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Baxnas undopmManus 151 nonb3osareneit usgenuit u nacrpymentos KAPJI LLITOPLY
Important information for users of KARL STORZ devices and instruments

PexoMenayeTca NpoBepETL EPUroAROCTH DPOAYKTOB ATE HPEANOIAraeMoll TPONEAYPH! 40 ARYUARR NCNOALIOBAHNG,

Braronapum Bac 3a nosepne, okazannoe Toprosoii mapke KARL STORZ. Kax 1 cf Halla NPORYKUMA, ASHHOE H3JIE/IHE SBIACTCH PE3YNLTATOM HALIETO ONBITA H
KponoTaxeoi paborui. Bt v Baina oprannzaing peifpany coBpeMeHHbIA 1 BbICOKOKAYECTBEHHBIH MpoAyKT npou3soacTaa xomnanun KARL STORZ.

HacToginas HHCTPYKIHA A0MKHA NOMOYL BaM NpasinbHO HCNONB30BATD, 8 TAIOKE OMHLLATE, Ae3KHGHUUHPOBATH K NPH HEOOXOAMMOCTH CTEPUIM30BaTh H3aenue. Bee
reobxozMMBIe feTaNn B ACHCTBHR HATIANHO PasLACHAIOTCA. [103TOMY BHUMATENbHO MPOUTHTE HACTOALLYIO HHCTPYKLUHIO; GepexHo xpanuTe of, yTobw B Cydae
BOZHHKHOBEHHA BOITPOCOB K Hel Beeraa MoxHO Obuio obpaTturcs.

NPEJYHPEKAEHHE: 3moocxonst KARL STORZ nocmagasiomca necmepuibHuiMu, ¥ ux Heobxo0umo ovuyams, Oe3undhuyuposams u cmepusuzoeams neped
NEPELIM UCIOTBIOBAHUEM U KANCOBIM NOCIEOYVIOUIUM NOSMOPHOIM UCHONbIOBAHYUEM.

Komnanng KARL STORZ noctosnno paGoraeT Hal ycosepmeHCTBOBaAHHEM Beell npoayxipsu. [1o 310# npHumnne BOZMOXKHBL W3MeHeHHS GOPMBI, OCHAILICHHA ¥
TEXHONOrHH. Mul paccunThiBaem Ha Bawe nonnmanne. [losromy nannbie, H300pakeHMR U ONHCAHHA B HACTOALIEH HHCTPYKLMH HE MOTYT GbITh OCHOBAHHEM ANS
NPEABABNEHUR NMPETEH3HIA

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 endoscapes are not sterile when delivered, and must be cleaned, disinfected and sterilized prior to initial use and each subsequent reuse.

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

SHAOCKOMbI co cTepykHEBbIMX iMH3aM HOPKINS sBnatoTca MHOropasoBbiMM U
COCTOSIT M3 OKy/iApa, pasbema [y/19 CBETOBbIX Kabeneil ¢ MpefyCTaHOB/IEHHbIM
afanTepamMy A1 CBETOBbIX Kabernel Apyrx Npou3BoguTeneld U 060/I0YKN 13
HEp>KaBeloLLIEro matepuasia, Kotopas 3aKpbIBaeT CUCTEMY CTEpPXKHEBLbIX JIMH3 U
BCTPOEHHOr0  OMTOBO/IOKOHHOrO  cBeToBofa. CucTeMa  CTEKHEBBLIX  JIMH3
pacrofaraeTcs BHYTPU 3HAOCKOMA W CMYXUT [NA Mepeayun M300padkeHust ot
[VCTaNIbHOIO KOHLA 3HA0CKONMa K OKyNApy:

[osTOMy C HUMM HEOGXOAMMO OGpPALLIATECS OCTOPOXHO W MPOBEPSTb  Ha
MPaBUIbHOCTb (PYHKLIIOHMPOBAHWS U Ha Ha/iMuMe MPK3HAKOB MOBPEXKEHUS 10 U
rMoc/ie KaXKaoro VCro/b30BaHKs Ha MaLyeHTe.

CobntogeHne CriefytoLein MH(opMaLym 06ecrnedmT AOrniA CPOK Cy>KObl BaLLIX
3Hpockonos HOPKINS.

l.1.HanmeHoBaHue meagnymHckoro mnage.lma/Name of the medical device

PuHockon xecTkuit HOPKINS c npuHagneXxHoCTAMMU:

I. PuHockon »ecTkuini HOPKINS, B cocTase:

1 PuHockon xecTkuii HOPKINS, Tvnopasmeps!:
11 PuHockon xecTkuii HOPKINS, Tvinopasmep: Hanpas/ieHve HabnioaeH!s
0°. anameTp 4 Mm. gyimHa 18 ¢, B COCTaBe:
PuHockon - 1w,
WHCTpYKLMA no akcnyatauum - 1w,

Mvnb3a 3almTHas, A4/19 3HA0CKONMOB 4/IMHOM 18 cM (Npy HeO6XOAMMOCTY) -
lum.

12, PuHockon xectkuii HOPKINS, Tunopasmep: Hanpas/ieHve HabmofeHns
30°. anavetp 4 My, JyivHa 18 cM, B COCTaBe:
PuHockon - 1uir.;
VHCTpYKUMA Mo aKcnyaTauum - 1,

Mnb3a 3aLLTHas, /19 3HAO0CKOMNOB AMHOM 18 cv (Mpy HEOBXOAVMOCTH) -
1w
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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. The rod lens system is located
inside the endoscope and serves to transmit the image from the distal end of the
endoscope to the eyepiece:

1 mmm LLI L " M M

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.

Rhinoscope rigid HOPKINS with accessories:

1. Rhinoscope rigid HOPKINS, consists of:

1 Rhinoscope rigid HOPKINS, dimension types:
11, Rhinoscope rigid HOPKINS, dimension type: direction of view 0°,
diameter 4 mm, length 18 cm, consists of:

- Rhinoscope - 1pc,;
- Instruction for use - 1pc.;
Protective tube, for endoscopes length 18 cm (if necessary) - 1pc.

1.2, Rhinoscope rigid HOPKINS, dimension type: direction of view 30°,
diameter 4 mm, length 18 cm, consists of:
Rhinoscope - 1pc;
Instruction for use- 1pc.;
Protective tube, for endoscopes length 18 cm (if necessary) - 1pc.

2. Wire container for disinfection/ sterilization / storage (if necessary),
dimension types:



1. Apnantep ceetoBoaos KARL STORZ u Olympus
Anantep ceetosoaos Richard Wolf
3. llerka nnockas aAns OYHCTKH - S wT./yn.

HOPKINS, MeanuuHckoe ninenue.

Jlanee Bo3mMoxHbl HauMeHoBaHua: Ontrka, Usnenne, Inpockon, DHaockon

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

Rus Eng

2.2. KoHreiiHep npoBoNOYHbI# A8 A€3HHPEKLMW/ CTEPHUIU3ALIMK/XPAHERHA 2.3.  Wire container for disinfection / sterilization / storage, dimensions: 430

ABYX XECTKHX IHAOCKONOB, pa3mepbl: 352 x 125 x 54 mm — He Gonee 10 x 65 x 52 mm - no more than 10 pcs.;

wWT. 2.4. Wire container for disinfection / sterilization / storage, dimensions: 487
2.3.  KoHreiinep npoBoNOYHbIH ANS Ae3HHGEKUHH/CTEPHINH3ALHH/XPAHEHHA, x 125 x 54 mm - no more than 10 pcs.;

pa3mepsi: 430 x 65 x 52 MM - He 6oaee 10 wr. 2.5. Wire container for disinfection / sterilization / storage, dimensions: 480
2.4. KonreiiHep npoBONOYHbIHA 418 A€3HH(PEKUHW/ CTEPRIN3ALIMK/ XPaHEHNUA, x 250 x 66 mm — no more than 10 pcs.;

pa3mepsi: 487 x 125 x 54 MM — He Gonee 10 wr. 2.6. Wire container for disinfection / sterilization / storage, dimensions: 352
2.5. KonreliHep npoBonoy4HbIi AN ne3nHGpeKUMH/ CTEPHIM3aUMH/XPaHEHNA, x 125 x 54 mm - no more than 10 pcs.;

pasmepsi: 480 x 250 x 66 Mm — He Gonee 10 wr. 2.7. Wire container for disinfection / sterilization / storage, dimensions: 622
2.6. KonreiiHep npoBonOYHBIA ANS N€3MHPEKLMW/ CTEPUIN3ALMH/ XPAHEHHA, x 150 x 78 mm - no more than 10 pcs.;

pa3mepsi: 352 x 125 x 54 mm - He 6onee 10 wr. 2.8. Wire container for disinfection / sterilization / storage, dimensions: 640
2.7. KonreiiHep npoBOnOUYHbIH ANK Ae3MH(PEKUNHW/ CTePHIN3ALIKK/ XPaHEHHS, x 216 x 78 mm — no more than 10 pcs.;

pasmepsl: 622 x 150 x 78 Mm — He Gonee 10 wr. 2.9. Wire container for disinfection / sterilization / storage, dimensions: 480
2.8. KonreiiHep npoBono4Hbl#i 413 Ae3HHPEKUMW/ CTEPUIH3ALIMH/XPaHEHH!S, x 125 x 54 mm - no more than 10 pcs;

pasmepsl: 640 x 216 x 78 Mm — He Gonee 10 wr. 2.10. Wire container for disinfection / sterilization / storage, dimensions: 460
2.9. KoHreitHep NnpoBOnOYHbIH ANA Ae3UHPEKLHH/ CTEPHNN3ALMK/ XPAaHEHNS, x 80 x 52 mm - no more than 10 pcs.;

pa3mepsi: 480 x 125 x 54 mm — He 6onee 10 wr. 2.11. Wire container for disinfection / sterilization / storage, dimensions: 604
2.10. Kownreiinep npoBonouHbiH AN% Ae3HHGEKUNW CTEPHIH3ALUNH/XPAHEHHS, x 125 x 54 mm - no more than 10 pcs.

pa3mepst: 460 x 80 x 52 mm — He 6onee 10 wr.
2.11. KoHreiiHep npoBonoYHbIi 413 Ae3MH(EKLMHW/ CTEpHIN3aLMN/XPAHEHNS, II. Accessories:

pasmepbl: 604 x 125 x 54 MM — He 6onee 10 wr.

1. Adapter for KARL STORZ and Olympus light guides;
1L MpusanaexunocTu: 2. Adapter for Richard Wolf light guides;
3. Flat brush for cleaning - 5 pcs / pack.;

1.2.Ilepeuenn apTuky.aos m3neanii/REF list

1. Punnockon xecrkniit HOPKINS, B cocTaBe:

L

Rhinoscope rigid HOPKINS, consists of:

Hanmenosanne REF Name REF
Punockon xectknit HOPKINS Hanpasnenue Habnioaenns 0°, 7215AA Rigid rhinoscope HOPKINS direction of view 0°, diameter 7215AA
AnameTp 4 MM, 11HHa 18 cm 4 mm, length 18 cm
Punockon xectknit HOPKINS nanpaenenue Habnonenus 30°, 7215BA Rigid rhinoscope HOPKINS direction of view 30°, diameter 7215BA
AnameTp 4 MM, AnuHa 18 cM 4 mm, length 18 cm
KoHTeiiHep npoBonoyHbI#A A1 Ae3nHBEKLHHW/ CTEPHINH3aLMK/ 39501A1 Wire container for disinfection/sterilization/storage, 39501A1
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XpaHeHwus, pasvepbl; 290 X 60 X 52 Mv
KoHTeliHep NpoBO/oYHbIN 4151 Ae3nHbekunm/cTepumsaumn/

XpaHeHWA [BYX YKeCTKMX 3HAOCKOMOB, pa3mMepbl: 352 X125 x54 mm 39501A2
KoHTeliHep NpoBO/OYHbIN 4151 Ae3nHeKLmm/cTepumsaumn/ 39501B1
XpaHeHus, pasmepsbl; 430 X 65 X 52 Mm
KoHTeiHep NpOBO/IOYHBINA A4/151 fAe3nHeKLmm/cTepumsaLymn/ 3950182
XpaHeHus, pasmepbl: 487 X 125 x 54 Mm
KoHTeiHep NpoBO/IOYHbINA /151 fe3nHieKumm/cTepumsaLymn/ 395007
XpaHeHus, pasvepbl: 480 x 250 X 66 Mm
KoHTeiHep NpoBOMIOYHbINA /151 Ae3uHGeKumm/cTepunmsaLymn/ 39501AL
XpaHeHus, pasvepbl: 352 X 125 X 54 Mv
KoHTeiHep NpoBO/IOYHbIN AN1A Ae3nHeKLn/cTepuamn3aLmn/ 39501BR
XpaHeHus, pasmepbl: 622 X 150 X 78 Mm
KoHTeliHep NpoBO/oYHbI A/151 Ae3vH(eKumm/cTepumsaLmm/ 30501ES
XpaHeHus, pasmepsl; 640 X 216 X 78 MM
KoHTeiHep NpoBO/IOYHbIN 4151 Ae3vH(eKLm/cTepuamsaLmn/ 39501BEC
XpaHeHusl, pasmepsbl: 480 X 125 x 54 mm
KoHTeliHep NpoBO/OYHbLI 4151 Ae3nHeKUmm/cTepumsaumn/
XpaHeHus, pasmepbl: 460 x 80 X 52 MM 39501BAE
KoHTeiiHep NpoBO/IOYHbIN A4718 Ae3vHeKLmn/cTepuamsaLmn/ 39501CEC
XpaHeHus, pasMepbl: 604 X 125 x 54 Mm
I.  TlpuvHagneXxxHoctu

HavmeHoBaHMe REF
Agpanrep ceeToBog0B KARL STORZ 1 Olympus 495G
Apanrep ceetoBogos Richard Wolf 495F
LLIeTKa niockas A4S QUUCTKA 27652-05

1.3. HasHaueHwe/Intended use

SHOOCKON MpeaHasHaueH s NOMyueHst 11 Mepeaq SHIOCKOMYECKOTO VB00PaMEHV MV

[ViarHOCTUKE U JIe4eHV M MO/OCTY HOCA M OKOJIOHOCOBbIX MasyX. YenueHme (60-kpaTHoe.
150-KpaTHOE) MOBBO/HET MPOBOAMTL SHAOMVKDOCKOMKO C/I3CTOM 060/I0HKA NONoCTU
HOCA 1 OKO/IOHOCOBbIX MasyX. SHAOCKOMN MpeaHasHaueH A1 KpaTKOBPEMEHHOMO
VCTIOMb30BaHMS MK XVIPYPrHECKN VHBA3VBHBIX MPOLIEAYPaX 1 BBOOYTCH Yepe3 HOCOBbE

1.4.MNoka3aHusg/Indications

Eng

dimensions: 290 x 60 x 52 mm
Wire container for disinfection/sterilization/storage of two 30501A2
rigid endoscopes, dimensions: 352 x 125 x 54 mm
Wire container for disinfection/sterilization/storage, 30501B1
dimensions: 430 x 65 X 52 mm
Wire container for disinfection/sterilization/storage, 39501B2
dimensions: 487 x 125 x 54 mm
Wire container for disinfection/sterilization/storage, 305007
dimensions: 480 x 250 x 66 mm
Wire container for disinfection/sterilization/storage,
dimensions: 352 x 125 x 54 mm 39501AL
Wire container for disinfection/sterilization/storage,
dimensions: 622 x 150 x 78 mm 39501BR
Wire container for disinfection/sterilization/storage, 30501ES
dimensions: 640 x 216 X 78 mm
Wire container for disinfection/sterilization/storage,
dimensions: 480 x 125 x 54 mm 3950LLIEC
Wire container for disinfection/sterilization/storage,
dimensions: 460 x 80 x 52 mm 39501BAE
Wire container for disinfection/sterilization/storage,
dimensions: 604 x 125 x 54 mm 39501CEC
I1. Accessories

Name REF
Adapter for KARL STORZ and Olympus light guides 495G
Adapter for Richard Wolf light guides 495F
Flat brush for cleaning 27652-05

The endascope is intended to receive and transmit endascopic images in the diagnosis
and treatment of the nasal cavity and paranasal sinuses. Magnification (60-fold, 150-fold)
allows endomicroscopy of the mucous membrane of the nasal cavity and paranasal
sinuses. The endoscope is intended for short-term use in surgically invasive procedures
performed through nasal openings (nastrils).

