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Baxuas nadopM:_._1 015 nons3osareneii H3aennii H HHC.pyMeHTOB KAPJI LLITOPLY
Important information for users of KARL STORZ devices and instruments

PexoMenayercs BpoBepRTH KPETOAHOCTH DPOLYETOR ANA NPEANOISraeMOil DPOUSAYPS A0 HAAAA RCHOIBIOBIHNS,

Bnaronapnm Bac 32 nosepue, oxasaunoe Toprosoil mapke KARL STORZ. Kax u Bea Hawa npoayxuss, 2aHHOE H3aenne SBAAETCA Pe3yabTaTOM HAWETO ONKWTa U
xponoranpoil paGotut. But H Bawna opranwsaipis 8s0pany cospeMeHHbIH H BRICOKOKANECTBCHHBI NpoayKT npoussoacTsa xomnainy KARL STORZ.

Hactoawas HECTpyKuUHa 20MKHA HOMOYs Bam npasunbio HCNoNL3088TE, 8 TAKKE O4HLIATD, AC3HHPHUMPOBATE H NIPK KEOGXOANMOCTH CTEPHAN30BATL W3nenne. Bee

HeobXoaMMbIe AETAHN K AEHCTBHS HArNAAHO PasLACHAIOTCS. MO3TOMY BHUMETENBHO NPOYTHTE HACTOANLYIO HHCTPYKUMIO; GepexkHo XpanuTe €€, ol B cryuae
BO3HHKHOBEHHMA BONPOCOB K Helf Bceraa MoxHO Obino ofpaTuToea.

HNPEAYNIPEXAEHHE: 3ndocxonw KARL STORZ nocmasasiomcs necmepunsubimu, u ux neobxooumo ovwmyams, dezundnyuposams u cmepunuzoeams neped

REPELIM UCHOTLIOSANUEM U RANCOBIM NOCACOYIOUJUM NOCMOPRLIM UCHOTLI0BAHUEM.

Komnanna KARL STORZ nocroanso paGoraer nan ycopepwencTsosanneM eceil npoxykumu. o 310l npuvmne BoIMOXKHL HIMEHEHUS GOPMEL, OCHALIEHHS W
TEXHONOMHH. Mt paccyHTLIBaCM Ha Bae nonumanue. [Noatomy aannbie, wsoOpaxenns u onucasua B HacTosmeH HHCTPYKUMU He MOTYT ShTh OCHOBAHHEM AN
NPEIbABACHHA NPETCH3MIA,

It is recommended to check the suitability of the products for the intended procedure prior to use.

Thank you for your expression of confidence in the KARL STORZ brand name. Like all of our other products, this product is the result of years of experience and
great care in manufacture. You and your organization have decided in favor of a modern high-quality item of equipment from KARL STORZ.

This instruction manual is designed to provide help with the proper application, cleaning, and sterilization of the endoscopes manufactured by KARL STORZ. All
required details and all actions on your part are clearly presented and explained. We therefore ask that you read this manual carefully before proceeding to work with
the instrument. Keep this manual available for easy reference.

WARNING: KARL STORZ endoscopes are not sterile when delivered, and must be cleaned, disinfected and sterilized prior to initial use and each subsequent reuse.

KARL STORZ is continuously working on the further development of all products. Please understand that changes to the scope of supply, design, equipment, and
technology are possible for this reason. Therefore, no claims may be derived from the information, figures, and descriptions in this manual.
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1. O6wwme ceegeHnsi/General information

OHAOCKOMbLI CO CcTepXXHeBbIMU siMH3aMn HOPKINS aBnawTca MHOropasoBbiMU U
COCTOAT M3 OKyNnspa, pasbema N8 CBeTOBbIX Kabenel ¢ npegycTaHOBMEHHbIMU
ajantepaMun ANs CBETOBbIX Kabenein [pyrux nNpovu3BOAMTENen M 060N104YKK U3
Hep)aBewLlero Mmartepuana, KoTopas 3aKpblBaeT CUCTEMY CTEPXHEBbIX JINH3 U
BCTPOEHHOr0  OMTOBOJIOKOHHOTOo cBeToBofa. CucTema CTEpPXHEBbIX  JIMH3
pacnonaraeTcs BHYTPM 3HAOCKOMNA W CAYXWUT [As Mepejayn un3obpaxeHusa oT
OVCTanbHOr0 KOHLA 3HA0CKONA K OKyNsapy:

rws— [ , 1, ,

*

Mo3ToMy ¢ HUMKW Heo6XoaMMO 06pallaTbCid OCTOPOXHO U MNpPOBepATb Ha
NPaBUbHOCTb (DYHKLMOHMPOBAHUA U HA Hannuyue NMPU3HAKOB MOBPEXAEHWUS [O U
nocsie KaXAoro MCrNosb30BaHWsi Ha NaLueHTe.

CobniogeHne cnegyrowen mHpopmaynm obecnevymnT JOATUIA CPOK CAYXO6bl Balnx
aHpockonos HOPKINS.

1.1.HaumeHoBaHne meanuymnHckoro nagenns/Name ofthe medical device
JlapHHroapuHrockon >ecTkuii HOPKINS B BapmMaHTax HCMO.3HEHUS C
MPUHAANEXXHOCTAMMN:

l. NapHHrogapuHrockon xectkuin HOPKINS B BapnaHTax UCMNOMHEHUS, B
cocTaBe:

1. JNapwuHrodapuHrockon >kecTkuiit HOPKINS, BapuaHTbl UCMO/THEHWS;
1.1.  NapuHrogapuHrockon xecTknin HOPKINS ¢ yrnosbiM OKynsipoM, HanpasfieHne
HabnwogeHna 15°, amameTp 4 MM, AnHa 17 cm, B COCTaBe;
NapuHrogapuHrockon - 1 wr.;
- MHCTpYKUMA no aKcnayaTtaumm - 1 .

1.2.  NapuHrodapuHrockon xecTkuin HOPKINS, Tunopasmepsbl:

1.2.1. NapuHrodapuHrockon xecTkuin HOPKINS, Tunopasmep: HanpaB/eHune
HabnwogeHna 0°. gnameTp 5 MM, AnvHa 24 c¢Mm, B cOCTaBe:
- NapuHrogapuHrockon - 1 wr,;
- MHCTpYKUMA no akenayaTtauum - 1 wr.
122 NapuHrodapuHrockon »xecTkuin HOPKINS, Tunopasmep: HanpaBnieHue

HabnwogeHns 0°, gnameTp 5 MM, gnMHa 29 cM, B cOCTaBe:
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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:

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.

Laryngopharyngoscope rigid HOPKINS in variants with accessories:

. Laryngopharyngoscope rigid HOPKINS in variants, consists of:

1. Laryngopharyngoscope rigid HOPKINS, in variants:
1.1.  Laryngopharyngoscope rigid HOPKINS with angled eyepiece, direction of
view 15°, diameter4 mm, length 17 cm, consists of:
- Laryngopharyngoscope - 1pc.;
- Instruction for use - 1pc.

1.2.  Laryngopharyngoscope rigid HOPKINS, dimension types:

1.2.1. Laryngopharyngoscope rigid HOPKINS, dimension type: direction of
view 0°, diameter 5 mm. length 24 cm, consists of:
- Laryngopharyngoscope - 1pc.;
Instruction for use - 1 pc.
1.2.2. Laryngopharyngoscope rigid HOPKINS, dimension type: direction of

view 0°, diameter 5 mm, length 29 cm, consists of;
- Laryngopharyngoscope - 1pc.;
- Instruction for use - 1 pc.
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- Jlapnnrodeaputrockon — | wr.;
- Huctpykiums no sxcanyarauns — 1 wr. 1.23.  Laryngopharyngoscope rigid HOPKINS, dimension type: direction of
view 30°, diameter 5 mm, length 24 cm, consists of:
1.2.3.  Japunrodapunrockon xectxuil HOPKINS, Tunopaiuep: sanpanienne = Laryngopharyngoscope — 1 pc.;
HaGmonenus 30°, asaMeTp 5 MM, ANHHA 24 CM, B COCTaBe; - Instruction for use — 1 pc.
- Jlapunrodapunrockon - 1 wr.;
- Huctpyxuma no sxkcnmyaraumy — 1 wr. 1.24.  Laryngopharyngoscope rigid HOPKINS, dimension type: direction of
view 30°, diameter § mm, length 29 c¢m, consists of:
124.  JNapnurodapuurockon xectkuil HOPKINS, tinopaimep: nanpasneine - Laryngopharyngoscope - 1 pc.;
nabmopenns 30°, anamerp 5 MM, aania 29 oM, B cocTase: - Instruction for use - 1 pe.
- Japunrodapunrocxon — 1 wr.;
- Anctpykuns no sxkcnayarauun - 1 mr. 1.2.5.  Laryngopharyngoscope rigid HOPKINS, dimension type: direction of
view 45°, diameter S mm, length 29 cm, consists of:
1.2.5. Jlapnurogapunrockon xwectxuit HOPKINS, tnopasmep: nanpasnienne - Laryngopharyngoscope — 1 pc.;
nabmonchnn 45°, AnaNeTp 5 MM, THHA 29 CM, B COCTaBE: - Instruction for use — 1 pc.
- Jlapusrodapunrockon - | wr.;
- Huctpyxums no 3xcruryarausu - 1 wr. 1.2.6.  Laryngopharyngoscope rigid HOPKINS, dimension type: direction of
view 70°, diameter 5 mm, length 24 cm, consists of:
1.2.6.  Jlapunrodapusrocxon xectkuil HOPKINS, THnopaimep: HanpaBacHue - Laryngopharyngoscope - 1 pc.;
Habmogenns 70°, auamerp 5 Mm, Anuna 24 cM, B COCTaBE: - Instruction for use — | pe.
- Jlapunrogapunrockon - | wr.;
- Muctpyxiun no xcnayaTauvy - 1 wr. 1.2.7. Laryngopharyngoscope rigid HOPKINS, dimension type: direction of
view 70°, diameter 4 mm, length 18 cm, consists of:
1.2.7. Japunrrogapunrockon xectxuii HOPKINS, Tunopasmep: nanpasnenue - Laryngopharyngoscope — 1 pc.;
Habmorenna 70°, nuametp 4 MM, anuna 18 oM, B cocTase: - Instruction for use - 1 pc.
- Jlapuurogapuurockon — 1 wr.;
- HHCTPYKILHS IO IKCTUTYaTaUMHs — | wt. 1.2.8. Laryngopharyngoscope rigid HOPKINS, dimension type: direction of
view 70°, diameter 5.8 mm, length 19 cm, consists of:
1.28.  Japunrogapunrockon xectxnit HOPKINS, Tunopamep: nanpasnenue - Laryngopharyngoscope - | pc.;
sabmonenun 70°, anameTp 5,8 MM, AnHHa 19 oM, B cocTase: - Instruction for use — 1 pc.
- Jlaprurodapanrockon - | wr.;
~ HHCTPYKIMR NO KCcnAyaTausy ~ | wr. 1.29.  Laryngopharyngoscope rigid HOPKINS, dimension type: direction of
view 90°, diameter 5,8 mm, length 20 cm, consists of’
1.29.  Jlapunrogapunrockon xectinit HOPKINS, tunopasmep: HanpasneHue - Laryngopharyngoscope - 1 pc.;
nabmonenua 90°, nuamerp 5,8 MM, anuna 20 e, B cocrase: - Instruction for use - 1 pc.
- JNapunrodapunrockon — | wr.;
- Hucrpyxums no sxcnnyaraumns - 1 wr, 1.3. Laryngopharyngoscope rigid HOPKINS for photodynamic diagnostics (PDD)
with 4x magnification, direction of view 90°, diameter 10 mm, length 15 cm,
1.3.  Napunrogapunrocxon xectiknit HOPKINS ana poronnsamuyeckolt consists of:
anarnocTiki (PDD) ¢ 4-xpaTHbiM yBennyeHneM, Ranpasnenue sadmonenns 90°, - Laryngopharyngoscope — 1 pc.;
anameTp 10 MM, ArKHa 15 ¢u, B cocTase: - Instruction for use — 1 pc.
7
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- Jlapwarodaprurockon — | wr.;
- HncTpyxuns no axcrutyarauumn — | wr. 1.4. Laryngopharyngoscope rigid HOPKINS for photodynamic diagnostics (PDD),
dimension types:
14.  Napuuropaprurockon wecrxuli HOPKINS mnx doToannamueckol 14.1.  Laryngopharyngoscope rigid HOPKINS for photodynamic diagnostics
14.1.  Japunrodapuurockon xectkuli HOPKINS ans doroansaMmieckos cm, consists of:
aunarnocTikl (PDD), Tunopasmep: nanpasnense Habmonenus 0°, auamerp - Laryngopharyngoscope ~ | pc.;
S MM, AnuNHA 24 CM, B COCTABE: - Instruction for use - 1 pc.
~ Jlapunrogapunrockon — 1 wr.;
- HHCTpYXUMR IO IXCrUTYaTauns — 1 wr. 14.2.  Laryngopharyngoscope rigid HOPKINS for photodynamic diagnostics
(PDD), dimension type: direction of view 30°, diameter 5 mm, length
142.  Napunrogapurrockon xecrxkuli HOPKINS nnn dotoaunammuecko 24 cm, consists of:
anarsocTiki (PDD), Tuniopasmep: nanpannenue sabmoaenus 30°, - Laryngopharyngoscope - 1 pc.;
AUAMETDP 5 MM, JUTHRA 24 CM, B cOCTaBe: - Instruction for use - 1 pc.
- Jlapuurogapunrockon - 1 wm.;
- Hrcrpyknua no sxcanyaraums — 1 mr, 143.  Laryngopharyngoscope rigid HOPKINS for photodynamic diagnostics
{PDD), dimension type: direction of view 70°, diameter $ mm, length
143.  Napuwrogapunrocxon xecrinii HOPKINS ana dotoaunaMuaeckod 24 cm, consists of:
anaruocTuki (PDD), THnopasmep: HanpaBaenue nabmonenns 70°, - Laryngopharyngoscope — 1 pc.;
aMaMeTp 5 MM, THBa 24 M, B COCTaBE: - Instruction for use - 1 pc.
- Jlapunrodapunrocxon - | wr.;
- HrcTpyxums no 2xkcnnyaraums — 1 wr. 1.5. Laryngopharyngoscope rigid HOPKINS for stroboscopy, direction of view
70°, with oval tube 7.2 x 9,3 mm, length 17 cm, consists of:
1.5. Japuurodapanrockon xectkrit HOPKINS ana crpoGockonum, Hanpasnenne - Laryngopharyngoscope - 1 pc.;
Ha0moaenna 70°, c oBansHLIM TYGYCOM 7,2 X 9,3 MM, 2nuna 17 cM, B cocTaBe: - Instruction for use — 1 pc.
- Jlapunrodapunrockon - | wr.;
- ARCTpYKUMSE NO 3KCNAYaTaLlHy — ) W, 1.6. Laryngopharyngoscope rigid HOPKINS with 4x magnification, direction of
view 90°, diameter 10 mm, length 15 cm, consists of:
1.6. Jlapuurogapunrocxon xectxuiit HOPKINS ¢ 4-xparbiM yBenHucHUEM, - Laryngopharyngoscope - 1 pc.;
nanpasaenwe HaGnoaenns 90°, anamerp 10 MM, AnnKa 15 N, B cocTase: - Instruction for use - 1 pe.
- JNapunrodapunrockon — 1 wr.;
- HucTpyxuss no sxcnayarausu — 1 wr. 1.7.  Laryngopharyngoscope rigid HOPKINS with adjustable magnification,
1.7.  Napunrodapunrockon xecTauii HOPKINS ¢ perynupyeMuiM ynennuenuen, 1.7.1.  Laryngopharyngoscope rigid HOPKINS with adjustable magnification,
THNOPEINEPAL: dimension type: direction of view 0°, diameter 5,5 mm, length 23 cm,
1.7.1.  Napuurodapurrockon xectkui HOPKINS ¢ peryaupyemsiM consists of:
yBeNHUCHHEM, THNOPAIMED: HanpaBicHue HaGroaenna 0°, auamerp 5,5 - Laryngopharyngoscope - 1 pc.;
MM, ANHHA 23 CM, B COCTaDe: - Instruction for use - 1 pe.
- Japunrodaprnrockon - | mit.;
- HncTpyxuns no sxcnayaramsn — | wr. 1.7.2.  Laryngopharyngoscope rigid HOPKINS with adjustable magnification,
dimension type: direction of view 30°, diameter 5,5 mm, length 23 cm,
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1.7.2.

