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Baxuas madopmanus 1 nonb3osateneii nanennit u nuuctpymentos KAPJI IHIITOPLY
Important information for users of KARL STORZ devices and instruments

Pexomenayerca RPoBepuTL DPATOAHOCTD BPOXYKTOB 418 NPEANOIATACMON NPONEAYP A0 HAMALA NCHONLIOBANNN.

| Braronapum Bac 3a nosepue, okasannoe Toprosoii Mapke KARL STORZ. Kak u Bcs wala npoaykuma, A3HHOS WIAETHE ABARETCS PE3yNbTATOM HALIETO ONbITA H
I KponoTaxeoit pabotul. Bu u Bamwa oprauwsatms sxiGpani cospemennblii B BHCOKOKaueCTBEHHBIH NPOaYKT Npon3BozcTsa koMnanki KARL STORZ.

i Hacroxman WHCTPYKUHA BOMXHA NMOMOYL BaM npasunbio HCNONL308ATH, & TAKOKE OMHLATS, ACIHHGULUMPOBATS W NIPH HEOGXOMMMOCTH CTEPHINIORATH HIACHE.
Bce neobxonnmuie etanu ¥ ncHCTBHA HArAAHO pastachaioTc. [To3ToMY BHHMATENBHO MPOYTHTE HACTOALLYIO MHCTPYKIMIO; epexHO XpaHuTe e&, 4To6L B Cayuac

BO3HHKHOBEHHA BONIPOCOB K Hel Boeraa MOKHO Obuno obpaTnThes.

NPEAYTIPEAAERHE: sudocxonst KARL STORZ nocmagrmiomcs HeCmepunbuolMy, ¥ ux Heobxo0umo ovuwams, dezunduyuposams u cmepurusosams neped

nepevivM HCNIOILI0BAHUEM U KANCOBIM ROCICOVIOUIUM NOSMOPHEIM UCROIL306ANUCM,

Komnanks KARL STORZ noctoswno paGotaer Han ycosepinencTsosaknem aceli npoaykums. ITo 1oit npuumHe BOSMOXKHE HIMEHCHHA (OPMbI, OCHAILCHNE W
TEeXHONOTHH. Mbi paccunThiBaeM Ha Batie nonsimanne. Ilo3TroMy narHEle, H306paXkeHNS 1 OTIHCAHMA B HACTOAIIEH HHCTPYKIMY He MOTYT GbiTb OCHOBAHHEM AN

NPEALABRNCHHS NPETCHIWHA.
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 1o 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. O6mmue coeaennn/General information

3nnockontl co crepaknesbiMy auasamn HOPKINS asnsiorcs MHOTOpasoBLIMH M
COCTOAT W3 OKYJApa, pazheMa s CBeTOoRLIX kabeneil ¢ mpeaycTaHOBIECHHBIMH
apanTepaMu AN cBeToBbIX KaGeneli apyrux npoussoguTencid M obomoukn w3
HEPXABCIOUICTO MATEpHANa, KOTOPas 3aKPLIBACT CHCTEMY CTEPXHEBLIX JMH3 W
BCTPOCHHONO ONTOBOJIOKORHONO CBETOBONA.

MosroMy ¢ HHMK HeoGX0aWMO OOpawWaTECA OCTOPOXHO W NPOBEPATL HA
NPaBHALHOCTE QYHKUHOHHPOBAHHA K HA HANWYHE NIPH3HAKOB MOBPEXACHAA A0 H
NOCAe KAXKAOTO HCNONLIOBAHHA Ha NAUNEHTE,

Cobmonenne cneayromeit usdopmaunn obecnevnt aonruil cpok cnyxbul Bamux
annockonos 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. Haamenopanue meamuanckoro maeans/Name of the medical device

Hedpocxon xectiniit HOPKINS B BapuanTax menonnenus ¢
OPHEALNEKHOCTRME:

I.  Hedpockon xecrxnii HOPKINS B BapsanTax ECuolHeHRS, 8 COCTARE:

1. Hedpockon xectxuit HOPKINS p BapuanTax ncnonsenus:
1.1.Hedpocxon xectxuiik HOPKINS ¢ papannensHbiM OKynspom, ¢
HHCTPYMEHTA/IbHBIM KAHANOM, THTIOPa3MEpPHI:
1.1.1.Heppockon mxectkuit HOPKINS ¢ napansenmpHbM OKynspoM, ¢
HHCTPYMCHTANbHAIM  KaHANOM,  THNIOPasMep:  HaNpaBicHWe
nHabmonenna 6°, annxa 19 cm, B cocrase:
- Hedpockon — 1 wir.;
- HucTpyxums no axkcruryaraumun — | wr.
- Konnauok yrmomasiowwnii (50/2,6) — se 6onee 10 wr.

1.1.2.Hedpockon xkectkuli HOPKINS c napannenshbiM OKynspom, ¢
HHCTPYMEHTANbHAIM  KAHAJIOM,  THNOPA3MEP.  HaNpap/ieHHe
HaGmoaeHus 6°, anuHa 25 oM, B cocTaee;

- Hedpockon — 1 mr.;
- Hucrpyxuns no sxcnnyarauun — 1 wr.;
- Kosnnavok ymotasomnil (50/2,6) — e Gonee 10 wr.

1.2.Heppockon mecrkmii HOPKINS ¢  yrnosmm  oxymapom, ¢
BHCTPYMEHTANLHBIM KAHANOM, THTIOPA3MEPhI:

1.

Nephroscope rigid HOPKINS in variants with accessories:

Nepbroscope rigid HOPKINS in variants, consists of:

Nephroscope rigid HOPKINS in variants:
1.1. Nephroscope rigid HOPKINS with parallel eyepiece, with instrument
channel, dimension types:
1.1.1.Nephroscope rigid HOPKINS with parallel eyepiece, with
instrument channel, dimension type: direction of view 6°, length
19 cm, consists of:
= Nephroscope -1 pc.;
- Instruction for use - 1 pe.
- Sealing cap (50/2,6) - no more than 10 pc.

1.1.2.Nephroscope rigid HOPKINS with parallel eyepiece, with
instrument channel. dimension type: direction of view 6°, length
25 cm, consists of:
- Nephroscope — 1 pc.;
- Instruction for use — | pc.;
- Sealing cap {50/2,6) — no more than 10 pc.

1.2.Nephroscope rigid HOPKINS with angled eyepiece, with instrument
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1.2.1.Heppockon xectxuit HOPKINS ¢ yrnoBmm oxyaspoM, ¢
HHCTPYMEHTATBHBIM  XaHANOM,  TUMNOPa3Mep:  HanpaBNCHHE
Habmonenus 6°, nyiuna 19 oM, B coctase:
- Hedpockon — 1 wr.;
- UneTpykums no axcrutyarawss — | wr,;
- Konnayox ynnorhmouwii (50/2,6) — ne 6onee 10 wr.

1.2.2.Heppocxon xecxuit HOPKINS ¢  yrnoBwiM  oxynspom, ¢

HHCTPYMEHTAbHLIM  KAHANOM,  THNOPa3Mep:  HanpaBleHMe
Habmoaenns 6°, aauHa 25 oM, B cocTase:
- Hedpockon — | wr.;

- HucTpyxums no skcnayaraumus — 1 mr.;
- Konnavox ynaorHarouwni (50/2,6) — we 6onee 10 wr.

1.3.Heppockon mectknii HOPKINS ¢ napamnenbhnim  oxyaspom, ¢
WHCTPYMEHTANBHLIM KRHANOM, HanpaBieHne Habnionenua 6°, pasmep 18
IHp., 8 cocTape:
- Hedpockon — 1 wiT.;
- HHCTpyKUNA no 3kcnayaTauns — 1 wr.;
- Koanauok yrornsiomuit (50/2,6) — ve Sonee 10 wr.

1.4.Hedpockon xectknit HOPKINS ¢
HHCTPYMEHTANLHBIM KaHANOM, THNOPA3MEPHL:
1.4.1 Heppockon xectkni  HOPKINS ¢ yrnoswim  okynspom, ¢
HHCTDYMEHTANbHbIM  KAHAJIOM,  THMOpa3Mep:  HanpaBiicHHE
Habnonerua 6°, pasmep 18 lllp., B cocrase:
- Hedpockon - 1 wir.;
- HncTpykuss no sxcnuryarauny — 1 wr.;
- Konnauok ymiorasiomuii (50/2,6) — ne Sonee 10 w.

YTTOBHIM  OKYJAPOM. ¢

1.4.2.Hedpockon xectkui HOPKINS c  yrnopwmM okxynspoMm, ¢
HHCTPYMEHTANbHEIM  KAHAIOM,  THNOPAIMEP:  HANPARICHUE
Habmonenus 12°, pasmep 19,5 Llip, 8 cocrase:
- Hedpocxon - | wr.;
- Mnctpyxuus no skeruryaraiuys — | wr.

2. Konrefinep nposonounbil 208 Ae3HR(PEKUMI/ CTEPHAKIALHN/ XpaHerus (npy

channel, dimension types:
1.2.1.Nephroscope rigid HOPKINS with angled eyepiece, with
instrument channel, dimension type: direction of view 6°, length
19 cm, consists of:
- Nephroscope - 1 pc.;
- Instruction for use — 1 pc.;
- Sealing cap (50/2,6) — no more than 10 pc.

1.2.2.Nephroscope rigid HOPKINS with angled eyepiece, with
instrument channel, dimension type: direction of view 6°, length
25 cm, consists of;
- Nephroscope - 1 pc.;
- Instruction for use — 1 pc.;
- Sealing cap (50/2,6) - no more than 10 pc.

1.3.Nephroscope rigid HOPKINS with parallel eyepiece, with instrument
channel, direction of view 6°, dimension 18 1lIp.. consists of:
- Nephroscope -1 pc.;
- Instruction for use - 1 pc.;
- Sealing cap (50/2,6) — no more than 10 pc.

1.4.Nephroscope rigid HOPKINS with angled eyepiece, with instrument
channel, dimension types:
1.4.1.Nephroscope rigid HOPKINS with angled eyepiece, with
instrument channel. dimension type: direction of view 6°,
dimension 18 Lllp., consists of:
- Nephroscope - | pc.;
- Instruction for use — 1 pc.;
- Sealing cap (50/2,6) — no more than 10 pc.

1.4.2. Nephroscope rigid HOPKINS with angled eyepiece, with
instrument channel, dimension type: direction of view 12°,
dimension 19,5 Liip, consists of:

- Nephroscope—1 pc.;
- Instruction for use — 1 pe,
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HOOOXOAHMOCTR), THINOPa3MEPHI:

2.1. Koureiinep nporonounbiii Ans ae3nHPEKUHI/ CTEPHNHIAUNK/ XPAHCHNA C
Avelixodl ana menxux neraneit, pasmMepis: 460 x 150 x 80 MM — e Gonee
100 wr.

2.2. Konreiitep npoBonouHbH QN9 AC3HHGEXUHI/ CTEPHAM3ALR/XPAHEHHA,
pasmepbi: 460 x 150 x 87 MM — e Gonee 100 wr.

MpumansexnocTn:

Aparmrep ceetosoaoe KARL STORZ u Olympus.

Axzanrep ceerosonos Richard Wolf.

HHCTpYMEHT BenioMoTaTeNTbHbiH JUIA BBeEHHA MTHOKIX NPOBOJHHKOB.
AnanTep paboyero xanana ¢ COCIHHEHWEM AN RPPUTaLH.

Knanau cunukoroBbi nenecTkorbiif - 10 urr./yn.

Konbuo yrnoraurensuoe - 10 wrr./fyn.

Mepexoanux ans CHANKOHOBEIX TPYOOK ¢ coeauneHHem Luer.
Tlepexoanuxk ans cRANKOHOBLIX TPYGOX € coenyHeHHeM Luer ¢ 3anopHbM

KPaHOM.
9. lllerxa nnockas A8 OMHCTKH - 5 WT./yn.

NN RN -

Jlanee Bo3MOXHB HanmenoBauua: Onrmuka, Uanenue, Duaockon, JHAOCKON
HOPKINS, MennumHcKoe Hizenue.

2. Wire container for disinfection / sterilization / storage (if necessary),
dimension types:
2.1. Wire container for disinfection / sterilization / storage with a cell for
small parts, dimensions: 460 x 150 x 80 mm — no more than 100 pcs.
2.2. Wire container for disinfection / sterilization / storage, dimensions: 460
X 150 x 87 mm - no more than 100 pcs.

II. Accessories:

Adapter for KARL STORZ and Olympus light guides.
Adapter for Richard Wolf light guides.

Insertion aid for guide wires.

Working channel adapter with connection for irrigation.
Silicone petal valve - 10 pc./pack.

Sealing ring - 10 pc./pack.

Adapter for silicone tubes with Luer lock.

Adapter for silicone tubes with Luer lock with stopcock.
Flat brush for cleaning - 5 pc./pack.

W bW =

Possible further names: Optics, Device, Endoscope, Endoscope HOPKINS,
medical device.

1.2.Ilepenens apruxyiob u3aeauii/REF list

1. Hedpocxon xecrxnii HOPKINS » sapuanTax ucRoIBeAns, B COCTABE:

I._Nephroscope rigid HOPKINS in variants, consists of:

HaumenoBanme REF Name REF
Heg¢pockon xecrxuit HOPKINS ¢ napannenstbim Rigid nephroscope HOPKINS with a paralle] eyepiece,
OKYNIAPOM, ¢ HHCTPYMEHTANbLHBIM KAHATOM HANPaBNcHYe 27092AMA with an instrumental channel, direction of view 6°, length | 27092AMA
nabmonenna 6°, Anuna 19 cm 19 cm
Hedpockon xecrxnit HOPKINS ¢ napannensisim Rigid nephroscope HOPKINS with a parallel eyepiece,
OKY/ISPOM, C HHCTPYMEHTATLHBIM KAHATIOM HATIPABNEHHE 27292AMA with an instrumental channel, direction of view 6°, length | 27292AMA
Halnonenus 6°, Amua 25 cm 25cm
Hedpockon xectxkuit HOPKINS ¢ yrnosbiM OKyaspoMm. ¢ Rigid nephroscope HOPKINS with angled eyepiece, with
HHCTPYMEHTaNLHbIM KaHANOM HanpaBaeHne Habmoaennsa 27093AA an instrumental channel, direction of view 6°, length 19 27093AA
6°, anuua 19 cm cm
Hedpockon xectxuit HOPKINS ¢ yrnosbiM OKyASpoM, ¢ Rigid nephroscope HOPKINS with angled eyepiece, with
HHCTPYMEHTaNbHLIM KaHANOM HanpapaeHne Habatonenus 27293AA an instrumental channel, direction of view 6°, length 25 27293AA
6°, anuua 25 oM cm
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2 JOYLAM A /4 92/ 4,
IpumecHenue 3

HAOCKOTIOB M HWHCTPYMCHTOB AN UPECKOKHOA Hedpockonun
TIOK833HO, €C/IH C TOYKHM 3PEHHN Jievallero Bpadya MOKA3aHbl YPECKOKHAA
Hedpockonus ¢ nuTonanakcuel, YpecKOKHLIN paspe3 Ha wWeiike HaWEYKH WIH
AHTETPAAHAN FHAONMHENOTOMHS WIH PE3CKUHA B NOAOH CHCTEME NOYEK.

