT IPUBECTH K NOBPEAKACHIO,
TloMHHETe 0 MEXPOGHOROMHIECKOM AHANIA30HE ACHCTBIA HCTIVIEIYSMBIX XHMEIECKAX

CPeacTD.
BHAMAHHE: OnacHOCTS NOBPEAASHAN MCAHIMHCKEX YCTPOHCTE: HCIOABIOBAHRS
XHMHICCKHEX CPEACTD, He opobpennnx KARL STORZ, MOKeT NPHBECTH K NOBPEXACHMIO

MeAUHHCKEX ycTpodicTs. Henonksyiite TonLKko 0XOOpeNEEIe XHMHIECKHE CPEACTEA.

YKASAHHE: Ilepevuens PeXoMeHyeMbIX THCTHINNI H Ae3HHGHIMPYIOUIHX
pacToopos npeacrasies b Mpwroxennn 1.

4.1. Toarovosxa x ouscrxe w aeshndexnnn/ Preparing for cleaning and disinfection

TpyGste jarpampenid, BHIGIBAIONWC KOPPO3HIO PACTBODH M ekapeTeeHEMe cpeacrsa | Heavy soiling, comosive solutions and pharmaceuticals must be removed from the medical
CACAYET YRATATS C SHAOCKONIOB CPASY OCKE 610 NPHAMENCHHN. 1K TOr0 3A0CKONN caeayeT | device immediately after use. To this end, preclean the medical device by wiping down
TPCABAPHTCILHO OUHCTHTS, RANp., MyTeM DpoTHPaHUA M npomuBamui. Koumnamns KARL | and rinsing, for example. As a general rule, KARL STORZ recommends manual
STORZ pexomenzyeT BCSTZA IPOBOAYS NPC/BAPHTCNBHYIO OTHCTEY Py YHMM CTIOCO50M N0 precleaning under cold running water.

CTpyeii XonoAROH BOAM.

4.2. Pyunan upeasapHTesLuas oyHcTia / Manual precleaning
TpeasapuTe/IbaAS OUHCTER PYSNLIM criocoSom Manual precleaning
PasGopxa Disassembly
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Tepen omcTxolt 1 nesumdexumelt IAN0CKOME HeOGXONAMO OTKPHTH B/HAH pasobpars Ha | Prior to cleaning and disinfection, the medical device must be separated into its
OTANIbHHC KOMIIOHCHTH, HACKOIBKO 310 BOIMOXHO, individual components as far as possible, and/or must be opened.

Ouaucrxa mosepxuocTell merxol Brushing the surfaces

Baymoie nma rpyGuie sarpasnenns BeoOXOZHMO YAAISTE C NOBEPXBOCTEH 1OA c'lpyea Any visible contamination or heavy soiling of the surfaces must be removed under cold
xononsolf BOAM UPH MNOMOIM IETOK NOAXONMIHX PaMepoB OT PasAHMHEIX | running water by cleaning using brushes of suitable sizes from various manufacturers.
npomsoamTexeit. No wse of uitrasound

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

O0palioTsa YALTPRIBYKOM 3ANPLIEEAN
TTo TeXHHYECKHM NPAMEAAM HAOCKONE HEMPHTOAHK 1A YILTPAIBYKOBOL 06pafoTxu.
4.3. M Mexannpuposannas YscTxs u sesundexunn/Machine cleaning and disinfection
OuRCTA MEXAREIRPOBAHHLIM CHOCO00M /TepMuYECKaAn Ae3HNdeKTNN Machine cleaning/thermal disinfection
Jna fesundexunn B3ACIHA H0OXOAHMO HCTKVIB30BATH TEPMHIECKYIO ACSHHOEKIIEO. Thermal disinfection must be used to disinfect the device. The relevant national

Harmiii MeTox HEOOXOHMO BCNONE30BATS C YIETOM BALAOBANBHEIX HOPM H NOKA3ATCIN requirements and the A0 value must be taken into account when using this method. The
AQ. Tpu BuGope ROAXOAXMEro BUABIKHONO KOHTEEEpa WIN KperUieHIS U1 HECTpyMenTa | selection of a suitable slide-in tray or instrument holder, which should ensure that the

Be06XO0MUMO NPOKOHCYILTHPOBATLCA C H3TOTOBRTENCM OGOPY AOBAHEN ¢ LCNIHIO medical device is thoroughly rinsed out or through, must take place in consultation with
ofecnedeans OMHBAHRA HIH NPOMEIBAHEA MCAHLMHCKONO HING/HA. the manufacturer of the device.
Yrasanne: [Ipn #eo0XOAHMOCTH CREOAYET BPYSHYIO JOCYIIHTS HHCTDYMEHT Note: If necessary, the instrument must be dried off afterwards by hand.
ITepesenns pexoMeRIyeMEIX THCTRIUX H ALSHHGHLEEPYIOMEX PACTBOPOB NPEACTARICH B See Appendix 1 for List of recommended cleaning and disinfecting solutions.
Tpunoxennan 1.