MovveHeHe  SHOOCKOMOB [ XVPYPrM HOCA, OKOJIOHOCOBBIX Ma3yX W COOAHIAA
TPaHCHa3a/IbHOro ZIOCTYA 19 XVIpYPIi OCHOBaHVS! Yeperia NMokasaHo [ysl AyiarHoCTUK 1

NeYeHs! B CIIEYHOLLYIX CrIyUasix;
- OCTPbEE, XPOHYECKViE W PELIAMBYIPYHOLLIIE BOCTANEHVS OKOJIOHOCOBbIX MasyX, BK/IHOHASH

The use of endoscopes for surgery of the nasal cavity and the paranasal sinuses and the
creation of a transnasal approach for surgery of the base of the skull with an external
approach is indicated for diagnosis and treatment in the following cases:

- acute, chronic or recurrent inflammation of the paranasal sinuses, including Polyposis
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NOJIKNO3, X0AHANbHBIE NOJIHNLI H MHKO3bI nasi, choanal polyps and mycoses.
- IpEeHHpOBaHHe Na3yx NMpH MyKole:e, NHouene, 3Huedanouene 1 nHeBMaToLeNe - drainage of the sinuses with mucocele, pyocele, encephalocele and pneumatocele.
- 3aTpyAHEHHOE HOCOBOE AbiXaHHe B pe3yJibTaTe 001X 3a0onesaHKi - difficulty nasal breathing as a result of systemic diseases

- opOHTANbHBIE OCNOXKHEHHA B pe3y1bTaTe 3TMOHAHTA/OCNOXHEHHA XPOHHHECKHX CHHYCHTOB | - orbital complications as a result of ethmoiditis / complications of chronic sinusitis
- XHpYPrH4eckuit N0CTYN K riaskuue, a Takke AN CO3JaHNS (KOPHIOpa» B HanmpaBneHuw | - a surgical approach to the orbit, and also as a “corridor” in the direction of the pituitary
runodusa, nepeaxedt Wan 3anHel yepenHoit aMkH, kpbinone6Holi amMku 1u6o noasucounoft | gland, anterior or posterior cranial fossa or fossa 9terygopalatine or fossa infratemporalis

AMKH - tumors of the lateral lathe of the nasal cavity and the paranasal sinus system
- OIMyX0sH G0KOBLIX CTEHOK MONOCTH HOCA H OKOJIOHOCOBBIX Na3yX - restoration of the dura mater in case of damage to the ethmoid bone

- BOCCTaHOBJeHHe TBepao# MO3roBofi 060104KH NPH NOBPEXACHHH PeLIETHATOH KOCTH - orbital abscess

- abcuecc rnasHHUbI - inverted papilloma

- HHBEPTHPOBAHHAA NAMWIIOMa - providing access for pituitary surgery

- obecneyeHne TPaHCHA3ATLHOTO AOCTYNA NPH XHPYPruu runogusa.

1.5.INpornsonokasanns/Contraindications

IMpoTHBONOKa3aHKA, CBA3aHHBIE HENOCPEACTBEHHO C H3JETHEM, OTCYTCTBYIOT. The use of endoscopes for surgery of the nasal cavity, paranasal sinuses and the creation
TIpuMeHeHHE JHOOCKONOB AAf XHPYPrHM HOCa, OKONOHOCOBbIX MNasyX H co3zanns | of a transnasal access for surgery of the base of the skull with an extemal approach is
TPaHCHA3abLHOTO ZOCTYNA ANA XHPYPTHH OCHOBaHHS YepPena MpOTHBOMOKA3aHO: contraindicated:

- TPH KOAryIONaTHAX W HAPYIUCHHAX CBEPTbIBAHHA KPOBH, HEe NOLJAIOLIMXCA KOPPEKLMH, - in cases of bleeding disorders, which are incurable., .

- ecnn BBMAY oOLWero COCTOAHMA NALMEHT HecnocobeH nepeHecTH 3HaockonHyeckylo | - if due to the general condition the patient does not have the ability to undergo endoscopic
OnepaLmio HIH HapKo3; surgery or anesthesia,

- Ans npoueayp B HenocpeacTBeHHOM KoHTakTe ¢ LIHC (uenTpanbHo# HepBHOI cucTeMoit)

M UEHTPaIbHOMN CepAeYHO-COCY AUCTON CHCTEMOIA. - for procedures in direct contact with the CNS (central nervous system) and the central

cardiovascular system.

1.6. Boamoxubie nobounbie 3pdextnl B ocsioxknennn/Possible adverse events and complications

W3BecTHb BOIMOXHBIE PUCKH (NOOOYHBIE ARNEHHA), TPHCYLLIKE NpoueaypamM XHPYpPruu Hoca | Possible risks (side effects) inherent in nasal and paranasal sinuses surgery procedures in

M OKOJIOHOCOBBIX Na3yX B LIEJIOM: general:

* KpoBoTeueHHs (8 T.4. HOCOBOE, 110CAEONEPAUHOHHOE) * Bleeding (including nasal, postoperative)

* OpOuTanbhblii IKXHMO3/XHPYpryuyeckas IMPpulemMa » Orbital ecchymosis / surgical emphysema

* [ToBpexxaenue rnasuuLbl * Orbital damage

* [ospexnenne GymMaxHoll NMacTHHKYN pelweTyaToi KOCTH * Damage to Lamina papyracea

* Jnudopa (cae3oTeueHHe B pesynbTaTe HapyWEHHOTO Ce300TBEACHHS) * Epiphora (lacrimation - impaired lacrimation)

* Undekunn, paHesas undexuma, abecuecc * Infection, wound infection, abscess

* O6pa3oBanue Ha3aNbHLIX KOPOK * Nasal crust

* Ha30JIHKBOpER » Cerebrospinal fluid leak

* BuytpHuepenHbie ocnoxHeHnn (MeHHHruT, abcuecc Mo3ra, nospexaeHue runodusa, * Intracranial complications (e.g., meningitis, brain abscess, pituitary injury,
nuesmouedanis) pneumocephalus)

* Bonb B 3y6ax 1 ry6ax win ouryleHue rayxorsi * Pain in the teeth and lips or feeling deaf

* ['unecte3us (KpaTKOBPEMEHHO) * Hypesthesia (short term)

* Pybuesanne HocoBbIX X010B/06pa3oBaHHe NaTONOTHUECKHX PYGUOB; CpalleHHs/cnaikH * Scarring of the nasal passages / abnormal scarring; splices / adhesions

1.7. Ksanndukanus noas3osarensn/User qualification

MennunHCKHE  M3ENMA  MOTYT  HCTIONB30BAaThCA  TONLKO  BpauamH, HMelowumn | Medical devices may only be used by physicians who have a corresponding specialized
COOTBETCTBYIOWYI0 CNEUHANLHOCTL (OTOPHHONAPHHIONOTH, HeHpOXMPYPrH, YealocTHO- | qualification (otolaryngologists, neurosurgeons, maxillofacial surgeons, oncologists) and
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NMALEBLIE XHPYPTH, OHKOJIOrH) H O3HEAKOMMBUIHMHCA ¢ HWHCTPYKUMER NO WCIIONBIDBAHMIO
JAHHNX MEIHUMHCKHX H3NEAUN.

who have been instructed in use of these medical devices.

1.8. Onncanne ocHOBHBLIX $YHKNHONANLHBIX AIEMENTOB B COCTABHLIX uacTeil (y3n0B) MearmuBckoro H3zeans \Key Functional Elements and Components

3enenoe = 0 rpanycos

5. Oxynsp W HarnasHMK
6. OntHueckan Tpybxa
7. ObvexTHd 1 AACTANbLHLIA BLIXOA CBCTOROAA

(Units) Description
®
— e ———— e = e —— @
)
0+20+0
Punockon xecriu#t HOPKINS
Rinoscope rigid HOPKINS
1. Ananvep cerosonos KARL STORZ u Olympus (npeaycranosnen) 1. Adapter for KARL STORZ and Olympus light guides (pre-installed)
2. Ananrep cserosonor Richard Wolf (npeaycranosnen) 2. Adapter for Richard Wolf light guides (pre-installed)
3. liryuep ana noasona ceeva, 6e3 ananrepa 3. Connection for light supply, without adapter
4. Konblio A UBETOBONO KOAMPOBAHHA HANPABACHHA HAGMOACHHA: 4, Ring for color coding the direction of view:

Green = 0 degrees

5. Eyepiece and eyeshade
6. Optical tube
7. Objective and distal light guide exit

Hsnenue e cORCPKHT IONONHHTENbHLIX WIH JANACHHIX HacTeh.

Device does not contain additional )are parts.

Cnme3a 3aMUTHAR, ANS SHAOCKONOR

Protective sleeve, for endoscopes

THAb3A 3ALUTHAN IR IHAOCKONOB HCIIOTBIYETCA A MPE/OTBPALICHNS IOBpeXAcHNUH |

Protective sleeve for endoscopes is used to prevent damage to the endoscope during

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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HAOCKONA NPH 10 XPaneHHA HAH TPAHCTIOPTHPOBKE. Bo BpeMa IKCIUTyaTaumH storage or transportation. During operation of the endoscope, the sleeve is removed.
3RAOCKONA MUIb38 CHHMAETCH,

Kontelinep nposonoyHnf Ang Ae3HHOEKNW/ CTEPHIH3AURI/XPAHEHNA, pasMepst: 290 x 60 x 52 MM
_Wire container for disinfection / sterilization / dimensions: 290 x 60 x 52 mm

Koureftieptl npoBonotHbi 119 Ae3HHOEXURE/CTEPWIN3ALMH/XPAHEHNA Wire containers for disinfection/sterilization/storage are intended for storing the
ApeAHasHAYCHL! IR XPAHEHHA HIRCNIKA, & TAKKE HCIONBLIYIOTCA AN device, and are also used for sterilization and disinfection of the endoscope.
CTEPUIM3AUNAN K Ac3nHdeKIUH IHAOCKONA.

Kouretinep nposonouubii Ans aesuudeKuni/CTepUINIaLUKL/XPAHEHHA IBYX HECTKHX 3HAOCKONOB, paaMephl: 352 x 125 x 54 mm

Wirecontainufordisinmﬁon/steﬁliuﬁon/smofmripd' enoscopes, dimensjons: 352 x 125 x 54 mm

11
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Konrehuep nposonouruil ans aesundeximmw/crepransauni/Xxpaneinn, pasmepsi: 430 x 65 x 52 mm.
Wire container for disinfection / sterilization / storage, dimensions: 430 x 65 x 52 mm.

Kotrefnep npoeonounsii ans ae3nnhekuni/cTeprIn3aunIY/ Xxpatiesns, pasmepst: 487 x 125 x 54 mu
Wire container for disinfection / sterilization / storage, dimensions: 487 x 125 x 54 mm

Konreiinep nposonoynmit ans aesnndextnn/crepuniiauni/xpaneHna, pasmepsl: 480 x 250 x 66 mm
Wire container for disinfection / sterilization / storage, dimensions: 480 x 250 x 66 mm

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Konrelinep nposonounslil ansg Ae3HHPEKIMM/CTEPHANIAUNK/ XpaHeHUA, pasMeptl: 352 X 125 X 54 um
Wire container for disinfection / sterilization / storage, dimensions: 352 x 125 x 54 mm

Koutefinep nposonoysiii ana acinkbexuun/cTepuamsaumni/xpaneHus, pasmepnt: 622 x 150 x 78 MM

Wire container for disinfection / sterilization / storage, dimensions: 622 x 150 x 78 mm

e

Konteiinep nposonounsili ans aesnipexunn/crepransaniu/xpasena, pasmepsl: 640 x 216 x 78 uM -
Wire container for disinfection / sterilization / storage, dimensions: 640 x 216 x 78 mm
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Aparep ceetoBogos KARL STORZ m Olympus
KARL STORZ and Olympus light guide adapter
Aarrep HaBVHU/BAETCA HA 3HOOCKON W VCTIONG3YETCA [/19 MOAKMHOHEHS K The adapter is screwed onto the endoscope and is used to connect Karl Storz and
3HAOCKoMy cBeToBoaoB npovseoacTea Karl Storz 1 Olympus Olympus light guides to the endascope.