K 3TOMY OTHOCATCR, B HYaCTHOCTH:

PCNL - UpeckoxHan HedpoHTONanaKkcus:

- Heponurnas

- KopanmnoBuansie xaMnu

- Heyaaunes sxcrpakopriopanbHad yAapHO-BONHOBAA IUTOTPHIICHA

- Kamun 8 HipxHeif rpynne vawesdex

- bokanoobpa3Huie XKaMH# NPH CTEHO3aX 1eHKH YalleukH

- KamHu B AMBepTHKYNAX

- MHOXECTBEHHbIC KAMHH

- Bonviune xkamHB NoveuHOR NOXAHKN

YpeckoxHbii pazpes Ha iefike yatieuku:

- CTeno3 weHkn ualeuky ¢ peunaHBUPYIOIIWMH/XPOHUMECKHMH HHDEKUMAMY, a
TaKoKe kaMueoOpazoBaHKe B paclIHPEHHOH Yawenke

AHTETpaAHaN 3HAONHENIOTOMHS:

- CHMRTOMATHYECKOE CYKEHHE BBIXOAHOTO OTBEPCTHA NOYEK
InexTpopeleKuna/nasepran abnauus onyxonedi noueunoil NoxaHku:

- JlobpoxauecTBERHBIE OMYXONK NONOH CHCTEMBI NOHEK.

- 3noxavecTBEHHBIC OMYXOIH NONOH CHCTEMBI MOYEK.

- UMnepaTuatoe (Yrpo3a noYeyHol Hel0CTaTOYHOCTH, ABYCTOPOHHHE ONYXOUIH) H
NANLTHATHBHOE (HANPHMEP. KPOBOTORAILAS OMYXOJTh NPH CHCTEMHOM ONTYXOJIeBOM
3a6oneBaHHN) NOKA3AHHE

- Ix20pHTHLIE BRICOKOAHDEPEHLIMPOBAHHME OMYXONH (OATBEPXKAEHHbIE
Gnoncueit)

da3 27295AA:

TMpumeneHUe IHAOCKONOB H HHCTPYMEHTOB A% YPECKOXKHONA ACTCXOH yponoruu

27293 27294 2 2
The use of endoscopes and instruments for percutaneous nephroscopy is
indicated if, from the point of view of the attending physician, percutaneous
nephroscopy with litholapaxy, percutaneous incision on the calyx neck, or
antegrade endopyelotomy or resection in the renal hollow system are indicated.
This includes, in particular:
PCNL - Percutaneous Nephrolitholapaxy:
- Nephrolithiasis
- Coral stones
- Failed extracorporeal shock wave lithotripsy
- Stones in the lower group of cups
- Goblet stones with calyx neck stenosis
- Stones in diverticula
- Multiple stones
- Large stones of the renal pelvis
Percutaneous incision at the calyx neck:
- Stenosis of the calyx neck with recurrent / chronic infections, as well as stone
formation in the dilated calyx
Antegrade endopyelotomy:
- Symptomatic narrowing of the kidney outlet
Electroresection / laser ablation of tumors of the renal pelvis:
- Benign tumors of the renal hollow system.
- Malignant tumors of the renal hollow system.
- Imperative (threatened renal failure, bilateral tumors) and palliative (eg,
bleeding tumor in systemic tumor disease) indication
- Exophytic highly differentiated tumors (confirmed by biopsy)

For 27295AA:

The use of endoscopes and instruments for percutaneous pediatric urology is
indicated if an endourological procedure is indicated from the point of view of
the attending physician.

MOKA3AHO, €CJIH C TOUKH 3PEHUA Jeyalllero spata nokasasa suaoyponoruyecka | This includes, in particular:
npoueaypa. PCNL - Percutaneous Nephrolitholapaxy:
K 3ToMy OTHOCATCA, B YACTHOCTH: - Kidney stones / urolithiasis
PCNL - Ypeckoxnas HedpoauTonanakcua: - Strictures / stenoses of the ureter
- nedponuThas / MovekamenHan GonesHn; - duplex ureter
= CYMEHUR/CTEHO3M MOUETOMHHKA,
= YABOCHHbIH MOYETOYHHK.
10
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1.5.IIporueonoxasasnn/Contraindications

dag 27295AA:
TprMeHenHe YPECKOKHO HCTIONBIYEMBIX JHAOCKONOB W HHCTPYMEHTOR A
DETCKOH  YpOnorH# NPOTHBOMOKAa3AHO, €CIM NO  OUCHKE Jieuallero Bpava
ONEPALMONHBIH METOA NPOTHBOMOKASAH HAW C yueToM OOUIEro COCTOSHMA
NALMEHTA OTCYTCTBYET CNOCOGHOCTD K MEPEeHECEHHIO ONEPALMH HIH HapKo3a.
HcnonbaoBanne HMHCTPYMEHTOB ACTCKOH YPONOrHH AAA TIPOUEIYP B MPAMOM
kontakre ¢ IIHC (uenrpansHolt HepsHOA cucTeMoif) W ueHTpanbHOM cepaeyto-
cocyaucTol cHcTeMoi He gomyckaerca. Kpome TOro, HMEIOT MECTO cleayiowue
NPOTHBOOKA3AHHA;

- ocTpas HHGEKLHE MOUEBHBOAALINX MyTeH

- HAPYIICHHS CBCPTHIBAEMOCTH KPOBH HEACHOTO reHesa

- HefiporeHHas HecTaOUIBbHOCTS ACTPY30pPa MOYEBOrO Ty3bIpS

Y nerefi moboe AMAarHocTHUEcKoe MAH  nevebHOE  IHAOCKONHYECKOS
BMELIATENLCTBO AONKHO ObITh OLCHEHO MEUAUMM BPAYOM Ha NpPEAMET €ro
1enecoolpasHOCTH R BOIMOXHBIX NOCNEACTBHIR

27 2729 27093AA, 2729 27294AA, 27840KA:
IpuMeneHne SHIOCKONOB M HKHCTPYMEHTOB MIA YPECKOXHOH Hedpockonnn
NPOTHBOTIOKA3aHO, €CAH N0 OUCHKE Jiealllero Bpaua ONepauMOHHbI MeTon
NPOTHBOMNOKA3AH MIH C YYeTOM OOLICr0 COCTOSHUN NAUWEHTa OTCYTCTBYET
CNocoBHOCTD K NEPEHECEHHIO OTICPALHH HAH HAPKO3a,

HHcTpyMeHTH /19 UPECKOXKHOR HEPPOCKONHH HEMb3A HCTIONB3OBATH B OMEPALIMEX
¢ HenocpeaAcTBeHHEIM KoHTakToM ¢ LIHC (uenrpanpnoil HeppHOH cucTeMoll) w
LEHTPRALHON CepAeHHO-COCYAUCTON CHCTEMO#M,

Kpome Toro, HMeI0TCa CIeyIOUHe IPOTHBONOKAZAHKA:

- HeneueHnie BApyIICHHA CBEPTHIBAHUR KPOBH

- HeneucHas nngexna MOYEBHIBOASIMX NYTeH, CONPOBOKIAIOWANCH IBXOPALKOMH
- HeBeuieuenHas GeccHMNTOMHAS HHDEKUMA MOMEBHIBORALUMX NyTewH

- BepemeHHOCTD

- BoaMOXHBI noYeurbie aHOMANKUH

- Hedopmaupn cxenera

- HedynxumonansHasn nouxa (061as npoussoautensHocts <20%)

- HetHnHuHas uHTEpROIULMS TONCTOH KHILKK

For 27295AA:

The percutaneously used endoscopes and instruments for pediatric urology is
contraindicated if, according to the attending physician, the surgical method is
contraindicated or, taking into account the general condition of the patient, there
is no ability to undergo surgery or anesthesia.

Pediattic urology instruments cannot be used in operations with direct contact
with the central nervous system (central nervous system) and the central
cardiovascular system.

In addition, there are the following contraindications:

- acute urinary tract infection

- incomprehensible blood clotting disorders

- neurogenic instability of the bladder detrusor

For children, the attending physician is obliged to question any diagnostic or
therapeutic endoscopic intervention in relation to the necessity and possible
therapeutic consequences.

The use of endoscopes and mstrumems for pemutaneous nephroscopy is
contraindicated if, according to the attending physician, the surgical method is
contraindicated or, taking into account the general condition of the patient, there
is no ability to undergo surgery or anesthesia.
Instruments for percutaneous nephroscopy cannot be used in operations with
direct contact with the central nervous system {central nervous system) and the
central cardiovascular system.
In addition, there are the following contraindications:
- Untreated blood clotting disorders
- Untreated urinary tract infection causing fever
- Untreated asymptomatic urinary tract infection
- Pregnancy
- Possible renal abnormalities
- Skeleton deformations
- Non-functional kidney (overall performance <20%)

- Atypical colon interposition

1.6. Boamouxnnie nofownsie 3gpdextnl n ocnoxnenun/Possible adverse events and complications

dng 27295AA:

HasecTHM BOIMOXKHBIE PHCKH (N0GOYHBIE mmmu), NPUCYLIHE TAKKE NPOLIEAYPaM
B AETCKOH YPOSOTHH B LIETIOM:

For 27295AA:
Possible risks (side effects) inherent in pediatric urology procedures in general:

* Bleeding, hematuria
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» KpoBoTeuyeHue, rematypus » Stricture of the urethra / ureter

» CTPUKTYpa MOYETOUHUKA » Damage to the ureter

* [oBpeXAEHUA MOYETOYHUKA « Urinoma, extravasate, perforation of the renal pelvis

* YpuHOMa, 3KCTpaBasar, nepgopaums noyeyHol N0XaHKm « Disorder of bladder emptying, urinaiy' retention

* VIHeKums MoueBbIX NyTein/nnxopagka * Urinary tract infection / fever

* MoyeyHass Konmka * Renal colic

Ana 27092AMA. 27292AMA. 27093AA. 27293AA. 27294AA.. 27840KA: For 27092AMA. 27292AMA.. 27093AA. 27293AA. 27294AA. 27840KA;
3BeCTHbI BO3MOXHbIE PUCKM (MOBOYHbIE ABMIEHUA), NPUCYLLME Takxke npoueaypam  Possible risks (side effects) inherent in percutaneous nephroscopy procedures in
YPECKOXHOW HedpocKonumn B LesomM]™ general:

* MoBpeXXaeHue TONCTON KULIKK, ABEHAALATUNEPCTHON KULLKK, NEYeHN, » Damage to the colon, duodenum, liver, spleen and pleura; puncture of blood
cesle3eHKa 1 MneBpbl: NPOKON COCYL0B vessels

* Jlnxopagka, 6aktepmemms * Fever, bacteremia

» KpoBoTeueHune/apTeprasibHoe KPOBOTEYEHME * Bleeding / arterial bleeding

* PacnpocTpaHeHne onyxonu npu KapumHome  Tumor spread in carcinoma

1.7.KBanngHkaumsa nons3osartensd/User qualification

SHgockonbl  HOPKINS  moryT  wucnonb3oBatbcd  TOMbKO — amuamm ¢ HOPKINS endoscopes may only be used by persons with an appropriate medical
COOTBETCTBYIOLEA  MeAUUMHCKOW  KBa/M(puKaumer v 3HakombiMM € qualification and who are acquainted with endoscopic techniques.
3HLOCKOMNMYECKNMY METOAAMM.

1.8.OnucaHne OCHOBHbIX (YHKLMOHA.TbHbIX 3/1EMEHTOB W COCTABHbIX yacTeil (y3noB) MeguumHckoro wusgenus \Key Functional Elements and
Components (Units) Description

© +@ +@

® | ®®

Hedpockon xecTknii HOPKINS ¢ yrioBbIM OKY/SPOM, C UHCTPYMEHTa/IbHbIM KaHa/IoM

12
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Nephroscope rigid HOPKINS with angled eyepiece, with instrument channel

1 Apantep ceetoBofoB KARL STORZ un Olympus (npefycTaHOB/EH) 1. Adapter for KARL STORZ and Olympus light guides (pre-installed)
2. Apantep ceetoBogos Richard Wolf (npefycTaHoBeH) 2. Adapter for Richard Wolf light guides (pre-installed)
3. LWTtyuep ona nogsofa ceeta, 6e3 afantepa 3. Connection for light supply, without adapter
4. KonbLo And LBETOBOI0 KOAMPOBaHMSA 4. Ring for color coding
5. OKynsp n HarnasHuK 5. Eyepiece and eyeshade
6. OnTtuyeckas Tpybka 6. Optical tube
7. KonbLo ¢ MapknpoBskoii «Autoklav» 7. Ring marked "Autoklav"
8. Ob6o3HaueHWe TvNa 1 yKasaH1e Hanpas/ieHus B3rnsaa. 1-aa Oykea 8. Type designation and direction of sight. The 1st letter after the number
rnocse Homepa 0603HaYaeT: means:
A = 0/6 rpagycos A = 0/6 degrees
9. O6beKTUB 1 ancTanbHLEW BbIX0 CBETOBOAA 9. Objective and distal light guide exit
10. Pa3bem AN MOAKMOYEHMS nppuraumm 10. Connector for irrigation
11. VIHCTpYyMeHTa/IbHbIV KaHan 11. Instrumental channel
(?)