4.4. CGopxa, npobepxa w yxon/Assembly, inspection snd care
CGopica, npoBepxa H YX0X Assembly, inspection and care
Busyaxbo npoBepsTo OMMMICHHME M Npone3HRGHUMpOBAHHMH SHEOCKON He WHCTOTY, | The cleaned and disinfected medical device must be visually inspected for cleanliness,
KOMIUICKTHOCTD, CYXOCTh H OTCYTCTBHC NOBPEXACHRMN: completeness, damage and dryness:
* Ipr BamMaKn CHEAOB 3ATPASHEHHN/OCTATKOB CPE/CTB HEOOXOAHMO NOBTOPHO e If residues or contamination are still present, the medical device must be
06paboTaTs IANOCKONL BPYUHYIO H €l pas MOARSPIHYTH HX HONHOMY UHKNTY OYHCTEH H manually cleaned and subjected to a full cleaning and disinfection procedure

Ae3HQeKIE. once more.
. TloBpexacHNLIE WIH NOPAXKEHHEE KOPPO3BeH SBAOCKONM AOAKHL GLITL MIBATH U3 o Damaged or corroded medical devices must be withdrawn from use.
Afterwards, a functional check must be carried out.

Sterilization conditions for: 10030AA

Tloprnox aeficTaHit, 8 TaxKe BAKHBIO TEXHONOTHIECKES TAPAMCTPH VN OTACHBHRX The procedures as well as the process-relevant parameters for the individually validated
BATHAHPOBAHHEIX MCTOROB NOAPOSHO ONNCAHM B HECTPYKIMN 130 XCIUTYSTALHH. methods are described in detail in the reprocessing manual. The method must be selected
Kounamuelt KARL STORZ yix JaHHOTO MeARIRRCKOTO HAICANR BATHARDOBARL K taking the respective applicable national requirements into account and in consultation
YTBOPAACHE CHCAYIONIHE MCTOAM CTCPAITHIALIMN: with the device manufacturers.

1. Crepanmianna NapoM ¢ NpEMeHeHHeM $PAKINOENDPOBARNOID The following sterilization methods have been validated and approved by KARL STORZ

POPBRAKYYMHOIO METOAR. for this medical device:
Yrasanue: CMasaHHLe KOMIOHOHTH HeOSXOAMMO CTEPRINIOBATS B pasoSpanton BEAL. 1. Steam sterilization using the fractionated prevacuum procedure
Jinx CTepHIIIALIHA MEANUHEHCKOTO H3ACINS B COGPAHAOM Bifie HeoGXONHMO HCNOALSOBATL | note:  Sterilize  greased components in a  disassembled state.
dpaxumounposannit dopeaxyymmiit Meroa (DIN EN ISO 17665-1) ¢ cobmoaennen The medical device must be sterilized in its fully assembled state using the fractionated
CRCAYIONUMX NApAMETPOE: 134 °C B3 NPOTHKCHHA 5 MHHYT. prevacuum procedure (DIN EN ISO 17665-1) with the following parameters: 134°C for
5 minutes.
2, STERRAD
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NPEAVIIPEXAEHUE . 2. STERRAD
OnacHoCTs AROAIMPOBARKN NPH HOXATSCTBEHHON CTepMITIaNAR! WARNING
The risk of infection with poor-quality sterilization!
OGpaGoTanbie CMESOYHHIM MACIOM M3ACHHA MOTYT GHTH NPOCTEPHNEIOBAHK B
BOCTATOMROH CTENECHH TONLKO NPH CTCPHITHIANMK HAPOM ¢ GPaKIHOHHPOBAHHLIM BaKyyMoM. | Products treated with lubricating oil can only be sufficiently sterilized by steam
e CumnEaTs MACHNA MACNOM CICOYST TOILKO B TOM Cydae, ecam mim mx | sterilization with fractionated vacuum.
CTEPHIHSANNE HCNOML3YeTCA CTCPHAHSAIMA NApoM ¢  (PAKIHOHHPOBAHHEIM e Lubricate the products with oil only if steam sterilization with fractionsted

BAKYYMOM. vacuum is used for their sterilization.
Jnx nammoro mpenmn xoumnanmeli KARL STORZ sanmumposan B paspemen Meron | The STERRAD method has been validated and allowed by KARL STORZ for this
STERRAD: product:
e STERRAD 100NX Standard Cycle e STERRAD 100NX Standard Cycle

5. Cepnncnoe ofcxysnpanne u pemont/ Servicing and repair

Bisyambio mpoBepsTe OYHIMSHHOS M NPOACIHHGHIIMPORRHEOC MEAMUMHCKO® W3genue Ha | The cleaned and disinfected medical device must be visually inspected for cleanliness,
YHCTOTY, KOMILICKTHOCTS, CYXOCTh H OTCYTCTBHE NOBPEXACHRIL: completeness, damage and dryness:

* INpa BaTHIHK CCAOB 3ATPAIHCHAIY/OCTATROB cpeacTs HeoGxomuMo NoBTOPHO 00paborats | « If residues or contamination are still present, the

MEHIHCKOE H3ZCAHE BPYIHYIO H elie Pa3 HOABCPIHYTE IO NONHOMY IHKAY o9RCTKH H | medical device must be manually cleaned and subjected to a full cleaning and disinfection

JesHHpexTHN. procedure once more.
* [oBpexacrmie MNH NOPAKEHHLIC KOPPO3HEH MCAHITHHCKNIE H3eNHA JONKHM GLTs #3341 | * Damaged or comoded medical devices must be withdrawn from use.
13 obpamenns, » Afterwards, a functional check must be carried out

* 3aTem HEOGXOAMMO BHTIIHHTE DPOBEPKY GYRKIBOHHPOBAHHL.
Medical products are not intended to be repaired. If the product is damaged, contact your

Hspexma we NpeaHasHavicHE U9 PeMOHTa. B cayuse noepeaaonns mnennn oGpararecs k | local representative.

6. Taparmas\Warranty

CranzspTHE rapanTHIHBA CPOK IKCIUTyaTAIIAH H3ACTHA cocramnset 12 Mecsmes ¢ AaThi | The standard wamanty period for the device is 12 months from the date of commissioning
BBOAA NPpROOPa B IXCIAYATALAIO, HO He Gonee 15 Mecanes CO ARA OTIPYIXH. of the device, but no more than 15 months from the date of shipment.

Meaarpecxoe m3AcHe BCSrAA CEAYET OTIPABAATS B MECTHOE OTAS/ICHHS, Ake B Teucrne | The medical device must always be sent to your locsl subsidiary (see “Subsidiaries”
TaPABTHHHOTO NIEPHOIA. section), even during the wamanty period.

Bexpurreie 0GopyXoBaHis HAH BRTIONHCHMS BOGLX PEeMONTHNX paSor miu Mozmpaxamil | Opening the equipment or performance of any repairs or modifications to the equipment
0Gopy/0BaHRA HEYTIATHOMOYCHHLIMA THIAMH 0cOGORARCT HAc OT moGok oteercTaenrocTy | by unauthorized persons shall relieve us of any liability for its performance. Any such
3a ero paGory. JlioGoe Taxoe OTKpLITHE, PEMONT RIIH MOAHDHUKAIRS, BUTIONECHHMC B TedeHue | opening, repair, or modification performed during the warranty period shall void all

TapaHTHRAOINO NEPHOAR, ARBY/HPYET BCIO TAPAHTHIO. warranty,

Obmiectso ¢ orpammaeHolt omeercreennocTsio KAPJI WITOPL] — Sunockom: BOCTOK | Limited Liability Company “KARL STORZ - Endoskopy WOSTOK” (LLC “KSHTE
(OO0 KIIIT3 BOCTOK) WOSTOK™)

115114, r. Mocxsa, Ba6. iepGenencxan, 1, 7, c1p. 4 115114 Moscow, Derbenevskaya embankment, 7, p. 4

Tenedor: + 7 (495) 983-02-40 Phone: + 7 (495) 983-02-40

E-mail: info-ru@karlstorz.com Email: info-ru@karistorz.com

7. Yramamus/Dispossl
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Npr yrammamar ocofbie Mepul  He 1pefyorcs. Creayer  cofmomars
BHYTPHIOCY JAPCTBEHHEE NPeANKHCAHEY 3aK0HE.

Tlpn yranmusames mpeantt #a Teppiropan Poccriickodi Denepannu cneayer
PYKOBOACTEOBATLCA HOPMaMH, H3NOXCHENMH B CaullnH 2.1.3684-21. Hencnons3osanaue
SHAOCKOIIE], & TAKAS YIAKOBOUHbIC METSPHANM CACAYET YTHNH3HPOBATS KAK
IMMACMEONOrHIeCkH 5e30NacHHE OTXONH KNacca A.  MCIONE30BaHHNE HAOCKONM B
NPHBAICKHOCTH CACAYET YTHAHIHPOBATS KK MINACMMONOIHYSCKH ONACHES OTXOAM

xmacca B.
| 8. Baxcman nndopmanns / Important Information

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 and accessories are
disposed of as class B epidemiologically hazardous waste.

Hs coolpawennil rETHeHM H Af NPENOTBPAIICHEN 3APEXCHHS SHAOCKONH H

NPHBEAANCXHOCTH HEOGXOAMMO OTHCTHTS H NPOACSHHOUITHPORATS / CTCPRIMIOBATH Nepen
OTTPABKOR B PeMOHT. M ocTaBnseM 3a cofoilf Ipapo BepHYTS 3ATPASHOHHLE HINEIHS

OTNPABATEINO.