Apnarrep ceetoBogos Richard Wolf
Richard Wolf light guide adapter
AarTep HaBMHYMBAETCA HA SHOOCKON Ay MOAK/KOHEHA K SHOOCKOMY CBETOBOLO0B The adapter is screwed onto the endoscope and is used to connect Richard Wolf light

npovseoacTea Richard Wolf

LLieTka niiockad

Qquides to the endoscope.

OUMCTKM - 5 LT/,

Hat brush for cleaning - 5 pcs / pack.

LLieTKa rriockast UCTanb3yeTCs A9 YagneHist 3arpsisHeHiA 3HAOCKOMa rnocne
MPOBEAEHIA SHAOCKOMYKYX OMepaLii.

The flat brush is used to remove contamination of the endoscope after endoscopic
operations.

1.9. OcHOBHble TEXHMYECKME U (DYHKLMOHaIbHBIE XapaKTepucTuku/Main technical and functional characteristics

O6Luan ,£I,n\|{| Ha Hap>"kHb I BHyTpeHHU Yron MNone LiBeToBOE
SHaocKonN aboYeln vacTu, "
Ne a LIMHa, MV P MM AVamveTp, MM i puameTp :1%2?53::;: o630pa 0b03HaueHve Macca, r
Total Working Outer Inner Directionof  Field of .
En . . : .
doscope length, mm length, mm diameter, mm diameter view view Color code Weight, g
15
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1) 7215AA
2) 7215BA

276,00
276,37

174,90
175,27

Eng
4,00 N/A 81 3eneHblit/Green 1261
4,00 N/A 300 81 KpacHbiii/Red 125,7

Jonyckun coctaBnsawoT £ 10%/Tolerances are £ 10%

BHYTpeHHWIA nonepeYHblii pasmep UHCTPYMEHTa/IbHOMO
(6uoncuitHoro KaHana), Mv/

Internal size of the instrumental (biopsy channel), mm
BHewWwHWiA guameTp HarnasHuka, mm/

QOuter eyepiece diameter, mm

BHYTpeHHWI gnamMeTp HarnasHuka, mm/

Inner eyepiece diameter, mm

PacueTHoe pabouee paccTosiHue, Mm/

Estimated working distance, mm

YuncTtoTa nons 3peHus/

Field of view purity

YrnoBoii gnanasoH (yron nsrméa guctasbHoro KoHua),"/
Angular range (bend angle of the distal end), ®

MepMeTUYHOCTb 3HAOCKOMOB 1 3l n/unun nx yacten

Tightness of endoscopes and EC and/or their parts

CpefHAs HapaboTKa Ha 0TKas, umkn/

MTBF, cycle

CpegHuii cpok cnyx6bl, rogpl/

Average service life, years

CpegHee BpeMsi BOCCTaHOB/IEHMS paboTOCNOCOBHOr0 COCTOSIHUS,
yacbl/

Average recovery time, hours

CpoK coxpaHsieMocTu, rogpl/

Shelf life, years

YCTOAYNMBOCTb K BO3AENCTBMIO Mpu aKcnyaTaumn/ Resistance to
impact during operation

MpPOYHOCTb K BO3AEACTBUID KAMMATUYECKMX (haKTOPOB npu
TpaHcnopTMpoBKe W xpaHeHUKn/ Resistance to climatic factors
during transportation and storage

YCTONYMBOCTb K 6MONOTMYECKOM cpeje opraHusMa yenoBeka/

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

MHCTpyMeHTaNbHbIl KaHan oTcyTcTByeT/
No instrumental channel

32

25

55

Mpy ocmMOTpe Mons 3peHns 3HAOCKOMOB M yN TyOYCHbIX 3HAOCKOMNOB B MPOXOAALLEM CBETE He
[JO/MKHbI 6bITb BUAHbI 3arpPsA3HeHNs], NATHA, LapanuHbl, HaNeTbl, CBUAN U AbiMbl, MeLlaroLme
HabnogeHno/ When examining the field of view of endoscopes and loupes of wbe endoscopes
in transmitted light, no contamination, stains, scratches, raids, streaks and fumes that interfere
with observation should be visible.

HenpumeHumo/ Not applicable

KOHCTPYKUMSI 3HAOCKOMOB J0/HKHA GbITb FepMeTUYHO /1 06ecrieveHnst NPoBeJeHNs!
Ae3UHMEKL MU, OUNCTKN U CTEPUIN3ALIN

Cwm. rnasy 3.4./ See chapter 3.4.

Cwm. rnasy 3.4./ See chapter 3.4

He 6onee 4 4/ No more than 4 hours

He meHee 5 net/ At least 5 years

YcTonumeo/ Resistant

YcTonumeo, CM rnasy 3.2./ Resistant, See chapter 3.2.

YcTonuneo
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Resistance to the biological environment of the human body

[Tpo4HOCTD K CPEACTBAM CTEPHIIH3ALHH U Ae3HH(eKUnn
Resistance to sterilization and disinfection agents

YcroiiunBo, cM. rnasbi 4, 4.5., a Tarke [Tpunoxenre | k HacTos el HHCTPY KUMKW
Resistant, see chapters 4, 4.5. and Appendix 1 to this instruction

YcToiuHBOCTb K BO3AEHCTBHIO MEXaHWYECKHX (aKTOPOB NPH
axcrnyaTaunn/ Resistance to mechanical factors during operation

TpeboBaHns yCTOYHBOCTH K BO3AEHCTBHIO KIHMATHYECKHX M MEXAHHYECKHX (aKTOpoB,

BO3HHKAIOLUHKX NPH IKCIUTyaTalUKH, J0MKHEI COOTBETCTBOBaTL TpeGosanuam FOCT 20790/TOCT
P 50444/

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

TIpoyHocTs K BO31EHCTBHIO MEXaHHYECKHX (akTOpOB npH
TpaHcnopTHpoBaHuK Resistance to mechanical factors during
transportation

Tpe6oBaHHA MPOYHOCTH K BO3AEHCTBHIO KIHMATHYECKHX ¥ MEXaHWUECKHX (aKTOpOB,
BO3HHMKAIOWHKX MPH TPAHCIIOPTHPOBAHHH, AOKHLI COOTBETCTBOBATh TpeboBanuam FOCT
20790/TOCT P 50444/

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

Homycku cocrasnsior £ 10%/Tolerances are + 10%

I'nabia samurnasn/ Protective tube

HanmenoBaune O6masn anauua (A), Mm Anametp (B), mm
Name Total length (A), mm Diameter (B), mm
['wib3a 3amMTHaN, NS IHAOCKONOB ATHHOM 18
c™/ 197 16,50
Protective tube, for endoscopes length 18 cm
Honycku coctasastor +10%/Tolerances are +10%
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KoHTeliHep NpoBO/OYHbLIN A4/151 Ae3nHeKLmm/CTepunmsaLm/xpaHeHns. pasmvepbl: 290 X 60 X 52 Mm /
Wire container for disinfection / sterilization / storage, dimensions: 290 x 60 x 52 mm (39501 Al)

OnvHa: 290 mvi Length: 290 mm

LLinpmHa: 60 Mm Width: 60 mm

BbicoTa: 52 Mv Height: 52 mm

Macca: 427 r Weight: 427 ¢

Jonycku coctasnatot + 10% Tolerances are £ 10%
S,

KoHTeliHep NPOBO/MOYHbIV A1 AE3MHEKLM/CTEPUIM3ALM/XPAHEHNS| ABYX XECTKMX 3HAOCKOMOB, pasmMepbl: 352 X 125 x 54 mv /
Wire container for disinfection / sterilization / storage of two rigid endoscopes, dimensions: 352 x 125 x 54 mm (39501A2)

OHa: 352 Mm Length: 352 mm
LLinpnHa: 125 mv Width: 125 mm
BbicoTa: 54 Mm Height: 54 mm
Macca: 758 1 Weight: 758 ¢

[Jornycku coctasnsaoT + 10% Tolerances are £ 10%
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KoHTeliHep NPOBO/MOYHbLI /151 Ae3vH(eKLmm/CTepumnsaumn/xpaHeHs, pasMepbl: 480 X 250 X 66 Mm /
Wire container for disinfection / sterilization / storage, dimensions: 480 x 250 x 66 mm (395022)

JnvHa: 480 mv Length: 480 mm
LLivpvHa: 250 mvi Width: 250 mm
BbicoTa: 66 Mv Height: 66 mm
Macca: 1365 r Weight: 1365 g

[Jonycku coctasnstot £ 10% Tolerances arex 10%

>

KoHTeliHep NpOBO/IOYHbIV A1 AE3MHGEKLM/CTEpUAM3aLMN/XPaHEHNs, pasmepbl: 352 X 125 X 54 mv /
Wire container for disinfection / sterilization / storage, dimensions: 352 x 125 x 54 mm (39501AL)

[vHa: 352 vm Length: 352 mm
LLivpnHa: 125 mvi Width: 125 mm
BbicoTa: 54 mv Height: 54 mm
Macca: 714 r

Weight: 714 g

[Jonycku coctasnatoT + 10% Tolerances are + 10%

20
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KoHTeliHep NpoBO/OYHbIN A4/151 AE3MHEKLMM/CTepUM3aLn/XpaHeHUs. pasmMepbl: 622 X 150 X 78 mv /
Wire container for disinfection / sterilization / storage, dimensions: 622 x 150 x 78 mm (39501BR)

JnvHa: 622 Mv Length: 622 mm

LLinpuHa: 150 Mm Width: 150 mm

BbicoTa: 78 Mv Height: 78 mm

Macca: 14769 Weight; 1476,9 g

[Jonycku coctasnatoT = 10% Tolerances are £ 10%
Yy

KoHTeliHep NpoBO/MOYHbIN 4151 AE3MHEKLMM/CTEpUAM3aLIMM/XpaHeHMs. pa3vepbl: 640 X 216 X 78 Mm /
Wire container for disinfection / sterilization / storage, dimensions: 640 x 216 x 78 mm (39501ES)

JnvHa: 640 Mv Length: 640 mm
LLinpnHa: 216 mv Width: 216 mm
Bbicota: 78 Mv Height: 78 mm

Macca; 1974.3 1 Weight: 1974,3 g

[Jonycku cocTasnaoT + 10% Tolerances are + 10%

21
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KoHTeliHep NpOBO/OYHbIN A/151 Ae3VHEKLMM/CTEpUM3aLIMm/XpaHeHns. pasMepbl: 480 X 125 x 54 mm /
Wire container for disinfection / sterilization / storage, dimensions: 480 x 125 x 54 mm (39501 BEC)

OmHa: 480 mvi Length: 480 mm
LLinpuHa: 125 mMm Width: 125 mm
Bbicota: 54 Mm Height: 54 mm
Macca: 866 r Weight: 866 r
[Jonycku coctasnstoT + 10% Tolerances are £ 10%

KoHTeHep NpoBO/IOYHbIA AN Ae3NHpeKLmW/CTepunm3aLmmn/xpaHeHns, pasmepbl: 460 x 80 X 52 mm /
Wire container for disinfection / sterilization / storage, dimensions: 460 x 80 x 52 mm (39501BAE)

JmHa: 460 Mm Length: 460 mm

LLinpuHa; 80 mvi Width: 80 mm

BbicoTa: 52 Mv Height: 52 mm

Macca: 682.3 r Weight: 682,3 ¢

[Jonycku cocTasnaoT = 10% Tolerances are + 10%
22
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Konreiinep nposonounmil ans aesundexuun/crepunuzaumn/xpanerna, passeps: 604 x 125 x 54 mm /
Wire container for disinfection / stenlization / storage, dimensions: 604 x 125 x 54 mm (39501CEC)

HMnnua: 604 MM
[llupuHa: 125 mm
Buicora: 54 Mm
Macca: 1042,7 ¢

Hotrycku cocrapasior + 10%

Length: 604 mm
Width: 125 mm
Height: 54 mm
Weight: 1042,7 g

Tolerances are + 10%

IIpanaanexnocTa/Accessories

Aparrrep cetosonos KARL STORZ u Olympus / Adapter for KARL STORZ and Olympus light guides (495G)

Harna (A): 22,2 MM
Huamerp (B): 11 mm
Huametp (C): 12 mm
Huametp (D): 8,50 mm
Macca: Sr

Jowyckn cocrapasior + 10%

Length (A): 22,2 mm
Diameter (B): 11 mm
Diameter (C): 12 mm
Diameter (D): 8,50 mm
Weight: 5 g

Tolerances are + 10%
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ApanTep cBetoBogoB Richard Wolf/ Adapter for Richard Wolf light guides (495F)

OnvHa: 12 v

BHeLwHWiA araveTp:8.95 Mm
BHyTpeHHWiIA ayameTp: 7.6 MM
BHyTpeHHss pe3bba: M8,5x0.5
Macca; 1251

Jonycku coctaensaoT* 10%

B T

Length: 12mm

Outer diameters,95 mm
Inner diameter: 7,6 mm
Inner thread: M8,5x0,5
Weight: 1,25 g

Tolerances are + 10%

itivtt $Te « D

LLleTka niockas Ans ounctky - 5 wir./yn. / Flat brush for cleaning (27652-05)

OvHa: 152 v
LLivpuHa: 15 mv
Macca: 12.7 1

Jonycku coctasnatoT* 10%
10 Knaccudmkaumst MIA/Device classification
Knaccugpunkaumsa

Knacc B 3aBMCUMOCTU OT MOTEHLMANLHOI0
pricka NPYMeHeHUst MeANLMHCKOO 2a
nsnenus

M3nenve MHOroKpaTHOro
KpaTHOCTb npuMeHeHUs A P

NPUMEHeHNS!
CTepubHOCTb HecTepunbHoe, cTepmansyemoe
Knaccndmkaums no Buay KoHTaKTac KOHTaKTuMpytoLLiee ¢ MSrKUMK
OpraHvM3MoM YesioBeKa TKaHAMU 1 CIM3UCTBIMU 060/104KaMK
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Length: 152 mm
Width: 15 mm
Weight: 12,7 ¢

Tolerances are * 10%
Classification

Class of potential risk for medical device

Multiplicity of applications
Sterility

Contact

24
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Reusable

Non-sterile, sterilizable

Tissue, mucous membrane
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Kateropusa A - nsgenusa
KPaTKOBPEMEHHOI0 KOHTaKTa (He
6onee 24 4acoB)

Knaccutmkaums nsgenunin no
MPOAO/MKNTENBHOCTY KOHTaKTa

MpUrogHoCTb AN 3KCNyaTaummn B cpege ¢

He npurogHo
MOBbILLUEHHbIM COAepP>XKaHNeM KuCopoga

CTeneHn 3alMTbl OT NPOHMKAHUSA BOAbI U
TBepAbIX YacTuLy
["pynna B 3aBUCUMOCTK OT

BOCNPUHMMAEMbIX MeXaHUUECKUX 2
Bo3gencTBuin no MOCT 50444-2020

IPX0

KnaccHpukanHa cornacHo M3K 60601-1-2010 npu paboTe ¢ COBMeCTUMbIM
anekTpoobopygoBaHnem (BuaeocucteMbl KOMMAKTHbIE 3HAOCKOMNYECKNE, FO/TIOBKN
BUEOKaMepbl, 3HAO0CKOMUYECKNE UCTOYHMKWN CBETA):

Paboyasn vacTb Tun CF npy ncnonb3oBaHnA B cOCTaBe MeULIMHCKON
3M1eKTPNYECKOI CUCTEMbI C COBMECTUMbIM 060pyA0BaHMEM,
NMeOLLIM COOTBETCTBYHOLLYIO MapKUPOBKY BO3/1e pa3beMoB
NUTaHUA UMM Ha 3TUKETKe.