Hedpockon xectkunii HOPKINS ¢ napannefibHbIM OKy/NSPOM, C UHCTPYMEHT/IbHbIM KaHa/1oM
Nephroscope rigid HOPKINS with parallel eyepiece, with instrument channel

1 Apantep ceeToBogo KARL STORZ v Olympus (npesycTaHoB/eH) 1. Adapter for KARL STORZ and Olympus light guides (pre-installed)
2. Apantep ceeToBogoB Richard Wolf (npesyctaHosneH) 2. Adapter for Richard Wolf light guides (pre-installed)

13
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3. LWrtn'uep ana noggopa ceeTa, 6e3 agantepa 3. Connection for light supply, without adapter

4. KonbLo Ans LBETOBOro KoAMpoBaHus 4. Ring for color coding

5. OKynsip v HarnasHuK 5. Eyepiece and eyeshade

6. OnTnuyeckas TpyboKa 6. Optical tube

7. Konbuo ¢ MapkmpoBKoii «Autoklav» 7. Ring marked "Autoklav"

8. O603HayeHMe TUNa ¥ yKasaHve Hanpas/eHns B3rnaga. 1-as Oyksa 8. Type designation and direction of sight. The 1st letter after the number
rnocnie HoMepa 0603HaYaeT: means:
A = 0/6 rpagycos A = 0/6 degrees

9. OObEKTUB M ANCTA/IbHBINA BbIXOA CBETOBOAA 9. Objective and distal light guide exit

10. Pasbem g8 NOLKNKOYEHNA uppurawmm 10. Connector for irrigation

11. NHCTpYMeHTa/IbHbIV KaHan 11. Instrumental channel

Konnayok ynnoTHstowwmii (50/2,6)
Sealing cap (50/2,6)

KoHTeMHep NpoBOMOYHBIV NS Ae3nHDeKUUn/CTepunm3alumn/xpaHeHus ¢ S4eiKoi ans Menkux aetaneid, pasmepbl: 460 x 150 x 80 Mv
Wire container for disinfection / sterilization / storage with a compartment for small parts, dimensions: 460 x 150 x 80 mm

14
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ApfanTep paboyero kaHana ¢ CoeguHeHVeM 415 MppUraLum.
Working channel adapter with irrigation connection.

KnanaH cv/IMKOHOBbIN N1eNecTKoBbIn -10 wwT./yn.
Silicone petal valve -10 pcs. / pack.

KonbLo ynnoTHUTENbHOE - 10 wWT./yn.
Sealing ring -10 pcs. / pack.

MepexoAHUK Ans CUIMKOHOBBLIX TPY6OK € coeanHeHneM Luer.
Adapter for silicone tubes with Luer lock.

r'«a '\

MepexoAHUK 415 CUIMKOHOBBLIX TPYOOK C coeauHeHneM Luer ¢ 3anopHbIM KpaHOM.
Adapter for silicone tubes with Luer lock with stopcock.

16
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LLleTKa nnockas Ang Q4UMCTKM - 5 wt.fyn.
Flat brush for cleaning - 5 pcs / pack.

1.9. OCHOBHble TeXHUYECKME U PYHKLMOHANbHbIe XapakTepucTukmu/Main technical and functional characteristics

D
2)
3)
4)

5)

6)
7)

O6uas

DHAoCKonM 17nHa, MM

Total

Endoscope length, mm
27092AMA 339,83
27292AMA 403,73
27093AA 323,54
27293AA 387,44
27294AA 374,00
27295AA 362,37
27840KA 345,36

OnnHa
pabouein yacTu,
MM
Working
length, mm
199,63

263,53
199,63
263,53

240,53

240,57
229,93

BHYTpPeHHWUIT NonepeyHbIi pasMep UHCTPYMEHTa/IbHOIO
{6rnoncuinHoro kaHana), Mm/
Internal size of the instrumental (biopsy channel), mm

BHewHWiA guameTp HarnasHuka, Mm/
Outer eyepiece diameter, mm

BHYTpeHHWI fnaMeTp HarnasHuka, Mm/

Inner eyepiece diameter, mm
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o Yron
Hapy>XHbIN
HanpasieHuns
AnameTp, MM
HabnoaeHns
Outer Direction of
diameter, mm view
6,33 6°
6,3 6°
6,3 6°
6,3 6°
58 6°
58 6°
6,6 12°

17

Mone
0630pa

Field of
view
102°

100°
99°
100°

72°

72°
103°

27092AMA: 4,0
27292AMA: 4,0
27093AA: 4,0
27293AA: 4,0
27294AA: 3,5
27295AA: 3,5
27840KA: 4.13

32

2

LiBeToBoOe
0603Ha4YeHmne

Color code

Xentbiii/ Yellow
KpacHblii 1 enTblit/
red and yellow
UepHsblit/ black
KpacHbliA 1 YepHbIi/
Red and black
3eneHbliA 1 cuHuin/
green and blue
3efieHbIn 1 CUHWIA/
green and blue
3eneHblii/ green

Macca, r

Weight, g
231
263
193
222

252

251
157,2



[Eag

Pacuetnoe pabouee paccronane, Mm/ 58
Uncrora nong spesua/ Tpn ocMoTpe nonA 3peHHA IHAOCKONOR M JIYTI TYOYCHMX IHIOCKOMNOB B POXOAMLEM CBETE HE
Field of view purity DOMKHB ObITL BHAHM 3arPR3HEHNS, NATHA, UAPANUHD, HANETH!, CBUNH W AbIMbI, MEILAIOLIHE

nHabnoaenuio/ 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.

Yraosol aAnanasol (yroa u3rnba AWCTansHOro KoHua), °/
Angular range (bend angle of the distal end), ©

Henpumennmo/ Not applicable

FepmersunocTs a31a0ckonos u T wnau #x vacrei
Tightness of endoscopes and EC and/or their parts

KoHncTpyxuma 3na0Ckonos 10mxHa GuiTh repmeTHunof Ana obecnedeHna NpoBeAcHHA
Ae3uH(EXUNH, OUNCTKY H CTEPRANIALUNN

Cpentinn mapaboTra Ha oTRa3, umMxn/
MTBF, cycle

CM. rnasy 3.4./ See chapter 3 4.

Cpeannit cpox chyxObt, roasi/
Average service life, years

Cwm. rnaBy 3.4./ See chapter 3.4

Cpeatee BpeMs BoccranobacHia paborocnocobnoro

COCTORHNS, YacK/ He 6anee 4 4/ No more than 4 hours
Average recovery time, hours

Cpox coXpaHseMocTH, roas/

Shelf life, years He meHee 5 ner/ At least 5 years
YCTolyKBOCTS K BONEHCTBHIO NPH IKCITYaTAUHK/ .

Resistance to impact dﬂﬂﬂsr operation Yeroituuso/ Resistant

TIpoyHOCTS K BO3NCHCTBHIO KAHMBTHYECKHX (AKTOPOB NMpPH
TpancnopTiHpoBke W xpanesnn/ Resistance to climatic
factors duxinl_; transportation and storage

Ycroluuso, oM. rnasy 3.2./ Resistant, See chapter 3.2.

YeroitynsocTs X Guonoriueckofi cpeae opranuiMa
yenoseka’ Resistance to the biological environment of the
human body

YcToftunpo

[IpoYnOCTL X CPEACTBAM CTEPUAMIALIMH K AcSHHEKIMK/
Resistance to sterilization and disinfection agents

Ycrofuuso, oM. rnasht 4, 4.5., a Taioxe [Tpunoxenne 1 € HACTORLEA HHCTPYKLIH/
Resistant, se¢ chapters 4, 4.5. and Appendix 1 to this instruction

YeTolunsocTs K BO3ACHCTBIIO MeXaHHYECKHX GaKTOPOB
npH Ixcanyataun/ Resistance to mechanical factors during
operation

TpeOoBaHNA YCTOHUHBOCTY K BOIREHCTBAIO KNMMATHYECKHX H MEXBHHYECKUX HaxTOPOB,
BOSHHKAIOWNX MPH IKCIUTYATALMN, NOMKHL COOTBETCTBOBATL Tpehosannam F'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,
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TIpoyHOCTD K BO3AEHCTBHIO MEXaHHYECKHX (AKTOPOB MpH Tpe6GoBaHHA NPOYHOCTH K BO3AEACTBHIO KIHMATHYECKHX H MEXAHHYECKHX (aKTOPOB,

TpaHcnopTHpoBaHuH/ Resistance 1o mechanical factors BO3HHKAIOWMHX NPH TPAHCNOPTHPOBAHHH. JOKHLI COOTBETCTBOBATL TpeGoBanuam FOCT

during transportation 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.
Honycku coctasnsoT +10% / Tolerances are £10%
Koanavok ynaorusiomuii /Sealing cap
HanmenoBanue Jdnnna, Mm Jnamertp oTBepcTHS, MM Bremnuii AnaMeTp, MM
Name Length, mm Hole diameter, mm Outer diameter, mm
Konnauok ynnotHstowmi 50/2.6 /
. 7 2,6 16
Sealing cap 50/2.6
Honycku coctaensior +10%/Tolerances are £10%
KonTeiinep npoBosouHbIA 118 N€3HHGEKLNW/ CTEPHIH3ALMHK/XPAHEHHS C A4EHKOMN AN MEIKHX AeTaneii, pamepsi: 460 x 150 x 80 mm /
Wire container for disinfection / sterilization / storage with a cell for small parts, dimensions: 460 x 150 x 80 mm (39501 XK)

IMnuna: 460 mm Length: 460 mm
Iupuna: 150 mm Width: 150 mm
Bsicora: 80 MM Height: 80 mm
Macca: 15151 Weight: 1515 g
Jonycku coctasasior £10% Tolerances are + 10%
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Jonyckun coctaBnaoT £10% Tolerances are = 10%

mo7?]

N N

Apantep ceetoBogoB Richard Wolf/ Adapter for Richard Wolf light guides (495F)

LOvHa: 12 mm Length: 12 mm
BHeLwHWiA anameTp:8.95 Mm Outer diameters,95 mm
BHyTpeHHUI AnameTp: 7,6 MM Inner diameter: 7,6 mm
BHyTpeHHsAs pe3bba: M8.5x0.5 Inner thread: MS,5x0,5
Macca: 1.25r Weight: 1,25 g
Jonycku coctaBnaoT +10% Tolerances are £ 10%
B
A
Ccr

VIHCTpYyMeHT BCcnoMoraTe/bHbliA 415 BBeAeHUS rMOKnx npoBoaHunKos / Insertion aid for guide wires (27001E)

OnvHa: 39.12 Mm Length: 39,12 Mm
Ounametp (A): 4,2 Mm Diameter (A): 4,2 mm
Onametp (B): 1,65 Mm Diameter (B): 1,65 MM
Onametp (C): 3 mm Diameter (C): 3 mm
Macca: 14r Weight: 1,4 g
Jonycku coctasnatoT = 10% Tolerances arex 10%

21
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Apnanrep paouero kaxana ¢ coetunennem ana uppuraunn / Working channel adapter with irrigation connection (27840GP)

Honycku cocragnmor +10%

Jiimna: 64,16 mm Length: 64,16 mm
Bricora: 34,85 MM Height: 34,85 mm
BryTtpennnii anamerp: 4 MM Inner diameter: 4 mm
Macca: 48 r Weight: 48 g
Jomnycku cocrasnsior +10% Tolerances are £ 10%
Knanau cunrkoHroBiii nenectkoswi / Silicone petal valve (30160XA)
Jinamerp: 12,6 MM Diameter: 12,6 mm
Macca: 03 r Weight: 0,3 g

Tolerances are £ 10%

Konsuo ynnoriurenshoe / Sealing ring (30160XB)

Hnamerp: 12,5 um Diameter: 12,5 mm
Macca: 0,15 r Weight: 0,15 g
Jlonycku cocTasnsioT £10% Tolerances are £ 10%
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[epexoanuk ans cunnkoHoBbIX TPY6OK ¢ coennHenueM Luer / Adapter for silicone tubing with Luer connection (27500)

Jnua: 27,5 mm

Breuwnuit anamerp: 10 Mm
BHyTpeHHu# anamerp: 3 MM
Macca: 9 r

Homnycku cocrasnsior £10%

Length: 27,5 mm
Outer diameter: 10 mm

Inner diameter: 3 mm
Weight: 9 g

Tolerances are + 10%

Honycku cocrasasior £10%

]
TNepexoanux ans CHAUKOHOBBIX TPY60oK ¢ coennnennem Luer ¢ 3anophbiM kpaoM / Adapter for silicone tubes with Luer lock with stopcock (27502)
Jnua: 40 mm Length: 40 mm
BuyTpennnii anamerp: 3 Mm Inner diameter: 3 mm
Macca: 16 1 Weight: 16 g

Tolerances are = 10%

< D‘I'Ci

Y )

b}

lllerka nnockas ana ounctku / Flat brush for cleaning (27652-05)

Honycku cocragasior +10%

Hdnnna: 152 MM Length: 152 mm
Lupuna: 15 MM Width: 15 mm
Macca: 12,7r

Weight: 12,7 g

Tolerances are £10%
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1.10, Kascenduxauus MH/Device classification
Knaccaduxanus Classification
Knacc B 3aBucumocTs ot L .
ROTEHLHAILHOTO PHCKA 2 Class of potential risk for medical IIa
APHMEHEHHR MEAULMHCKOrD device
H3AeNHA —
KpatHocTs npuMerenns H3nentie MHOTOKPATHOTO NPHMCHEHHA Multiplicity of applications Reusable
Sterility Non-sterile, sterilizable
CrepunbHocTb HecrepunbHoe, crepunusyemoe
Knaccnpnkatma no BuIy KOHTaKTa KOHTAKTHDYIOUEE ¢ MATKMMH TKAHAMH Contact Tissue
C OPTaHN3MOM 4e/I0BEKA
Knaccudnxauns wazennil no f;‘eml‘zs::b‘t;wuwm x::mm'a (e Gomse Contact Duration Less than or equal to 24 hours
TpooARITerLHocTH ko 24 yacos) Suitable for oxygenated environments | Not suitable
TIpHroaHOCTL ANR 3KCITYaTalUNH B
Cpefie ¢ NOBBILIEHHEIM He npuroano
coflepkaHneM KHCNOpOAaa

Knaccnpuranns cornacio MIK 60601-1-2010 npa pabore ¢ coBMecTHMBIM
MexTpoobopynonatiiem (BHACOCHCTEMB! XOMNAKTHLIC JHAOCKONHTECKBE,
TOJIOBKN BHACOKAMEPH, IRA0CKONNIECKNE HCTOTHRKH CBETA):

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

Pabovasvacte | Tun CF npu wWcnonb3oBanHM B cocTaBe MeAHLHHCKOM
AEKTPUUECKON CHCTEMBI C COBMECTUMLIM 0BOPYAOBAHHEM,
UMEIOWHM COOTBETCTBYIOUIYIC MAaPKHPOBKY BO3NE PasheMoB

MUTAHHS WHIH HA YTHKETKE.