1.8.

1.8.1.

1.8.2.

Jlapunrogapusrockon xectkuit HOPKINS ¢ peryanpyembim
yBENHYEHHEM, THNIOPa3MeEp: Haripamlenue Habmoaexus 30°, anamerp 5,5
MM, 1nH1Ha 23 cM, B cocTaBe:

- Jlapuurogapurockon — | wr..

- HHCTpYKUMA no IxcnayaTaumy — 1 wr.

Jlapunrogpapunrockon wxectkuit HOPKINS ans aytodayopecuentHoii

IMarHOCTHKH N IHarHocTHkH B Genom usete (1CG), THNOpasmeps:
Jlapuurodapunrockon xectkuii HOPKINS ans ayroduyopecueHTHOH
JHArHOCTHKH U anarHocTHkH B 6enom usere (ICG), Thnopasmep:
HanpaBneHue HabmoaeHus 0°, anametp 5,8 MM, Anuna 19 cM, B cocTase:

- Jlapuurogapusrockon — | wr.;

- HucTpykums no skcnayaraumu — | wr.

Jlapunrogapunrockon xectkuil HOPKINS ans aytodyopecueHTHO#H
JHarHOCTHKH M AnarHocTHkH B 6enom usete (ICG), THnopasmep:
Hanpasnexue HabnoaeHna 0°, anameTp 10 Mm, annna 20 oM, B cocTase:
- Jlapuxrogapunrockon — | wr.;
- Huctpykums no sxcrutyatauus — | wr.

2. KonreiiHep npoBonouHblii Ana Ae3nHdeKLUMH/CTEPHANIALHI/XPaHEHHR (NpH
Heo6X01MMOCTH), THNOPA3MEpHL:

2.1

2.2.

2.3.

24

25.

2.6.

2.7.

28.

29.

2.10.

KonTefinep npoBonovHblil s ae3BHBEKUHH/CTEPHIN3ALHIW/ XPAHEHHA, Pa3Mephbl:

290 x 60 x 52 Mmm- He 6onee 10 wT.
Koureftnep nposonouHbiii Ans ne3sHH(peKUHH/ CTepHIN3aLHH/ XPAHEHHA IBYX
KECTKUX IHIO0CKONOB, pasmepnl: 352 x 125 x 54 MM — He Gonee 10 wr.

Konuteitnep npoBonounbiit 14 ae3nHGeKUMH/CTEPHIH3AUMK/XPaHEHHA, Pa3Mephbl:

430 X 65 x 52 MM- He Gonee 10 wT.

KonTefiHep npoBon04HbIH AnA Ae3MHGEKLHH/CTEPWIH3ALUMH/XPaHEHHS, Pa3Meph!:

487 x 125 x 54 MM— He Gonee 10 wiT.

Konteiinep nposonoussiii ans ae3ntdexuHn/cCTepIIH3aALNKH/ XPAHEHHA, Pa3MEPbI:

480 x 250 x 66 MM — He Gonee 10 wr.

Koute#inep npoBonouHblil An8 ae3rHbeKUHH/CTEPUIH3ALMIW/XPAHEHKA, PA3MEPDI:

352 x 125 x 54 MM — He Gosee 10 wT.

KoHrelinep npoBono4Hblii AnA Ae3HHBEKUHI/CTEPWIHIALMH/XPaHEHHS, PAa3MEPSI:

622 x 150 x 78 MM — e 6onee 10 wT.

Koutefinep nposoaouHbiii Ana Ae3nHbeKUHH/ CTEPHIH3ALMW XPaHEHHA, Pa3MepHI:

640 x 216 x 78 MM — He Gosee 10 wr.

Koutefinep nposonouHbifi Ana ae3HpeKUNH/ CTEPHIH3ALMHK/XPaHEHHA, pa3Mephi:

480 x 125 x 54 MM — He Gonee 10 wr.

Kowurefinep nposonouHsiit Ana ne3suHbeKUMK/ CTEPHIH3AUKN/XPaHEHHS, Pa3Mephi:

460 x 80 x 52 MM — He Gonee 10 wrT.

_I\)

consists of:

- Laryngopharyngoscope — 1 pc.;
- Instruction for use - 1 pc.

1.8.  Laryngopharyngoscope rigid HOPKINS for autofluorescence diagnostics and
diagnostics in white color (ICG), dimension types:

1.8.1. Laryngopharyngoscope rigid HOPKINS for autofluorescence
diagnostics and diagnostics in white color (ICG), dimension type:
direction of view 0°, diameter 5,8 mm, length 19 cm, consists of:

~ Laryngopharyngoscope - 1 pc.;
- Instruction for use - 1 pc.

1.8.2. Laryngopharyngoscope rigid HOPKINS for autofluorescence

diagnostics and diagnostics in white color (ICG), dimension type:

direction of view 0°, diameter 10 mm, length 20 cm, consists of:
- Laryngopharyngoscope — 1 pc.:
- Instruction for use - 1 pc.

Wire container for disinfection / sterilization / storage (if necessary), dimension

types:

2.1.  Wire container for disinfection / sterilization / storage, dimensions: 290 x 60 x
52 mm - no more than 10 pcs;

2.2, Wire container for disinfection / sterilization / storage of two rigid endoscopes,
dimensions: 352 x 125 x 54 mm - no more than 10 pcs;

2.3.  Wire container for disinfection / sterilization / storage, dimensions: 430 x 65 x
52 mm - no more than 10 pcs;

2.4.  Wire container for disinfection / sterilization / storage, dimensions: 487 x 125
x 54 mm - no more than 10 pcs;

2.5.  Wire container for disinfection / sterilization / storage, dimensions: 480 x 250

x 66 mm - no more than 10 pcs;

Wire container for disinfection / sterilization / storage, dimensions: 352 x 125

X 54 mm - no more than 10 pcs:

2.7.  Wire container for disinfection / sterilization / storage, dimensions: 622 x 150
x 78 mm - no more than 10 pcs;

2.8.  Wire container for disinfection / sterilization / storage, dimensions: 640 x 216
x 78 mm - no more than 10 pcs:

2.6.

2.9.  Wire container for disinfection / sterilization / storage, dimensions: 480 x 125
X 54 mm — no more than 10 pcs;

2.10. Wire container for disinfection / sterilization / storage, dimensions: 460 x 80 x
52 mm - no more than 10 pcs;

2.11.  Wire container for disinfection / sterilization / storage, dimensions: 604 x 125

X 54 mm — no more than 10 pcs

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




Rus

2.11 KoHTeliHep NPOBOMIOYHbIN AN Ae3nHpeKUnn/cTepunmnsaunn/xpaHeHusl. pasmepsbl;
604 x 125 x 54 Mm - He 60see 10 L.

Eng

3. Handle for laryngofaryngoscope (if necessary) - no more than 10 pcs;

3. PykosiTKa gna napuHrodgapuHrockona (npu Heo6xogmMmocTtun) - He 6onee 10 L. 1. Accessories:

. MpuHagnexHocTu: 1. Adapter for KARL STORZ and Olympus light guides - no more than 20 pcs;

2. Adapter for Richard Wolf light guides - no more than 20 pcs;

1. Agpantep ceeTtoBofoB KARL STORZ n Olympus - He 6onee 20 L.
2. Apantep cBetoBofoB Richard W olf- He 6onee 20 L.
3. LleTka nnockas Ans 04UCTKU - 5 wiT.fyn.

[Janee Bo3MOXHbI HanmeHoBaHuA: OnTuka. M3genue, Hgockon, Hgockon HOPKINS,
MefULMHCKOe n3aenue.

1.2.MepeyeHb apTuKynos nagennii/REF list
1 NapuHrogapuHrockon xxecTkuin HOPKINS B BapnaHTax UCMO/IHEHMS B cOCTaBe

3. Flat brush for cleaning - 5 pcs / pack.:

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

l. Laryngopharyngoscope rigid HOPKINS in variants, consists of;

HanmeHoBaHwue REF Name REF

NapuHrodapuHrockon xecTkuii HOPKINS ¢ yrnioebim Rigid laryngopharyngoscope HOPKINS with angled eyepiece, 8575AV
OKY/ISIpOM, HanpaBfieHue HabngeHnsa 15°, nmameTp 4 MM, AnvMHa 8575AV direction of view 15°, diameter 4 mm, length 17 cm
17 cm Rigid laryngopharyngoscope HOPKINS direction of view 0°,

o ) 8712AA
NapuHrodapuHrockon »xecTknin HOPKINS HanpasneHue 8712AA diameter 5 mm. length 24 cm
HabnoaeHns 0°, anameTp 5 MM, A/nHa 24 cMm Rigid laryngopharyngoscope HOPKINS direction of view 0°,

o ) 8713AA
JNapvHrogapuHrockon xecTknin HOPKINS HanpasneHue 8713AA diameter 5 mm, length 29 cm
HabnofeHns 0°. AnameTp 5 MM, AnnMHa 29 cM Rigid laryngopharyngoscope HOPKINS direction of view 30°.

o . 8712BA
NapuHrodapuHrockon >ecTknii HOPKINS HanpasneHvie 8712BA diameter 5 mm, length 24 cm
HabnogeHnsa 30°, guameTp 5 MM, 4nmHa 24 cm Rigid laryngopharyngoscope HOPKINS direction of view 30°, 6713BA
NapuHrodaprHrockon >ecTknii HOPKINS HanpasneHve 8713BA diameter 5 mm, lengA 29 cm
HabnogeHns 30°, gnameTtp 5 MM, fvHa 29 cM Rigid lar>"ngopharyngoscope HOPKINS direction of view 45°, 8713FA
JNapvHrodapuHrockon xectknini HOPKINS HanpasneHue 8713FA diameter 5 mm, length 29 cm
Hab/ofeHnn 45°, amameTp 5 MM, AnvHa 29 cm Rigid laryngopharyngoscope HOPKINS direction of view 70°, 8712CA
JNapwHrodapuHrockon >xectknini HOPKINS HanpasneHue 8712CA diameter 5 mm, length 24 cm
HabnogeHna 70°, guameTp 5 MM. 4nnHa 24 cm Rigid laiyngopharyngoscope HOPKINS direction of view 70°,

i i 8705CKA
JapuHrogapuHrockon >kectkuin HOPKINS HanpaBneHue 8705CKA diameter 4 mm, length 18 cm
HabnogeHns 70°, anameTp 4 MM, AnnHa 18 cm Rigid laryngopharyngoscope HOPKINS direction of view 70°, 8700CKA
NapvHrodapuHrockon »xecTknini HOPKINS HanpasneHue 8700CKA diameter 5,8 mm. length 19 cm
HabntofeHus 70°, gnameTp 5,8 MM, AnuHa 19 cm Rigid laryngopharyngoscope HOPKINS direction of view 90°, 8700DKA
JNapwHrodapuHrockon >xectknini HOPKINS HanpasneHue 8700DKA diameter 5,8 mm, length 20 cm
HabntodeHns 90°, AnameTp 5,8 MM, AnvHa 20 cm Rigid laryngopharyngoscope HOPKINS for photodynamic
NapuHrodapuHrockon >ecTknii HOPKINS gns diagnostics (PDD) with 4x magnification, direction of view 90°, 8707DP
thoToanHammyeckol guarHoctuku (PDD) ¢ 4-kpaTHbIM 8707DP diameter 10 mm, length 15 cm
yBenmueH1em, Hanpas/ieHve HabtogeHns 90°, anametp 10 MM, Rigid laryngopharyngoscope HOPKINS for photodynamic 8712AP

anvHa 15 cm
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Jlaputrogapunrockon kectkuli HOPKINS ana
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cm
Rigid laryngopharyngoscope HOPKINS for photodynamic

doToaunamuvecxoit auarnocTuku (PDD) nanpasnenue 8712AP
;:znmnem 0°, nuamerp 5 n:& Erg:; %; scu gfmcs {PDD) direction of view 30°, diameter 5 mm, length 8712BP
HHTO(APHHIOCKON KECTK R cm

doroannammseckoll marnoctuxu (PDD) nanpasnenne 8712BP Rigid laryngopharyngoscope HOPKINS for photodynamic