MpogomKUTENbHbIV PeXUM paboTbl NPU UCMO/b30BAHWN B
cocTaBe MeAULNHCKOM 3/1eKTPUYECKOM CUCTEMbI C
COBMECTUMbIM 060pYyf0BaHNEM

Pexxum paboThbl

2. HcTpyKumm no 6e3onacHocTw/Safety instructions

Eng

Contact Duration Less than or equal to 24 hours

Suitable for oxygenated environments Not suitable
Degrees of protection against the ingress of
. - IPXO
water and solid particles
Group depending on perceived mechanical ’

impacts according to GOST 50444-2020

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

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

Mode of Continuous mode of operation when used as part of a medical

operation electrical system with compatible equipment

2.1.CumBosbl 1 MHGopmaums 06 ornacHocTW/Symbols and hazard information

BHMMATENbHO MPOYTUTE [aHHYH) MHCTPYKUMKO MO 3KCrUlyataumMmM W CTPOro
cobntogariTte ykazaHus. Cnosa «MpeaynpexaeHne», «BHUMaHme» 1 «YKaszaHue»
VIMEHOT crielpiaibHoe HasHaueHvie. e Gbl OHM He BCTPeYaMCb B MHCTPYKLMM MO
3KCnyaTaLum, CneayeT BHUMATENbHO NPOYATATb CIEAYHOLLMIA 32 HAMM TEKCT, YTOObI
obecrneunTb 6e30MacHyt0 1 3(hPEKTVBHYIO 3KCTyaTauuo usgenus. Ona 6Gornee
3aMETHOrO Bblde/eHUs CnoB «lpeaynpexaeHre», «BHUMaHMe» 1 «YKasaHue»
repes HAMX LOMO/HATE/BHO CTOUT MUKTOrpaMMa.

MPEOYTIPEXKAEHWE.  «[pegynpexaeHne»  obpaliaeT  BHUMaHMe  Ha
CYLLECTBYIOLLYIO  OMacHOCTb  [NA  MaupeHTa wwm  Bpava.  HecobntogeHve
NpeLynpeXxaeHUs MOXET NPUBECTU K TPaBMUPOBAHMIO MalyieHTa WK Bpaya.

BHUMAHVE. «BH1UMaHMe» 06pallaeT BHUMaHKE Ha HEO6X0AMMOCTb NPOBEAEHMS
OnpefieneHHbIX  MepornpUsTAA M0 TEXOOCITY)KMBAHWMIO WM MPUHATUS Mep M0

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

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 Warning indicates that the personal safety of the patient or
personnel may be endangered. Failure to observe

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

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

NOTE: A Note indicates special information regarding operation or clarifies
important information.
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obecneuenno 6e30nacHOCTH, YTOOH NPEAOTBPATHTL NOBPEKAEHHE HIACTHA.
YKAAHHE. «YxazaHHe» CONCPAMT CREeLManbHylo HHopmamuio no
0OCNYKHBAHHIO M3ACNUA HAH PA3BACHAET BKHYI0 HHGOpMaLMIO.

2.2. Huctpyxnun no vexnuxe 6ezonncaocrn/Safety instructions

Cepbeztinie BENEACHTH

Cornacno Tonoxenmo o MeanumHckux nigenuax (MDR), «ceprezsmit HHUKHACHT
BKNIOYEET MHUMACHTBI, KOTOPHIC MPIMO MAK KOCBEHHO HMENIH WIH MOTJIH MMETb
moboe u3 caeayownx nocneacrsui (MDR, cratba 2, Ne 65):

- CMepTh NauMeHTa, NONLIOBATEA WIH APYTOTO YeNIOBEKA

- BpemenrHOe HAM NOCTOAHHOE CEPHEIHOE YXYMUIEHHE COCTOSHHUA 300pOBbA
NAUMEHTA, UTB30BATENS WIH APYTOr0 YeNoBeka

- Cepbesnan yrposa oOLICCTBEHHOMY 3A0POBBIO

O60 Bcex cepbesHBIX WHUMACHTAX HEOOXOAMMO YBEIOMATH NPOHIBOAWTENA W
COOTBETCTBYIOIME OPTaHbi.

[ospexaenubie n3aenun

MoBpexnenHLle H32CAMA MOTYT NPHBECTH K TPABMaM NALUMEHTOB, NoabloBaTened
WK TPeTBHX nuL. Tlepea KXAKM UCNOALIOBAHWEM NPOBEPRATE BCE KOMNOHEHTDHI
W3AenHud Ha npeamer nospexaeHnii. He ncnonsayitre nospexacHuse Hanenus.

Ipasnanroe ofpamenne

HenpasunbHoe oOpaitieHHE ¢ WIACHHEM MOXET PHBECTH K TPABMaM NAlHEHTOB,
nonkzopatenci W TpeTbHX Aul. PaGoTats ¢ HEM MOTYT TOABKO AWLA, obnanalowWwne
HeoGXonMMOTi MeAHUMECKOH KBUITH(pHKAIHEHA N 3HAKOMBIE C NPUMEHEHHEM H3ACAHS.
Tlepen ucnonb3oBaHHEM yOeAHTECH, YTO HIACAHE NOAXOAUT ANK AGHHON NPOLEAYPHI.
IMpozepaitTe n3zenne A0 ¥ NOCAE KAKAONO KCTIONLIOBAHHA HA:

- LUenoctHoeTs

- Xopouiee pabouee cocTosHUE

- OcTphie yranl

- Kpas ¢ 3a3y6puHamn

- MNpaennbHas c60pKa KOMILIEKTYIOWMX

- PYHKUNOHANBLHOCTD

He octagasiire BHyTpH NaLHEeHTa CROMAHNBIE ACTAH.

He noasepraiite m3aenue Mexanuyeckoli Harpysxe.

He puiru6aiite nornyrsie Hageanus o6paTHO B HCXOAHOE NOAOKEHHE.

Palora B uose 3penns
Hcnonkzoeanue u3enus BHe NONS 3PEHHA MOXKET NPHBECTH K NOBPEKACHHIO TKaHeH

Serious imcidents

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

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

- Completeness

- Good working order

— Sharp comers

- Burred edges

- Correct assembly of the components

- Functionality

Do not leave broken-off components inside the patient.

Do not overload the product with mechanical stress.

Do not bend bent products back to their original position.

Working in the field of vision

Using the product outside the ficld of vision can cause injury to tissue or can
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WM NOBPEXKACHHIO WIALNTHA. damage the product.
Henoabsylire usnenue ToabKo B noae 3peHus. Only use the product in the field of vision.
T'opaume uacTn Hot components

BicOkan MHTCHCHBHOCTHL CBETA, COAABACMAN HCTOYHHKOM CBeTa, MOXeT Bbi3BaTs | The high level of light intensity produced by the light source may cause the distal
Harpes ANCTANLHOTO KOHUA, CBETOBBIX COSAHHEHHH H COCeiHNX KOMMNOHEHTOB. 1o | end, the light connections, and adjacent components to heat up. This can cause
MOXKET BLI3BATH OKOTH Y NAIHEHTOB, NOb30BaTeNel H TPETHHX NHIL burns to patients, users, and third parties

YcTanoBHTE MOLIHOCTL HCTOMHMKA CBETA HAa YpoBeHb, AocTaToudmiii aan | Set the light source output to a level that is just high enough to ensure optimal
obecneueHus onTHManbHONO ocsemenns paboueii 3onm. Waberadite xonrakra ¢ | illumination of the operating area. Avoid contact with the distal end and light
AMCTANBHBIM KOHLIOM H CBETOBLIMH COSAMHEHHAMH. connections.

Bricoxan RETERCNBROCTD CBETA High light intensity

Bhicoxas HHTEHCHBHOCTb CBETR, HATYHAEMAR HCTOMHUKOM cBeTa, MoxeT npuBecTss k | The high level of light intensity produced by the light source may lead to
HeoOpaTHMOMY NOBPEXACHHIO N33 HIH CAENOTE, A TAKKE K HarpeBy Tkanell u | permanent eye damage or blindness, and may cause tissue and items facing the

NPEAMETOB, Ha KOTOPbie HANPABNEH CBETOBOH NOTOK. light output to heat up.

He cMoTpHTe Ha CBETOROIH NOTOK. Do not look into the light output.

YCTaHOBHTE MOIWHOCTL WCTOMHMKA CBETA HAa YypoBeHb, Noctarounbiii  ans | Set the light source output to a level that is just high enough to ensure optimal
ofecnieyerna ONTHMANBHOTO OCBeLeHUn paGoueli 20HH. illumination of the operating area.

Y6eautech, YTO HCTOYHHK CBETA HAXOAMTCA HA AocTaToMHO Gosbiuom paccrosnun | Make sure the light output is sufficiently far away from tissue and operating
OT TKaneH ¥ ONEPALHOHHBIX NPHHAANEKHOCTEH. accessories.

Tox yreuxn nansenTa Patient leakage current

Tokn yTeuKH NAUMEHTOB W3 MPOAYKTOB MOTYT CKNaAbIBATBCA, €CH 0AHOBpeMerHo | Patient leakage currents from products may add up if powered products and
HCRONLIYIOTCA JNCKTPHUECKHE YCTPOHCTBA W 3neKTpHueckWe wusaenna ans | powered endotherapy devices are used simultaneously. Excessively high leakage
3naoTepaniy. UpesMepHo BLICOKHHA YPOBEHD TOKA YTEUKH MOKET NPHBECTH K TpasMe | current levels may result in the patient becoming injured. Only use products of the
nauuenta. Henons3yiime BMecTe TONLKO NPOAYKTH OXHOTO THNA, ocofenHo B chyyae | same type together, particularly in the case of CF products.

npoayxros CF.
Appropriate combination of endoscope and fiber optic light cable
CooTpeTcTBYOMAN KOMORRANNS FHAOCKONS H ONTOBOJOKONHOTO CBETOBOAN If the fiber diameter of the fiber optic light cable is too large, the endoscope light
Ecan anametp onToBONOKOHHOrO CBETOBOAS CNHUIKOM BEMHK, PasbeM SHAockona | comnection will heat up. This may cause damage to the endoscope. If the fiber
Harpeercd. 3TO MOKET BH3BATH NOBpexacHHe 3Haockona. Ecan  anamerp | diameter of the fiber optic light cable is too small, not enough light will enter the
ONTOBONOKOHHOIO CBETOBOAA C/AMIWIKOM Mal, B 2Haockon Oyaer nonaaaTs | endoscope. This may mean that the operating area is not sufficiently illuminated.

HEJOCTATOMHO CBETa. ITO MOXKET 03HaUaTh, 4To paGouas 3oHa Gyaer neaoctarouHo | Use the endoscope with a fiber optic light cable that has an appropriate fiber
ocseiiena. Henonb3y#re 3H10CKON ¢ ONTOBONOKOHHLIM CBETOBOAOM NoaxoAswero | diameter.

ZANAMETpA.
Creutzfeldt-Jakob disease

Boaezns KpeliTugeavara-fixoba Products that come into contact with the central nervous system can become
Hanenua, xoTopble BCTYRAIOT B KOHTAKT ¢ UEHTPANbHOI HepeHO# cucTeMoli, moryT | contaminated by organic residue containing prions. Prions lead to infection with
ObiTb_3arpa3sHeHbl OPraBMMECKMMH OCTATKAMH, conepxauinmu npuonnl. ITpuonn | Creutzfeldt-Jakob disease. If Creutzfeld-Jakob disease has been diagnosed or is
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MPUBOAT K 3apaXkeHto 6one3Hbio Kpeiitihensara-sko6a. Ecm avarHocTMpoBaHa
WM nofo3peBaeTcsi  6onesHb  KpeiTudenbaa-Ako6a:  yTuamavpyiite  mpoayKT
Haa/ieXaLLyiM 06pasoM U He MPOAO/KAATE ero MCTo/b30BaTb.

HecTepunbHbI NPoayKT

W3penve noctaBnsietcst HecTepWibHbIM.  VICMonb30BaHWe HECTEPWIbHBIX W34/
CO3MAET PUCK 3apaXeHus [N9 MauMeHTOoB, MOMb30BaTesiel U TPETbUX AL
O6paboTaiiTe U3aenme B COOTBETCTBUM C MHCTPYKLUMAMM MO MOBTOPHOM 06paboTke
nepes, nepBbIM MCMO/b30BaHKEM M NP K&XKAOM MOC/IEAYHOLLEM UCTOMb30BaHNN.

YnbTpa3ByKoBasi 00paboTKa
W3pnenve He noaxoauT Ans ynbTpasByKoBOM 06paboTKM.

suspected: Dispose ofthe product properly and do not continue to use fit.

Unsterile product

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

Ultrasonic treatment
The device is not suitable for ultrasonic treatment

2.3. Mepbl NpesocTopoXHOCTY MPU UCMosb30BaHUM 3HA0CKoroB/Safety precautions while using the endoscopes

SHOOCKONMbI A0/KHbI UCMO/b30BATLCS TOMbKO B COOTBETCTBUM C MEAVILMHCKMM
MpaBraM1 1 MPOLIEAYPAMI SHAOCKOMUW, MPU3HAHHBLIMK A/1s IAHHOTO METOfA.