Applied part CF type when used as part of a medical electrical system
with compatible equipment that is labeled near the power

connectors and/or on primary label.

2. Macrpyxans mo GezomacnocTu/Safety instructions

2.1. CumBoant 0 ungopmanng o6 onacuocTn/Symbols and hazard information

BHHMATENLHO NPOMTHTE IAHHYI0 HHCTPYKUMIO MO IKCANTYaTauMu M CTpPOro
cobmonaitte ykazanua. Cnosa «Ilpenynpexnenner, «Buumanne» u «Yxasauue»
HMEIOT CneLnanbHoe HasHaueHne. e Obl OHH He BCTPENANHCL B HHCTPYKLMHU NO
IKCIUIYATAUWH, CEOYeT BHHMATENIbHO NPOMHTATH CHEAYIOWMA 33 HHMH TEKCT,
yro0n obecneunts Gezonackyio U 3¢dexTusHyiO IKCIUTyaTauuio u3geaus. Jlns
Gonee sameTHoro Buiaenenus cinoe «Tlpeaynpeaaensie», «Bunmaume» u
«YRasaume» nepen HUMH NONONHHTENLHO CTOHT MUKTONPAMMA.

MPEAVIIPEXAEHHE. «Mpeaynpexnemme» ofpamaer BHWMAHHE Ha
CYWISCTBYIOULYIO ONaCHOCTb  ANA  NauHeHTa Wiu  Bpava. HecoBmonenne

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

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

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

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

CAUTION: A Caution indicates that particular procedures or precautions must

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

24




1

Rus

Eng

MIPEYNPEXKACHUA MOKET NPHBECTH K TPABMHPOBAKKIO NALMEHTA WIH Bpava.
BHHMAHHE. «Banmanue» o0pamaetT BHHUMaHKe Ha HeobxoaumocTs
MIPOBEACHUA OMPERENCHHBIX MEPONPHATHH NO TEXOOCNYKHUBARUIO HAW NPHHATHS
Mep no obecneyeryio 6e30MacHOCTH, 4UTOOW NpPENOTBPATHTL MOBPEKACHHE
W3ICTINA.

YKAZAHHE. «Yxazanue» COACPXHMT CIRLHAIBHYIO HHPOpMaMIO 1o
OGCAYKHBAHHIO H3ZETUA KIH PASBACHAET BAXKHYIO HHPOpMAaLMIO.

be followed to avoid possible damage to the instrument set.
NOTE: A Note indicates special information regarding operation or clarifies
important information.

2.2.UncTpyxnns no Texnuxe GezonacuocTn/Safety instructions

Cepbesnbie NNINACHTH

Coranacno INonoxenwo o MeaHumHckux n3genuax (MDR), «cepbesubiil HHUMACHT»
BIJIIOMAET WHUMAEHTH, KOTOPbie NMPAMO HAH KOCBEHHO HMENK WIH MOT/IA HMETL
moboe u3 cneayromux nocneacrenii (MDR. cratsa 2, Ne 65):

- CMeprs naumeHTa, NONL30BATENS HIH APYTOrO YeloBeKa

- BpeMeHHOC HAH NOCTOSHHOE CEPHE3HOE YXYALICHHE COCTORHHE 3IOPOBbLA
NaluKeHTa, NONLIOBATENA WK APYror0 YenoBexa

- Cepnesnan yrpo3a oGIECTBEHHOMY 300POBbIO

O60 Bcex Cepbe3HHX HHUMAEHTAX HEOGXOAMMO YBENOMIATL NPOHIBOAWTENR W
COOTBETCTBYIOINE OPTaHbi.

Tospexaennanie m3zeNRg

TMospexaennbie H3AENHS MOTYT RPHBECTH K TPaBMaM MALHEHTOB, NoNb3oBaTeneH
WA TpeThHX nuil. Jlepen xaxabiM HCMONL30BAHHEM NPOBEPARTE BCE KOMTMOHEHTH
H3aenus Ha npeamer nospexaennit. He uenonk3yitre noppexaentinie Hiaenus.

TpasniabHoe ofpamenne

Henpasnnproe obpalenue ¢ u3aenueM MOXET NPHBECTH K TPABMAM MNALIMEHTOB,
none3opareneil H TpeTHHX Autl. PabotaTs ¢ HUM MOTYT TOABKO AMLA, oGNanalOMe
HeoOxoauMOl MenunmHCKOA KBAAMOHKALUMEN M 3HAKOMBIE C MPHMEHEHMEM
n3genus. [Tepea ucnonpsoBaknem ybeanrecs, YTo M3enHe NOAXOAUT ANR AAHHON
npoucaypsl. [posepsaiite n3aenve N0 H NOCTE KAXKAONC HCMONbL3OBAHHA Ha:

- UenocTHocT

- Xopouee pabouce cocToAHHE

= OcTpbie yras

- Kpaz c 3a3yGpunamn

- IpasiunvRas cOopka KOMNACKTYIOMKX

- QYHKUMOHANBHOCTD

He ocTasnaire BHYTPH NAUMEHTa CHOMAHHbIC ACTANH.

He noneepraitre nanenne mexannueckoil Harpyske.

He Bpirnbaiite nornyTie uanenna oOpaTHo B MCXOAHOE NONOKEHHE.

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 afier 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.
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PaGora g noae 3penns

Henonp3oBanue Wifenus BHE NOMS 3pEHUA MOXET MPHBECTH K NOBPEXACHHIO
TKaHel WK NOBpeXAeHUIO HIIENHA.

Hcnonbiyiire Haaenne TonuLKo B O 3peHUA.

Topauue uacTh

Bricoxas HHTEHCHBHOCTL CBETa, CO3AABAEMAT HCTOMHHUKOM CBETA, MOXKCT BLIIBATD
HarpeB ANCTANLHOTO KOHLLA, CBETOBMX COCAMHEHHHA W COCEIHHX KOMMNOHEHTOR. JT0
MOXET BHI3BATH OOTH Y NAMEHTOB, NOALIOBATENCH H TPETHHX JIHLL.

VCTaHOBHTE MOLWIHOCTL WCTOMHUKS CBETA HA YPOBEHb, AOCTATOMHBIE A/1A
obecrieveHns onTHManbHOTO oceelieHns pabouell 3onu. Haberaiite kxonTakTa ¢
ANCTAILHHIM KOHLIOM H CBETOBLIMH COSZINHEHHAMH.

Bhicoxas HETEHCHBROCTH CBETR

Bbicokas HHTEHCHBHOCTb CBETA, HTyuaeMas HCTOMHHKOM CBETA, MOXKET MPHBECTH
K HeoOpaTHMOMY NOBPEKICHHIO IN1a3 WIK CNIENOTE, 2 TaXKe K HarpeBy TKaHed
NPEAMETOB, Ha KOTOpbIE HATIPAB/IEH CBETOROH NOTOK.

He cMoTpHTE Ha cBeTOBOH NOTOK.

VeTaHOBHTE MOUIHOCTL HCTOMHMKA CBETA HAa YpPOBeHb, J0CTATOMHBIA win
oflecneueHHs ONTHMANLHOTD OCBEILEHHA pabouel 30HbI.

Y6enurecs, 4TO HCTOYHHK CBETA HAXOAWTCA Ha AOCTATOMHO GONMBIIOM PACCTORHHH
OT TXaHeit H ONepaLHOHHLIX NPHHAANEKHOCTEN.

Tox yTeuxn nanHenTs
Toku yTeuky NaUKEHTOB M3 NPOAYKTOB MOIYT CKIANALIBATLCA, €CNH OAHOBPEMEHHO
HCNONBIYIOTCH  IMEKTPHYECKHE YCTPOHCTBA M INCKTPHYESCKHE WIOEMA  ANs
supoTepanuu. UpesmepHo BLICOKHIl YPOBEHb TOKA YTEYKH MOXKET NPHBECTH K
TpaBMme naunenTa. Henonssyime BMeCTe TONBKO NPOAYKTH OAHOrO THNA, 0COGEHHO
B cny4ae npoaykTos CF.

CooTrercreynnias scoMGunauna 3n0ckona B 0HTOBOIOKOHHOTO CBETOBOAA

Ecav nsamMeTp ONToBONOKOHHOIO CBETOBOAA CYLIKOM BE/IHK, PasbeM 3HAOCKONA
HarpeeTcs. DTO MOMET BLI3BATH MNOBPEXACHHE 3HAOCKona. Ecam anamerp
ONTOBOJIOKOHHOTO CBETOBOZA CRHIIKOM Man, 8 >Maockon Oyaer nonajate
HEAOCTATOMHO CBETA. ITO MOXKET 03HauaTh, 4TO paGouas 30Ha GyaeT HEAOCTATOUHO
ocseuiena. Hcnonb3yiite SHA0CKON ¢ ONTOBONOXOHHBIM CBETOBOAOM MOAXOARIIErO

auameTpa.

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

Do not look into the light output.

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

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

Patient leakage current

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

Appropriste combination of endoscope and fiber optic light cable

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

Hanenuns, KoTophie BCTYNAIOT B KOKTAKT ¢ UEHTPANLHON HEPBHOH CHCTEMOMH, MOTYT
GBITh 3arPATHEHB! OPraHUYeCKHMH OCTATKAMH, CONEPXAMMH TPHOHE. [IpHonn
NpUBOZAAT K  3apaxeHmo  Goneawnio  Kpeliudenbara-fikoba.  Ecan
OWATHOCTHPOBaHA WIM  NOAo3peBaeTca Oonesny  Kpeiftrudensna-SAxoba:
yTAAMZHpYHTE NPOAYKT HaaneXKauldM o0pa3oM M He npojonkadte ero
HCTIONIb30BATD.

Hecrepaisauiii npoayxr

Hsnenue nocrasngerca HecTepunbHBIM. Mcnione30Banne HECTEPUIbHLIX H3AENHi
CO30AET PHCK 3apakKeHMS 118 NAUWEHTOB, NONb3OBATENCH H TPETHHX MU,
OGpaGoTaiite H3nenye B COOTBETCTBAM ¢ RHCTPYKUHAMH NO NOBTOpHO# o6paboTke
nepea NEPBHIM HCMONB30BAHMEM H TTPH KDKAOM NOCICAYIOUIEM HCNONL30BAHKH.

YauTpasByxoBas obpaGorka
[TpoayxT He NOAXOANT ANA YNbTpaseykoBoH obpaboTru.

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
Creutzfeldi-Jakob disease. If Creutzfeld-Jakob disease has been diagnosed or is
suspected: Dispose of the product properly and do not continue to use it.

Unsterile product

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

Ultrasonic treatment
The product is not suitable for ultrasonic treatment

2.3. Mepoi npeaocYopoAHOCTH NPK HCROALIOBAREH 3HA0cKONOR/Safety precautions while using the endoscopes

THAOCKOND AOHKHM MCAOAL3OBATHCS TOJALKO B COOTBRETCTBHM € MEAUUMHCKHMH
npasHunamMy ¥ NpoUcaypaMy dSHAOCKOINHH, NPHIHAHHBIMA AN AAHHOT0 METOAd.

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

2.4. NNoTeunuam-uniii noTpeburenn/Potential consumer

MenutpiHck#e H3JAENHA MOTYT HCNONb30BATHCA TOABKO BPAYaMH H BpavYaMH-
ACCHCTEHTAMM, HWMEICHIMMH COOTBETCTBYIOLIYIO CNELHANN3UPOBAHHYIO
KBANHGHKALMIO H MpOWICHIHMH HHCTPYKTAXK NO KMCTIOIB3OBAHHIO JAHHBIX
MEAMLMHCKHX W3fienHii.

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

2.5. Yenosns npamenenns/Usage conditions

MeauMunHCKHe  H3ZERHA, BKIIOYAS TMOAKMIOYCHHOE O0OpYNOBAHHE, MOXET
KCMONb30BATLCA TOABKO B MEJMUMHCKMX KaOMHETaX, B KOTOpbIX YCTAHOBJIEHO
anexTpHueckoe oGopyAOBAHHE B COOTBETCTBMM € NPHMEHMMBMH HALHOHANbHBIMK
NpaBuNaMi U CTAHAAPTAMH.

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

2.6, Cenenrs 0 JJeKAPCTBEHELIX ¢ BXOASINHX B COCTAB MeAnunncxoro usnenus/Information about the medicines included in the medical device
He npumennmo [ Not applicable

2.7, CoeneHns 0 MATEPHANAX RNBOTHOTO/qeN0BeTecKkoro npoRcxoxacnns/Information about materials of animal/human origin

He npuMeHnmo

| Not applicable

3. O6pamenue ¢ myzenuem/Handling

3.1. Pacuaxoska/ Unpacking

ITpoBepbTe NOCTaRKY Ha KOMIMIEKTHOCTL W HA NPEAMET BOIMOXKHBIX
NOBPEXACHHH.

Check for missing items and evidence of shipping damage.

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

27




Rus | Eng

3.2. YcroBas TpancEopYEpoBKE B xpasesns/Storage and transportation conditions
Temneparypa -20°C ... +60°C Temperature =20°C ... +60°C
Erummwas BIAKHOCTD 10% ... 90% Relative humidity 10% ... 90%
O3yXa Air pressure 700 ... 1060 hPa
Hasnenne Bo3yxa 700...1060 rlla
3.3. Yenosun axcunyarannn/Operating conditions
Temnepatypa +10°C ... +40°C Temperature +10°C ... +40°C
OrHochTenbhas BIAXHOCTS 30% ... 70% Relative humidity 30% ... 70%
BOIYXa Air pressure 700 ... 1060 hPa
Jasnenne so3nyxa 700...1060 rlla

The working part of the medical device is used in the internal environment of
PaGoyan 4acTh H3NCTUA MPEHAHAYEHA VA HCNONLIOBARKA BO BHYTPeHHEH cpeae | the body.