HaOmoxneHna 30°, nuameTp 5 MM, TS 24 cM diagnostics (PDD) direction of view 70°, diameter § mm, length 8712CP

Jlapunrodapumrockon xectkuii HOPKINS ann 24 cm

$poronnHamuyeckolt anarnocTikr (PDD) nanpasnenne §712CP Rigid laryngopharyngoscope HOPKINS for stroboscopy, direction 8706CA

Halmonexus 70°, nuameTp 5 MM, JyTuHa 24 cM of view 70°, with oval tbe 7,2 x 9,3 mm, length 17 cm

Jlapunrogaprurockon xectxuii HOPKINS ana crpofockonum, Rigid laryngopharyngoscope HOPKINS with 4x magnification,

nanparnesue Habmonexns 70°, ¢ oranbHMM TyGycom 7,2 X 9,3 8706CA direction of view 90°, diameter 10 mm, length 15 cm ks

MM, aauHa 17 oM Rigid laryngopharyngoscope HOPKINS with adjustable

JNapruropapurrockon xectkuit HOPKINS ¢ 4-xpatasiM magnification direction of view 0°, diameter 5,5 mm, length 23 8715AA

yBeNHYEHHEM, HanparneHue Habmoaexua 90°, auameTp 10 M, 8707DA cm

anuna 15 cM Rigid laryngopharyngoscope HOPKINS with adjustable

JNapunropapunrockon xectkuih HOPKINS ¢ perynupyeMaiM magniﬁcaﬁon direction of view 30°, diameter 5,5 mm, length 23 8715BA

yBeNHI¢HReM HanpaBlieHre Habmozenns 0°, muametp 5,5 MM, 8715AA

annna 23 cN Rxgnd laryngopharyngoscope HOPKINS, for autoflucrescence

Japunrodapnurockon xectkuit HOPKINS ¢ perynnpyembid diagnostics and diagnostics in white color (ICG), direction of view | 8710AGA

ymmze;ucu Hanpasnenue Halmonenus 30°, anameTp 5,5 MM, 8715BA 0°, diameter 5,8 mm, length 19 cm

anuua 23 cM Rigid laryngopharyngoscope HOPKINS, for autofluorescence

Jlapunrogapuurrockon xectxuiit HOPKINS, ans diagnostics and diagnostics in white color (ICG), direction of view | 8711AGA

ayToQUIyOpecUeHTHOH AHarHOCTAKA W AHATHOCTHKH B GeloM 0°, diameter 10 mm, length 20 cm

usere (ICG) nanpaanenne HabmozeHus 0°, auamerp 5,8 Mu, §710AGA Wire container for disinfection/sterilization/storage, dimensions: 39501A1

anmua 19 cm 200x 60x 52 mm

Jlapunrodapunrockon xecrkuk HOPKINS, ans Wire container for disinfection/sterilization/storage of two rigid 30501A2

ayToduyOpecLeHTHON AHAFHOCTHKE H nm:mocmxn B Gesom 8711AGA endosc_ogﬁ, dunens;};?s: 35? x 125_’f 54_mm . .

uBeTe ggG) HanpasneHue HaGmonenna 0°, xuamerp 10 MM, Wire container for disinfection/sterilization/storage, dimensions: 39501B1

anuna 20 oM 430 x 65 x 52 mm

puncatn ptmeput 2905 603 S| 3950AL T 125 Sy on/serlzation/siorsge, dimensions: | 3950132

Konrethep nposonounbiil 214 aesundexunn/creprinianun/ Wire container for disinfection/sterilization/storage, dimensions:

XPAHEHNR ABYX KECTKMX IHIOCKONOB, pasMepbi: 352 x 125 x 54 39501A2 480 x 250 x 66 mm 395022

MM Wire container for disinfection/sterilization/storage, dimensions:

Kosxreiinep npoponaounuiil 118 aesundexuun/crepunusaumn/ 39501B1 352x 125 x 54 mm 39501AL

XpaHeHus, pasMephl: 430 X 63 x 52 MM Wire container for disinfection/sterilization/storage, dimensions:

Konreiinep nposonounntii a1 acsnndexumw/crepunnsainnn/ 3950182 622 %150 x 78 mm 39501BR

xpatedus, pasmepsi: 487 x 125 x 54 mu Wire container for disinfection/sterilization/storage, dimensions:

KouTeithep npoponounbiil 11s Aesundexunn/crepunyratmmn/ 395027 640 x 216 x 78 mm o 39501ES

XpaneHns, pasmepi: 430 x 250 x 66 mm Wire container for disinfection/sterilization/storage, dimensions:

Kourefinep nposonounuifl s aesundexumn/crepunysating/ 39501 AL 480 x 125 x 54 mm 39501BEC
| XpaHeHus, pasMepul: 352 X 125 x 54 MM Wire container for disinfection/sterilization/storage, dimensions: 39501BAE
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Koureluep npoboacunbiil ang ae3nnpexumn/crepunnlammm/ 39501BR 460 x 80 x 52 mm

| Xxpanenns, paamephi: 622 x 150 x 78 mm Wire container for disinfection/sterilization/storage, dimensions: 39501CEC
Kontefinep nposonounsiii ans resundexumn/crepunusaunn/ 39501ES 604 x 125 x 54 mm
Xpanennd, pasMep: 640 x 216 x 78 mm Handle for laryngofaryngoscope 8700H
Koureiinep nposonounstit 11 ac3HHPeRUBH/ CTEpHARIALHN 39501BEC
XpaHeHns, pasMephl: 480 x 125 x 54 mm II, Accessories

_If;.':f:f bemeptt %002 00 83 pcrmCTepIAL 3950IBAE Adapter for KARL STORZ anlzgi.;mpus Tight guides 49"3'3
Kourelinep mpoponcunsili ans aesunbexumm/crepunnsaunn/ 30501CEC Adapter for Richard Wolf light guides 495F
XpaHeHns, pazmephi: 604 x 125 x 54 Mm | Flat brush for cleaning 27652-05
Pykoatka Ang napurrogapHurockona 8700H

II. NipunasnexsocTd

Haumenosanne REF

Apantep ceerosoaos KARL STORZ n Olympus 495G
Azantep ceerosonos Richard Wolf 495F
llleTka NIOCKAS JUIN OUHCTEH 27652-05

1.3. Haznauenue/Intended use

DHAOCKON NPEAHATHAYCH LIS NIOAYYCHHA U NEPEAAYH IHAOCKOTIHUECKOro H300pamKeHHA NpX
AHATHOCTHKE H JICMEHHN NATONOTHH FOPTAHOTNIOTKH H NOPTaRK. JHAOCKON NMPEIHAIHAYEH
2N KPATKOBPEMEHHOTO HCNOAB30BAHNS MPH XHPYPTHYECKH HHBAIHBHALIX TPOLEAYPax H
BBOAHTCA YepPe3 POTOBOS OTBEPCTHE,

The endoscope is designed to receive and transmit endoscopic images in the diagnosis
and treatment of pathology of the hypopharynx and larynx. The endoscope is intended
for short-term use in surgically invasive procedures and inserted through mouth opening.

1.4. Noxazauns/Indications

TTpuMeneHHe HAOCKONOB MNY NAPRHIOPAPHHTOCKONNH TOKA3AHO € LEALIO AHATHOCTHKA
WHH DCUCHHA [IOTKN H TOPTaHH.
K 3roMy OTHOCATCRCREAYIOWNE NOKASAHNA:

- Jlapuurodapunrockon wectknil HOPKINS ¢ yraoBuM okynspou, Jiapuurodapunrockon
xecTxuiit HOPKINS, Napururodapunrockon xectkuli HOPKINS ¢ 4-kpaTHuIM yBEHYEHHEM,
Jlapunrogapnurockon skectkufi HOPKINS ¢ perynupyembim ypenuuernem (8575AV,
8712AA, 8713AA, 87T12BA, 8713BA, 8713FA, 8712CA, 8705CKA, 8700CKA, 8700DKA,
8707DA, 8715AA, 8715BA).

ONRIIIKA,

HBDYLIEHHA [A0TATEAbHOH ByHKIHR,

Hapymwenns GyRKUHA TONOCOBBIX CBA3OK,

MHOPORHOC TENO FMOTEH U NOPTAHH,

TPaBMBI NOPTAHH,

ayrMEHTalHs IOIOCOBBX CKIAAOK,

3800NeBaHUe TOPTAHH M TONOCOBMX CKNANOK (ONYXONH, NOPOKM Pa3sBHTHA, NAPanHy
FONOCOBRIX CKNAAOK, NOMHITH, KHCTHI).

* ¢ & ¢ e ¢ 9

The use of endoscopes for laryngopharyngoscopy is indicated for diagnostics and / or
treatment of the pharynx and larynx.
This includes the following indications;

- Laryngopharyngoscope rigid HOPKINS with angled eyepiece, Laryngopharyngoscope
rigidt HOPKINS Laryngopharyngoscope rigid HOPKINS with 4x magnification,
Laryngopharyng rigid HOPKINS with adjustable magnification (3575AV,
8712AA, 8713AA, 8712BA, 8713BA, 8713FA, 8712CA, 8705CKA, 8T00CKA,
8700DKA, 8707DA, 8715AA, 8715BA):

» Shortness of breath

+ Swallowing disorders

* Voice changes

+ Foreign body of the pharynx and larynx

« Injuries of the larynx

« Vocal fold augmentation

* Diseases of the larynx and vocal folds (tumors, malformations, paralysis of the vocal
folds, polyps, cysts).
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- Jlapuuropapunrockon xectxnit HOPKINS zas doTonnnamuueckofl anarnoctuxn (PDD) ¢
4-xpaTHM  yBeawueHWeM,  Jlapunropapmurockon  xectxu#i HOPKINS  ann
boronunaMuueckoll anartocTrxn (PDD), Japunrodapuirockon xectknli HOPKINS ana
asToqUIyOPECICHTHOH IAATHOCTHKK B JuarnocTHkH B 6enom ugere (1CG) (8707DP, 8712AP,
$712BP, 87T12CP, 8710AGA, 8711AGA).

¢ JlMarHocTHKa, B TOM RTHCIC PAHHAS AHATHOCTHKA PaKa FOPTAaHH, @ TaKike BH3Yanu3auua
OMyXoNeBol TKAHN BO BpeMA XHPYPrHYECKHX SHAOCKONHMECKHX BMEIIAYENLCTD 110 NOBOAY
paka ropTaKy.

- Jlapunrodapnurockon xectkilt HOPKINS anx crpobockonim (8706CA):
KApUHHOMA NOJNIOCOBHIX CKIANOK,
KAPIUHHOMA HAATOPTAHHHKA,
Y3ICIIKH Ha FON0COBEIX CKNAAKAX,
KHCTH H2 MONIOCOBLIX CKAAZKAX,
XpoHUuecKkih napuHruT,
RApanHy roioCOBLIX CKIALOK,
runepdYHKUHOHANLHAA KK THNODYHKUHOHANLHAA AHCHOHNA.

Laryngopharyngoscope rigid HOPKINS for photodynamic diagnostics {PDD) with 4x
magnification, Laryngopharyngoscope rigid HOPKINS for photodynamic diagnostics
(PDD), Laryngopharyngoscope rigid HOPKINS for autoflucrescence diagnostics and
diagnostics in white color (ICG) (8707DP, 8712AP, 8712BP, 8712CP, 8710AGA,
8711AGA).

« Diagnosis, including early diagnosis of laryngeal cancer as well as visualization of tumor
tissue during surgical endoscopic interventions for laryngeal cancer,

- Laryngopharyngoscope rigid HOPKINS for stroboscopy (8706CA):
* carcinoma of the vocal folds,
» carcinoma of the epiglottis,
« nodules on the vocal folds,
« cysts on the vocal folds,
« chronic laryngitis,
» paralysis of the vocal folds,
* hyperfunctional or hypofunktional dysphonia.

1.5. llporreonoxazanus/Contraindications

TTpOTHBONOKA3AHNAA, CBASAHNBIC HENOCPEACTBEHHO ¢ H3AEIHEM, OTCYTCTBYIOT.

[pumeneHye 3HAOCKONOR JUIN NAPHHTODAPHHIOCKONHA TPOTHBONOKA3AHKO

- SCIH BBHAY O0WICIO COCTOAHMA NAUMCHT HECMOCOGEH MEPEHECTH 3JHOOCKOMHYECKYIO
OTepaLMIO HAN HAPKOS;

- ANA IpoueAYP B HenocpeacTBeHHOM KouTaxTe ¢ LIHC (ueHTpansHofi Hepenoii cucremolt) 1
LICHTPANLHOH CEPaeHHO-COCY AMCTON CHCTEMOMN,

- PLaKLNH HENEPEHOCHMOCTH BO BPEMA HCNOH3OBAHHA 5-aMHHOJIERYTHHOBOH KHC/IOTH (Npn
doronunamuveckolt anarnoctuke (PDD)) win uumonmaHuma seneHoro (ICG) (npm
Heeneaoanuy B Ganxuem uudpaxpaciom ananazone (NIR)) B anamuese,

There are no contraindications related directly to the devices.

The use of endoscopes for laryngopharyngoscopy is contraindicated:

- if due to the general condition the patient does not have the ability to undergo endoscopic
surgery or anesthesia,

- for procedures in direct contact with the CNS (central nervous system) and the central
cardiovascular system.

- intolerance reactions while using of 5-aminolevulinic acid (in photodynamic diagnosis
(PDD)) or indocyanine green (ICG) in (for near-infrared observation (NIR)) in
anamnesis.