PenmonT, MOMMGHKAIHE HAH HIMCHCHHN KORCTPYKIMH, KOTOPbIe BHMIONHAIOTCH BS
xoumnanielt KARL STORZ uan cnennamscTamy, ynonsomodeHHEIME KARL STORZ,
| SHHYNRPYIOT Bee IApAHTHItHLE OG3ATENCTEA.

For hygiene reasons and to prevent infection, endoscopes and accessories must be cleaned
and disinfected/sterilized before they are sent for repair. We reserve the right to return
contaminated 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. Pacuisdposxs enmponos/Explanation of symbols

Pactuimdponica cHMBONOB, HPHMCARCMBIX NIPE MAPKHPOBAHNA MEANTEECKOTO

Explanation of symbols used in labelling the medical product:

HIjeANE:
Camsosn Onpeseneune Symbol Definition
d Marorosurens “ Manufacturer
ﬁ | Jara waroTopacuns m/‘l_-l Date of manufacture
MDI Medical device Medical device
REF Howmep no xatanory REF Catalogue number
Cepitdiriti Homep @ Serial number
Koa mprax LO'I’l Batch code
Konmectso mnexull  ynaxosxe m Number of products in the product packaging
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B cooTBeTCTBHH ¢ denepaisubM 3akoRoAATALCTROM CIIIA
(cornacio 21 CFR 801.109) muenne paspemieHo NPOAABATE TONLKO
BpatiaM (AMEIOUHM ARNCH3MIO) WK NO PENENTY BPAYA.

C

m

Mapxuposxa CE

OTHM IBIXOM IPOHIBOARTENb 3AIBNACT O COCTBETCTBHH YCTPOHCTS
HCHCTBYIOMNM CTAHASPTAM ¥ AMPCKTHBAM.

Hu B xoeM CITYM8e HEL3S MOJHOHIHPOBATS YCTPOHCTBO.

Cunpoan nepepaGoTn

Rus Eng
VEExanbHbI# BACHTHOBKATOP HIACIHA Unique Device ldentifier
E E Oparmoct K WcTpy s E ﬂ Consult instructions for use
! Xpynxoe, o5pamATECT OCTOPOXHO Fragile, handle with care
¢ d -
s’ X PP
Bepeas or Bnars Keep away from moisture

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

CE marking

With this mark, the manufacturer declares the compliance of the
devices with the applicable standards and directives

The device must not be modified in any way

Recycle symbol

10. Tlepevessb RAINONANLELIX H MCXAYHAPOAHLIX NOPMATHRHLIX AOKYMERTOR/CTAHABPTOS, KOTOPLIM COOTBETCTBYCT MeAHIHNCKOe magexme\List of internationsal regulstory
documents/standards which the medical device complies with