OpraHH3Ma.

3.4. Cpox roanocT/cpok sxcnayaTanun/Shelf life/Service life
Uroln pacnosHath BO3MOXKEGIH W3HOC MarepHana, HeoGxoawmo BHMONHHMTL | In order to recognize possible material wear, the following functional checks

cnenyomye GyHKUHOHATBHBIC NPOBEPKH: must be carried out:

1. Tposepurs noBepxHOCTL SHAOCKONa Ha orcyTcTBHe wmexanndeckux | 1. Check the endoscope surface for mechanical damage and changes.
noppexaeHAH H H3MCHEHMIA, 2. Check that the connected components are seated correctly and, if necessary,
2. TlposepuTh NPaBHABHOCTE MOCAAKH NPHCOCAHHEHHBIX KOMNOHEHTOB H npu | secure the connector for cleaning.

HeolxoAMMOCTH 3a(PHKCHPOBATS PAIHEM JJIA OUHCTKH. 3. Check if the image is being transmitted.

3. INposeputs, nepepaetcs au uzobpaxenue. 4, Check if light is transmitted.

4. IposepuTs, NepesacTCa JIK CBET. The suitability of a product is largely determined by operational wear, the

MpuroaHocTs M3neNua B 3HAYWTEALHOA CTenen# onpenenserca  no | presence and nature of possible damage and depends on the choice of

IKCNNYATAUHOHHOMY H3HOCY. HANMYAIO W XAPAKTEPY BO3MOMHEIX NOBPeXACHHil W | processing methods and chemicals. Average mean time between failures

3aBMCHT OT Buibopa meTonoB oGpaborku K xummuueckux cpeacts. Oxmaaeman | (MTBF) ~ 1000 cycles.

cpeaHan Hapaborka Ha otkas — 1000 uuxnos. Expected service life - S years.

Oxnpaembiil cpok cyx0n — 5 nier,
3.5. Henoabsosanue/Application

NPEAYNIPEXAEHHE. Dnaocxon nocTaBrseTca HecTepurbHeIM, noatoMy ero | WARNING: The endoscope is not sterile when delivered and must therefore be

HEOOXOAWMO OWMWATH, ACIHHPHUMPOBATL W CTepHIMIOBaTL Nepea nepsbiM | cleaned, disinfected and sterilized prior to initial use and each subsequent reuse.

MCNIONB30BAHKEM H KXKBIM NOCIEAYIONIMM NOBTOPHLIM HCNONbL30BAHHEM.

3.6. lipunannexnocTs, RpeAYCMOTPERHMIE NN HCNONLIOBAHEN BMECTE ¢ B31eaHem/Accessories to be used in combination with the device

BuaeocHcTeMsl KOMIAKTHRIe INACCKONHEYECKEE (cucreme | Compact endoscopic video systems (systems for control/getting video images
YupasieHus/noxydennn suzeoniobpaxennil 114 jnnockona), coueraomee & | for an endoscope), combining a camera control umit, a light source, a |
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Gi1ox ympaBieHES  kamepolf,
NOACOCANRSEMbIC IPH HOMOINNE CBETOBOAA:

HCTOYHHK CBETR, MOHETOP),

JlonycTuMo KCIoIb30BaHNE MKOOLIX KOMNAKTHBIX BUACOCHCTEM FHAOCKOMUYECKHX,
32pPeruCTPHPOBAHHBIX B YCTAHOBICHHOM NOpPAAKE Ha TeppHTOpUN PO.

Tonosxa BHAcoOKaMepht (BHIcOKAMepa BAoOcKkona) ¢ Mydroil Puxcannn
oxyaspHoli onTEKE:

JonycTHMo Henonb3oBanke MOGHIX FONOBOK BHACOKaMEpH ¢ MydToit duxcaumu
OKYNSpHO# ONTHKH, 3aPErMCTPHPOBAHHBIX B YCTAHOBACHHOM MOPAAKE Ha
TeppuTopun PO,

InaccxoNNYEcKEe NCTOYHAKRE CBETA (MCTOTHBKE OCBLIeHHS 29 :muocxona),
NOACCCARANCMbBIC IPH BOMOINHE CBETOBOAOB!

JIONyCTHMO  HCNOAL3OBAHHE MOOBIX 3HAOCKONMMECKMX HCTOMHBKOB CBET,
33PEFHCTPHUPOBANHBIX B YCTAHORICHHOM NOpAAKE Ha TeppHTophn PO,

Crerosonnt:
Ecnu ceetoBOg ® 3HAOCKON MAapKHpOBaHBI cHMBoNaMk (cM. Tabauuy), To

NOAXONAINAA KOMOHHALMA AODKHA ONpEnENATHCA B COOTBETCTBMH C 3THMH
CMBOJIAMH.

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 of the Russian
Federation.

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

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

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

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

Light cables:
If there is an identification symbol on the light cable and the endoscope (see
table), assign matching combinations according to the symbols shown.

JlnameTp caeToRONA

JmameTp 3Ha0CKONA

4.3-5.0 MM

6.6-12.0 MM

3.0-35mm

3.0-6.5Mm

20-25mMm @

0.8-2.9 Mm ‘o

Light cable diameter Endoscope diameter

43-50mm Q) 66-120mm )
30-35mm ) 30-6.5 mm (o]
20-25mm @ 0.8-29 mm e

3.7. Ocumpilnspectionm

OcmarpuBafiTe IHAOCKON HA NPEAMET NOBPEXKACHUN cpasy nocne NomyueHusd, a
TAKOKE A0 H N0CIIE KDKIOTO HCNONb30OBAHNA.

Hiobpamenne

OcMoTpHTE TOPLB ONTHKM (AHCTANBHBI KOHEL H OKYJIAP) HA NPEeAMET Lapanit B
OCTATKOB XHPYPrHYecKHX WAH APYIUX 3arpazHeHHi. [JoBepXBOCTH AOKHB OHTDL
riaagkuMn M Gnecrammmu.

Inspect the endoscope for damage immediately after receipt and before and after
each use.

Imsage
Examine the optical end faces (distal end and eyepiece) for scraiches 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 |
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Yrobbl npoBepHTh KavecTso H300pakeHHs, Heobxoaumo BpamaTh 3HAockon, | through it.
CMOTPSA B €r0.

If the image is completely or partially impaired, either the rod lens system in the
Ecnn n3o0pakeHne 4acTHHO WIH NOTHOCTBIO KCKDKEHO, TO ITO 03Ha4aeT, yto anbo | sheath is broken or the lens in the eyepiece is defective. In such cases, the
CHCTEMa CTEPAKHEBBIX JIHH3 HeUCNpaBHa, NGO NHHIL B OKynape nospexaeHbl. B | endoscope must be replaced.

TaKHX ClY4afX HAOCKON HeOOXONUMO 3aMEHNTS. A cloudy or speckled image can be caused by moisture or disinfectant residue on
Tycknoe nan naTHucToe M3obpaxenne MoxeT GbITL BLI3BAHO BAaXHOCTLIO Man | the optical end faces.

OCTaTKaMH A€3HRQHLHMPYIOILETO CPEACTBA HA TOPLUEBLIX NIOBEPXHOCTAX ONTHKH.
Light cable

Ceetoson Hold the distal end in the direction of a light source and inspect the number of
HanpassTe AWcTansHbIH KOHEW B HANPARICHWH MCTOMHHKA cBeTa M nposepbre | dark dots on the light cable connection. Such dark dots indicate that
KONHMYECTBO TEMHBIX TOYEK B MECTE COCAMHEHHUN Co cBeToBoaoM. Takwe TemHble | the optical fibers of the light conducting bundle are broken. Isolated broken
TOYKM YKa3bIBAlOT Ha TO, HTO ONTHYECKHE CBETOMPOBOASWME BosokHA | optical fibers do not noticeably compromise the quality of the image.
nospexkaentl. H3onuposaHHbie NOBPEKACHHBIE ONMTHYECKME BONOKHA HE
OKa3LiBAIOT 3AMETHOMO BMAHMA HA KA4ECTBO H300paKeHNs. However, the light output does significantly deteriorate if a certain number are
broken (from approx. 20 % to 25 %), which therefore also results in reduced
Onnako BLIXOAHAS APKOCTb ACHCTBMTENbHO 3HAYHTENLHO YXYyAlaeTca, ecny | image quality. The endoscope must not be used any longer.

onpeaeneHHOe KOJMWYECTBO ONTHYECKHX BONOKOH NoBpexkaeHo (npumepHo 20-
25%), uTO B CBOIO OHEpelb MPUBOIMT K CHIDKCHHIO KavecTsa u3oOpaxenna. | NOTE: If damage is apparent, the endoscope should no longer be used.
Bonsine Kens3s HCNONL30BATL IHAOCKOM. Endoscopes must be replaced if the image is cloudy or if no image or only parts
thereof are visible.

YKA3SAHHE: ecan noepexaesue o©O4YeBHANO, 3HAOCKON Oonbie Henn3n
MCNIONL30BATH. JHACCKONL HEOOXOAHMO 3aMEHUTL, €CAH H3OOpAKEHHE MYTHOE
MR W300pakeHHe OTCYTCTBYET HAH BHAHA TONLKO €10 HacTh.

3.8. Mepnt npenocroponoct/Precautions

Kax 1 Bce onTHueckne uHCTpymeHThl, naockontt HOPKINS senaorca ouenb | As with all optical instruments, the HOPKINS endoscopes are a very sensitive
YYBCTBUTENbHLIM 0GopyacBatneM. Ytobu rapanTiposats aonrocpoutoe kaiecTso | equipment. In order to ensure the long-term quality of the endoscope, the
3HA0CKONA, HeoOX0aAMMO COBMIONATE CheayIOLIME NPABKIA; following rules must be observed.

* Bo mbexanne nonoMox 3HA0CKONE HEOGX0AKO BCErIA NEPKATH €10 32 OKyasp, | In order to avoid breaks, endoscopes must always be held by the eyepiece
8 He 33 AMCTATEHELA KOHELL. and never by the distal end alone.

* Hu npu kaxux o0cTOATENLCTBAX HE crubaiite paGouyio MacTh 3HAOCKONA. JT0 | * Do not bend the sheath under any circumstances. This can result in
MOXET NPUBECTH K FIOIOMKAM WIH TPELHHAM B CHCTEME CTEPKHEBBIX JWH3, breaks or cracks in the rod lens system.

* Knaaure 3Hz0CKONBI ¢ OCTOpOXHOCTBIO. CunbHbe yaapw. ocobexwo no | » Place the endoscopes down with care, Hard impacts, particularly to the
AUCTANbHOMY KOHUY. MOTYT BbI3BATh NOBpeXTeHHe WM TpewMHbl, a Tanke | distal end, can cause damage to or cracks in the luting and allow liquid, steam,
NPOHUKHOBEHUE IKMIAKOCTH, Napa H T.A. ITO MPHBOAUT K MOABACHHIO CBETALIX K / | etc. to penetrate. This results in cloudy and/or blurred image areas.

MM PacTAHYTLIX oOsacTeit M3oGpanenns, . Therefore, during cleaning, disinfection, sterilization and storage, it must
* TlosToMy BO Bpema OUYHCTKH, He3unbexuMH, CTEPHIM3ALUMH M xXpaHenus | be ensured that the endoscopes cannot be damaged by other instruments. Ideally,
HeoOXOAHMO CReaUTS 38 TEM, HTOOKI JHACCKONN H3GEKATH NoBpexaeHHii Apyrimu | you should store HOPKINS endoscopes individually or use containers in which
HHCTpyMeHTaMM. Mneanvhuii  BapuanT:  xpauuts  3upockonsi  HOPKINS | the endoscopes can be secured.
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MHIMBHAYANbHO WIH HCNIONE30BATL KOHTEHHEPHI, B KOTOPHIX SHAOCKONEI MOKHO
3aKPeNHTS.

YKA3AHHE: ecnu nospexiacHHe OYeBHAHO, 3HAoOckon Ooabue Henbis
MCNONBI0BATE. JHAOCKONDbI HEOOXONMMO 3aMEHUTH, eCN h300pakeHue MYTHOE
MWK #300pakeHHe OTCYTCTBYET HIH BUAHBI TONIEKO €10 YACTH.

BHHMAHHE: 3upockonss HOPKINS Ge3 MapxHpoBKM «ASTOKIEB» Henb3a
CTEPUITR3CRATD MApOM. ITO MOXET HAHECTH HeNONpaBUMbll yuieps.

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

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

4. Tosropnasn obpaborka. Ceenenns o6 ouncTxe u aesmagexnun MH / Reprocessing. Information about cleaning and disinfecting of MD

NPEAYIIPEXAEHHE. Puck 3apakenus. Ilpy nocraske 3TH MEAMUMHCKWHE
H3IQCNHR He ABNAIOTCA  CTEPHNLHLIMH. Hcnonn3oranue HECTEPHWILHBIX
MEAMLMHCKHX HW3LETHIH CO3M8eT PHCK 38PAKEHHA ANN NAUKEHTOB, NoAL30BaTeAeH 1
TpeTbHX Anl. OCMOTPHTE MEIMUMHCKHE WINENHS Ha NpeaMeT BUIUMOIO
3arpasHEHNA.
Buanmoe 3arpajuenue yxashiBaeT Ha TO, YTO MOBTOpHaa oOpaGorka He
nposoannack WiH Osina npoeeacHa HenpasuabHo. OGpaGotaitre Meauumuckue
H30ENHA TNEpPeA RNEpBHM HCMONBIOBAHHEM, 2 Takke N0 W MOocjie KIKAOro
NOCAEAYIONIET0 HCNOAL30OBAHUA, HCTIO/b3YR YTBEPXKACHHLIE NPOLIEAYPbI.
NMPERYTIPEXAEHHE: Puck sapaxenus: HenpaBuwabHo obpaGotanHue
MEQHLMHCKHE H3NETHA NMORBEPTaloT NMAUMEHTOB, NOAb3OBaTeNnell M TPEeTBHX AuLL
PHCKY 3aPaXKCHHA, @ TAKIKE PHCKY TOTO, 9TO MEJIMLIMHCKOE M3ICTHE MOXKET BbIHTH
H3 CTpOA.
BHUMAHHME: npu nNpHroTOBNCHHH ¥ HCTONb30BAHWH PacTBOPOB cheayiite
CNEUHOHKALHAM NPOU3BOAHTENA XUMHYECKHX CPEACTB, YACHIS 0co00e BHHMaHHe
NPAaBHILHON  KOHUEHTPAUMH., BpEMEHH BO3ACHCTBMA W CPOKY CAyxOBI,
Iponomxurenstoe NOrpy:xeHue B BOAY M HEMPABHIbHAA KOHUEHTPALMA MOTYT
NpHBECTH K noBpexacHHo. TlomMHuTe © MUKpOGHONOrHueckoM auanasoHe
ACHCTBMA HCTIOAB3YEMBbIX XBMHYECKHX CpeacTs.
BHHMAHHME: OnacHocte  NOBpexaeHHa  MEAMLMHCKMX  YCTPOICTEB:
HCTIONLIOBAHUE XHMHUMECKHX cpeacts, He oaoOpennbix KARL STORZ, moxer
NPHBECTH K TIOBPEKACHHIO MEAMUMHCKHX YcTpoiicTe. Hcnonpiyire Tonbko
0n00peHHBIE XHMUYECKHE CPENCTBa.
YKA3ZAHHE: Iepeuent pekoMeHAYEeMbLIX YHCTHMINX H AeIHHGHENPYHOIRX
mpeacranie 8 lipuaosennn 1.