1.6. Boamoxnnie noloansie 3ddextn: B ocnoxnenns/Possible adverse events

and complications

Bo3amomHbie noboynsie 2pPexTsl H OCNOXHEHRA:
* [oBpexACHHS, KPOBOUINHAHKS Ha ryGax, asbike, HeOHBIX AYXKKaX H MHHAANNHAX
+ lospexaenne 3y6on
* [TocneonepauroHHan Gob B BHCOMHO-HIIKHEYETIOCTHOM CYCTABS
* Bpemenuuiil napaniy noapA3LINHONO M A3LIYHOTO HEPBOB, NAPATHY A3bIKa
+ BpemeHHbIE MIMEHEHHR] BKYCOBBIX Oty HICHHI
« KporoTeueHns
¢ [locneonepaunoHHRe OTEKH
* Hexenarenswie pybunl, 0COOCHHO B BHAE NEPEIHRX CRHEXHI MONOCOBBIX CKNAN0K
+ [ToppexneHns CHHIUCTOIM.

HasecTHH ROIMOXKHBEIE pHCKH (IOGOYHBIE IBNCHHA), NMPHCYINHE NPOLIERYPAM B

Possible side effects and complications:

» Injuries, hemorrhages on the lips, tongue, palatine arches and tonsils

» Damage to teeth

* Postoperative pain in the temporomandibular joint

* Temporary paralysis of the hypoglossal and lingual nerves, paralysis of the tongue
« Temporary changes in taste sensations

* Bleeding

* Postoperative swelling

* Unwanted scarring, especially in the form of anterior synechia of the vocal folds

» Damage to the mucosa,

Possible risks (side effects) inherent in otolaryngology procedures in general:
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0TOMTAPUHTONIOTUN B LIENIOM:

* PUCK UH(MLMPOBaHUSA

* Peakummn MegMKaMeHTO3HOW HenepeHOCUMMOCTY B C/lyHae MCMonb30BaHus
thnyopecuupytollero areHTa (5-aMMHONEBYIMHOBAA KMCA0Ta NpY (POTOLMHAMMNYECKO
anarHoctuke (PDD) unv uHgounaHuviH 3eneHblin (ICG) npy uccnefoBaHUM B B/IMKHEM
nH(ppakpacHoM ananasoHe (NIR))

1.7. Ksanudukauns nonbsosatens/User qualification
MeauUMHCKME  M3fenus  MOTYT  WUCMO/b30BaTbCA  TOMbKO — Bpayamu,  MMEHLLMMMU
COOTBETCTBYIOLLYIO CreLanbHOCTb (0TOPMHOMAPUHIONOTU, OHKOIOTM) Y 03HAKOMUBLLMMUCS
C MHCTPYKLMEN MO UCMOb30BAHMIO JAaHHbIX MeLULMHCKUX U3LENNA.

Eng
« Risk of infection of the patient
 Reaction associated with intolerance in the patient when using fluorescent agent (5-

aminolevulinic acid in photodynamic diagnosis (PDD) or indocyanine green (ICG) for
near-infrared observation (NIR))

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

1.8.0nucaHme NpMHUMNOB" Ha KOTOPbIX 0CHOBaHa pabota MW n nx ocobenHocTu\Prwc!ple5 underlying the work of medical device

OnTnyeckana cucTema COCTOMT M3 00BEKTUBA, WHBEPTUPYIOLLEA CUCTEMBI
O6beKTMB CO34aeT peasibHOe OMNTUYECKoe WU300paXkeHUe 06beKTa (MPOMEXYTOUYHOe
n3obpaxeHne). CucTemMa WHBEPCUM TMEPEHOCUT MPOMEXYTOUYHOEe M300paXkeHMe Ha
onpefieneHHoe paccTosiHME OT JINH3bI U FTeHepUpyeT BTOPOE MPOMEXYTOYHOE M306padKeHMe.
OKynsip yBeIM4MBaeT BTOPOe NMPOMEXYTOUHOe N306paxkeHe 1 0To6paxkaeT ero B M10CKOCTH
3a npegenaMm ONTUKK.

n oKynspa.

1

Puc. 1- CxemaTnuHOe n30b6paXkeHNs 3HAOCKOoNa ¢ onTu4eckoi cuctemon HOPKINS
OnTnyeckas cucteMa co cTepxHeBUAHbIMM nAnH3amMn (HOPKINS) xapakTepusyeTcs Masion
BE/IMUNHOW ChepnYecKoi U chepoxpoMaTUUecKoin abeppaunii, acTUrmaTuama, KpUBU3HbI
nonsi N306paXkeHns U OTHOCUTENbHO HEGO/bLLOV BEMYMHOW AMCTOPCUM.

UToObl MMeTb BO3MOXHOCTb [FEHEPUPOBaTb AO0CTATOYMHO SIPKOE W300padKeHMe 00beKTa,
KOTOPbIV HY>XHO 0TO6Pa3nTb, TakxKe TpebyeTcs LOCTATOUHOe OCBeLLeHME 06beKTa. 1A 3TOro
CBET OT BHELLHEr0 UCTOUHMKA MoMNafaeT B XKECTK>I0 ONTMKY Yepe3 CBETOBOM pasbem, BHYTpU
OMTMYECKOE BOJIOKHO HanpaBnsieT MOAKMYEHHbI CBET K BbIXOAY Ha APYroM KOHLE
3HAocKona.

Ha npokcrManbHOM KOHLe 3HAOCKOMAa pPacnofioeH HarfasHUK, KOTOopblli No3BOSSIET
nosib30BaTe/Nt0 CMOTPETb Yepe3 ONTUKY HEBOOPYXXEHHbLIM F/1a30M.

C uenbto o6cnefoBaHNs UM AUArHOCTMKMK 3HAO0CKOM BBOAUTCA B OPraHU3M Yepe3 poTOBOE
0oTBepcTHe. HesaBucumo ot BapuaHTa WCMO/IHEHUA BCe 3HAOCKOMbI ABMAAKTCA XECTKUMU
NapuHroaprHrockonamu, a BU3yanmsaums NpPouUCXoauT C MOMOLLbI0 CTEPXKHEBBIX JINH3,

JNapuHroapuHrockon »xecTknin HOPKINS ¢ yrnoBbiM OKyNsipoOM MMeeT OTK/IOHEHHble OT

OCW JIMH3 OKYNsAp, 4TO ABMseTcA 60see YA0OHbIM, YeM MpPAMOe pacrosioXeHwe, npu
NPOBefEHNN HEKOTOPbIX BULOB MPOLIEAyp.
NapuviHroapuHrockon xecTknin HOPKINS ¢ perynnpyembiM yBE/MYEHWEM  UMEET

BO3MOX>XHOCTb YBE/INYEHUA VICC!'IG,quMOVI 061acT ¢ M3MEHEHMEM KPaTHOCTU YyBE/TNYEHUA.
JaHHaA 0COOEHHOCTb NO3BO/ISAET Ka4ecTBEHHee BM3yasin3mpoBaTb UCCedyEMYHO obnacTb.
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The optical system consists of an objective, an inverting system and an eyepiece. The lens
creates a real optical image of an object (intermediate image). The inverting system
transfers the intermediate image over a certain distance away from the lens and generates
a second intermediate image. An eyepiece enlarges the second intermediate image and
images it in a plane outside the optics.

Fig. 1 - Schematic representation of an endoscope with a HOPKINS optical system
The rod lens optical system (HOPKINS) is characterized by low .spherical and
spherochromatic aberrations, astigmatism, image field curvature and relatively low
distortion.

In order to be able to generate a sufficiently bright image of the object to be imaged,
sufficient illumination ofthe object is also required. For this purpose, light from an external
source enters the rigid optics through a light connector, inside the optical fiber directs the
connected light to the output at the other end of the endoscope.

An eyecup is located at the proximal end of the endoscope, which allows the user to look
through the optics with the naked eye.

For the purpose of examination or diagnosis, an endoscope is inserted into a body orifice
through mouth opening. Regardless of the design, all endoscopes are rigid
laryngopharyngoscopes. and visualization occurs using rod lenses.

Laryngopharyngoscope rigid HOPKINS with an angled eyepiece has an eyepiece deviated
from the lens axis, which is more convenient than a direct position when performing certain
types of procedures.

Laryngopharyngoscope rigid HOPKINS with adjustable magnification has the ability to
enlarge the research area by changing the magnification ratio. This feature allows better
visualization of the research area.

Laryngopharyngoscope rigid HOPKINS with 4x magnification is a diagnostic endoscope
used for indirect laryngoscopy. The possibility of4x image magnification allows for better
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Jlapunrodapntrockon xecTkult HOPKINS ¢ 4-xpaTibiM yBeAMuCHHEM ~ AHATHOCTHYCCKHT | visualization of the research area.
3HAOCKON, NpuMenseMull ans nHenpamoll napuirocxonHy. Hanwuue BO3MOXHOCTR 4-
XpaTHOrO  ysenmuenne W3o0pameHus nossoaseT  kauecTaennee susyanwsuposaTs | HOPKINS Rigid Laryngopharyngoscope for Stroboscopy is a diagnostic endoscope used
olcnexyeMyio oGnacTs. for indirect laryngoscopy using intermittent light.

Jlapunropaprurockon xectkuit HOPKINS ans ctpobockonun - amarnoctiueckuil | HOPKINS rigid laryngopharyngoscope for photodynamic diagnostics (PDD) is a
IHAOCKON, NMPHMEHAEMBIH ANA HenpAMOH BAPHHNOCKONHH ¢ HCTIONb30BAHNEM NpepuiBKcTOTO | diagnostic endoscope used for rigid direct and indirect laryngoscopy. Endoscopes have the
cBeTa. abllnytovuualmennnorsdlmgphotodynmcdngnom

Photodynamic diagnosis (PDD) is used for 5-ALA (5-aminolevolinic acid) induced
Jlapuurodapunrocxon xectknt HOPKINS ans dporoamnammuiecxoit avarsoctikn (PDD) - | fluorescence diagnosis to detect tumors. Endoscopes for photodynamic diagnosis (PDD)
NRArHOCTHMECKHHA JHAOCKON. NpHMennembilt npy wecrkoli npasoll #  wnenpamoii | differ from conventional endoscopes by the presence of a built-in filter, which is necessary
NEPHHIOCKOITHH. SHAOCKOTL! HMEET BO3MOXHOCTs BH3YANHIHPOBaTh HOBOOGpazoeanya nph | to visualize the tumor tissue and distinguish it from healthy structures after the
nposeacuun doroaunaMuueckoit anarsocTHxy. QoromuHammueckas anariocThka (PDD) | administration of S-aminolevolinic acid to the patient. Unlike standard light sources, the
Hemonp3yercs mia  wHayuMpoBanwoli  S-AJIK  (5-ammuonerynnHoBOW  kucnotoi) | light sources used are also equipped with special technology (filters) to create the spectrum
¢nyopeclieHTHON  AMATHOCTHKH  ANA  suiABfAeHHA  onyxonell. Dunaockonkt  ana | of light needed to excite fluorescence.

Goronunamuveckol anarsocTaxky (PDD) otanualoTes oT oOMuHMX IHAOCKONOR HANKHUKEM
BCTPOCHHOTO CBETOIILTPA, XoTophifl Heobxoanm Ana susyanwzaunn onyxonesoll Tkann H | The HOPKINS rigid laryngopharyngoscope for autofluorescence diagnostics and
PAINPAHHYCHRE €€ H 2A0POBLIX CTPYKTYP NOCAE BBEACHHA MAUMEHTY S-amunonesonnHoroli | diagnostics in white (ICG) is an operational and diagnostic endoscope. It is injected
KHCNOTH. B 0TaHuMe OT CTAHAAPTHRIX HCTOUHHKOB CBETA, HCNOAL3YyeMbIe KCTOWHUKK cieta | through the mouth. Thanks to the use of indocyanine green, anatomical strucnures can be
TAK¥C OCHAlICHH CrieuHanbHoOi TexHonoruei (ceeTodrnbLTpL) ANA CO3ARHIA CRIEKTPa CBCTA, | visualized.

Heolxoaumoro ang Bo3byxaeHna QUIyopecucHUNN, Autofluorescence diagnostics (AF) is used to detect tumors using endogenous
JNapunrodapunrockon wectxnh HOPKINS anx ¢poroaunamuueckodi anarnoctiku (PDD) ¢ | fluorophores. Autofluorescence (AF) endoscopes differ from conventional endoscopes by
4-XpaTHLIM YBEJIHMEHHEM NBAACTCH IHATHOCTHYCCKHM JHAOCKONOM, HCMOAL3yeMbiM BO | having a built-in light filter, which is necessary to visualize tumor tissue and distinguish it
BpeMa xecTkoli Henpamo# napuurockonui. Hanwune BosSMOXHOCTH 4-KpaTHOTO yeeauuenue | from healthy structures. In autofluorescence (AF) diagnostics, no specific marker is used
H300pakeHHS TIO3BOMSET KAUECTBEHHES BH3YANKIHPOBATL ofcnenyemyto obnacTs. as the tissue's own fluorescence is analyzed.

Near-infrared fluorescence imaging with ICG (NIR/1ICG) allows you to d:splny anatomical
Jlapunrodapunrockon xectknit HOPKINS ans asrodayopecuentvoll amwarHocTHxM M | structures, determine vascular anatomy, and evaluate tissue perfusion using indocyanine
anartocTHkn B Genom upere (ICG) - onepaumonnmii W puarsocTwuecknit 3ngockon. | green (ICG) fluorescence. NIR/ICG endoscopes, as well as the light source, are adapted
Beoaurcs wuepes por. bBaarosapa  npuMenenmo  Wugoumanuua 3enenoro MoxHo | for NIR/ICG applications due to special built-in light filters.

BH3YATHINPOBATH AHATOMHYECKHE CTPYKTYPbi.