2.4. MoTeHuMasbHbIV NoTpebuTens/Potential consumer

Me,qVILI.I/IHCKVIe nsgenna MoryT MCnoJsib3oBaTbCA TOJIbKO Bpaydamu, nverwnmmn
COOTBETCTBYHLLYI CreynasbHOCTb (OTOPUHOMAPUMHIOMIONNA, HEMpoOXUpypru,
NNUEBbIE XMPYPTX, OHKOMAOMM) M 03HAKOMUBLLUMMUCA C WHCTPYKUMENA MO MCMO/Ib30BaHMIO
[JaHHbIX MEAULVHCKUX N3AeNnii.
2.5.  Ycnosus npHMCHHHHUsage conditions

SHAOCKOMbI, BK/HOYas MOAKIKOYEHHOe 060pyAOBaHME, MOMYT UCMOMb30BaThCA
TO/KO B MEAMUMHCKMX KabWMHETaX, B KOTOPbIX YCTAHOBMEHO 3MEKTPUYECKOe
0060pyf0BaHVe B COOTBETCTBUM C MPUMEHUMbIMA HaLMOHa/bHBIMMA - NpaBuiaMi Y

CTaHapTamu.

Ye/NICTHO-

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

Medical devices may only be used by physicians who have a corresponding specialized
qualification (otolaryngologists, neurosurgeons, maxillofacial surgeons, oncologists) and
who have been instructed in use of these medical devices.

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

2.6. CBefieH1s1 0 JIeKapCTBEHHbIX CPeLCTBaxX BXOAALLMX B COCTaB MeamumHCKoro nsaenms/information about the medicines included in the medical device

He nprmveHvvo

Not applicable

2.7. CBefleHMs1 0 MaTepuasiax XXMBOTHOMO/UesioBeYeckoro rpovcxoxaeHus/information about materials of animal/human origin

He nprmveHvvo
3. ObpaLueHve ¢ n3genvem/Handling
3.1. PacnakoBka/ Unpacking
MpoBepbTe MOCTaBKY Ha KOMIM/IEKTHOCTb M HA NPEAMET BO3MOXHbIX MOBPEXAEHUIA.

Not applicable

Check for missing items and evidence of shipping damage

3.2. YcnoBus TpaHCNopTUPOBKN 1 XpaHeHWs/Storage and transportation conditions

Temnepatypa -20°C ... +60°C
OTHOCUTENbHasA BNXKHOCTb 0 0
B 10%...90%

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

Temperature
Relative humidity

-20X...+60°C
10%...90%
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[JaBneHve Bo3ayxa 700... 1060 rfa
3.3. Ycnosus akcnyatauum/operating conditions

Temnepatypa +10°C...+42°C
OTHOCUTENBbHASA BTAXKHOCTb 0 0
Bo3YXa 30%...70%

[asneHve Bo3ayxa 700... 1060 rTa

Paboyas YacTb M3eNMs NpeaHa3HaueHa /1 UCMob30BaHWS BO BHYTPEHHEN cpeae
OpraHu3ma.

3.4. Cpok rogHoctu/cpok akcnayataumn/Sheif life/Service life
Utobbl pacrosHatb BO3MOXHbIA WM3HOC MaTepuiaia, HEeOOXOAVIMO  BbIMOMHATH
CcrieflyroLLyie (hyHKUMOHa/bHbIE MPOBEPKY:
1 TMpoBepnTb NOBEPXHOCTb SHAOCKOMA Ha OTCYTCTBME MEXAHUYECKMX MOBPEXAEHMIA
W VIBMEHEHVIA.
2. [NpoBepuTb NPaBWILHOCTL MOCAAKN MPUCOEAVHEHHBIX KOMMOHEHTOB W Mpu
HEo6X0AVIMOCTM 3a(DMKCUPOBATL PA3beM /19 OHUCTKM.
3. [poBepuTb, NMEpeaaeTcs /N N300padKeHVE.
4. TpoBepuTb, NEpPesaeTcs /X CBET.
MpUrogHOCTb  M34eMMA B 3HAYMTENbHOW  CTeneHW  onpefensetcs Mo
3KCT/TyaTaLMOHHOMY W3HOCY, Ha/IMUMIO M XapaKTepy BO3MOXHbIX MOBPEXAEHUIA 1
3aBUCUT OT BblOOpa METOA0B 00pabOTKM M XUMMYECKUX CPeACTB. Oxmaaemas
cpeaHsa HapaboTKa Ha oTKa3 - 1000 LMK/IOB.
OXuaeMblid CPOK CyObl - 5 neT

3.5. UcnonbloBaHve/Application
MPEAYTPEXXAEHWE. 3HAOCKON MOCTABNAETCA HECTEPWSbHBLIM, MO3TOMY €ro
HEoOXOAYMO  OYMLLATb, [E3VH(MLMPOBATL W CTEPUIN30BaTL Mepes, MepBbIM
CMO/b30BaHMEM U KaXKbIM MOC/Iey FOLLYIM MOBTOPHBLIM WCMO/1b30BaHVEM.

Eng
Air pressure 700 ... 1060hPa
Temperature +10°C...+42 °C
Relative humidity 30% ... 70%
Alr pressure 700 ... 1060 hPa

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

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

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

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

3. Check if the image is being transmitted.

4. Check if light is transmitted.

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

Expected service life - 5 years

WARNING: The endoscope is not sterile when delivered and must therefore be
cleaned, disinfected and sterilized prior to initial use and each subsequent reuse.

3.6. MpuHag1eXHOCTK, NPeaYCMOTPEHHbIE A1 UCMONb30BaHMA BMeCTe ¢ n3aenmem/Accessories to be used in combination with the device

BugeocucteMbl KOMMNaKTHble 3HJOCKONMYecKne (CUCTeMbl ynpaBaeHMA/NonyyeHuns
BujeonsobpaxeHnn AN saHfoOCKONa), coyetatll,ee B cebe 6N0K ynpaBNeHNs KamMepoin,
MCTOYHUK CBeTa, MOHUTOpP), MOACOEAMHSEMble MPU NOMOL M CBETOBOfAA:

JonycTMo Mcrnonb3oBaHWe N06bIX KOMNAKTHbIX BUAEOCUCTEM 3HAOCKOMUYECKUX,
3aperMcTpMpoBaHHbIX B YCTAHOB/IEHHOM MOPsiAKe Ha TeppuTopun Pd.

FonoBKa BuaeoKamepsbl (BugeokaMmepa saHAOCKONA) C MyPpToi huKcayum OKynsapHOM
ONTUKU;
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Compact endoscopic video systems (systems for control/getting video images for an
endoscope), combining a camera control unit, a light source, a monitor), connected
using a light cable:

Itis 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:
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IHIOCKOMb MOXHO HCTIONBL30BATh CO BCEMH BUAEOrONOBKAMH, COBMECTHMBIMH €
uuTepdeticom ISO-TS 18339. lonycTtHmo ucnonb3oBanue 00X MONOBOK BUAEOKAMEPHI C
mydTolt dHKcaurn OKyNSPHOH ONTHKH, 3apPErHCTPUPOBAHHbIX B YCTAHOBIECHHOM NOpAIKe
Ha Tepputopuu PO.

IHAOCKONHYECKHE HCTOYHHKH CBETA (HCTOUHNKH OCBEIEHHN A% YHA0CKONA),
NOACOERHHAEMbIE NPYH NOMOLUK CBETOBOOB:

JlomycTHMO HCNONb30BaHHE MOOBIX IHAOCKOMHYECKHX HCTOMHHKOB CBETa,
3apernCTPHPOBAHHMLIX B YCTAHOBNEHHOM NOPAAKe Ha TEPPHTOPHH PD.

CaetoBoanl:
Ecau cBeTOBOA H IHIOCKON MapKHPOBaHbl CHMBONAMH (CM. TabNKLLy), TO NOAXOAALLAA
KOMOMHAUMKA JOMKHA ONPENeNATLCA B COOTBETCTBHY C ITHMH CHMBOJIAMHK.
HuameTp cBeToBONA JuameTp 3Ha0CKONA

48-50MM O 6.6 - 12.0 MM O

3.0-3.5um (o) 3.0-6.5 MM o)

20-2.5mm o 0.8-2.9 MM ‘e

Endoscopes can be used with all ISO-TS 18339 compliant video heads. 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.

Light cable diameter Endoscope diameter

4.8-5.0mm O 6.6 - 12.0 mm O

30-3.5mm (o] 3.0-6.5 mm (o)

20-2.5mm ° 0.8-2.9 mm °

3.7. OcmoTp/Inspection

OcmatpuBaiTe I3HAOCKON HA NpeMET NOBPEXIEHH cpa3y Nnocse NoNyyeHuUs, a
TaKKe A0 H NOC/E KAKAOro HCNOb30BaHKS.

H3o6paxenne

OcMOTpHTE TOpLILI ONTHKH (IMCTATbHBIA KOHELL ¥ OKY/IAP) Ha MpeaMeT LapanuH H
OCTaTKOB XMPYPrH4eCKHX WIH APYrHX 3arpa3HeHui. [ToBepXxHOCTH a0/mKHbI ObITh
rNaAKHMH U OnecTanumMH.

Yr1obwi npoBepuThb KauecTBo H306paxKeHNS, HeOOXOANMO BpawaTh IHAOCKON,
CMOTPS B €r0.

Ecnn usobpakeHne 4aCTHHO WM NOMHOCTBIO HCKAKEHO, TO ITO O3HAYAET, 4YTO 1Mo
CHCTEMa CTEPXKHEBBIX JIHH3 HEHCTIPaBHA, IMGO IMH3BI B OKYy/IApe NoBpexaeHsl. B
TaKHX C.Ty4asX IHAOCKON HEOOGXOANMO 3aMEHHTb.

Tycknoe unu naTHucTOE M306paxkeHHe MOXKET GbITh BLI3BAHO BAAKHOCTHIO WIH

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

Image
Examine the optical end faces (distal end and eyepiece) for scratches and
surgical or cleaning residues. The faces should be smooth and shiny.

In order to test the image quality, slowly rotate the endoscope while looking
through it.

If the image is completely or partially impaired, either the rod lens system in the
sheath is broken or the lens in the eyepiece is defective. In such cases, the
endoscope must be replaced.

A cloudy or speckled image can be caused by moisture or disinfectant residue on

the optical end faces.
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OCTaTKaMH Ae3HH(HUHPYIOLLETrO CPEACTBA HA TOPLEBLIX NOBEPXHOCTAX ONMTHKH.

CaeTtoBOa

HanpasbTe aMCTanbHbIi KOHEL B HAanNpaBNeHMH WCTOMHWKA CBETA M NpOBEpLTE
KOJIMYECTBO TEMHBIX TOYEK B MECTE COEJMHEHHS CO CBETOBOJOM. Takue TeMHble
TOYKH YKa3blBalOT Ha TO, YTO ONTHYECKHE CBETONPOBOAALLHE BOOKHA NOBPEXAEHBI.
H3onupoBaHHble NOBpeXAEHHbIE ONTHYECKHE BONOKHA HE OKA3bIBAIOT 3aMETHOrO
BJAMAHKA Ha Ka4yecTBO H300paXkeHus.

OnHako BbIXOAHAS APKOCTb ACHCTBMTENBHO 3HAYHTENLHO YXyJLIAeTcs, €ciu
onpeneneHHOe KOINYECTBO ONTHHECKHUX BOJOKOH NOBpexIACHO (npumepHo 20-25%),
4TO B CBOIO OYepeab MPHBOAMT K CHIOXKEHHIO KauecTBa H300paxkeHus. bonbiue Henb3s
MCNONb30BaTh YHAOCKON.

YKA3AHHME: ecan noBpexiaeHHWe OYEBMAHO, 3HAOcKon Oonbille  Henb3s
MCNO/L30BaTh. JHAOCKONbI HEOOX0AMMO 3aMEHHTD, €CNH H300pakeHHe MyTHOE WK
n3o06pakeHHe OTCYTCTBYET WIH BHAHA TONLKO €ro YacTb.

Light cable

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

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

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

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

3.8. Mepsi npeaxocropoxaoctn/Precautions

Kak u Bce ontnueckue uHcTpymenthbl, 3Hn0ckonbi HOPKINS saBnsiorcs oueHs
4yBCTBHTE/IbHBIM 060pynoBaHHeM. UToGbI rapaHTHpPOBAaTL AONTOCPOHHOE KaYeCTBO
3HAOCKONA, HeobXxoaNMO cobntoaaTh cnedyiolLHe NpaBuia:

* Bo usbexanne nonoMok 3HA0CKONbI HEOOXOAMO BCETAa AepXKaTh €ro 3a OKyAsp. a
HE 32 MCTabHbIH KOHEL.

* Hn npu xaknx obcrosrensctsax He crubaiite paGouyio uacTe 3HAOCKONa. 3T0O
MOXET NPHUBECTYU K NOTOMKAM H/IH TPELUIHHAM B CHCTEME CTEPXKHEBbIX JIMH3,

* Knaaute osHaockonbl ¢ octopokHocTbio. CuibHble ynapbl, 0co0eHHO no
AUCTANBHOMY KOHLly, MOTYT Bbi3BaTb NOBPEXKAEHHE WIH TPEWMHbI, a TaKxe
NPOHHKHOBEHHE KHAKOCTH, Napa H T.A. ITO NPUBOAMT K NOABIEHHIO CBETALIX W/ WIH
pacTaAHyTbix obnacrei u3obpaxeHus.

* Tlostomy BO BpemMs OYMCTKH, AE3MH(EKUWH, CTEPHIH3AUMH M XPaHEHHA
Heo6x0MMO cieanTh 3a TeM, 4TOObI 3HAOCKONBI H3GeKANH NOBPEXACHHIH APYrUMH
HHCTpyMeHTaMH. HneanbHblit  BapuaHT: XxpaHuTs 3Haockonsl  HOPKINS
MHIHBHAYANbHO WIH KCNONb30BaTh KOHTEHHEPBI, B KOTOPbIX HAOCKOMbI MOXHO
3aKpENnMUTb.

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

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

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

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

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

NOTE.: If damage is apparent, the endoscope should no longer be used.
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YKASAHHE: ecnin noBpexaeHHe OYEBWAHO, 3HAOCKON Oosbille Henbss
ACTIONL30BATE. JHACCKOMD HEOOXOANMO 3aMEHHTD, SCTH M300PaXKESHHUE MyTHOS HIIH
H300paxkeHHe OTCYTCTBYET HWIH BHAHb! TOJAbKO €r0 MacTH.