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

Visible contamination is an indication that reprocessing has not been carried out,
or has been carried out incorrectly. Reprocess the medical devices before initial
use and before and after every subsequent use using validated procedures.
WARNING: Risk of infection: Incorrectly reprocessed medical devices expose
patients, users and third parties to a risk of infection as well as the risk that the
medical device may malfunction.

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

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

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

4.1, MoaroToBka x ouncTKe B Aczanexunn/ Preparing for cleaning and

disinfection

IToaroToBka Kk ouNCTKE M Ae3RH$PEKUNE

IpyGbie 3arps3HeHus, BLBLIBAIONIHE KOPPO3KIO PACTBOPH H JICKAPCTBEHHBIE
CPEACTBA CEAYET YAAISTL ¢ SHAOCKOIOB Cpaly Nocae ero npumeHerna. Jlia storo

Preparation for cleaning and disinfection

Heavy soiling, comosive solutions and pharmaceuticals must be removed from
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3MAOCKONB! CNEAYET NPEABAPHTENLHO OYHCTHTHL, Hanp., MyTeM mnporthpaHns M | the medical device immediately after use. To this end, preclean the medical
npombiBaiua. Komnanua KARL STORZ pexomenayer eceraa nposoawts | device by wiping down and rinsing, for example. As a general rule, KARL

NPEABAPHTENBHYIO OMHCTKY PYYHEIM ¢nocoGoM Noj cTpyed X0noaHoH BOAb. STORZ recommends manual precleaning under cold running water.
4.2. Pyunas npeasaparensnag oyucrka / Manual precleaning
PaGopxa Disassembly
Tlepen ourcTxoil ¥ pesmadexumneit 3nzockontl ReoOXoaHMo oTKpbITE WriaK | Prior to cleaning and disinfection, the medical device must be separated into its
pasobpaTk Ha OTACABLHLIE KOMNOHEHTH, HACKOJIBKO FTO BO3MONKHO. individual components as far as possible, and/or must be opened.
Ouncrxa nosepxsocreii merkok Brushing the surfaces

Buaumbie win rpyGbie 3arpa3HEHHN HeOGXOAWMO YAanaTh ¢ MoBepxHocTeit noa | Any visible contamination or heavy soiling of the surfaces must be removed
CTpyeif XonoaHo# BOABI NPH NOMOINH LIETOK NOAXOAALLMX pa3MepoB oT paannuneix | under cold running water by cleaning using brushes of suitable sizes from various

NpoU3BoOAUTENEH. manufacturers.
O6paboTKa yALTPAIBYKOM 3ALpemena No use of uitrasound
Mo Ttexuuveckum npuuunHam 2HAockonst HOPKINS Henpuroans: ans | For technical reasons, the medical device is not suitable for ultrasound treatment.
yAbTPa3ByX0BO¥ 0bpaboTm.
4.3. Mamaunas 9HcTKa B Ae3nnpexnun/Machine cleaning and disinfection
OuncTen/repmaveckan Ae3uNPeKuEn MeXAHNIEPOBARABIM CIOCOGOM Machine cleaning/thermal disinfection

Mpeanoyturentha Tepmuueckad Ae3nHdexuns. Maunwii Meton uweobxoaumo | Thermal disinfection is preferred. The relevant national requirements and the A0
WCNONb3IOBATL ¢ YHETOM HALMOHANLHBIX HOpM ¥ nokasatena AOQ. Ilpu Buibope | value must be taken into account when using this method. The selection of a
NOAXOAALIEr0 BBHIJBIDKHOIG KOHTeHHEpa WM KpenaeHWa N8 MHCTpyMeHTa | suitable slide-in tray or instrument holder, which should ensure that the medical
HEOOX0AUMO FIPOKOHCYNLTHPOBATLCA ¢ U3FOTOBHTENEM obopyaoBaHHa ¢ uensio | device is thoroughly rinsed out or through, must take place in consultation with

ofecneyeHrs OMBIBaHHS WITH NPOMBIBAHUA MEANLIKHCKOTO H3NEANS. the manufacturer of the device.
Ykazange: npy HeoOX0AUMOCTH CIIEAYET BPYUHYIO NOCYINHTD HHCTPYMEHT. Note: If necessary, the instrument must be dried off afterwards by hand.

4.4, C6opxa, ocMoTp H yxoa/Assembly, inspection and care
CGopxa, nporepxa » yxon Assembly, inspection and care
BuiyansHo npomepsTe ouMileHHbtd H npoaesunduumporannbiit 3HAocKkon Ha | The cleaned and disinfected medical device must be visually inspected for
YHCTOTY, KOMIUIEKTHOCTD, CYXOCTb ¥ OTCYTCTBHE NOBPeXACHRIA: cleanliness, completeness, damage and dryness:
. Mpy Hanuuuy CNEAOB 3ArPASHEHHI/OCTATKOB CPEACTE HEOGXOAMMO e Ifresidues or contamination are still present, the medical device must be
noBTOpHO 0OpaboTars IHAOCKONB! BPYYHYIO U elile pa3 NOABEPTHYTh X NOJHOMY manually cleaned and subjected to a full cleaning and disinfection
UMKITY OMHCTKH M A€3HHEKLHH. procedure once more.
) TMoBpexkneHHbIC MK ROPAKEHHBIE KOPPO3HEH IHAOCKONB AOMKHM GbiTh e Damaged or corroded medical devices must be withdrawn from use.
H3BATH W3 oOpaleHns. Afterwards, a functional check must be carried out.

3areM HeOOXOIHMO BHITIOIHHTL NPOBEPKY HYHKIUMOHHPOBAHMSA.

4.4.1. lposepxa w3obpaxennn/ Checking the image
Ocmotpute onTrveckHe Topubl (0OnexTus, aucTanbhuil BRIXOA cBerosoaa u | Examine the optical end faces (lens, distal end of light guide and eyepiece) for
OKYNAp)} KA NPEAMET UAPATIHH H OCTATKOB XMPYPrHYECKUX WM YMCTALIMX cpeacTs. | scratches and surgical or cleaning residues. The faces should be smooth and
TMosepxHocTv nomxHbl OuTh rnaakuMu ¥ SnecTammmu. YroGet nposepums | shiny. In order to test the image quality, slowly rotate the endoscope while
KayecTBO H300paxeHua, MEANEHHO BpataiiTe 3HA0CKON, Miaas yepes Hero. Ecnm | looking through it. If the image is completely or partially impaired, either the rod
n300paneHue NONHOCTHIC WIH YACTHYHO HCKAXKEHO, 3HAYMT HeHcnpaBHa cucTema | lens system in the optical tube or the lens in the eyepiece is defective. In such
CTEPIKHEBLIX IMH3 B onTHYecKoi TpyOke unu nMu3a B okyaspe. B Takux cnyuasx | cases, the endoscope must be replaced.
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IBAOCKON HEOOXOAUMO 3aMEHHNTD. A cloudy or speckled image can be caused by moisture or disinfectant/chemical
MyTHOS MIM NETHHCTOE W3oOpanenHe MoxeT ObiTh BBIIBAHO BAMKHOCTHIO WiH | residue on the optical end faces. In these cases, carefully clean the optical end
OCTATKAMH ACIMHGUUMpPYIOWEr0o / XMMHYeCKOro cpeacTea Ha omruueckux | faces with a cotton tip applicator soaked in 70 % alcohol.

NOBepXHOCTAX. B 3THX cny4asX OCTOPOXKHO OUMCTHTE ONTHYECKHE TOPLILI
aTHUIMKATOPOM BATHBIM TAMNOHOM, CMOYEHHLIM B 70% crninpre.

4.4.2. IIposepka ceeropoaor’ Checking the light guides

Jlepxure AMCTAnbHbIi KOHEN B HATPasNeMHH HCTOWHMKa ceeTa w nposepbre | Hold the distal end in the direction of a light source and inspect the number of
KOAWHECTBO TEMHLIX TOMEK HA COCAMHECHMM CBeTOBOAa. Takwe TeMHme Toyky | dark dots on the light guide connection. Such dark dots indicate that the optical
YKa3LIBAIOT HAa TO, 4TO ONTHUECKME BOJOKHZ CBeToBOZa pasopsanbl | fibers of the light guide are broken. Isolated broken optical fibers do not
W3onnpoBaHHpie NOpBaHHbLIE ONTHYECKHE BONOKHA 3aMETHO He yXyawaior | noticeably compromise the quality of the image. However, the light output does
KavecTeo MIoOpaxkenus. Tem Be Mewee, CBETOOTAa4A 3HAUNTENbHO yXyawaerca, | significantly deteriorate if a certain number are broken (from approx. 20 % to 25
SCJIH NOBPEKIAETCH ONpeAEeHHOe KOJUYECTBO BOSOKOH (npHMepHo ot 20% ao | %), which therefore also results in reduced image quality. The endoscope must
25%), uTO, COOTBETCTBEHHO, TAKKE MNPUMBORHT K CHIKEHWIO KadecTsa | not be used any longer.

n3oGpakeHHs. JHaockon GonbIIE HENTB3A HCNOALIOBATD, WARNING: If damage is apparent, the endoscope should no longer be used.
BHHMAHHE: ecnu noepexacH#e O4eBRANO, 3HAockon Gonbwe we cneayer | Endoscopes must be replaced if the image is cloudy or if no image or only parts
MCMIONL30BATE. JHAOCKONH HEOOXOAHMO 3aMEHHTL. eciu H3obpaxewne myTHoe | thereof are visible.

WK H300paKeHHe OTCYTCTBYET W BHAKL) TOJILKO €I 4acTH.

44.3. Cymka/ Drying

V4acTKH BOIOKEHA B CBETOBOE, @ TAKKE AWCTANLHBIE M MpokcuManbHble Topuesbie | The fiber areas in the light inlet piece in particular as well as the distal and
NOBEPXHOCTH JO/DKHbL Obme TmwaTensno Bsicywensl 70% cnuproM. Octatkn | proximal end faces must be dried carefully with 70 % alcohol. Disinfectant and
AC3HHPMUMPYIOLIETO W SHCTAINErO CPEACTBA, Hanpumep, B CBeToBode, MoryT | cleaning agent residue, e.g., in the light inlet piece, can become bumnt on when
MPUropeTe NPH NOAKMOYEHMM CBETOBOrO KaGena, 4TO cepbe3HO yxymmaer | the light cable is connected, thereby seriously impairing light transmission.

CBETONPONMYCKAHHE. . Damaged or cormoded medical devices must be withdrawn from use.

« [ToBpexaeHHbie HIH KOPPOAMPOBAHHBIE MEANMUHHCKIE YCTPOHCTBA KOMKHDI OBITL | Threads and glide surfaces on the endoscope must be lubricated locally
HIBATH! U3 HCTIOAB30BANMA. with instrument oil and the running surfaces on the cock plug with special grease.
* Pe3bOBl ¥ CKONB3ALLIME TIOBEPXHOCTH SHAOCKONA HEOOX0ANMO cMa3aTh Ha MecTe | * Dismantled medical devices must be assembled.

HHCTPYMEHTANbHBIM MACAOM, a paboure nNOBepXHOCTH Ha mpoOxe kpana - | Afterwards, a functional check must be carried out.

CrieLHanbLHON cMa3Koil, NOTE: The oil used for this purpose must be suitable for the subsequent
+ PazofpaHnblie MEAHUMHCKHE YCTpOHcTBa nomxhsl 661t cobpaHbl. sterilization procedure (silicone-free and paraffin- or white oil-based).

* [Tocne 3T0r0 HEOGXOANMO NPOBECTH PYHKUHOHATLHYIO HPOBEPKY. NOTE: During care procedures, use items from the catalog ‘Care, Sterilization

YKA3AHHME: Macno, HCrosb3yeMoe ang 310/ Uenu, AOMKHO NoAxoauTh Ana | and Storage Techniques’.
nocaeayloleif npouenypsbl cTepuau3aLmuy (6e3 CHINKOHAa H HA OCHOBE Napaduua
unu Genoro macna).

YKA3ZAHHE: 8o Bpema npoueayp No yXoay UCnoab3yiite NpeaAMETH H3 KaTanora
«MeToap! YX0na, CTEPAIM3ALMH H XPAHSHUR).

4.5. Crepuamaanus/ Sterilization

YcnoBHS CTEPHIMIANHE Sterilization conditions
Komnanueit KARL STORZ ana nanHoro meguumtckoro Miaenua sanuauporatnl | The following sterilization methods have been validated and approved by KARL
W YTBEPKAEHB! CTEAYIOIHE METOAbl CTEPHIU3ALNY: STORZ for this medical device:
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Crepuiu3anug DapoM ¢  NpEMEHEHEEM  $paKuwonEpopamnoro | Steam sterilization using the fractionated prevacwam procedure

$OPBAKYYMROTO METORA. Note: Sterilize greased components in a disassembled state.