ArtoduyopecuenTias anardoctuxka (AF) ucnonbayerca Das BhiaBaeHMR onyxouel, ©
HCNIONBIOBAHNEM IHIOPEHHBLIX (MYOpodopoB. DHACCKONK ANA  ARTOPNYOPECLEHTHOMN
auarHocTHRE  (AF) OTaHualoTcA OT OOBMHMLX JHAOCKONOB HAIMMHEM BCTPOCHHOTO
CECTOOHALTPE, KOTOPHH HEOOXOANM ANS BHIYaNH3IAUMH ONYXO0NEBO0H TKAHH H PAITPaHHYCHHE
e¢ n 3a0posbiX CTpyTyp. [Ipn asrodumyopecuentiof amarnocTuke (AF) cneunaneumii
MAPKEP HE HCTIONbIYETCA, MOCKONLKY AHANMIMPYETCA COGCTBEHHAN PAYOPECLEHUNS TKAHN.
PryopecucHTHas amsyanusauma B Gmmxiem HudpakpacuoM amanazone ¢ nomouwsio ICG
(NIRICG) no3posser oTo6paxaTh AHATOMMUECKME CTPYKTYphi, ONMPEACNATL AHATOMMIO
cocynos W oucnuBate nepdy3mio Tkanell ¢ NOMOWLIO GYOPECEHIKH, HRAYLUIHPOBAHKON
uiaounanion senckbniM (ICG). Supockom NIR/ICG, a Take cnesHanbHi WCTOMHHK
ceeta aganTupoBakn ang npumeneHus NIR/ICG 32 cyerT cneuHaIbHRX BCTPOCHHLIX
CBETOOUNLTPOB,

1.9.Onucanue ocHOBHLX $YHKIROHANLNLIX 2IEMEHTOB H COCTABHLIX 4acTedl (Yii08) measmanckoro wazeans \Key Functional Elements and Components
15
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JNapuHrodapuHrockon >xecTknii HOPKINS ¢ yrioBbiM OKyn1sipom
Rigid laryngopharyngoscope HOPKINS with angled eyepiece

1. Apantep cBetoBogoB KARL STORZ 1 Olympus (NpeaycTaHoB/eH) 1. Adapter for KARL STORZ and Olympus light guides (pre-installed)

2. Apantep ceetoBogoB Richard Wolf (npegyctaHoBneH) 2. Adapter for Richard Wolf light guides (pre-installed)

3. LWTyuep gns nogBoja ceeTa, 6e3 agantepa 3. Connection for light supply, without adapter

4. KosnbLUo 15 UBETOBOr0 KOAMPOBaHUA HanpasieHns HabntofeHns 4. Ring for color coding the direction of view

5. OKynsip 1 HarnasHukK 5. Eyepiece and eyeshade

6. OnTuyeckasn TpybkKa 6. Optical tube

7. KonbLo ¢ MapknpoBKoi «Autoklav» 7. Ring marked "*Autoklav'

8. O603HauyeHMe TUNA M yKasaHwe HanpasneHus B3rnsaga. 1-as 6yksa nocne 8. Type designation and direction of sight. The 1st letter after the number means;
HoMepa 0603Ha4vaeT: A = 0/6/15 degrees
A = 0/6/15 rpagycoB

9. OO6bLEKTUB W ANCTa/bHbIV BbIX0[ CBETOBOAA 9. Objective and distal light guide exit

16
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NapviHroapuHrockon »xecTkuin HOPKINS
Rigid larvngopharyngoscope HOPKINS

ApanTtep cBeToBogoB KARL STORZ u Olympus (npez~ycTaHOB/EH)
ApanTtep ceeTtoBogoB Richard Wolf (npegycTaHoBeH)

LTyuep ans noaBoja ceeTa, 6e3 afjantepa

KonbLo Ans L,BETOBOr0 KOAMPOBAHUSA Hanpas/ieHNst HabTloAeHNS:

3eneHoe = 0 rpagycos

CwuHee = 90 rpagycos

YepHoe = 12 rpapgycos/45 rpagycoB
KpacHoe = 30 rpagycos

>KenTtoe = 70 rpagycos

CunHee = 90 rpagycos

OKyNnsp 1 HarnasHuk

OnTtnyeckas Tpybka

KonbLo ¢ mapkunpoBkoii «Autoklav»

O603Ha4veHNe TvNa 1 yKasaHue HanpaeneHus B3rnsga. 1-aa 6ykea nocrne
HOMepa 0603HauvaeT:

A = 0/6 rpagycoB

B = 30 rpagycos

F = 12 rpagycos/45 rpagycos

D =90 rpagycos

C = 70 rpagycos

O6bEKTVB 1 AMUCTaNIbHbIN BbIXO[ CBETOBOAA

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

1. Adapter for KARL STORZ and Olympus light guides (pre-installed)
2. Adapter for Richard Wolf light guides (pre-installed)

3. Connection for light supply, without adapter

4. Ring for color coding the direction of view:

Green = 0 degrees

Blue = 90 degrees

Black = 12 degrees / 45 degrees
Red = 30 degrees

Yellow = 70 degrees

Blue = 90 degrees

5. Eyepiece and eyeshade
6. Optical tube
7. Ring marked "Autoklav"

8. Type designation and direction of sight. The 1st letter after the number means:

A = 0/6 degrees
B = 30 degrees
F = 12 degrees / 45 degrees
D = 90 degrees
C = 70 degrees

9. Objective and distal light guide exit

17
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Jlapuurodapusrockon kectkuit HOPKINS ana dporoannamuyeckoit auarHoctiku (PDD) ¢ 4-kpaTHbIM yBenHYeHHEM
HOPKINS rigid laryngopharyngoscope for photodynamic diagnostics (PDD) with 4x magnification

B =

PN

9

Anantep ceeroBoaoB KARL STORZ u Olympus (npexyctaHoBneH)
Apantep ceeroBoaos Richard Wolf (npeaycraHoBnen)

liTyuep ans noasona csera, Ge3 anantepa

KonbLio a1 uBeTOBOr0 KOXHPOBaHHA HanNpaBNeHNA HAbMOAEHHA:

Cunee = 90 rpagycos

Oxynsp 1 HarnasHuk

Ontuyeckas Tpy6ka

Konbuo ¢ mapkupoBkoii « Autoklav»

O6o3HaueHHe THNA M YKa3aHHe HanpaBieHus B3rnaaa. |-as Gyksa nocne
Homepa obo3Havaer:

D = 90 rpaanycos

OO0beKTHB H AMCTANLHBLIA BLIXOA CBETOBOAA

10. KonecHko ans H3MEHEHHS CTENEHH YBETHYEHHS
11. Koaecuko s BKIOYEHHR pexxuMa GOTOIHHAMHYECKOH AHATHOCTHKH

1. Adapter for KARL STORZ and Olympus light guides (pre-installed)
2. Adapter for Richard Wolf light guides (pre-installed)

3. Connection for light supply, without adapter

4. Ring for color coding the direction of view:

Blue = 90 degrees

S. Eyepiece and eyeshade

6. Optical tube

7.Ring marked "Autoklav"

8. Type designation and direction of sight. The 1st letter after the number means:
D = 90 degrees

9. Objective and distal light guide exit
10. Wheel for magnification level change
11. Wheel for activate photodynamic diagnostics mode

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Jlapnurodapunrockon xectknit HOPKINS ans poroannamuueckoit avarnoctuku (PDD)
Rigid laryngopharyngoscope HOPKINS for photodynamic diagnostics (PDD)

1. Anantep cetoBoa0B KARL STORZ u Olympus (npexyctraHosnen) 1. Adapter for KARL STORZ and Olympus light guides (pre-installed)
2. Anantep csetoBoaos Richard Wolf (npeaycranosnen) 2. Adapter for Richard Wolf light guides (pre-installed)
3. llrtyuep ans noasona cseta, 6e3 ananrtepa 3. Connection for light supply, without adapter
4. KonbLo ans UBETOBOTO KOAHPOBAHMS HaNPaBAECHUA HabMoneHHs: 4. Ring for color coding the direction of view:

3eneHoe = 0 rpagycos Green = 0 degrees

Kpacnoe = 30 rpagycos Red = 30 degrees

Xenroe = 70 rpaaycos Yellow = 70 degrees
5. Okyasp n HarnasHuk 5. Eyepiece and eyeshade
6. Ontuueckas TpyGka 6. Optical tube
7. Konbuo ¢ MapkupoBko# « Autoklav» 7. Ring marked "Autoklav"
8. OO6vbexTHB U AUCTAIbHBIH BBIX0] CBETOBOAA 8. Objective and distal light guide exit
9. Konecuko ana cMeHb PpunbTpa 9. Wheel for filter change

19
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Jlapuurogapunrockon xectkult HOPKINS ans ctpo6ockonun, HanpaBnenne HabatoaeHus 70°, ¢ oBalbHbLIM TyGycom
Rigid laryngopharyngoscope HOPKINS for stroboscopy, observation direction 70 °, with oval tube

1. Anantep ceetoBoaoB KARL STORZ u Olympus (npeaycTaHOBiEH) 1. Adapter for KARL STORZ and Olympus light guides (pre-installed)
2. Anantep csetoBonoB Richard Wolf (npeaycranosnen) 2. Adapter for Richard Wolf light guides (pre-installed)
3. llityuep ans nonsona cpeta, Ge3 anantepa 3. Connection for light supply, without adapter
4. Konbuo ans UBETOBOro KOAHPOBAHNA HanpasieHHa HabnOReHHS: 4. Ring for color coding the direction of view:
Kearoe = 70 rpazycos Yellow = 70 degrees
5. OKyasp W HarnasHuK .
6. Ontuueckas TpyGka 2 g;;p::lc:u;ncd cyeshade
7. Konbuo ¢ mapkupokoii «Autoklav» 7' Ring marked "Autoklav"
8. OObeKkTHB M AMCTANbHBIHA BHIXOA CBETOBOAA 8' Objective and distal light guide exit
9. OG6o3HaueHHe THMA M YKa3aHHe HanpaBneHus BIrasaa. 1-as 6yksa nocne ’

HoMepa 0603Hauaer:
C = 70 rpagycoB

9. Type designation and direction of sight. The 1st letter after the number means:
C =70 degrees
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JNapuHrogapuHrockon »kecTkuii HOPKINS c¢ 4-KpaTHbIM yBenYeHneM
HOPKINS rigid laryngopharyngoscope with 4x magnification

ApanTtep ceetoBofoB KARL STORZ u Olympus (rnpegycTaHoB/IEH)
ApanTtep ceetoBogoB Richard Wolf (npegyctaHoBeH)

LLTyuep f4na nogsoja ceeta, 6e3 ajantepa

Konbuo 419 LBETOBOro KOAUPOBaHWA HanpasieHuss HabnogeHns:

PN R

CwuHee = 90 rpagycos

OKynsAp 1 HarnasHnkK
OnTuyeckas Tpybka
Konbuo ¢ mapkupoBkoli «Autoklav»

O603Ha4veHMe TMNa n yKasaHue HanpasfeHus B3rnaga. 1l-as 6yKBa nocne
HOMEpa 0603HaYaeT:

D =90 rpaaycoB

o N oG

9. OO6bLEKTUB U AUCTa/bHBIN BbIXO[ CBETOBOAA
10. Konecuko gns N3sMeHeHUsA CTeNeHN yBeIMYeHUs

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

1 Adapter for KARL STORZ and Olympus light guides (pre-installed)
2. Adapter for Richard Wolf light guides (pre-installed)

3. Connection for light supply, without adapter

4. Ring for color coding the direction of view:

Blue = 90 degrees

. Eyepiece and eyeshade

. Optical tube

. Ring marked "Autoklav"

. Type designation and direction of sight. The 1st letter after the number means:
D = 90 degrees

oo ~N o Ol

9. Objective and distal light guide exit

10. Wheel for magnification level change
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Jlapunrodgapurrockon kectku#t HOPKINS c peryanpyembim yBeanueHuem
Laryngopharyngoscope rigid HOPKINS for contact microscopy according to ANDREA / DIAS
1. Anantep ceetoBonoB KARL STORZ u Olympus (npeaycratoBnen) 1. Adapter for KARL STORZ and Olympus light guides (pre-installed)
2. Ananrep csetoBoaos Richard Wolf (npeaycraHosnen) 2. Adapter for Richard Wolf light guides (pre-installed)
3. lltyuep ana nonsona ceera, 6e3 anantepa 3. Connection for light supply, without adapter
4. Koabuo ans uBETOBOro KOAMPOBaHUS HanpaBiAeHUA HabnoaeHus: 4. Ring for color coding the direction of view:
3enenoe = 0 rpaaycos Green = 0 degrees
5. OKynsp ¥ HarnasHuk 5. Eyepiece and eyeshade
6. Ontnuecxas TpyGka 6. Optical tube
7. OObeKTHB W AKCTANbHBIH BbIX0] CBETOBOAA 7. Objective and distal light guide exit
O+@+0®
Jlapuurodaputrockon xectku#t HOPKINS, ans ayrodnyopecueHTHON AMarHOCTHKM W IMArHOCTHKH B 6enom usete (ICG)
Rigid laryngopharyngoscope HOPKINS, for autofluorescence diagnostics and diagnostics in white (ICG)
1. Anantep csetoBonos KARL STORZ u Olympus (npexycTaHosies) 1. Adapter for KARL STORZ and Olympus light guides (pre-installed)
2. Anantep csetooaos Richard Wolf (npeaycranosnen) 2. Adapter for Richard Wolf light guides (pre-installed)
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3. lltyuep ana noasona ceeta, He3 ananrepa
4. Koanblio An8 UBETOBOTO KOAMPOBAHHE HANPARNEHKHA HaOMoOACHNHA:

3enenoe = 0 rpaxycos

3. Connection for light supply, without adapter
4. Ring for color coding the direction of view:

Green = 0 degrees

5. Oxynsp u Hara3RMK 5. Eyepiece and eyeshade
6. Onmwueckas TpyGxa 6. Optical tube
7. Koasuo ¢ mapkuposko#l «Autoklavs 7. Ring marked "Autoklav"
8. OOwexTHB ¥ QMCTANLHMA BHXOA CBETOBONA 8. Objective and distal light guide exit
9. Konecuxo ann cxeun dunstpa 9. Wheel for filter change
Hsaenma ue co, T BONOITHWTENBHBIX WK 3aNACHRIX JacTeH. Devices do not contain additional or spare parts.