DRI Ze e A

ISO 13485

ISC 14971

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

1SO 13485 Medical devices - Quality management systems -
Requirements for regulatory purposes
Medical devices - Application of risk management to medical
ISO 14971 devi
ices
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Hsgenns MeaHUANRCKRE. Medical devices - Symbols to be used with medical device
ISO 15223-1 CHMBON, NDHMEHACMbIE NIPH MADKHPORAHHE MOIRIHHCKHX 1SO 15223-1 labels, labelling and information to be supplied - Part 1:
W3nenuit, HA ITHKOTKAX H B CONPOBOAMTEAbHOM JOKyMEHTARHH. General requirements
Yacts 1. OcBoBHNC TpeOoBaHmy - :
Crepumsauns Me/HIHECKHX H3nCTHH. HudopMamy, Processing of health care products - Information to be
I1SO 17664 IPEKOCTARINEMAS KITOTOBRTEACM JUIX - “ ISO 17664 provided by the medical device manufacturer for the
astimeemisiekihiubiuuior-h processing of medical devices
—————— — IEC 62366-1 Medica:ldevioes-Partl:Applicationofusabilitymgmm
IEC 62366-1 ITpoexTHpoBaHRES MCIHIRACKEX H3ACARH C yHeTOM eom?dlcaldwioes
x i 1SO 7153-1 Surg;cf,l instmmet!ts-Materlals. -Pal:t 1: Metals :
1SO 7153-1 MBCTpYMEHTM XHDYpIHIeCKHE. METAIHYECKHE MATEPRANH, 1SO 10993-1 Bigloglcal evaluation of medical devices - Part 1: Evaluation
Yacts |. Hepaaneiomas cram and testing within a risk management process
ISO 10993-1 HisAenns MeaHIKHCKES. Onumla Gmom:eemro peHcTREN ISO 10993-5 si:(lfg:lmevalmlmy on of medical devices - Part 5: Tests for in
H3nenns MeANLHHCKRS, _— ISO 10993-10 Biological evaluation of medical devices - Part 10: Tests for
ISO 10993-5 OneHxa GHOACTHIECKOTO AelCTRAA MeANIAHCKIX H3Renuit. YacTs 5. irvitation and skin sensitization
Hceie/l0BaHNA HA LHTOTOKCHIHOCTS: METOM in Vitro* 1SO 10993-11 Bwlog'.“::‘f:::l;ﬁm of medical devices - Part 11: Tests for
Hagexns MeQMUMHCKEE. ONCHKA GHOIOTHMECKOTO ACHCTBHN SEe oxd : " .
1SO 10993-10 | mepsmmpmcxix isnemait. YacTs 10. Hocnenonamns pasapaxaiomero i | | | 1S0 10993-12 | Biological evaluation of medical devices - Part 12: Sample
g —— m:epargt&nmd referenoemmmls
Hazenms Mempmcxse. Orenxa 6HO/0rEIecKoro AclcTern I . Biologica! evaluation of medical devices - Part 17:
IS0 10993-11 | emmumcicux myett. acrs 11. Hocnonosattn. SO 10993-17 | Esiabtishment of allowsble limits for leachable substances
06 DICTOXCHISCKONO NEHCTRH 1SO 10993-18 Biological evaluation of medical devices - Part 18: Chemical
Maneaus Meanumscxye. OnieHKa GHONOrHYecKoro ASHCTRIS characterization of materials
1SO 10993-12 NMeHHCKHX et Yacts 12. [Ipurorornenne opob u IEC 60601-1 Medical electrical equlpment Part 1: General requirements
DOMLEEIS OBPASIR for basic safety and essential performance
H3nelHA MeAHITHRCKEE. Medical electrical equipment — Part 1-6: General requirements
SO 10993-17 | Ouerka GEONOrHIECKOTO AelCTBIA METHIMHCKAX myxenl. YacTs IEC 60601-1-6 | for basic safety and essential performance — Collateral
17. VcTaBORNCHHS NOPOrORLIX SHAYCHHH AN BLIMLBACMBIX BOTIECTS standard: Usability
Hanenns MCAHIHBECKRE. Medical electrical equipment -- Part 2-18: Particular
ISO 10993-18 | Onenka GRONOrHIECKOTO ACHCTREA MEIMIHHCKHX manenMil. YacTs IEC 60601-2-18 | requirements for the basic safety and essential performance of
18. Hocnenosanne XBEMUISCKHX CBOHCTE NATEDRANOB 0'1498.009}0 equipment
HaneRus Me/IMIHHCKIE AlEKTpRICCKNRe, YacTs 1. ObimHe Sterilization of heaith care products - Moist heat - Part 1:
1EC 60601-1 TPeGOBAHISE 6e201IACHOCTH C YICTOM OCHORMEIX {yHKITHOBATLHBIX 1ISO 17665-1 Requirements for the development, validation and routine
XBPAKTEPECTHK. control of a sterilization process for medical devices
Hisnenus MemumpHCKse snexTpadecKHe. UacTs 1-6. Obmpe ISO/TS 18339 | Endotherapy devices - Eyepiece cap and light guide connector
{EC 6060116 | TPOOBAHES GE30MACHOCTH C YIETOM OCROBEIX {yHKIHORMIBHLX IS0 20417 Medical devices - Information to be supplied by the
XAPAKTEPHCTEK. JIONONHHTCIBHELE CTANAPT. IXCILTYaTALHOHEAS manufacturet
TIDHTOHOCTE. ISO 10993-23 !Bi9logical evaluation of medical devices - Part 23: Tests for
Hspenna MeAMUARCKHES sneKTpageckne. YacTs 2-18. Yacraue irritation
IEC 60601-2-18 | TpeGoBanms 6e30NACHOCTH C YIETOM OCHOBHMX (JyHKITHORANBHBIX GOST R 50444- | Medical instruments, apparatus and equipment. General
XAPAKTEPHCTHK K FHAOCKOMFeckol anmaparype. 2020 technical requirements
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CTepHuMsaima MeqHIHHCKON NpoAYXUHH. CTEPHIHIAIAT NAPOM. GOST R 53469- | Optics and optical instruments. Medical endoscopes and

ISO 17665-1 Yacts 1. TpeGoBana K paspaboTke, BATHAALIMH H TEKYIICMY 2009 endoth devices, Part 1. General requirements
KOHTPOAK B CTOPHAH3AIAN MEIN KHX W31l GOST R 58936- | Optics and photonics. Endoscope and endotherapeutic medical

1ISOTS 18339 | ¥ AAA SHJOTEPANHH - KPHIIKA OKY/INPE H KOHHEXTOD 2020 equipments. Requirements and test methods _
CBETOBORA GOST 52770- Medical devices. Biological impact evaluation system.