BHUMAHHME: snpockoml HOPKINS Ge3 MapkuposkM «ABTOKIAB» HEMb3A
CTEPHIN3ORATH NAPOM. DTO MOXKET HAHECTH HENONPaBUMbI yuieps.

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. TlonTopman ofpaforka. Crenenus o ouncrke u aesnndexunn MH / Reprocessing. Information about cleaning and disinfecting of MD

NMPEAYNPEXIAEHHE. Puck sapaxenus. Ilpy nocraBke 3TH MEARLIMHCKHE
H3ZeNuA He ABAAIOTCA CTEPHILHBIMH. Hcnonbioranye HeCTEPUILHBIX MEAVLIAHCKHX
u3jiennil CO3AaeT PHCK 3apAXKEHMA JUIA NALUHEHTOB, NONbL30BATENEH B TPETHHX JIHLL.
OcMOTPHTE METHUHHCKME H3JIETTHA HA NIPEAMET BRANMOTO 3arpasHeHHs.

Buanmoe 3arpazsenne ykasbiBaeT Ha To, YTO NOBTOpHas 0OpaboTka He npoBoaAMnacs
win Obina nposenena HenpaswasHo. OGpaGoralite MeauuMHckue MaenHs nepen
NePRbIM HMCTIONLIOBAHMEM, & TAKKE N0 M MOCAE KAKAOr0 MNOCACAYIOWEro
WCTIONLIOBAHHA, HCTIONB3YS YTBEPXKACHHBIE NPOLEAYPbI.

NPEAYNIPEXAEHHE: Puck 3apaxeHua: HenipasunbHo  ofpaboranHnie
MEOHLIMHCKHE H3ACNHS MOABEPraloT NAUMEHTOB, MONL3OBATENCH M TPETHHX JKU
PHCKY 3apaXKeHHA, 8 TAKoKe PHCKY TOTO, YTO MEAMUNHCKOE HIICTTHE MOXKET BBIATH U3
CTpoA.

BHUMAHHE: npu npuroToBleHHW H HCMIONb30BAHMM pAacTBOPOR cheayiite
cneuHpHKALUAM NPOHIBOANTENA XHMHYECKHX CPEACTB, YACIAN 0c060e BHHUMaHKE
NPaBHALHONW  KOHLEHTPAUMH, BPEMEHH BO3AEHCTBUA M CPOKY CAyXOM.
TIponomKHTENbHOE MOMPYXKEHHE B BOAY W HEMpPAaBMNbLHAA KOHUEHTPAUMA MOryT
APHBECTH K NOBPEKACHAIO. [TOMHHTE 0 MHKPOOHONOrYYECKOM iHaNasoHe ACHCTBHA
HCTIONb3YEMBIX XHMHYECKHX CPEACTB.

BHHUMAHME: OnacHoCTs  NOBPEXACHHA  MEAMLUMHCKHX  YCTPOHCTE:
HCNONb3OBAHKE XHMHueckuX cpeacts, He onoOpesHrix KARL STORZ, moxer
NPHBECTH K MOBPEXKACHHIO MEINWLUMHCKHX YyCTpoiicTe. Hcnonwayiite Tonbko
o00peHHbIe XHMHMECKHE CPEACTRA.

YKA3AHHE: Tepevens pexoMeHZyeMBIX WHACTSIMHX B AcINAPNUNPYIOTINX
pacTRopos npencrasien B [lpaaoxennn 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 chemicals approved.

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

4.1. Toarovoska x ouncTke H Ae3nnexnnw/ Preparing for cleaning and disinfection
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IloaroToBKa K OUHCTKE H Ne3HHPEKNHA Preparation for cleaning and disinfection
I'pybbie 3arpa3HeHHa, BbI3bIBAIOLIWE KOPPO3HIO PacTBOPbI W JIEKAPCTBEHHbLIE

CpeAcTBa CllelyeT YAaNsTh C JHAOCKONOB cpa3y nocne ero npumenerns. Jina storo | Heavy soiling, corrosive solutions and pharmaceuticals must be removed from
HIOCKONLI C/EAYET NPEABAPHTEILHO OYWUCTHUTh, Hanp., MyTEeM NPOTHPaAHHA H the medical device immediately after use. To this end, preclean the medical
npombiBanus. Komnanus KARL STORZ pexomennyer Bceraa npoeoauts | device by wiping down and rinsing, for example. As a general rule, KARL

MpeABapPHTENLHYIO OYUCTKY PYUHBIM CNocoGOM Noa CTpye# X0A0AHO# BObI. STORZ recommends manual precleaning under cold running water.
4.2. Pyunas npensaputenbHas ouncrxa / Manual precleaning
Pa36opka Disassembly
Mepen ouucTkoi M nesuHdexumedt sHROCKONBI HEo6X0AMMO OTKpbITH Wuaw | Prior to cleaning and disinfection, the medical device must be separated into its
pa3obpaTh Ha OTAENbHbIE KOMIIOHEHTbI, HACKONBLKO 3TO BO3MOXHO. individual components as far as possible, and/or must be opened.
Ounctka noBepxuocTeit merkoi Brushing the surfaces

Buaumeie wan rpybbie 3arpssHeHns Heo6xoaMMO ynansth ¢ moBepxHocTeH noa | Any visible contamination or heavy soiling of the surfaces must be removed
CTpye#H XONOAHOH BOAbI NPH NOMOLIM LIETOK NOAXOAALLMX pa3MepoB OT padnuuHbiX | under cold running water by cleaning using brushes of suitable sizes from

NpOH3BOAHTENEH. various manufacturers.

O6pa6oTka yanTpa3ssykom 3anpemena No use of ultrasound

Mo rexHuueckum npuunHam dSHaockonsi HOPKINS  senpuroansl  ans

yAbTpa3ByKoBo# 06paboTKH. For technical reasons, the medical device is not suitable for ultrasound treatment.
4.3. Mamunnas uncrka u nesundexuns/Machine cleaning and disinfection

Ouncrka/Tepmudeckas ae3nnPpexnns MeXaHH3HPOBAHHBIM cocoboMm Machine cleaning/thermal disinfection

lNpeanourutensHa Tepmuueckas aesuHdexums. Jlanubii metoa Heob6xoammo | Thermal disinfection is preferred. The relevant national requirements and the AQ
MCNO/1b30BaTh C YYETOM HaUMOHAIbHBIX HOPM W noka3atens Ao. Ilpn BbiGope | value must be taken into account when using this method. The selection of a

NOAXOAALIETO BBIABHXKHOTO KOHTEHHEpa WAM KPEMIEHHA J[UIR  HHCTPyMeHTa | suitable slide-in tray or instrument holder, which should ensure that the medical
Heo6X0aHMO NPOKOHCYALTHPOBATLCS C HM3roTOBMTENEM oGopynoBaHHs ¢ ueasio | device is thoroughly rinsed out or through, must take place in consultation with

obecneyeHHa OMbIBAaHUA WIH NPOMBIBaAHHS MEAHUMHCKOIO H3aeHS. the manufacturer of the device.

Yxa3zanne: npu HeobX0AMMOCTH clielyeT BPYyUYHYIO NOCYLIMTb HHCTPYMEHT. Note: If necessary, the instrument must be dried off afterwards by hand.
4.4. C6opka, ocmoTp H yxon/Assembly, inspection and care

CGopxa, npoBepka u yxoa Assembly, inspection and care

BusyansHo npoBepbTe OuMlleHHbIH W npoae3nHdHUMpoBaHHBIA Hmockon Ha | The cleaned and disinfected medical device must be visually inspected for

YHUCTOTY, KOMILIEKTHOCTb, CYXOCTb H OTCYTCTBHE NOBPEXKAEHHN: cleanliness, completeness, damage and dryness:

. lpn HanMuuKM CnenoB  3arpA3HEHHI/OCTATKOB CPeACTB  HEOBXOAMMO e Ifresidues or contamination are still present, the medical device must be

nosTopHO 06paboTaTh IHROCKONB! BPYHHYIO W €llle pa3 MOABEPrHyTh HX MONHOMY manually cleaned and subjected to a full cleaning and disinfection

UMKy OYHCTKH H Ae3HH(EKLUHH. procedure once more.

° lNospexaenHbie MAK nopaxeHHblE KOPPO3HEH 3HAOCKONbI AOMKHBI ObITh e Damaged or corroded medical devices must be withdrawn from use.

M3BbATHI W3 OOpatLeHuA. Afterwards, a functional check must be carried out.

3atem He06X0AMMO BLINONHHTL NPOBEPKY PYHKLHOHHPOBAHHUS.

4.4.1. lposepxa u3obpaxenns/ Checking the image
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OcMmoTprTe OnTHYecKHe TOPLb (0GHbEKTHB, IMCTANBHBIH BRXOR CBETOBOA M OKYAAP)
H& MNpeaMET LApan¥H #W OCTATKOB XMPYPTMMECKHX WIM MHCTALIAX CPEeACTS.
[NosepxHocTH ACMXKHBLI GITH FNANKMMH ¥ GrecTAIMMK. YTOOH NPOBEPHTD KaueCTRO
H300paxeHnA, MENICHHO BpamiaiTe 3HAOCKOM, TAAAS uepes Hero. Ecnm
H200pakeHHE NONHOCTBIO WIM YACTHYHO HCKAXEHO, 3HAMHT HEHCHpPABHA CHCTEMA
CTePXKHEBLIX JIHH3 B oNTHyeckod TpyOke win nHH3a B okynspe. B Takux ciyuasx
3HAOCKON HEOGXOANMO 3aMEHHTD.

MyTHOE WIH NATHHCTOS H300padkeHHe MOMXKET ObiTh BHLI3BAHO BIAKHOCTHIO WIH
OCTATKAMA Ac3HHOHUMpYlomero / XHMHYECKOTO CPEACTBA HA  ONTHYECKMX
nopepxHocTAX. B 3MHX clyuasx OCTOPOKHO OYHCTHTE ONTHYECKHE TOPUM
aNMIWKATOPOM BATHBIM TAMIIOHOM, CMOMCHHBIM B 70% cnupre.

Examine the optical end faces (lens, distal end of light guide and eyepiece) for
scratches and surgical or cleaning residues. The faces should be smooth and
shiny. In order to test the image quality, slowly rotate the endoscope while
looking through it. If the image is completely or partially impaired, either the rod
lens system in the optical tube or the lens in the eyepiece is defective. In such
cases, the endoscope must be replaced.

A cloudy or speckled image can be caused by moisture or disinfectant/chemical
residue on the optical end faces. In these cases, carefully clean the optical end
faces with a cotton tip applicator soaked in 70 % alcohol.

4.4.2. TIposepxca caerononon/ Checking the light guides

JlepuTe AWCTAILHBIA KOHEll B HanpabAcHWW MCTOYHMKA CBETA M TNpOBepbTe
KOJIWYECTBO TEMHBIX TOYEK HA COEMHEHWH CBETOBOIA. TakMe TEMHBIC TOMKH
YKa3biBAIOT HA TO, YTO ONTHYECKHE BONOKHA CBETOBOAA pa3opeaHm. H3onuposaHnbie
NOPBAHHLIE ONTHYECKME BOJIOKHA 38METHO HE YXYAWAIOT Ka4eCTBO H30OpaXeHus.
Tem He MeHee, CBETOOTAaYa 3HAYMTENBHO YXYAINAETCHA, €CAH MOBpeXAaeTca
ONpeNeaeHHOe KOAMYECTBO BONOKOH (npumepno or 20% mo 25%), wuro,
COOTBETCTBEHHO, TAKKE NPHBOMMT K CHIDKCHHIO KauecTBa H3o0paxkenna. Juaockon
Gonviue Henb3s HCMONb30BATE.

BHUMAHHE: ecny nospexncHwe oueBMAHO, dHAockon Gonblie He cliemyer
HCTIOUTBE30BATH. JHAOCKONbI HEOOXOAMMO 3AMEHHTD, eC/IH H306pmKeHne MyTHOE WINW
H300paXeHHE OTCYTCTBYET MM BUIAHE! TONBKO €10 YacTH.

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

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

443, Cymka/ Drying

Y4acTku BONOKHA B CBETOBOAE, & TAKKe AUCTANLHLIE W NPOKCHMANLHBIE TOPUEBLIE
MOBEPXHOCTH NOMKHH ObTh TIATEN HO BhICYWeERH 70% cnuprom. OctaTkn
Re3MHGHUMPYIOLLIEr0 W MWCTAWIETO CPeACTBA, HANPUMEpP, B CBETOBOAE, MONYT
NPUropeTs NpH NOAKMOYEHHH CBETOBOTO Kabens, uTo cepbe3Ho yxyauwiaer
CBETONPONYCKaHMe.

* TloBpexxaeHnbIE HAK KOPPOAHPOBAHHBIE MERHUMHCKHE YCTPOHCTBA NOSDKHB GbITh
HSBATH K3 KCMONbL30BAHMA.

* Pe3sbii H CKONb3ANME MOBEPXHOCTH FHAOCKONA HEOGXOAUMO CMA3aTh HA MECTE
HHCTPYMEHTaNbHLIM MacnoM, a pabGoume noOBEpXHOCTH Ha npofke kpasa -
cneunansHol cMasKoi.

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

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

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

. Dismantled medical devices must be assembled.

. Afterwards, a functional check must be carried out,
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+ PazoGpannmie ninenns aomxre 6uts coGpambl. NOg'l‘E: The oil used for this purpose must be suitable for the subsequent
« [locne 31010 HEOGXOAMMO NPOBECTH PYHKLIMOHANLHYIO NPOBEPKY. sterilization procedure (silicone-free and paraffin- or white oil-based).
YKA3ZAHME: Macno, ucnonssyemoe ans Jtoii uenw, aomkno noaxoauts ang | NOTE: During care procedures, use items from the catalog ‘Care, Sterilization
nocneaylotiei npoueaypr crepunisaumy (6e3 cunukona u Ha ocHoee napaguHa waK | and Storage Techniques’.
Genoro macna).
YKA3AHRE: 5o Bpems npoteRyp no yxoay MCRob3yHTe NPeaMeTh U3 KaTAIora
«Metozapl yxoaa, CTEpHIM3aLMY U XPAHEHHS ),

4.5. Crepnaniauns/ Sterilization

YcI0BHS CTEPHAMIANNY Sterilization conditions

Komnanmeli KARL STORZ ana aanHOro MeanumHckoro nigenns eanuanpoeansl 0 | The following sterilization methods have been validated and approved by KARL
YTBEPXKACHD! CEAYIOLAE METOAL) CTEPUIN3ALIMMK! STORZ for this medical device:

CTepRIR3anHEs EAPOM ¢ NpHMEREEREM GPAKIHONNPOBANEOIO Steam sterilization using the fractionated prevacuum procedure
$OpBAKYYMHOTO METOAA. Note: Sterilize greased components in a disassembled state.