Konreituep nposonoynsiii s aesundekuni/crepunniaumi/xpaseHna, pasmepsl: 290 x 60 x 52 um
Wire container for disinfection / sterilization / storage, dimensions: 290 x 60 x 52 mm

Konrelitep npoRONoYHRIN An8 Ae3HHGEKUNI/CTEPRAHALMK X PAHCHHA
NPeARAsHAYCHB ANA XPAHCHHS H3CAHA, & TAKKE HCTIONBIYIOTCH ANA
CTEPUARIALHNA ¥ ACIHHGPEKIHH FIHROCKONA,

Wire containers for disinfection/sterilization/storage are intended for storing the
device, and are also used for sterilization and disinfection of the endoscope.
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Konreiisep nposonouuii a9 Aesundexumm/cTepunwsauun/xpaHeH A ABYX XECTKHX JHAOCKONOB, pasmepn: 352 x 125 x 54 mm
Wire container for disinfection / sterilization / storage of two rigid enoscopes, dimensions: 352 x 125 x 54 mm

Konreitnep nposonoynwii ana ReINHGEKUNN/CTEPHIH3AUMI/ XPRHEHN, DA3MEPH: 430 X 65 X 52 MM,
Wi:econtainafmdisinfecﬁon!stailizaﬁon!stmggldhnensions:430x65x52 mm.
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Kouteltuep npoponounbiii ana aeansdgexupn/creprausaumnn/xpanennn, passepsl: 487 x 125 x 54 mu
Wire container for disinfection / sterilization / storage, dimensions: 487 x 125 x $4 mm

Kotrreiluep npoponoynbili ana aesvRpexmn/cTEpRIMIANNI/XPARHERNA, pasmepsl: 480 x 250 x 66 MM
Wire container for disinfection / sterilization / storage, dimensions: 480 x 250 x 66 mm

Konreiinep nposonosumii ans aesundexunn/cTepuinsauni/xpaHenn, pasmepst: 352 x 125 x 54 mu
Wire container for disinfection / sterilization / dimensions: 352 x 125 x 54 mm

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Konreiinep nporonourmit 1ns ae3undekuni/cTepuamsausi/xpasenns, passepsl: 622 x 150 x 78 mm

thmquWmﬂﬁw!quMimz 622 x 150 x 78 mm

~

e .

Konrelinep nporonounmi ans ae3utdexuni/crepunisauyun/Xpanesns, pasMepsl: 640 x 216 x 78 MM
Whtconuinerfordisinfect_i(ogi\swﬁli_uﬁon!s(me,dhnensionsz 640 x 216 x 78 mm

Konteiiuep nposonoynsiii ans neannbexunn/cTeprnnsalnn/xpanetna, passeps: 480 x 125 x 54 um
Wire container for disinfection / sterilization / storage, dimensions: 480 x 125 x 54 mm
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KoHTelHep NPOBOMIOYHBIA ANns gesvHgpeKynn/cTepunmsanmm/xpaHeHuns, pasmepsbl; 460 x 80 x 52 Mm
Wire container for disinfection / sterilization / storage, dimensions: 460 x 80 x 52 mm

KoHTeliHep NPOBOMOYHbIN ANS Ae3nHpeKLnn/cTepunmsaynn/xpaHeHmns, pasmepbl: 604 x 125 x 54 Mm
Wire container for disinfection / sterilization / storage, dimensions: 604 x 125 x 54 mm

KOHTeliHep NpoBOOYHbIN ANs Ae3MHbeKLMM/CTEPUIN3aLMN/XpaHeHNs Wire container for disinfection / sterilization / storage is intended for disinfection,
npeAHasHaueH A1a fe3NHMEKLUN, CTePUIM3aLMN U XPaHeHNA 3HA0CKOMOB. sterilization and storage of endoscopes.
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P>'kosATKa AN napu HroapuHrockona
Laryngopharyngoscope handle
PykosTka npefHasaveHa ansa 6onee yao6HOro pasmeLLeHns 3HA0CKoMa B pyKe The handle is intended for more conyenient placement of the endoscope in the
nosib3oBaTeNA. user’s hand.

MpuHagnexHocTu/Accessories

ApanTtep ceeToBofoB KARL STORZ n Olympus
KARL STORZ and Olympus light guide adapter
ApanTep HaBMHUYMBAETCA Ha 3HAOCKOM U UCMOMb3yeTCs ANs NOAKIOUEHNST K The adapter is screwed onto the endoscope and is used to connect Karl Storz and
3HAOCKOMy cBeToBOAOB npoussogcTea Karl Storz n Olympus Olympus light guides to the endoscope.

ApanTtep cBeToBogoB Richard Wolf
Richard Wolf light guide adapter
ApanTep HaBUHUNBAETCS HA 3HAOCKOM A1 NOAKMIOUEHNS K 3H0CKOMY CBETOBO/0B The adapter is screwed onto the endoscope and is used to connect Richard Wolf light
npoussoacTea Richard Wolf guides to the endoscope.

LLleTka niockas fns o4ncTky - 5 wt./yn.
Flat brush for cleaning - 5 pcs / pack.

LLleTKa nsockast MCMosb3yeTcs AN1s YAaNeHNst 3arPs3HEHNIA sHA0CKoNa nocse The flat brush is used to remoye contamination of the endoscope after endoscopic
NpPoBeAeHNs 3HAOCKOMUYKMX OMNepauyii. operations.
1.10. OCHOBHble TEXHMYECKNE N PYHKLMOHaNbHbIe XapakTepuctukn/M ain technical and functional characteristics
28
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1)
2)
3)
4)
5)
6)
7
8)
9)
10)
11)
12)
13)
14)
15)
16)
17)
18)
19)
20)

DHpAocKon

Endoscope

8575AV
8712AA
8713AA
8712BA
8713BA
8713FA
8712CA
8705CKA
8700CKA
8700DKA
8707DP
8712AP
8712BP
8712CP
8706CA
8707DA
8715AA
8715BA
8710AGA
8711AGA

O6was
4NVHA, MM

Total length,
mm

233,01
287,76
361,90
287,34
361,60
362,64
287,57
234,72
250,13
264,26
246,85
290,76
290,34
290,77
287,20
245,10
338,80
338,74
255,46
264,40

OnunHa pa6oueii
4yacTu, MM

Working length,
mm
168,20
234,30
292,30
233,88
292,00
293,04
234,11
174,83
188,17
202,30
150,7
234,30
233,88
234,11
173,10
150,70
234,50
234,44
190,40
200,00

HapyXHblii
anameTp, Mm

Outer diameter,
mm

4,00
5,00
5,20
5,00
5,20
5,20
5,00
4
58
58
11,73
5,00
5,00
5,00
9,97
11,73
5,50
5,50
58
10,00

Eng
BHyTpeHHWA Hanp);rsc.)feng Mone

anameTp HabniogeHus: 0630pa
Inner Direction of Field of

diameter view view
N/A 14° 36°
N/A 0° 68°
N/A 0° 68°
N/A 25° 68°
N/A 25° 68°
N/A 45° 68°
N/A 60° 98°
N/A 60° 50°
N/A 60° 50°
N/A 90° 62°
N/A 90° 36°
N/A 0° 68°
N/A 30° 68°
N/A 60° 98°
N/A 70° 35°
N/A 90° 36°
N/A 0° 80°
N/A 30° 80°
N/A 0° 67°
N/A 0° 55°

Jonycku coctaBnsatoT+ 10%/Tolerances are + 10%

BHYTPEHHWUIT NonepeYyHblii pasMep MHCTPYMEHTa/IbHOMO
(buoncuinHoro KaHana), mm/
Internal size of the instrumental (biopsy channel), mm

Buanmoe yBennyeHue/

Magnification

BHeLUHWIA guameTp HarnasHuKa, Mm/

Outer eyepiece diameter, mm

BHYTpeHHWIA gnameTp HaraasHuka, Mm/
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LiBeToBoE
o0603HauveHue

Color code

3eneHbl i'Green
3eneHbl WGreen
3eneHblit/Green
KpacHbliit/Red
KpacHbliii/Red
YepHbiii/Black
XKentbiit/Yellow
XXentbiin/Yellow
XKentbiit/Y ellow
CwuHnin/Blue
CwuHnii/Blue
3eneHbIii/Green
KpacHblii/Red
XKentbliA/Y ellow
XXentbin/Yellow
CwuHnii/Blue
3eneHbl VIGreen
KpacHbiii/Red
3eneHblii/Green
3eneHblii/Green

VHCTpyMeHTanNbHbIM KaHan oTcyTcTByeT/
No instrumental channel

Macca, r

Weight, g

83,6
73,2
96,1
75,6
95
95
75,9
68
9l
90,5
228,4
97,8
96,5
95.7
197,6
2155
120,7
120,9
106,6
171.7

Tonbko gnsi/only for: 8715AA, 8715BA; Hactpansaemoe/Adjustable xO. x60, x150

29

Tonbko gns/only for: 8707DA, 8707DP: x4
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Inner eyepiece diameter, mm
PacueTHoe pab6ouee paccTosiHne, Mm/
Estimated working distance, mm
YuctoTa nons 3peHust/

Field of view purity

Yrnosoi gnanasoH (yron marnba guctasbHOro KoHua). “/
Angular range (bend angle of the distal end). ®

epMeTUYHOCTb 3HAOCKOMOB 1 A n/mnn nx yacTtein

Tightness of endoscopes and EC and/or their parts

CpeaHsisi HapaboTKa Ha 0TKas, umkn/

MTBF, cycle

CpefHuin cpok cnyxo6bl, rogbl/

Average service life, years

CpefHee BpeMs BOCCTAHOB/IEHUSA paboTOCMOCO6HOr0 COCTOAHUS,
yacbl/

Average recovery time, hours

CpoK coxpaHsieMocTu, rogbl/

Shelf life, years

YCTOMUYMBOCTb K BO3AeCTBMIO Npu akcnnyaTaunn/ Resistance to
impact during operation

MpPOYHOCTbL K BO3AEACTBUIO KIMMATMUYECKNX (haKTOPOB Mpu
TpaHcnopTpoBKe 1 XpaHeHUKn/ Resistance to climatic factors
during transportation and storage

YCTOAYNBOCTb K 6MOMOrMYECKON cpeae opraHmama vesioBeka/
Resistance to the biological environment of the human body
MpoyHOCTb K CpeAcTBam CTepunmnsaLmn n gesnHgpexkumnn/
Resistance to sterilization and disinfection agents

YCTOAYMBOCTb K BO3[eACTBUID MeXaHUYeCKMX (haKTOpoB npu
akcnnyataumm/ Resistance to mechanical factors during operation
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Mpu ocMOTpe MoNsa 3peHns 3HZ0CKOMNOB M NyN TY6YCHbIX 3HAOCKOMOB B MPOXOASALLEM CBETE He
[LOMKHbI ObITb BUAHBI 3arPA3HEHNS, NATHA, LapanuHbl, HaeTbl, CBUAN U fbIMbl, MeLLAIoLLne
HabntogeHnto/ When examining the field of view of endoscopes and loupes of tube endoscopes
in transmitted light, no contamination, stains, scratches, raids, streaks and fumes that interfere
with observation .should be visible.

HenpumeHnmo/ Not applicable

KOHCTPYKLMSI 3HAOCKOMOB [J0/1KHA ObITh FePMeTUYHOI A5t 06ecreyeHusi MPoBeAeHUS
LEe3VHMEKL MU, OUNCTKN U CTEPUIN3ALUN

Cwm. rnaBy 13/ See chapter 13

Cwm. rnaBy 13/ See chapter 13

He 6onee 4 4/ No more than 4 hours

He meHee 5 net/ At least 5 years

YcTonumeo/ Resistant

YcToiiumBo, cM. rnaey 7/ Resistant, See chapter 7

YcTonumeo. cm. rnasy 3.4.2/ Resistant, see chapter 3.4.2

YcTonumeo, cm. rnaebl 10, 11,aTakxe MpunoxeHue 2/
Resistant, see chapters 10, 11 and Appendix 2
TpeboBaHUA YCTOMYNBOCTU K BO3AENCTBUIO KIMMATUUYECKUX N MEXaHMYECKMNX (aKTOpOB,

BO3HMKAKOLLMX MpKU 3KCMyaTauum, JO/MKHbI COOTBETCTBOBATL TpeboBaHuaMm TOCT 20790/FOCT
P 50444/

The resistance requirements for the effects of climatic and mechanical factors arising during
transportation must comply with the requirements of GOST 20790 / GOST R 50444.
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{IpoutocTs X BO3ACHCTBINO MEXaHMMECKNX GAKTOPOB NIPH
TparcnopTuposanuw/ Resistance to mechanical factors during TpeGoBaHua IPOYHOCTH K BO3ACHCTBHIO KIMMATHYECKHX H MEXAHIYECKHX GakTopoB,
transportation BOIHUKAIOIIAX NMPH TPAHCNIOPTHPOBAHHA, NONKHK COOTBETCTBOBATH Tpebosannam FOCT
20790/TOCT P 50444/
The resistance requirements for the effects of climatic and mechanical factors arising during
transportation must comply with the requirements of GOST 20790 / GOST R 50444,
Honycxn coctanmor + 10%/ Tolerances are = 10%
Konreitnep npoBonoynbifl Ans Ae3nHGEKLUMIVCTEPUAHIALHI/ XPAHEHHS, pa3Mepbl: 290 x 60 x 52 mm /
Wire container for disinfection / sterilization / storage, dimensions: 290 x 60 x 52 mm (39501A1)
JAnnuna: 290 um Length: 290 mm
IIvpuna: 60 MM Width: 60 mm
Bricora: 52 MM Height: 52 mm
Macca: 427 r Weight: 427 g
Honycku cocrannsior + 10% Tolerances are + 10%

Kowxreiinep IpoponouHbiil AN Ae3uHEKUHN/CTEPHNNIAUNI/XPAHEHHA ABYX KECTKHX IHAOCKONOB, pasMephi: 352 X 125 x 54 mm /
Wire container for disinfection / sterilization / storage of two rigid endoscopes, dimensions: 352 x 125 x 54 mm (39501A2)
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Hnnua: 352 MM Length: 352 mm