1SO 20417 Hagermmn measmuscxne. nopManma, nocrasnsemMan 2023 General ents for safety
HITOTOBHTENEM GOSTRISO Biological evaluation of medical devices — Part 2: Animal

ISO 1099323 | Ouesixa GHonoraueckoro AelicTeE MeMIMHCKHX W3aenkil. YacTs 10993-2-2009 | welfare requirements
23. HonuiTanus Ha cnocoSHOCTS BAISLIBATY

TOCT P 50444- | TiprGopsi, anmapatsi H 060opyAoBaREe MEAHUMHCKHS. OGmpe

2020 TeXHAgeckue TpeGosanms

TOCT P 53469- | Onraxa B onTHICCKHe NpROOPAI. DHACCKOMM H HpRGOPH

2009 SHIOTCPANCETHICCKHE MearIHcKue. Yacts |. O6ume Tpebosanns

TOCT P 58936- Ormmuxa 1 $oToHNHKA, DHAOCKONHN H NPROOPM FHAOTEPAICBTHIOCKHE

2020 Mexmumsckie. O6mpe Texmmeckne TPeGOBAHMA R METORM
HCTIMTAHHHN

rocCT 52770- Hapeans memupmicxne, CHCTEMA OLEHKH GHOIOTHYECKONO

2023 AeiicTans. OGmpe TpeSosania 6e30NACHOCTH

FOCT P HCO Hagemn menmumckue. Onenxa GROAOTHICCKOTO AcicTRRS

1099322000 | MeAMmEECKHX u3xenull. YacTs 2. TpeGopanm k ofpamennio ¢
EHBOTHEINH

[ 11. Pecnamanna/Reclamation

Tlopanox npeALABNCHAY PeKAAMANNI H OTEETOB Ba HIX PeIyHpyeTC IPRX A8HCKHM IPABOM.
Pexnamanmus MOXET IPETLARIATECA TOABKO O TAKHM BOMPOCAM, XOTOphie HE ABIAIHCH
DPEANETOM TIPHEMKH TOBAPA, NPON3BEACHHON B COOTBETCTBHH C YCNIOBHIMH AOTOBOPA.

Tlo Boem Bonpocam, cassaHHLIM ¢ OGCHYXHBAHHEM HAZC)AN, HeOGXONMMO OGPATHTECA K
VnonsoM09eHEOMY NPEACTABRTENO NPOH3BOARTEA.

B cayuse pexnamamum oOpaumTscA X IPOHSBOAMTONO W / HNM YHONHOMOUCHROMY
AIPCACTABHTE/O NPORIBOANTONA.

Tpouseoaxrens:

«KAPJI LITOPL] CE 1 Ko. KI'», I'epmanus (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

VnoanoMoseHHEI NpeACTABATENS MPOHSBOANTEN:

OGmiecTno ¢ orpanmwennol orsercreeanocTsio KAPJI LIITOPI] - Sagockomu BOCTOK
(000 KILIT3 BOCTOK)

115114, r. Mocxna, Ba6. JiepGenescxas, 4. 7, c1p. 4

| Tenedou: + 7 (495) 983-02-40

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
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
WOSTOK”)

115114, Moscow, embankment, 7, p. 4

Phone: + 7 (495) 983-02-40
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E-mail: info-ru@karlstorz.com Email: info-ru@karlstorz.com
| 12. Ceepennn o npoussogrTene / Information about manufacturer

PAIPABOTYHK: DEVELOPER:

«KAPJI ITOPII CE 1 Ko. Ky, I'epmarma (KARL STORZ SE & Co. KG)
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany

Tenedon: +49 7461 708-0

Paxc: +49 7461 708-105

E-mail: info@karistorz.com

IMPOA3BOIUTEND:

«KAPJI HITOPLI CE n Ko. KI'», l'epmarmn (KARL STORZ SE & Co. KG)
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany

Tenegon: +49 7461 708-0

@axc: +49 7461 708-105

E-mail: info@karlstorz.com

YIIOAHOMOYEHHBIA NTPEACTABHTEJDL NMPOHIBOAATENA:
000 KILUT? BOCTOK

115114, r. Mocksa, gal. icpGenenckan, . 7, c1p. 4

Teredon: + 7 (495) 983-02-40

E-mail: info-ru@karlstorz.com

MECTO ITPOH3BOACTRA:
KARL STORZ SE & Co. KG,
Dr.-Karl-Storz-Strale 34, 78532 Tuttlingen, Germany

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 “KSHTE WOSTOK”

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

Phone: + 7 (495) 983-02-40

Email: j

MANUFACTURING SITE:
KARL STORZ SE & Co. KG,
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
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Mpaaoxenue 1. Tlepedenns pexoMeRAyeMEIX URCTRIIEX | Je3HHGRIMPYIOMEX pacTopob\ Appendix 1. List of recommended cleaning and
disinfecting solutions
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Pyunan ounctka 1 Acangexunsn / Manual cleaning and disinfection