Yxazanue: CmasaHHble KOMNOHEHTH Heobxoaumo crepunmzopats B pasoGpansonm | The medical device must be sterilized in its fully assembled state using the

Buae. JIna CTEpHAN3aUMH MEAHUMHCKOTO H3enna B coGpantoM Buae HeoGxoanmo | fractionated prevacuum procedure (DIN EN ISO 17665-1) with the following

HCTMONL30BaTH (PpakitoHuposaHikii poppakyymubiii meroa (DIN EN 1SO 17665-1) | parameters: 134°C for 5 minutes.

¢ cobmoaeHneM caeaylomux napameTpos: 134 °C Ha npotakeHuy 5 MHHYT.
5. Cepencaoe oficayxusanue u pemont/ Servicing and repair

HeucnpasHre HHCTPYMEHTH  Oo/mkHbl  ofcmyxmueathcs M pemonTHpoBarsed | Defective instruments must be serviced and repaired exclusively by persons

HCKJTIOYHTENBHO YNOJIHOMOYECHHHIMM HaMM auuamu; [lpu nposeaenun Beex | authorized by us; all repair work must employ genuine parts only.

PEMOHTHBIX PaGoOT HEOOXOAWMO HCNONL3OBATS TONLKO OPHIHHANLHLIC ACTAIH.
6. TapasTas\Warranty

CranzapTHulil raparTWitHbI CPOK SKCTLTYaTalHK u3genua coctaaser 12 mecaues ¢ | The standard warranty period for the device is 12 months from the date of

Aatst BBONA NprGopa B IXCIUTyaTaLMIO, HO He Gonee 15 Mecaues co Aua OTTpy3kH. | commissioning of the device, but no more than 15 months from the date of

shipment.
Menuuuickoe WIaeHe BCeraa ceayeT OTNPaBAATh B MECTHOE OTACACHHE, ke B
TEUCHHE NAPRHTHIHOIO nepuoaa. The medical device must always be sent to your local subsidiary (see
Bekpuitie  0fopynosanns KM BhNORHeHWe MOOGHIX peMOHTHBIX pabor wam | “Subsidiaries” section), even during the warranty period.
Moandukaumli obopyaoBaHHA HEYNONHOMOYECHHEIMY THIAMK ocBoGokaaer Hac ot | Opening the equipment or performance of any repairs or modifications to the
moGo#i oteercreentocTH 32 ero paboty. JlioGoe Takoe oTKpLiTHE, peMONT WM | equipment by unauthorized persons shall relieve us of any liability for its
MOZIMKALNA, BHNOSHEHHRIE B TEYEHHE NaPAHTHRHOTO NePHOAA, aHHY/IpYeT BCio | performance. Any such opening, repair, or modification performed during the

FapaHTHIO. warranty period shall void all warranty.
Ofwecreo ¢ orpasnvennol omsercrennocTsio KAPJI IITOPLl - Jupockonk | LLC KARL STORZ Endoskopy - WOSTOK
BOCTOK (OO0 KIUT3 BOCTOK) Derbenyevskaya nab. 7, building 4

115114, Mockea, Jlepbenesckas nabepexuan, 7, ctp. 4. 115114 Moscow, Russia

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

Fax: +7 495 983 02 41 Fax: +7 495 983 02 41
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7. Yraanzanua/Disposal

lpn yranusauun ocobbie Mepbl He TpedyloTcs.
BHYTPHIOCY1apCTBEHHbIE NPEANUCAHNSA/ 3aKOHBI.

Ipn yTunusaunu u3aennii Ha reppuropun Poccniickoi deaepaunn cnenyer
PYKOBOACTBOBAaTbCS HOPMaMH, HanoxeHHbIMK B CanlIuH 2.1.3684-21.
Heuncnonb3oBaHHblE SHAOCKOMBI, a TAKXKe YINAKOBOYHbIE MaTEPHAJIbI ClleayeT
YTHIM3BPOBATh KaK 3nuaeMHoN0rMuYecku 6esonacHbie 0TXoab! Kiacca A.
Hcnonb3oBaHHbIE IHAOCKONbBI CAEAYET YTHIM3HPOBATh KakK INHAEMHONOMHYECKH
onacHble OTX0Abl kKnacca b.

Cneayer cobmoaatb

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

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

8. Baxnas nudopmauns / Important Information

U3 coobpaxenuii rurveHsl ¥ ans NpeNOTBPAIUCHHA 3apaKEHHUS 3IHAOCKOIMbI,
MHCTPYMEHTbl W YCTPOHCTBa HEOGXOAMMO OYHCTHTL W npoae3uHpHuMposaTh /
CTepHNN30BaTh NEpel OTNPaBKO# B peMOHT. Mbl ocTaBnseM 3a co60# nNpaBo BEPHYTh
3arps3HeHHbIE UHCTPYMEHTDI / yCTPOHCTBa OTNPaBHTEINIO.

PeMOHT, MOAH(HKALMH HIH U3MEHEHNS KOHCTPYKLIMH, KOTOPbIE BBIMIOJHAIOTCA HE
xomnanueit KARL STORZ wnu cneunanuctamu, ynonHomoueHHsiMH KARL

STORZ, aHHynHpYyIOT BCe rapaHTHiHble 0093aTeNbCTBA.

For hygiene reasons and to prevent infection, endoscopes, instruments and devices
must be cleaned and disinfected/sterilized before they are sent for repair. We
reserve the right to return contaminated instruments/devices to the sender.
Repairs, modifications, or construction changes which are not performed by
KARL STORZ or by experts authorized by KARL STORZ will invalidate all
warranty rights.

9. Pacmndposka cumposios/Explanation of symbols

PacuundpoBka CHMBOJI0B, IPHMEHRAEMBIX NIPH MAPKHPOBAHHH MEIHUHHCKOTO
HIQEJHA:
Cumao.

Onpenenenne

M3rotoBuTeib

Jlata #3rOoTOBICHHS

MD
REF

SN

MeaununHckoe uiaenue

Homep no karaziory

Cepuiinblit Homep

Explanation of symbols used in labelling the medical product:

Symbol Definition

Manufacturer

Date of manufacture

Medical device

MD
REF

SN

Catalogue number

Serial number
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ius
LOT
QTY

UDI

RxOnly

Ce

MapKu1poBKa TPAHCMOPTHOM YNaKOBKM MOXET COAepKaTb C/eyoLLYy0 MH(opMaLmio:

Kog naptum

Konunuectso n3genunin B unakoske
YHUKabHbIA NaeHTU(HNKATOP 134enuns
O6paTnTecb K MHCTPA Kuun

no NpUMeHeHNo

He cTepunbHO

Xp> nKoe. 06paLlaThCcs 0CTOPOXKHO

Bepx'

Bepeub oT Briar U***

B cooTBeTCTBUM C (hefepanbHbIM 3aKOHOoAaTeibcTBOM CLLIA
(cornacHo 21 CFR 801.109} usgenue paspeLleHo npogasBaTtb
TONBbKO BpayaM (MMerLM NINLEH3NI0) UK MO PeLenT/’ BpaYa.

MapkupoBka CE

OTUM 3HaKOM MPOU3BOAUTESNb 3asAB/ISIET O COOTBETCTBUN
YCTPOICTB [eMCTBYIOLWMM CTaH4apTaM 1 AMPeKTUBaMm.
Hun B KoeM cnydae Henb3s MOAU(ULMPOBATL YCTPOMCTBO.

Eng
ILOT]

hty|
|UDiI|

m

/ MO «\
/STCWLE\

RxOnly

Ce

Batch code

Number of products in the product packaging

Unique Device Identifier

Consult instructions for use

Unsterile

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

*** - CUMBO/Ibl HaHeCeHbl Ha TPaHCMOPTHYO ynakoBKy / Symbols are printed on the transport packaging

- aorotun KomMnaHun
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The transport packaging label may contain the following information;

- company's logo
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- YC/IOBHOE HaMVEHOBAHYiE My30M0/TyqaTeyis;

- HAVIVEHOBAHViE MyHKTA HasHAYEHVS;

- KO/MM4ECTBO IPy30BbIX MECT B Mt 11 MOpsiaKOBbIA HOMED VECTR;
- YC/IOBHOE HaMMEHOBAHIE MDY300TTIPABUTEY IS,

- HONCV TPAHCMOPTHBIX OpraHV3aLInIA,

- MaKMPOBKA C CTI0/b30BaHVEM MALLVHOUMTaEMbIX HOCUTENE aHHBIX (LLTPUX-KOZb);

- pe/noraragvast aTa Moy HeHus;

- HOMEpA 3aKaza:

- MPO4Vie BCTIOMOrare/TbHble 0603HaYEH!.

CraHpapT

EN 1041

ISO 13485
ISO 14971

1ISO 15223-1

ISO 17664

IEC 62366-1

ISO 7153-1

1ISO 10993-1

1ISO 10993-5

1ISO 10993-10

OnwucaHune

VBoenvs MeyLpHCKVe. VHbopivaLYs, Mpe/ioCTaBrsenest
VBroTOBUTENEM

VBoenva MegyLyHCKVe. CrCTEMb] MEHEKVIEHTA KAUECTBA.
TpeGoBaHVA 119 Lienein peryinpoBaHms

VBnenvn vegyLHCKVe

[MpriveHeHVie MeHEMKVIEHTa PYCKa. K MEOYLIIHCK/M
VBOEIAM

VBoenva MeLIMHCKVE.

CVBOb, MPVIVEHSIEMbEE MOV MBKVDOBAHIN
MEIVILHCKVIX VBOE/VA, Ha STUKETKAX M B

COMPOBOAYTE/BHOM AOKYMEHTaLWN. YacTb ). OCHOBHbE
TpeboBaHMs

CreprisaLyss MEIVLYHCKVX VBEENA. VHpopveLys,
MPeLoCTaB/eNast VIrOTOBUTENIEM [ MPOBEAEHISA
MOBTOPHON CTEPUM3ALIM MEAVLHCKX V3OEM

Vinenvia MegyLHCKVE.

[MpoeKTVIPOBaHIE MEAMLIIHCKAX VBLEMWIA C YHETOM
3KCIUTyaTaLWIOHHO MPUIOJHOCTY

VHCTPYMEHTBI XUPYPrAYECKVE.

MeTarmyeckvie MaTepriaribL

Uactb 1 HepageroLLipa CTab

VBoernvs MegpLmHekve. OueHKa B1O/orHeckoro AeCTBiAs
MEOVLIHCKVX vBaenvi. Yactb 1 OLeHKa W UCCIenoBaHvA
Vspenva MeLHCKVE.

OveHKa GV0/IorMHECKOr0 AECTBIA MELVILYHCKAX VBN,
YacTb 5. /loc/ieoBaHms Ha LIATOTOKCUMYHOCTL: METOAb! in
vitro*

VBoernvs MeamLyHekve, OLeHKa B10MorHecKoro AEVCTBIA

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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- conditional name of the consignee;

- name of the destination;

- number of packages in the lot and serial number of the package;
- conditional name of the consignor;

- inscriptions of transport organizations;

- marking using machine-readable data carriers (barcodes);

- estimated date of receipt:

- order number:
- other auxiliary designations.

10. TMepeyeHb HaUMOHa/TbHLIX M MEXAyHapOoAHbIX HOPMATUBHBLIX [OKYMEHTOB/CTaHAAPTOB, KOTOPbIM COOTBETCTBYET MeAMUMHCKOe u3aermve\E|$l of
international regulatory documents/standards which the medical device complies with

Identiflcation

EN 1041
ISO 1348

1SO 14971

ISO 15223-1

ISO 17664

IEC 62366-1
ISO 71531
1SO 109931

ISO 10993-5
1SO 10993-10

1SO 1099311
1SO 10993-12

38

Designation

Information supplied by the manufacturer of medical devices

Medical devices - Quality management systens -
Requirements for regulatory purposes

Medical devices - Application of risk management to medical
devices
IMedical devices - Is to be used with medical device

labels, labelling and information to be supplied - Part 1
General requirements

Processing of health care products - Information to be
provided by the medical device manufacturer for the
processing of medical devices

Medical devices - Part 1: Application of usability engineering
to medical devices

Surgical instruments - Materials - Part 1, Metals

Biological evaluation of medical devices - Part 1 Evaluation
and testing within a risk management process

Biological evaluation of medical devices - Part 5 Tests for in
Vitro cytotoxicity

Biological evaluation of medical devices - Part 10: Tests for
irritation and skin sensitization