Ilapuna; 125 MM Width: 125 mm

Buicora: 54 MM Height: 54 mm

Macca: 758 r Weight: 758 g
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Jomycku cocrasnmot + 10%

Tolerances are = 10%

Konrefinep npoponounsifi Ana Ae3BRPEKUMW/CTEPANN3ANHA/XPAHEHNS, PasMepbi: 430 x 65 x 52 mm. /
Wire container for disinfection / sterilization / storage, dimensions: 430 x 65 x 52 mm (39501B1)

JAnuna: 430 MM Length: 430 mm

| lupuna; 65 mu Width: 65 mm
Bricora: 52 mm Height: 52 mm
Macca: 590 r Weight: 590 g
Jonycxu cocrasasior + 10% Tolerances are + 10%

Konreiinep nposonousnifi 413 ne3nHPeKUHWCTEPHAMIAUNK/ XpaneHNs, pasMepsl: 487 X 125 X 54 mm /
Wire container for disinfection / sterilization / storage, dimensions: 487 x 125 x 54 mm (39501B2)
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Dnuna: 487 MM Length: 487 mm

Wiupnuna: 125 mm Width: 125 mm

Buicora: 54 MM Height: 54 mm

Macca: 880 r Weight: 880 g

Jonycxu cocrasnmoT = 10% Tolerances are + 10%
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KoHTelMHep NpoBOMIOYHBIA ANns geanHdeKymm/cTepununsagmm/xpaHeHus, pasmepbl: 622 x 150 x 78 mm /
Wire container for disinfection / sterilization / storage, dimensions: 622 x 150 x 78 mm (39501BR)

[OnvHa: 622 mm Length: 622 mm
LWupuHa: 150 mm Width: 150 mm
BbicoTa: 78 Mm Height: 78 mm
Macca: 14769 r Weight: 1476,9 g
Jonyckn coctaBnsaoT £ 10% Tolerances are £ 10%

- lr

"N
KoHTeliHep MpoBOMOYHbIN ANS Ae3nHheKLm/cTepunmn3aLnn/xpaHeHus, pasmepbl: 640 x 216 x 78 mMm /
Wire container for disinfection / sterilization / storage, dimensions: 640 x 216 x 78 mm (3950 IES)

OnunHa: 640 mm Length: 640 mm
LWupnHa: 216 mm Width: 216 mm
BbicoTa: 78 mm Height: 78 mm
Macca: 19743 r Weight: 1974.3 g

Jonyckn coctanaoT = 10% Tolerances are + 10%

KoHTeliHep NPOBOMOYHBIN ANS Ae3nH(eKLMm/cTepunnsaLun/xpaHeHus. pasmepbl: 480 x 125 x 54 mm /
Wire container for disinfection / sterilization / storage, dimensions: 480 x 125 x 54 mm (39501BEC)

OnunHa: 480 mm Length: 480 mm

LWupnHa: 125 mm Width: 125 mm

BbicoTa: 54 mm Height: 54 mm

Macca: 866 r Weight: 866 r
34
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Honycku cocrasnmor £ 10%

Tolerances are + 10%

Koxrelinep npoponoubift ng Ac3HneKunn/cTepuan3aupw/xpanetin, pasmepst: 460 x 80 x 52 wm /
Wire container for disinfection / sterilization / storage, dimensions: 460 x 80 x 52 mm (39501BAE)

Romycku cocTapasior  10%

Jnuna: 460 MM Length: 460 mm
1lnpuna: 80 Mm Width: 830 mm
Buicora: 52 Mm Height: 52 mm
Macca: 682,31 Weight: 6823 ¢

Tolerances are = 0%

Konreiinep nposonoyHuil ana ae3nndexurn/crepunisannn/xpaHetna, pasmepst: 604 x 125 x 54 mm /
Wire container for disinfection / sterilization / storage, dimensions: 604 x 125 x 54 mm (39501CEC)
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Hnuna: 604 MM Length: 604 mm

Winpuna; 125 MM Width: 125 mm

Bricora: 54 MM Height: 54 mm

Macca: 1042,7 1 Weight: 1042,7 g

Honycku cocrapnmioT + 10% Tolerances are + 10%
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Y,

PykosiTka anst napuHrogapuHrockona / Handle for laryngofaryngoscope (8700H)
Length: 73 mm

BbicoTa: 39,5 Mm Height: 39,5 mm

Macca: 34,2 r Weight: 34,2 g

OnvHa: 73 Mm

Jonyckn coctaBnawT £ 10% Tolerances are + 10%

[MprHazieXXHOCTW ACCESSories

ApanTtep cBeTtoBogoB KARL STORZ n Olympus / Adapter for KARL STORZ and Olympus light guides (495G)
Length (A): 22,2 mm
Diameter (B): 11 mm
Diameter (C): 12 mm

OnvHa (A): 22,2 Mm
OvnameTtp (B): 11 mm
OunameTtp (C): 12 mm

36
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Auanetp (D): 8,50 MM Diameter (D): 8,50 mm
Macca: Sr Weight: 5 ¢
Homycku cocrasnmoT + 10% Tolerances are + 10%

Apanrep ceetopogos Richard Wolf / Adapter for Richard Wolf light guides (495F)

Jnnna: 12 MM Length: 12 mm
Brewnuil anameTp:8,95 MM Quter diameter:8,95 mm
Buytpennnit auamerp: 7,6 MM Inner diameter: 7,6 mm
BuyTtpennas pessfa: M8,5x0,5 Inner thread: M8,5x0,5
Macca: 1,25 Weight: 1,25 ¢
Romyckn cocrannsor + 10% Tolerances are £ 10%

RAM TPOAL Gorreweny O

UleTka mnocxas ana ounctky - 5 wr./yn. / Flat brush for cleaning (27652-05)
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Jnuna: 152 MM Length: 152 mm
Ilupuna: 15 MM Width: 15 mm
Macca: 12,71 Weight 12,7 g
Honycku cocrasasior + 10% Tolerances are £ 10%
1.11. Knaccadnxanns MH/Device classification
Kaaccnduxaung Classification
Knacc B 3aBHCHMOCTH OT NOTEHUMANBLHOPO
PHCKA MPUMEHEHHA MEANLMHCKONO 2a Class of potential risk for medical device Ila
H3JENHA
Hazenne MHOroxparHoro .. . S
KpaTHOCTb npuMeHeHUA " Multiplicity of applications Reusable
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CTepuibHOCTb HecTtepnnbHoe, cTepunmsyemoe Sterility Non-sterile, sterilizable
Knaccngukaymsa no Bugy KoHTakTa ¢ KoHTaKTupyoLLee ¢ MArKUMN .
OpraHn3MoM YesioBeKa TKaHAMM U CAN3NCTbIMK 060/104KaMM Contact Tissue, mucous membrane

o Kateropusa A - nsgenusa
Knaccngukauma nsgennin no P A

KPaTKOBPEMEHHOTO KOHTaKTa (He Contact Duration Less than or equal to 24 hours
NPOJO/HKNTE/TbHOCTU KOHTaKTa
60nee 24 yacoB)
MpurogHocTb ANsa sKcnayaTaumm B cpeje ¢ He npurogHo Suitable for oxygenated environments Not suitable
MOBbILLEHHBIM COfiePXaHMeM K1C/I0poja _ ) _
CTeneHu 3alnTbl OT MNPOHMKAHNA BOAbI U IPXO0 V?/derfzsr]gzs;}gt;z(:?izlzgamﬁ the ingress of IPXO
TBEPAbIX YacTuL,
Cpynna B 3aBUCUMOCTM OT Group depending on perceived mechanical 5
BOCMPUHNMAEMbIX MEXAHNUECKIX 2 impacts according to GOST 50444-2020
Bo3gencTemin no FOCT 50444-2020
Knaccuumkauyms cornacHo M3K 6060b1°2010 npu paboTe ¢ COBMECTUMbIM Classification according to IEC 60601-1-2010 when working with compatible
anekTpoobopygoBaHuem (BnpeocncTeMbl KOMMNAKTHbIE 3HAOCKOMMYECKNE, TONIOBKN electrical equipment (Compact endoscopic video systems, video camera heads,
BUAeOKaMepbl, 3HAOCKOMMYECKNEe NCTOYHUKN CBETA): endoscopic light sources):
Pabouas yacTb Twn CF npy ncnosb3oBaHWM B COCTaBe MeAWLMHCKOA Applied part CF type when used as part of a medical electrical system with
3NEeKTPUYECKOW CUCTEMbI C COBMECTUMbIM 060pYA0BaHMEM, compatible equipment that is labeled near the power connectors
VUMEOLLUM COOTBETCTBYHOLLYH MapKUPOBKY BO3/1e Pa3beMoB and/or on primary label.
MUTaHUA N/MNN Ha STUKETKE. Mode of Continuous mode of operation when used as part of a medical
Pe>xum paboThl MpoLO/MKNTENBHBIN PeXXKMM paboTbl NPU UCMONb30BaHUM B operation electrical system with compatible equipment

cocTaBe MeAMLMHCKOM 3N1eKTPUYECKO CUCTEMBI C
COBMECTMMbIM 060pyA0BaHNEM

2. WHcTpyKumnm no 6esonacHocTu/Safety instructions

2.1.CumBsonel n uHgpopmauyus o6 onacHocTH/Symbols and hazard information
BHUMaTe/IbHO  MpoYTUTE  [AaHHYHO WHCTPYKLMIO MO 3Kcnyatalm 1 ctporo  Please read this manual carefully and follow its instructions exactly. The words
cobrntofaliTe ykasaHua. Cnosa «[pedynpexaeHne», «BHuMaHue» n «YkasaHne» WARNING, CAUTION and NOTE convey special meanings. Wherever they
VIMEtOT CreLiasisHoe HasHadeHve. 'ae Bbl OHM He BCTpeYaIChb B MHCTPYKUMM Mo are used in this manual, the following text should be carefully reviewed
3KCTUTyaTaLy, CrieflyeT BHAMATEbHO NPOUMTATL CrIgAyHOLLMIA 38 HAMM TEKCT, YTOBbI  to ensure the safe and effective use of this instrument. To make these words
obecrieunTb 6e30MacHyt0 1 3PEeKTUBHYIO 3KCrUyaTaumio msgerms. [na 6onee  stand out more clearly, they are accompanied by a pictogram.
3aMETHOrO BbifenieHns coB «lpeaynpexaeHve», «BHUMaHVe» N «YKa3aHue»
repez, HAMW LOMOTHUTE/bHO CTOUT MUKTOrpamma. WARNING; A Warning indicates that the personal safety of the patient or

personnel may be endangered. Failure to observe

NPEAYNPEXAEHVE.  «[MpegynpexaeHve»  obpaligeT  BHUMaHve  Ha  a \Warning could result in injury to the patient or personnel.
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CYLIECTBYIOWYIO ONACHOCTh /IA naumenta mnu  Bpada. Hecobmoaeune | CAUTION: A Caution indicates that particular procedures or precautions must
NPEAYNPEKACHHA MOXKET NPUBECTH K TPABMHPOBAHHIO NALIKEHTA HIIH Bpava. be followed to avoid possible damage to the instrument set.

BHUMAHME. «Buswmanue» obpamact sHuManne Ha Heobxoaumocts nposenenns | NOTE: A Note indicates special information regarding operation or clarifies
ONPEACNEHHBIX MEPONPHATHH MO TEXOGCAYKMBAHMIO WA NPUHATHA Mep no | important information.

ofecneuennio 6e30NaCHOCTH, YTOOK NPEAOTBPATHTD NOBPEKACHHE HIEITHS.
VYKA3SAHHE. «YxazaEme» CORCPKHT CHEUManbHylo WHGOpMAUMIO no
ofcnyKHBAHHIO H3AENUA WIH PAsbICHAET BIXXHYIO HHPOpMALMIO.

2.2. HucTpyxuns no Texanke Oesonacusocra/Safety instructions

Cepresnnie RERBACHTM Serious incidents
Cornacno Tlonoxenio 0 MEAMIHHCKHX u3aennsx (MDR), «cepbesubiii naumaent» | According to the Medical Device Regulation (MDR), a “serious incident”
BIUNOYACT MHILMACHTLI, KOTOPME NPAMO WIR KOCBEHHO WMETH KAH Mornmn uMerts | includes incidents that directly or indirectly had, could have had, or could have

moboe w2 caenyronmx nocnenctsiil (MDR, crartba 2, Ne 65): any of the following consequences (MDR, Art. 2, No, 65):

- CmMepTs naumenTa, NOMbL3OBATENS WIK APYTOTo YeNoBeKa - Death of a patient, user, or another person

- BpemeHHO® WIM NOCTOAHHOE CEpbE3HOE YXYAIIEHWE COCTOAHMS 310poBbs | — Temporary or permanent serious deterioration in the medical condition of a
NAUMENTA, NOLI0BATENS WIKH APYIOro YelNobexa patient, user, or another

- Cepseanas yrpo3a oSLuiecTBEHHOMY 3R0POBbLIO — A serious threat to public health

060 Bcex cepbeadbX MHUMAEHTaX HeobxoarMo yeeomnsts npowasoautens W | The manufacturer and appropriate authority must be notified of all serious
COOTBETCTBYIOLIIME OPraKbl. incidents.

IloBpexnennbie HIACHHA Damaged products

MMospekacHHBE HITEAHA MOTYT NPUBECTH K TPABMAM NAUHEHTOB, nonslosareneit | Damaged products can result in injury to patients, users, or third parties. Before
nnH TpeThiX MU, [lepen KaXABM HCNONLIOBAHHEM NpPOBEpATe Bee KOMNOHEHTH | cach use, check all components of the product for damage. Do not use damaged
H3AeNMA Ha npeaMeT noepexaeknit. He ucnonsayiite nospexaeHnbie #anenma. products.