Uucremae pacrsopsi / Cleaning agent

Jesnngunapyome pacrsopul / Disinfectant

Iiponssogareas / Topronoe nanmenosanme / | Mpomsoawrens / Toprosoe HanMenoBanme /
Manufacturer Trade name Manufacturer Trade name
Advanced Sterilization Cidezyme® Advanced Sterilization Cidex OPA®
Products (Johnson & Products (Johnson &
Johnson) Johnson)
Anios ANIOSYME P.L.A. Anios ANIOSYME P.L.A.
B. Braun Medical AG Stabimed® B. Braun Medical AG Stabimed®
Ecolab Deutschland GmbH | Sekusept™ aktiv Ecolab Deutschland GmbH | Sekusept™ aktiv
Esteer Pharma GmbH ULTRASEPTIN® activ Esteer Pharma GmbH ULTRASEPTIN® activ
Esteer Pharma GmbH ULTRASEPTIN® PAA Esteer Pharma GmbH ULTRASEPTIN® PAA
Lysoform Dr. Rosemann Lysoformin® 3000 Lysoform Dr. Rosemann Lysoformin® 3000
GmbH GmbH
Schumacher, Dr. GmbH PERFEKTAN® ENDO Schumacher, Dr. GmbH DESCOTON extra
Schulke & Mayr GmbH gigasept AF® forte Schumacher, Dr. GmbH DESCOTON 2% GDA
Schulke & Mayr GmbH i instru AF Schumacher, Dr. GmbH PERFEKTAN® ENDO
Schumacher, Dr. GmbH DESCOTON extra Schulke & Mayr GmbH gigasept AF® forte
Schulke & Mayr GmbH gigasept® instru AF
Schulke & Mayr GmbH Lysetol® V
Steril-4 s.r.L. STERIL-C
Weigert, Dr. GmbH & Co. neodisher® Septo Active
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@

OuncTXa H ACSHEPEKIHY B MONINe-XesHBEmpyomux Mamunax / Machine cleaning and disinfection

‘lnm?mogulaeuhg_ag_gt

IIpossseamrens. / Manufacturer | Tepronoe Bammesionanme / Hpomssopmrens / Manufacturer | Toprosoe /
Trade name Trade name

Ecolab Deutschland GmbH Sekumatic™ FR Ecolab Deutschland GmbH Sekumatic™ FD
Ecolab Deutschiand GmbH Sckumatic™ FRE Weigert, Dr. GmbH & Co. peodisher® SeptoClean®
Ecolab Deutschland GmbH Sckumatic™ MultiClean Weigert, Dr. GmbH & Co. ncodisher® 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*

Yncraige CpeaCTBa, HOMESCHHEE *, AOKA3ANH cBO SddexTrEAOCTS HpoTHE NpROROS / Cleaning agents that are marked with*: These cleaning
agents are proven to be effective against prions
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[{Tepeeod c nemeyxozo u anzaulicko20 23p1X08 KA PYCCKUL A3VIK)
[Ha Granxe xomnanuu «Kapa limopy — Indockon»)

GopMEpyeM BMeCTe GyAymee 3HAOCKONHNH HA NpoTakeHAd Gonee 75 ner

«KAPJI IUTOPL] CE r Ko. KI'» (KARL STORZ SE & Co. KG) * &/a230 * 78503 TyrnuurenTepmannus
(Postfach 230 » 78503 Tuttlingen/Germany)

YTBEPXJEHO

Bune-nupesnacHT MERIYHAPOAHOI0 0TAEAR [0 30POBLI0 MAHEHTOB
H HOPMATHBHO-IIPABOBOMY Pery/IHPOBARHIO
(AOImKHOCTE)

H.o. Kapam Jixavmunn
(1vg)

«Kapa I[Hropn CE r Ko. KI™»
Jp. Kapr-IlItopn-Ilitpacce
34, 78532, TyrnuHreH,
Iepmanms
(Dr.-Karl-Storz-Stralle

34, 78532, Tuttlingen
Germany)

nodnuce/
(moxmmcs)

09 aszyema 2024 2.
(e, Mecant (npdpamu))

(LLiramm)

HHCTPYKLIHA IO SKCILUIVATALIHH

Bponxockon xecTKHIl MHUHHATIODHLIL, B BADHAHTAX HCTIVIHCHES, ¢ IPHHANICKHOCTAMHE

Hazeanue Medtnguncro20 udenn
2024 r.