Yixazanne: CmazanHbie KOMNOHEHTH HEOOX0NHMO CTepHIH30BATh B pazobpanHom | The medical device must be sterilized in its fully assembled state using the

BHzie. JIN CTEPHANHIALME MEIHLHKCKOTO H3AeHA B cOGpaHHOM BHAe HeoGxoxumo | fractionated prevacuum procedure (DIN EN ISO 17665-1) with the following

MCTIONB30BATL (paKuMonHpoBatHbil dopBakyymunlii Meton {(DIN EN ISO 17665- | parameters: 134°C for 5 minutes.

1) ¢ cofmonennem caeayiommx napaMeTpos: 134 °C Ha NpoTHXEeHHH 5 MMHYT.
5. CepercHoe ofcryxupanue 8 pemont/ Servicing and repair

Hemncnpashble WHCTPYMEHTH! JOKHBI OOCTYXKMBATBCS W pemoHTHpoBathea | Defective instruments must be serviced and repaired exclusively by persons

MCKIIOUMTENLHO YNOAHOMOYEHHBIMH HAMM NMUAMH: NpH npoeesenun Bcex | authorized by us; all repair work must employ genuine parts only.

PEMOHTHBIX paboT HEOGXOAWMO HCTIORLIOBATH TONLKO OPHIHHAIbHEIC ASTATM.

6. TapanTes\Warranty

CranaapTHii rapaHTHITHBIA CPOK IKCNAYaTALURY W3aenus cocTasnset 12 mecsiues | The standard warranty period for the device is 12 months from the date of
¢ naTe! BBOA NPHEOpPa 8 FKCINYATALUMIO, HO He Gonee 15 Mecsues co Ang oTrpy3kH. | commissioning of the device, but no more than 15 months from the date of
shipment.

MeanunKckoe H3eAKe BCETA ClielyeT OTNPABASTD B MECTHOC OTAGJIEHHE, 1aXe B
TeyeHHe rapaHTHITHOTO NepHOaA. The medical device must always be sent to your local subsidiary (see
BekpriTne ofopyaoBaHWA WAM BHINOAHEHWEe MOGMX PEMOHTHRIX paGorT wmnM | “Subsidiaries” section), even during the warranty period.

MoaMduKaumii 060pyACBaHNS HEYNOTHOMOUEHHBIMA THLAMA oceoGoxaeT Hac oT | Opening the equipment or performance of any repairs or modifications to the
moboii oTBEeTCTBEHHOCTH 32 ero paGoty. JlioGoe Takoe OTKpHTHE, PEMOHT WiaM | equipment by unauthorized persons shall relieve us of any liability for its
MOAK(HKALIA, BHINONHEHHBIE B TEYeHHe MAPAHTHIHONO NEPHOAA, aHHYIHpYeT Beio | performance. Any such opening, repair, or modification performed during the

TapaHTHIO. warranty period shall void all warranty.

OGutecTso ¢ orpasnuerHol oteercTeennocTsI0 KAPJI IUTOPL| - D1aockons BO- | Limited Liability Company KARL STORZ — Endoskopy WOSTOK
CTOK (000 KLIT3 BOCTOK) (LLC "KLIT3 BOCTOK")

115114, r. Mockea, [lepbenepckan Habepexnai, a. 7, cTp. 4. 115114 Moscow, Russia, Derbenyevskaya nab. 7, building 4

Ten. +7 495 983 02 40 Phone: +7 495 983 02 40

e-mail: info-ra@karlstorz.com e-mail: info-ru@karlstorz.com

7. Yyuansanun/Disposal
Mpn yrwimsaumn ocoSwe Mepy He Tpelytorcea. Crexyer coGmonars | To dispose of these medical devices, no special measures are necessary. National
BHYTPUIOCYAApCTBEHHbIC NPEANHCaHUA/ 3aKOHBL. laws and regulations must be observed.

Tpn yrwnmzauns w3penuii wa Teppuropun Poccuiickoif @enepaunn cneayer | For disposal of products on the territory of the Russian Federation, follow the
PYKOBOACTBOBATLCA HOpMamM, HnokeHHbMH 8 CanlluH  2.1.3684-21. | norms of SanPiN 2.1.3684-21. Unused endoscopes and packaging materials are
Heucnonb3osankbie 3HAOCCKONL, a TAKKE YNAKOBOMHbe Mmatepuans) cneayer | disposed of as class A epidemiologically non-hazardous wastes. Used

YTHAM3MPOBATh KAk OSnuaeMHosoruvecku OesonacHsie orxoam knacca A. | endoscopes are disposed of as class B epidemiologically hazardous waste.
Hcnons3osasHbie 3HAOCKONB CACAYET YTHANMPOBATL KAK SMMHACMHONOMHYECKH
onacksie oTxoAs knacca b.

8. Baxnaas sadopmanns / Important Information

M3 coobpaxennii rarveHs! M 218 NpeJOTBpallleHMA 3apaxenus 3Hzocxonsl, | For hygiene reasons and to prevent infection, endoscopes, instruments and

WHCTPYMEHTH W YCTPOHCTBA HEoOX0oauMO OYMCTUTL M npoaeswuduunposars / | devices must be cleaned and disinfected/sterilized before they are sent for repair.
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CTepunn30BaTb Mepef OTNPaBKOA B PeMOHT. Mbl ocTaBnseM 3a c060i Mpaso
BEPHYTb 3arpsi3HeHHbIe MHCTPYMEHTbI / YCTPOACTBA OTNPaBUTENIO.

PeMOHT, MOAN(UKALMN UM N3MEHEHWUS KOHCTPYKLIMK, KOTOPbIE BbIMOHAKTCA He
KomnaHveli KARL STORZ wam cneupasuctamu, YnosHOMOYeHHbIMU KARL
STORZ, aHHYNMPYHOT BCe rapaHTUiiHble 06s3aTenbCTBa.

9. PacwumpoBka crmBosios/Explanation of symbols

PacLumpoBKa CUMBO/I0B, MPUMEHAEMbIX MPY MapK1POBaHNN MEAVULIMHCKOTO

n3penns:
CumBson Onpere.Tenlie
-
I l V3roToBuTeb
I"vvT [Jara n3rotoeneHns

MD MeauLmnHCKoe n3aenve
REF Momep HO Katanory

SN CepwiiHbliA HOMep

LOT Kog naptun
QTY KonnyecTBo m3fenuii B ynakoBke

|U D || YHUKa3bHbI NAEHTU(DNKATOP U3[eNNs
O6patnTech K UHCTPYKLMK
()K Mo NPUMEHEHUIO
[ ]

,én' He cTepn.3bHO
wa™
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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.

Explanation of symbols used in labelling the medical product:

Symbol Definition

Manufacturer

[/wJ Date of manufacture

MD Medical device

REF Catalogue number
SN Serial number
LOT Batch code

QTY Number of products in the product packaging

|[UDI| Unique Device Identifier
O 1 Consult instructions for use
| |
Unsterile
/' non\
1% n>x \\x
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XpvriK'oe. 06palLaTbCst OCTOPOXHO

Bepx I_I

bepeub OT Braru

f

—

B cooTBeTCTBUM C (hefepa/ibHbIM 3aKOHOAATE/IbCTBOM
RxOn ly Cl1111 (cornacHo 21 Cl R 801.100) mn3genve paspeLleHo RxOn Iy
npojasaTb TOMLKO Bpavam (MMEOLLMM SIMLEH3NIO) UK M0
eLenT Bpava. C €
apkyposka CE
3TUM 3HaKOM MPON3BOAUTENb 3asB/ISIET O COOTBETCTBUU

TPOIACTB AeMCTBYIOLLMM CTaHAAPTaM W AVPEKTUBAM.
Hu B KOEM C/lydae Henb3si MOAUMNLIMPOBATL YCTPOICTRO. 4 K

He nonyckatb BOS,CI,EVICTBVIFI CO/IHEYHOI'O CBETa

Fragile, handle with care

Top

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

Keep away from sunlight

10. MepeyeHb HaLMOHANbHBIX U MEXXAYHaPOAHbIX HOPMATMBHBIX [OKYMEHTOB/CTaHAAPTOB, KOTOPbIM COOTBETCTBYET MeAMLMHCKOe u3aenHe\bISl of

international regulatory documents/standards which the medical device complies with

CraHpapT OnwucaHve Identification
EN 1041 3penna MeaULIMHCKME. VHdopmaums, EN 1041
npegocTaBnsemast 3roToBUTeNEM
ISO 13485 W3genna  megmumHckme.  CUCTEMbI  MEHeIKMeHTa 1SO 13485
KayecTBa. TpeboBaHUA 419 LieNeil peryimpoBaHums
ISO 14971 3penusa mMeguumMHCKme 1ISO 14971
MprMeHeHVe MeHelbkKMeHTa puUCKa K  MeAUUMHCKUM
n3genuam
36
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Designation

Information supplied by the manufacturer of medical
devices

Medical devices - Quality management systems -
Requirements for regulatory purposes

Medical devices - Application of risk management to
medical devices
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j ISO 15223-1 Hapemus meaununckue, ISO 15223-1 Medical devices - Symbols to be used with medical device
| CHMBONL,  NpHMEHAEMBIC  NPH  MAPKHPOBaHHH labels, labelling and information to be supplied - Part 1:
| MCAHUMHCKMX M3/lenHil, HA 3THKCTKAX H B General requirements
! CONPOBOANTENLHOR TOKYMEHTAUWH. YacTs 1. OcHoBHbIC 1SO 17664 Processing of health care products - Information to be
? TpeGonanni provided by the medical device manufacturer for the
! ISO 17664 Crepuwinzauna MeAMUMHCKHX W3zennid. Hndopmaums, processing of medical devices
i NPEAOCTaBINEMaN H3rOTOBUTENEM ANA  MPOBEAEHHS Medical devices - Part 1: Application of usability
MOBTOPHOMN CTEPHIITIALAN MENHLIKHCKHX H3eNuH IEC 62366-1 engineering to medical devices
anenua MeQMUMHCKRE. ISO 71531 | Surgical instruments - Materials - Part 1: Metals
IEC 62366-1 [lpoekTHpoBatnE MEAMUMHCKHX H3feTHH C yueToM Biological evaluation of medical devices - Part 1:
IKCIUYSTAUNOHHOH NpHTOHOCTH 180109931 | Byaluation and testing within a risk management process
HHCTPYMENTL! XHYPFHHECKHE. Biological evaluation of medical devices - Part 5: Tests for
ISO 7153-1 MeTannnyeckue MaTepHan. ISO 10993-5 in vitro cytotoxicity
Hacts |. Hepiaseromas crah Biological evaluation of medical devices - Part 10: Tests
Hazenus MeanumHckue, OleHKa GHONOTMYECKOTO IS0 10993-10 | o . = tion and skin sensitization
ISO 10993-1 neicTBuA MEAHUMHCKHX u3aenui. Yacrs 1. Ouenka u BiOlOgiCﬂl evaluation of medical devices - Part }1: Tests
UCCEAOBAHNA 1501099311 [¢ systemic toxicity
H3neliHa MEULIHCKHE. 1SO 10993.12 | Biological evaluation of medical devices - Part 12: Sample
ISO 10993-5 Ouenka Ouonorsyeckoro aefcTBHA  MEAWUMHCKHX preparation and reference materials

u3nenuii. Yacts 5. HiccneaoBanus Ha LIWTOTOKCHYHOCTD:
METOAN! in vitro*

HUigenus Meamumuckne, Ouenxa OHONOTHUECKONO

1SO 10993-17

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

Biological evaluation of medical devices - Part 18:

ISO 10993-10 ’I‘;“m‘:)"“ MelMUHHCKMX  Waneand.  Hacty "i; ISO10993-18 | . mical characterization of materials

conmtmrovionero et IEC 60601.] | Medical clectrical cquipment -~ Part 1: General

U pytoe x:e On 3 requirements for basic safety and essential performance
ISO 10993-11 nesgée:::a ";enuu::lcn;x u::::nﬁ mq(;rc'::mol? Medical eclectrical cquipment - Pent 1-6: General

HceeBoBaHIA OBILIETOKCHHYECKORO eﬁc'mmx ’ IEC 60601-1-6 | requirements for basic safety and essential performance —

Hamenna sMeamumHckue. Oueuxi GUONOrHUECKOTO ;'Jdollar terall em: Us:ll?ilit;t ~ Part 2-18: Particular
ISO 10993-12 ACHCTBMR  MEAMUMHCKMX  M3pennii. Yacrs 12, IEC 60601-2- . equipm .

requirements for the basic safety and essential performance

IMprroToBnesue Npod K KOHTPOJIbHBIE OGpa3Lbl 18 . .

Hinenua MeanuuHCKHe of endoscopic equipment

Ouetka 6uonorntlec2;oro neficTeus M HCKHX Sterilization of health care products - Moist heat - Part 1:
1SO 10993-17 At ISO 17665-1 | Requirements for the development, validation and routine

nigenuit. Yacts 17. YeranopneHne noporoBuix 3HaYeHHH e e . X

_ control of a sterilization process for medical devices

AN BHIMBIBAEMBIX BELIECTB devices - Evyepicce and light guide

Vianenns MeaMLMHCKHe. ISO ITS 18339 mﬁ"“ ect"‘egfpy yepieee cap gut
ISO 10993-18 OueHka OHONOrHUecKkoro ACHCTBUS MEAHLMHCKHX

u3naennii. Yacts 18. UccneaoBanue XHMHYECKUX CBOICTB

MATEPHAIOB
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W3nenua meamumHeKue anektpudeckue. Yacts 1 O6Lume
IEC 60601-1 TpeboBaHWA  6e30MacHOCTM C  YYETOM  OCHOBHbIX
(DYHKLMOHA/TbHbIX XapaKTepUCTUK.
V3genms  MeguMuMHCKMe  anekTpuyeckue. Yactb  1-6.
OO6Lwme TpeboBaHMSA 6€30MacHOCTM C YYETOM OCHOBHbIX
(hYHKUMOHaNbHbIX  XapaKTepUCTUK. [OMONHUTENbHBbIV
CTaHAapT. SKCnyaTaumoHHas NPUrogHoCTb.
V3genna mMeguuMHCKME 3nekTpuyeckue. Yactb 2-18.
IEC 60601-2-18 YacTHble TpeboBaHMA 6€30MacHOCTM C YHeTOM OCHOBHBbIX
(PYHKUMOHaNbHbIX XapaKTepUCTUK K 3HLOCKOMUYECKOM
annaparype.
Crepununsaums MeANLMHCKOM NPO4YKLMHN.
Crepunmsauma  napom. Yacte 1 TpeboBaHusa K
pa3paboTke, BaMdaALUMM U TEKyLEMY KOHTPO/IO
npoLecca CTepunmsaLmn MeauLUHCKNX N3aenuii
1SO ITS 18339 YcTpoiicTBa 18 3HAOTEpanuy - KpbllKa OKy/spa W

IEC 60601-1-6

ISO 17665-1

11. Peknamaupsi/Reclamation

MopsfoK NpefbsBeHWs peknamauuii M OTBETOB Ha HUX  perynupyetcs
rpaXkK4aHCKMM MpaBoM. Peknamaums MOXET NpPeLbsBAATbCA TONbKO MO TakuM
BOMpOCaM, KOTOpble He ABAS/NCL MPeaMeETOM NpUeMKU ToBapa, NPou3BeAeHHON B
COOTBETCTBUM C YC/TIOBUAMW LOr0BOpa.