Biological evaluation of medical devices - Part 11: Tests for
systemic toxicity

Biological evaluation of medical devices - Part 12 Sarmple
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memuumHckux maeaunil. Yacte 10, Heeneaopaima preparation and reference materials
pasapaxaiomere # CeHCHOWIHBUpYIoWero aeficTend 1SO 10993-17 Biological evaluation of medical devices - Part 17:
Hanennn Neamupickne, Ouelxa Suonorsveckoro aeficTena Establishment of allowable limits for leachable substances
ISO 10993-11 MEIMUKHCKKX u3nennit. Yacrs 1). Hecneaosanns Biological evaluation of medical devices - Part 18: Chemical
OBILIETOKCHNECKOrO AekicTBRA 150 10993-18 characterization of materials
Hsnennwn meanunncxne. Ouetika 6uonornueckoro aelcTens Medical electrical equipment — Part 1: General requirements
IS0 10993-12 MeaHumHCkyX wanenuh. Yacts 12. NipuroTosnexye npo6 u IEC 60601-1 for basic safety and essential performance
KOHTPOAbHbLE 0Gpa3Lm Medical electrical equipment — Part 1-6: General requirements
Hsnenua meanunncxue, 1EC 60601-1-6 for basic safety and essential performance — Collateral
ISO 10993-17 Ouenka GHos0rH4ecKon0 ACHCTEUA MEANLINHCKHX HINESANH. standard: Usability
YacTs 17, YCTaHORACHHE NOPOroBLIX 3HaYCHNIt 18 Medical electrical equipment -- Part 2-18: Particular
BLIMBIBREMBIX BEILIECTB 1EC 60601-2-18 requirements for the basic safety and essential performance of
H3nenns MemumMHCKHe. endoscopic equipment
I1SO 10993-18 Ouenka GHONOrHUECKONC AeiCTRHS MEAUIMHCKMX H3ACNHH. Sterilization of health care products - Moist heat - Part 1:
YacTs 18. Hecnenobanue XHMUUECKHX CBOHCTE MaTepHanos ISO 17665-1 Requirements for the development, validation and routine
Wazenus mequumHCKue 3nexTpuseckne. Yacts 1. O6mue control of a sterilization process for medical devices
IEC 60601-1 TpeGoBaHMA 6630NACHOCTH € YUETOM OCHOBHBIX 1SO ITS 18339 Endotherapy devices - Eyepiece cap and light guide connector
PYHKUNOHANLHLIX XAPAKTEPUCTH. GOST R 50444- | Medical instruments, apparatus and equipment, General
Hanenus Meapunsckue MmexTpudeckue. Yacrs 1-6. OGmue 2020 technical requirements
IEC 60601-1-6 TpeGoBaliuA Ge30MACHOCTH € YHETOM OCHOBHLIX GOST R 53469- | Optics and optical instruments. Medical endoscopes and
GYHKUMOHANBHBX XAPAKTEPHCTHK. JIONONHKTENbHBITR 2009 endotherapy devices. Part 1. General requirements
CTAHAAPT. IXCINTYATALMOHHAA PHIOAHOCTD.
Hapenna meanuuuckue nexTpirieckue. Macts 2-18.
Yactrbie TpebGoBanna 56e30NacHOCTH ¢ YUETOM OCHOBHBIX
[EC 60601-2-18 bYHXUMORANBHMX XAPAKTEPHCTUK K FHAOCKONWYECKOdH
annapatype.
Crepunmsauus MeTHUWHCKOR npoaykuuy. Crepruanianmna
1SO 17665-1 napoM. Yacthb 1. TpeSopakus k pa3paGoTKe, BATHAALMA 1
TEKYMIEMY KOHTPO/IO IPOLIECCA CTEPHITHIAIMNN
METHIHHCKUX H3aenui
ISO ITS 18339 YeTpohcTsa A S3HAOTEPANUH - XPHWKA OKY/AAPa ¥
KOHHEKTOP CBETOROAA
FOCT P 50444- Tpubopwl, annapaTi K 060pyAOBAHKHE MEAHLMHCKHE.
2020 Ofmue TexHHeckue Tpebopann
OnTuka 1 onTHYeCKHe NpuGopbl. DHIOCKONb 1 NP
;E)C()QT P 33463- JHAOTEPANEBTHYCCKHE MEAUUHHCKHE. YacTs 1. Oﬁni?u
TpeboBaHH
11. Pexnamanun/Reclamation
Topanok npebaBneHMs pexNaMaumii B OTBETOB HA HHX peryiupyercs rpaxaanckuM | The procedure for submitting complaints and responses to them is governed by
npaBoM. Pekamaiiua moxeT NpeabABNSTLCA TOABKO NO TAKHM BonpocaM, koTopeie | civil law. A complaint may be brought only on such issues that were not the subject
HE ABMANHCE NPEAMETOM NMPHEMKH TOBapa, npousseacHHoll B cooTsercTBHM c | of acceptance of the goods made in accordance with the terms of the contract.
YCNOBHAMM AOTOBOPA. For all issues related to product maintenance, please contact the Authorized
39
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Mo Bcem BoMpocaMm, CBSi3aHHbIM C  OGCMYXKVBAHMEM W3Jenns, HeobxoavMo  Representative of the manufacturer.

06paTUTLCA K YNOMHOMOYEHHOMY MPEACTaBUTENHO NPOU3BOAUTENS. In case of complaint, contact the manufacturer and / or authorized representative
B cnyuae peknaMaLmm 06paLLiaTbCs K NPOU3BOAUTENO U/ WK yronHOMOYeHHOMY — of the manufacturer.

NPeACTaBUTENO MPOM3BOANTENA.

Manufacturer:
[pownssoauTenb: KARL STORZ SE & Co. KG, Germany
«KAPJT LUTOPL], CE 1 Ko. KI'», N'epmaHua (KARL STORZ SE & Co. KG) Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany Phone: +49 7461 708-0
TenedpoH: +49 7461 708-0 Fax: +49 7461 708-105
dakc;+49 7461 708-105 E-mail: info(2)karlstorz.com

E-mail: info@karlstorz.com
Authorized representative of the manufacturer:

YNOMHOMOYEHHbIV MPEACTaBUTE b MPOM3BOAUTENS: LLC KARL STORZ Endoskopy - WOSTOK
OGLLUECTBO C OFPaHNYeHHON OTBETCTBEHHOCTbI0 KAP/T LUITOPLL - 3ngockonl  Derbenyevskaya nab. 7, building 4

BOCTOK (OO0 KLLT3S BOCTOK) 115114 Moscow, Russia

115114, MockBa, [epbeHeBckas HabepexxHas, 7, CTp. 4. Phone: +7 (495) 983-02-40, Fax: +7 (495) 983-02-41
Ten. +7 (495) 983-02-40, dpaxc: +7(495) 983-02-41 e-mail: info-ru@karlstorz.com

e-mail: info-ru@Xkarlstorz.com
12. CeepgeHust o npomssogutene / Information about manufacturer

PA3SPABOTUUK: DEVELOPER:

«KAPJ1 LLTOPLL CE n Ko. KI'», Nepmanusa (KARL STORZ SE & Co. KG) KARL STORZ SE & Co. KG, Germany
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
TeneoH: +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

MPOVI3BOANTEb: 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: infofolkarlstorz.com

«KAPJ1 LLITOPLL, CE n Ko. KI'», M'epmaHusa (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@karlstorz.com

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER:

YMO/THOMOUYEHHbIV MPEACTABUTE/b MPOV3BOAUTENS: LLC "KLUT3 BOCTOK"
OO0 KWIT3 BOCTOK 115114, Moscow, Derbenevskaya embankment, 7, p. 4
115114, Mocksa, [epbeHeBckas HabepexxHas, 7, CTp. 4 Phone: 8 (495) 983-02-40
TenechoH: 81495) 983-02-40 Email: info@karlstorz.com
40
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E-mail: info@karlstorz.com MANUFACTURING SITE:
MECTO ITPON3BOACTBA: 1. KARL STORZ SE & Co. KG,
1. KARL STORZ SE & Co. KG, Dr.-Karl-Storz-Strafle 34, 78532 Tuttlingen, Germany

Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany

41
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MpunoxkeHue 1. MNepeveHb PeKOMEHAYEMbIX YNCTALWLMX U Ae3nHpuumpytowmx pacteopoB\ Appendix 1. List of recommended cleaning and
disinfecting solutions

42
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Ipaaoxenue 1. [lepeuent pexoMenayeMbix HHCTAIMBX W Ac3HAGHOAPYIOMEUX pacTBopos: Appendix 1. List of recommended cleaning and

disinfecting solutions

Pyanas ounctka H Aeaundexuus / Manual cleaning and disinfection

Yncramnue pacreophi / Cleaning agent

Aesaunuuupyrome pacrsopnl / Disinfectant

IIpon3somurens / Toprosoe sanmenosanue / | Ilponzsoguvens / Toprosoe RanMeHoBanne /
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.l, STERIL-C

Weigert, Dr. GmbH & Co.

neodisher® Septo Active

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Ousncrka o Je3nHpexnug 8 MowDie-Ae3HRPEIEpYIomux MamuHax / Machine cleaning and disinfection

Yucramne pacreopsl / Cleaning sgent

JAesungnunpyrome pacrsops! / Disinfectant

IIpomwssoaurens / Manufacturer | Toprosoe Haumenonanue / IIpomsBoauTenn / Manufacturer | Toprosoe HanmmenoBanne /
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*

YucTampe cpeAcTRa, NOMEUECHHBIE *, A0Ka3anu ¢BOIO 3¢peKTHBHOCTH NpoTHB NproHOB / Cleaning agents that are marked with*: These cleaning agents

are proven to be effective against prions
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[{Iepeeod c nemeyrozo u anenuiicko20 A36ix08 Ha pyccKuii ALK
[Ha Granxe xomnanuu «Kapa LLimopy Sndocxonu»)

dopmipyeM BMecTe Oy aylniee SHAOCKONMH Ha NpoTHKeHnH Oonee 75 ner

«KAPJI WITOPH CE n Ko. KI'» (KARL STORZ SE & Co. KG) * a/a230 + 78503 Tyvauuren/Tepmanua
(P.O. Box 230 « 78503 Tuttlingen/Germany)

YTBEPXJAEHO

Crapmuii /MpexTOp 10 HOPMATHBHO-NIPABOBOMY PErYIHPOBRHMIO

MERIYHAPOIHOrO 0TAEJA [0 3A0P0BLIO NAHEHTOB H HOPMATHBHO-TIPABOBOMY PEry/THPOBAHIIO
OIDKHOCTE

ne nopyuenuio, a-p berrn eH

(uma)

«Kapa lliTopn CE u Ko. KI'»
Ap. Kapa-llropu-lliTpacce
34, 78532, TyTnwunresn,
lepMmanng
(Dr.-Karl-Storz-Strafle

34, 78532, Tuttlingen
Germany)

{nodnuce/
(moamice)

1onug 2023 2.

(aens, Mecan (nudpamu))

(ILlTamm)
[Tevams xomnanuu «Kapa Limopy Ixdockonu»)

HHCTPYKIHA ITO SKCIVIYATAIITHH

Punockon xectkuit HOPKINS ¢ npunaaaexnocramMu
Ha3Banie MeTHIIHHCKOTO H3IeTHA

2023 r.
DaxTrveckui aapec: Basmoncxne «Jloiue Banx Al' Kommanaumsoe Tosapiinectse Tloanufl koMRasLon
«KAPJT ITOPL CE w Ko. pexssanmat: TyTnuurens «KAPH LTOPL( CE «KAPJLITOPL
KI» «lOunKpeantr bank SWIFT: u Ko. KI» depeanstynrc CE»
Hp. Kapn- Al» DEUTDESS653 Jp. Kapn-Liiropu-Ulrpacce 34 Jip. Kapa-IlIvopu-1LItpacce
Lilvopu-litpacce 34 SWIFT: IBAN: DE0O9 6537 0075 78532 TyraunrewTepmanna 34
78532 Tyvmuurew/Tepmanns HYVEDEMMA473 0211 6390 00 MecToHaxoxcaeuuie komnanun: 78532 Ty amsnrew/Tepmanus
Teacon: +49 7461 7080  IBAN: DE62 6002 r. TyumHren MecToHaKowARHIE
®axc: +49 7461 708-105 0290 0034 5326 05  Hapoanui SaHk Toprossiil peecTp: xomnaHum: r, Tyraunren
. noyra: sllinapimansa-flonay- r. Lryrrapr, HRA 450442 Toprosstt peecip:
info@karlstorz.com «Kpakcumapkacee  Hewxap 3™ Haesr. Ne anarensminea HAC: v, LWivyrrapy, HRB 762524
www karlstorz.com TyTauures» SWIFT: GENODESITUT DE 142931059 Ynpsenmomuit  aMpexTop:
SWIFT: IBAN: DE97 6439 0130 INupextusa 06 yrwmsammn Kaps-Kpwcwan livopu
SOLADESITUT 0000 7720 03 IMEKTPHYECKOTO [peacenarens coseTa
IBAN: DE79 6435 H IRCKTPOHNOID AHPEXTOPOS:
0070 0000 0013 22 ofopyaosatu, MHOTOKPATHBIH  MOMCTHEAA

pes. Ne DE 74465858 noxrop Cubuan Lropu
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| HOTApHANbHHX AeHcTBuit 1 UZ 1284/2023
Actpun Xapant-Lltpexkep * Ten.: +4974619659700 * ®axc: +4974619659720

HoTapuanbHoe yAOCTOBEpEHHE
[loxnuch, NOCTABNCHHAA BhillIE B MOEM NMPHCYTCTBAH, AB/IACTCK NOANHCHIO
r-u a-pa Berrnunt Xagen,
aara poxaeHns: 09 cenrabps 1982 r.,
cryxeOnsni aapec: 78532 r. Tyrmunren, [p. Kapn-liltopu-IliTpacce 34,
— HM3BECTHOH MHE THUHO —
9TO A HACTOALTHM ODHLHANEHO YAOCTOBEPHIO.

r. Tyrmauren, 05 mong 2023 r.

/noonucse/
Hotapuyc Actpua XapauT-LllTpekxep

[Penvegpnas nevame nomapuyca)
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TeKCT AaHHOTO JOKyMeHTa NepeBén NepeBoAUMK Paxumkynos dnbaap Cepkannesuny. 3HaHume
MHOCTPAHHOTO A3blKa NOATBEP>KAA0* BbINOMHEHHbI NepeBo ABNSETCA NPaBU/IbHbIM, TOUYHbIM 1
MOMHbIM.

Poccuiickaa degepaums
"opog MockBsa
ﬂ,Ba,thaTb LecToro CEHTFI6pF| ABe ThbICAYN ABaALaTb TPETLENO roga,
{1, XKypasnesa EkaTepvHa BragymmposHa, BpeMeHHO MUCTOHALLAA 0653aHHOCTY HoTapuyca
ropogia Mocksbl ToHKMHa MU Tpua Banepbeiya, CBUAETENLCTBYH NOLIMHHOCTb NOANUCY NEPEBOAUMKA
Paxumkynosa Inbfapa Cepkanesnya.
[Moanuck caenaHa B MOEM MPUCY TCTBUN.
JInyHOCTb NoAnucasLLEro JOKYMEHT YCTaHOB/EHa.

3aperncTpupoBaHo B peecTpe: Nq 77/2079-177-2023-
YnnaueHo 3a CoBepLLEHVe HOTapuanbHOro aeincTavs: 400 pyo.

Bcero npoLuHypoBaHo, {fony} e ELdiryY'yY Is
VI CKpenneHo neyaTblo  4€ ™Y1

BPVO HoTapuyca

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