Oaxmimcoxnil aapec: Basoacxise «Jloitve Basm A Kosnasmrmoe ToaapiamecTso  [lonmui#l xoMmasnos
«KAPJIIITOPIICE n Ko.  pexmirmme Tyrnaarem «KAPJI ILITOPLL CE «KAPJ] IITOPL|
KM» «IOueKpemr Banx  SWIFT: u Ko, KI'» Gepsamtynrc CE»
Hp.-Kapa- Al» DEUTDESS653 Jp.-Kapw-llhopu-llhpacoe 34  Jp.-Kapa-Likvopu-Upacee
IIFroparilirpacce 34 SWIFT: IBAN: DE09 65370075 78532 TyrauurenwTepusinen 34,
78532 TyrmourenTopumsmn HYVEDEMMA473 0211 6390 00 MecTomxomacane xonnasims: 78532 Tyrausresn/T epussits
Tencou: +49 7461 708-0  IBAN: DEG2 6002 . Tyrmawen MecToHax0X AcHIe
Oarc: +49 7461 708-105 0290 0034 5326 05  Hapoznut Senx Toproauiit peectp: xoMmm: I. TyTassren
Sn. nowrs: «llInapipana-fosay r. lhrywapr, HRA 450442 Toprossill peocTp:
info@karistorz.com «Kpsiicomapeacoe  Hexxap al» Haesy. }o mareasmyaca HAC: r. Irywept, HRB 762524
www,karistorz.com Tyrausres» SWIFT: GENODESITUT DE 142931059 Ynpaxmomnil mpexTop:

SWIFT: IBAN: DE97 64390130  Jupexruma 00 yTwmeamaa Kapn-Kpaorsian itopat

SOLADESITUT 0000772003 INCKTPHUSCRONO TIpenceasrem cosera

IBAN: DE79 6435 H ANCKTPOHIONG ANPEXTOPON:

0070 0000 0013 22 ofopy acounm, MEOIOEPATHEL NOYETHEIH

per. Ne DE 74465858 soxrop Cubuan Mitopu

9370321, pep. 4.1
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[Ha Granxe nomapuarsnoti xoumopu: « Branxenesep Mapxm»)

® A, Nxymas Tlpober, GuBmmE HOTApHYC, BHICTYyNAs B KAYCCTRC OPHIHANLHO HAIHAYCHHOIO
TIpeAcTaBRTeNy HOTapHyca, n-pa Dpanepuxe Dpatippay ¢on Tiopxxaiim my AnsTA0pd,
W YAOCTOBEPAIO, XTO BHIIICCTOAINHEC NMOMIHCH SBIAOTCE NONTHHHEIMM TONNHCAMH,
NOCTABIICHHRIMH B MOOM NIDACYTCTBHA

r-HoM Kapavom xavmuaan I'nases,
anta poxzacHes: 20 anpens 1985 .,
xuTencM ropoza lanbypra,

cnyxebusitt anpec: Jlp. Kapn-Illropn-Ilitpacce 34, 78532 r. Tyrmanares,
U5 IHIHOCTH YCTAHOB/ICHA HA OCHOBAHWH YROCTOBCPCHHS IHUHOCTH.

r. Nambypr, 09 asrycra 2024 r.

Inoonuce/

Hoxcymaa Ipober,
Onmmmit HoTapHYC

[Texam» nomapuyca)

Jlopsmenurpacce 1, 22587 ManGypr-Baanxeneos * Tenedon +49 (040 86 16 56
Daxc +49 (0)40 86 44 42 « Dx. nowra: info@notariat-blankencser-markt.de * FIapROBOTEOS MOCTO TEpEX HOTAPEANLROH KoHTOpOR
JioxymesT Ha XpaieHnN y Cupmero noTapuyca JKxyaun [poSer
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TeKCT faHHOro AOKYMeHTa nepeBén nepeBofunmk Paxmmkynos dnbaap Cepkanmesny. 3HaHWe UHOCTPAHHOTO
A3bl<a”noATBBP>KAal0, BbINONHEHHbIV NepeBos ABNSeT CA NPaBUIbHbIM, TOYHLIM U NONHbLIM.

Poccuiickaa ®depepauuns
Mopop Mocksa
© LWecTHaauaTOro aBrycTa fiBe ThicAYM ABajLuaTb YeTBEPTOro roga
4 ToukuH AMnTpuii Banepbesny, HoTapuyc ropoga MockBbl, CBUAETENbCTBYO NOAIMHHOCTb MOANUCH
nepesojynka Paxumkynosa 3nbaapa Cepkannesmya.
Moanuce caenaHa B MOEM MPUCY TCTBUN.
JInyHocTb NoanucasLLero AOKyMeHT YCTaHOB/IEHa.

3aperucTpuposaHo BpeecTpe: Ne 77/2079-H/77-2024
YnnayeHo 3a coBepLUeHMe HOTapuasbHoro geicTsw/NJ0O0 pyo6.

A.B. TouknH ~

Bcero npoLuHypoBaHo, NpoHymMepoBal
n ckpenneHo nevaThio_ 30 \nucT

HoTapuyc
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