Mo Bcem BoMpocaM. CBS3AHHBEM C  06CMyXXMBaHWEM W3Aenus, Heo6X0AuMo
06paTUTLCA K YNONHOMOYEHHOMY MPeACTaBUTENO MPOU3BOANTENA.

B cnyuae peknamaumm obpallaTbCi K NPou3BoAMTENt0 U / NN YNOSHOMOYEHHOMY
NpeLCcTaBUTENO MPON3BOANTENS.

MponssoguTeno:

«KAP/T LUTOPL, CE 1 Ko. KI'», N'epmanua (KARL STORZ SE & Co. KG)
Dr.-Karl-Storz-StraBe 34. 78532 Tuttlingen. Germany

TenedoH: +49 7461 708-0

dakc:+49 7461 708-105

E-mail: info@Xkarlstorz.com

YNOMHOMOYEHHbIA NPeACTaBUTE b NPOU3BOAUTENS:

OO0LLIECTBO € OrpaHnyeHHol 0TBeTCTBEHHOCTbI0O KAPJT LUTOPLL - 3Hgockonse BO-
CTOK (OO0 KLUT3 BOCTOK)

115114, r. Mocksa. [lepbeHeBcKas HabepexHas, 4. 7, CTp. 4.

Ten. +7 (495) 983-02-40
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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 ofthe 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: infofa”karlstorz.com

Authorized representative of the manufacturer:

Limited Liability Company KARL STORZ - Endoskopy WOSTOK
(LLC "KLUT3 BOCTOK")

115114 Moscow, Russia, Derbenyevskaya nab. 7, building 4
Phone: +7 (495) 983-02-40
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e-mail: info-ru(o),karlstorz.com e-mail: info-ru@karlstorz.com
12. CeepgeHua o npoussoguTesie / Information about manufacturer
PA3PABOTUNK: DEVELOPER:
«KAP/1 LLUTOPLL CE n Ko. KI'», Mepmanua (KARL STORZ SE & Co. KG) KARL STORZ SE & Co. KG, Germany
Dr.-KarLStorz-StraBe 34, 78532 Tuttlingen, Germany Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
TenedoH: +49 7461 708-0 Phone: +49 7461 708-0
Pakc:+49 7461 708-105 Fax:+49 7461 708-105
E-mail: info("karlstorz.com E-mail: info@karlstorz.com
NMPO3BOOUTESb: MANUFACTURER:
«KAPJT LUTOPL, CE 1 Ko. KI'», 'epmanusa (KARL STORZ SE & Co. KG) KARL STORZ SE & Co. KG, Germany
Dr.-Karl-Storz-Stralie 34, 78532 Tuttlingen. Germany Dr.-Karl-Storz-StraBe 34. 78532 Tuttlingen, Germany
TenedoH: +49 7461 708-0 Phone: +49 7461 708-0
dakc:+49 7461 708-105 Fax:+49 7461 708-105
E-mail: info@karlstorz.com E-mail: info@karlstorz.com
YMNOHOMOYEHHBLIV MPEACTABUTE/1b MPOV3BOAUTENS: AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER:
OO0 KW T3 BOCTOK LLC "KLWUTS BOCTOK"
115114, r. MockBsa. [lep6eHeBckast HabepexxHas, 4. 7, cTp. 4 115114, Moscow, Derbenevskaya embankment, 7, p. 4
TenegooH: 8 14951 983-02-40 Phone: 8 (495) 983-02-40
e-mail: info-ru(a)karlstorz.com e-mail: info-ru@karlstorz.com
MECTO NPO3BOACTBA: MANUFACTURING SITE:
1 KARL STORZ SE & Co. KG, 1 KARL STORZ SE & Co. KG,
Dr.-Karl-Storz-StraBe 34. 78532 Tuttlingen. Germany Dr.-Karl-Storz-StraBe 34. 78532 Tuttlingen, Germany
2. Storz Endoskop Produktions GmbH, 2. Storz Endoskop Produktions GmbH,
Schneckenackerstr. 1, 8200 Schaffhausen, Switzerland. Schneckenackerstr. 1, 8200 Schaffhausen, Switzerland.
39
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disinfecting solutions

Mpuaoxenne 1. Ilepeqens pexoMeHIyeMbiX THCTAMEX K Ae3BRGHIADYIOMNAX pacTBopos\ Appendix 1. List of recommended cleaning and

Pyunas ouncTka B aAcsuR$pexnus / Manual cleaning and disinfection

Uncramue pacTeopsi / Cleaning agent

Jleannunupysome pacTeopnt / Disinfectant

IlponssoanTens / Topropoe nanmenosaune / | IIpomssoawrens / Topronoe sanmenosanue /
Manufacturer Trade name Manufacturer Trade name
Advanced Sterilization Cidezyme® Advanced Sterilization Cidex OPA®
Products (Johnson & Products (Johnson &
Johnson) Johnson)
Anios ANIOSYME P.L.A. Anios ANIOSYME P.L.A.
B. Braun Medical AG Stabimed® B. Braun Medical AG Stabimed®
Ecolab Deutschland GmbH Sekusept™ aktiv Ecolab Deutschland GmbH Sekusept™ aktiv
Esteer Pharma GmbH ULTRASEPTIN® activ Esteer Pharma GmbH ULTRASEPTIN® activ
Esteer Pharma GmbH ULTRASEPTIN® PAA Esteer Pharma GmbH ULTRASEPTIN® PAA
Lysoform Dr. Rosemann Lysoformin® 3000 Lysoform Dr. Rosemann Lysoformin® 3000
GmbH GmbH
Schumacher, Dr. GmbH PERFEKTAN® ENDO Schumacher, Dr. GmbH DESCOTON extra
Schulke & Mayr GmbH gigasept AF® forte Schumacher, Dr. GmbH DESCOTON 2% GDA
Schulke & Mayr GmbH gigasept® instru AF Schumacher, Dr. GmbH PERFEKTAN® ENDO
Schumacher, Dr. GmbH DESCOTON extra Schulke & Mayr GmbH gigasept AF® forte
Schulke & Mayr GmbH gigasept® instru AF
Schulke & Mayr GmbH Lysetol® V
Steril-4 s.r.]. STERIL-C
Weigert, Dr. GmbH & Co. neodisher® Septo Active
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Ouncrka B Ac3HR$exNa B Moome-ae3nPnuapyomnx mamuaax / Machine cleaning and disinfection

Yncramue pacrsophl / Cleaning agent Hesnudnmmpyiome pacTeopsl / Disinfectant

IlIponssoarrens / Manufacturer | Toprosoe nanmenonanne / ITpon3soautens / Manufacturer | Topronoe naumenonanme /
Trade name Trade name

Ecolab Deutschland GmbH Sekumatic™ FR Ecolab Deutschland GmbH Sekumatic™ FD

Ecolab Deutschland GmbH Sekumatic™ FRE Weigert, Dr. GmbH & Co. neodisher® SeptoClean*

Ecolab Deutschland GmbH Sekumatic™ MultiClean Weigert, Dr. GmbH & Co. neodisher® Septo DN

Medisafe UK, Ltd. 3E-Zyme/HS- Zyme

Weigert, Dr. GmbH & Co. neodisher® FA

Weigert, Dr. GmbH & Co. neodisher® MediClean

Weigert, Dr. GmbH & Co. neodisher® MediClean forte

Weigert, Dr. GmbH & Co. neodisher® MediZym

Weigert, Dr. GmbH & Co. neodisher® SeptoClean*

UHcTaIMHE CPEACTBA, NOMEYUEHHBIE *, oKa3ank cBoIO 3pdexTrBHOCTL MpoTHB MpHOROB / Cleaning agents that are marked with*: These cleaning
agents are proven to be effective against prions
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[[1epeaoo ¢ nemeyxo20 u anzrulickoeo A36IK06 HA pycckuil A3uik]
[Ha 6ranxe xomnanuu «Kapn llimopy — Indocxony)

QopMHpyeM BMecTe Oyayliee 3HAOCKONUA Ha NpoTHkeHHn 6onee 75 ner

«KAPJI ILITOPL] CE w Ko. KI'» (KARL STORZ SE & Co. KG) * a/2230 + 78503 Tyraunren/Tepmanus
(PO Box 230 « 78503 Tuttlingen/Germany)

YTBEPXIAEHO

CTapwnii AHPEXTOp NO HOPMATHBHO-TIPABOBOMY PETYIHPOBAHHIO

MERIYHAPOAHOro 0TAe/a N0 JA0PORHIO NANHEHTOR H HOPMATHBHO-NPABOBOMY PeTY./IHPOBRHHIO
OJIXHOCTD

IO Nopy4uennw, A-p Berrnna Xaden
] HMA [

«Kapa lUltopn CE u Ko. KI'»
Ap.-Kapn-lltopo-IllTpacce
34, 78532, TyTnuHren,
epmanus
(Dr.-Karl-Storz-Strafle

34, 78532, Tuttlingen
Germany)

[nodnuce/

(noanuce)

16 wonsn 2023 2.
(mens, Mecan (ungpamu))

(LLItamm)
[[Tevamo xomnanuu «Kapn limopy CE u Ko. KI'»)

HHCTPYKIMS IO DKCIINTYATAIIIHA
Hedpockon aecrxnti HOPKINS B papHanTax HCIOIHEHHSN ¢ NPHHALICKHOCTAMY

Ha3ipaune MeAHLIMHCKOrO H3AC/IHA

2023 .
GaxTuuccknil RIpee; Banxopcie «Jlofiae Banx Al' Kommanastioe Tosapraiectso  Tlosmih xoMnansoH
«KAPJ LUTOPLL CE # Ko, pexawaumst: TytnuHres» «KAPH LWITOPL CE «KAPJ LITOPLL
Kr» «lOnuKpeanr Bank SWIFT: n Ko, KI'» Gepsamtynrc CE»
Ap. Kapa- A» PEUTDESS653 Jlp. Kapo-Uhopu-Llitpacce 34  Jip. Kepa-LLhvopu-1liTpacce
1iropu-tiirpacce 34 SWIFT: IBAN: DE09 6537 0075 78532 TyvnuurewTepmanun 34
78532 TytmwurewTepManna HYVEDEMM473 0211 6390 00 MecTonaxoxnesme xomnanni. 78532 TymuurenTepmanna
Tencos: +49 7461 708-0  IBAN:; DE62 6002 T, TYTMucH MecronaxomacHue
haxe; +49 7461 708-105 0290 0034 5326 05  Haponxmil Sasx Toprossi#l pesc1p: xosnassy: ©. TyTaunres
1. nouTa: «lllpapinama-floray- r. Whytrapr, HRA 450442 Toproawifi peectp:
infogikaristorz.com «Kpaiticunapgacce  Hexxap 3 Haewr. Ne uarensinxa HAC: . [hryrrapy, HRB 762524
www karistorz.com TyTAHHrEH» SWIFT: GENODESITUT DE 142931059 Ynpasnaoasi  AMpexTOp:
SWIFT: IBAN: DE97 6439 0130 dupexwwza o6 ymnwimosw Kapn-Kpucruass Lvopu
SOLADESITUT 0000 7720 03 WICKTPHHLKROTD Tpeaceaarens coeeTa
IBAN: DE79 6435 H WIEKTPOHHOTO AHPEKTOPOB:
0070 0000 0013 22 ofopyropaHia, MHOTOKPATHLIRR  nmoveTHnIlt

per. Ne DE 74465858 aoxrop Cubunn Lvopt

9370321, sep. 4.)
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PeecTp HoTapuansHbix gefictauit UVZ 985/2023 UZ 1263/2023
Actpua Xapart-Llltpexxep * Ten.: +4974619659700 * Qaxc: +4974619659720

Hotapraannoe yaocTosepente
[Noanuch, NOCTARNEHHAS Bhilne B MOEM NIPHCYTCTBAH, SBIAETCS MOMNHCHIO
r-x# a-pa berruant Xaden,
zara poxnenus: 09 cenrabpx 1982 r.,
ciyxeOuul anpec: 78532 r. Tyrmuren, Mp. Kapn-Illtopu-IlTpacce 34,
— H3BECTHON MHE JIHYHO —
YTO 1 HACTOAIIMM OPHUHAIBEHO YAOCTOBEPAIO.

r. Tyrnunrex, 05 mons 2023 r.

/noonucs/
Horapuryc Actpun Xapant-llltpexkep

[[Texamv vomapuycal
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TeKkCcT JaHHOTO JOKYMeHT a nepesén nepeBofYnk PaxumMkynoB dnbaap Cepkannesuu. 3HaHWe NHOCT PAHHOTO
f3blka NOAT P> Aat. BoINONHEHHbI i NepeBoj ABNAET CSA NPaBUIbHbBIM, TOUYHbBIM U NONHBIM.

Poccuiickas ®epepauns
fopoag MockBa
feBaTOro aBrycTa ABe ThiCAYM fBajuaTb TPeThbero roga
A, TOHKWIA OMn T puit BanepbeBny, HoTapuyc ropoga MocKBbl, CBUAETENbCTBY NOANNHHOCT b MOANUCHK
nepesofuynka Paxumkynosa dnbgapa Cepkanmesmnua.
Mopgnnche caenaHa B MOEM NPUCYTCTBUN.
NTvyHocTb NnognNucasLWero fOKYMeHT yCTaHoBNeHA.
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