IIpasuasuoe ofpamenne Correct bandling

Henpasunshoe ofpalicHue ¢ H3NCANEM MOXET MPUBECTH X Tpasmam naumeHTos, | If the product is not handled correctly, patients, users, and third parties may be
nonbsosateneh U TpeThux aui. PaGotaTh ¢ HEM MOTYT TONLKO AMLA, obnazalomme | injured. Only persons with the necessary medical qualification and who are
HeoBxoanmoii MeanumHckoll xBaTHHKauMeil 1 3HaKOMBiC C NpuMeHeHieM H3aenua. | acquainted with the application of the product may work with it. Check that the
Tlepea ucnonsb3obaHHeM ySeaurecs, YTo HIZENHE ROAXOANT A4 JaHHoH npoueaypul. | product is suitable for the procedure prior to use. Check the product for the

TIposepaitte u3nenne A0 M NOCAE KAXKAOTO KCMOABIOBAHHS HA: following points before and after every use:

- LenocTHOCTS - Completeness

- Xopowee pabonee cocToaHue - Good working order

- Octphie yram ~ Sharp comers

- Kpas ¢ 3asybpusamn — Burred edges

- [TpaBunbHas cOopka KOMINCKTYIOWNX - Correct assembly of the components

« DYHKUHOHANBHOCTD — Functionality

He ocrapnaiite BHyTPH NALKEHTA CIOMAHHbIE AETANH. Do not leave broken-off components inside the patient.
He noapepraiire n3genne Mexanuueckoi arpyaxe. Do not overload the product with mechanical stress.
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He puirnGaiite nornyTsie w3neana oGparHo B KCXOAHOE NONONKEHHE.

PaGora B noste 3penus

Hcenonb3oBaHre w3eans BHE MO 3PCHHA MOXET NPHBECTH K NOBPEXKACHHIO TRAaHEH
RITH TIOBPEXACHHIO M3ZENH.

Hcnons3yiiTe uanensue TOALXO B NONE IPEHMUS.

Topsune sacTn

BucOKa® HHTEHCHBHOCTb CBETA, CO3/aBaEMAad HCTOUKHKOM CBETA, MOXET BbI3BaTh
Harpes AMCTATHHOTO KOHUA, CBETOBbIX COCAHHEHHI H COCCABHX KOMITOHEHTOB. JTO
MOKET BH3BATH OXKOTH Y MALMEHTOB, NONL30BaTENeH H TPETHHX NHLL

YeTaHOBHTE MOIMHOCTH HCTOMHMKA CBETa HA YPOBEHb, AOCTATOUHMA And
obecneueHns onmUManbHOrO oceemieHua paboueli 3ombl. Hsberaiime xouraxta
AKCTANBHBIM KOHIOM H CBETOBLIMH COSAHHEHHAMM.

Bbicoxas HHTERCNBHOCTS CBETA

BHICOKAX HHTEHCHEHOCTS CBETA, HATY4aeMas HCTOYHUKOM CBETA, MOXXET NPHBECTH K
HeoGpaTHMOMY NOBPEXKACHHIO IM1a3 KIH CNENOTE, & TAKKE K Harpesy TxaHel u
APEAMETOB, Ha KOTOPHIC HANPABICH CBETOROI NOTOK.

He cmoTpuTe Ha ceeToBoH NOTOK.

VCTaHOBMTE MOWMHOCTL HMCTOYHMKA CBETa HA YpPOBEHb, ROCTaTOUHLA ans
obecnedena ONTHMANLHOTO OcBellieHna paboueit 30HbI.

Y6eanTech, YTO HCTOMHHK CBETA HAXOAMTCA HA AOCTATOMHO GOMBLLIOM PacCcTONHHN
OT TKaHeH U ONEPALUOHKBIX NPHHAANEKHOCTEH.

Tox yTeqaKkH nanuenTs

ToxH yTeuxs NAUMEHTOB H3 NPOAYKTOB MOTYT CKIAALIBATLCK, €CTH OAHOBPEMEHHO
HCIONb3YIOTCA  SNEKTPMYECKHE YCTPONCTBA M SNCKTPHYCCKHE H3ACAHA ANA
3HA0TepanHH. UpeamepHo BCOKU YPOBEHE TOKA YTeUKH MOXKET NPHBECTH K TPaBME
nauuenta. Henonbayiime BMecTe TONLKO NPOAYKTH OAHONO THNA, 0COOEHHO B Clly4ae
npoaykros CF.

CooTBeTcTByI0MAN KOMONHANRS FRA0CKONA H ONTOBOIOKONHOIO CBETOBOAS
Ecnn amameTp ONTOBONOXOHHONO CBETOBOAA C/MIUKOM BEIHK, PazbeM 3HAOCKONA
HarpeeTca. 3TO MOXET BLI3BATh NOBpexAcHME 3uzockona. Ecnm  anamerp
ONTOBONOKOHHOTO CBETOBOAR CIMILKOM Man, B 3HAockonm Oyaer nonasaThk
HEeJIOCTATOMHO CBETA. 3TO MOKET 03HaYaTh, YyTo paboyas 30Ha GyaeT HEAOCTATOMHO
oceemena. Mcnonbsyiite 3saockon ¢ onmoBoNOKOHHBIM CBETOBOROM TIOAXOASLIErO
2NHAMETPA.

Do not bend bent products back to their original position.

Working in the field of vision

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

Only use the product in the field of vision.

Hot components

The high level of light intensity produced by the light source may cause the distal
end, the light connections, and adjacent components to heat up. This can cause
burns 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 simultaneously. 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.

Appropriate 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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Creutzfeldt-Jakob disease

Bonesns Kpeiitngeanara-Sxoba Products that come into contact with the central nervous system can become
H3penus, koTopsie BCTYNAOT B XOHTAKT C LEHTPAIbHOH HepBHOI cicTeMoli, MoryT | contaminated by organic residue containing prions. Prions lead to infection with
ObIThb 3arpa3HEHH OPraHHYECKHMH OCTaTKaMM, coaepxaummMu npuoHbl. [lpuonn | Creutzfeldt-Jakob disease. If Creutzfeld-Jakob disease has been diagnosed or is
NPHBOIAT K 3apakenHio Gonesnnio Kpeditudennara-sAxo6a. Ecniu anarnocuposana | suspected: Dispose of the product properly and do not continue to use it.

uay  nopoapesaerca Gonesnd Kpeltrudenvna-Axkoba: ymunmanpyifre npoaykr

HAJIEXKALMM O0pa3oM H He MPOAOIDKANTE ero HCNOAL30BaTb. Unsterile product
The product is not sterile when delivered. The use of non-sterile products poses a
Hecrepraunniii npoxyxr risk of infection for patients, users, and third parties. Reprocess the product in line

Hagenwe nocraBnserca HectepuibHbiM. Mcnonk3oBaHMe HecTepunbHbIX Miaenmit | with the reprocessing instructions before initial use and every subsequent use.
CONACT PHCK JapOKCHMA JNA NAUMEHTOB, TONbL3OBATENCH W TPETHMX AMLL.
O6paboraiime H3eNHe B COOTBETCTBHH ¢ MHCTPYKLIHAMH 110 NoBTOpHOI ofpaGorke | Ultrasonic treatment

nepes NepBbiM HCMONL30BAHUEM M NMPH KKJOM NOCACAYIOUIEM HCNONE30BARKM, The device is not suitable for ultrasonic treatment

YanTpassyxosan obpaGorka
Hinenue ve noaxoamMT ans ynbTpa3sykonoi o6paborTxu.

2.3. Mepsi npenocTOPOXBOCTE DPH HCNOILIOBAREN JHA0cKonoB/Safety precautions while using the endoscopes

SHAOCKONL! JAO/DKHE! HCMIOIBIOBATLCA TONLKO B COOTBETCTBHH € MEAHLIMHCKHMH The endoscopes must only be used according to the medical rules and procedures
NPaBHIAMM H NPOUETYPAMH SHAOCKONHH, NPH3HAHHBLIMH 1S AAHHOIO METOA. of endoscopy recognized for the method.

2.4. llorennuransanii noTpebuvenn/Potential consnmer

Meanuunckne M3ZENHWA  MOTYT HCHONBIOBATRCA TOMBKO  BpavaMs, uMelommms | Medical devices may only be used by physicians who have a corresponding specialized
COOTBETCTBYIOUIYIO CIELHATLHOCTL (OTOPHHOAPUHFOMIOTH, OHKOJIOFH) W O3HAKOMUBIIMMHCA | qualification (otolaryngologists, oncologists) and who have been instructed in use of
€ HHCTPYKIIHEH N0 HCTIONE30BAHKIO AAHHBIX MEAHLHHCKHX W3ACTHI. these medical devices.

2.5. Ycaosra npemencang/Usage conditions

3HaocKkoNkl, BKMOUAE NOAKMONEHHOe obopyzoBaHue, MOTyT ucnonb3oBaThes | Endoscopes including the equipment connected may only be used in medical
TONLKO B MEAMUHHCKHX KaOMHeTax, B KOTOPHIX YCTBHOBNEHO 3MeKTpHueckoe | rooms in which the electrical equipment has been installed in accordance with
obopynoBaHKie B COOTBETCTBMH € NPHMECHUMbIMH HAUMOHATLHHIMH NPaBMNaMK H | applicable national regulations and standards.

CTaHOAPTAMH.
2.6. Ceenenna 0 IEKAPCTBERNDLIX CPEACTBAX BXOASIIEX B COCTAB Meaumnnckoro maaenns/Information about the medicines included in the medical device
He npumennmo | Not applicable
2.7. Coenemns 0 MATEPRAAAX KEBOTHONO/Ye/I0BeYeCKOro Npoucxoxsenns/Information about materials of animal/human origin
He npuMennmo | Not applicable
3. O6pamenne ¢ nazenner/Handling
3.1. Pacnaxosxa/ Unpacking

ITpoBepbTe NOCTaBKY Ha KOMIVIEKTHOCTS K HA NPEAMET BO3MOMKHBIX NOBPEXKACHHIA, | Check for missing items and evidence of shipping damage.

3.2. Yenossa TPpanCnOPTEPOBKE M XpaneEHs/Storage and transportation conditions

[
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Temneparypa -20°C ... +60°C Temperature -20°C ... +60°C
OTHOCHTENbHAs BAAXKHOCTD 10% ... 90% Relative humidity 10% ... 90%
SOsAYXa Air pressure 700 ... 1060 hPa
Jlasnenne so3ayxa 700...1060 rIla
3.3. Yenopas sxcmayaranun/Operating conditions
Temnepatypa +10°C ... +42°C Temperature +10°C...+42°C
OTHOCHTENBHAR BIAKHOCTD 30% ... 70% Relative humidity 30% ... 70%
BO3AyXa Air pressure 700 ... 1060 hPa
JlaeneHue BO3ayXa 700...1060 rTla

Pa6ouas uacTs H3neNua NpeAHA3HAMEHA AIA HCTIONILI0BAHHA BO BHYTPEHHEH cpene
OpraHH3Ma.

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

3.4. Cpox roauocTr/epok >xcnayaraand/Shelf life/Service life

Yrobb1 pacno3HaTh BO3MOXKHMIE H3HOC MaTepuana, HeOGXOAMMO BLTIONHHTS
cheayiolne GyHKUHOHANEHME NPOBEPKA:

1. ITpoBepKTDH NOBEPXHOCTH IHAOCKONA HA OTCYTCTBHE MEXAHHUECKHX NOBPEKACHHH
A W3MEHCHNH.

2. TpoBepuTL NPaBUIBLHOCTD MOCAAKH NPHCOSAMHEHHBIX KOMMOHEHTOB W NPH
HeoOX0ZHMOCTH 38pHKCHPOBATL Pa3beM ANNA OYHCTKH.

3. IpoeepuTs, NnepeaaeTca au uzobpakenue.

4. Tposeputs, NepeaseTcs MM CBET.

[Mpuroasocrs w3aeAus B 3HAYMTENLHOW  CTENEHH  ONpedenseTc®  no
IKCIUFYATALHOHHOMY H3HOCY, HANHYHIO B XapaKTepy BO3MOXKHBIX TOBpEeXACHHi 1
38BHCHT OT BHOOpa MeTonoB 00paboTkl M XHMHuecKHX cpeacTB. Oxunaemas
cpeanas HapaboTka Ha orkas — 1000 unknos.

OsmxnaaemMbiii cpox coryxOb — 5 net

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

3.5. Henonnaosanme/Application

NPEAYIIPEXAEHHUE. 3HI0CKON NOCTARIAETCA HECTEPHIbHBIM, TNO3TOMY €ro
HEODXOAUMO OYHWIATL, NE3HHUUHPOBATL W CTEPWIM3OBATH NEped NEPBLIM
MCNONL3IOBAHHEM W KAXKIALIM NOCACAYIOUIMM NTOBTOPHBIM HCTIONB3OBAHHEM.

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. lIpaBaniexnocTh, DPEIYCMOTPeHELIE 1S BCTIOTL30BAHNSE BMecTe ¢ maaeamem/Accessories to be used in combination with the device

BuaeocHeTeMbl KOMIAKTHAIE JHAOCKONHICCKHE (CHCTEMB! YNPABNCHAR/NONYYEHAR
shaconsofpacenuii 219 Ing0CKONS), coueTaroniee B cebe Gulok ynpasieann xamepoii,
HCTOUMHK CBETA, MOHHTOP), NOACOCAHHAEMLIE NPE NOMOIIH CBETOROAA:

JOMyCTHMO HCNONLIOBAHKE AIOOMX KOMIAKTHBIX BHASOCHCTEM IHAOCKONHUECKHX,

Compact endoscopic video systems (systems for control/getting video images for an
endoscope), combining a camera control unit, a light source, a monitor), connected
using a light cable:

It is allowed to use any compact endoscopic video systems registered in accordance with
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3aPErHCTPHPOBAHHAX B YCTAHOBNCHHOM NOPAAKE HA TeppHTOpHN PO,

TosoBKa BRACOKAMEPH] (BHACOKIMEPS IHAOCKONA) ¢ MYPTOH $uKcaunn oxysapuos
ONTHKN:

DHAOCCKOMNK MOKHO HCTIONL30BATL CO BCEMHU BUACONO/IOBKAMH, COBMECTHMMBIMH ¢
nuTepdeiicom ISO-TS 18339, JomycTHMO HCRIOAB30BAHHE MOGLX MOI0BOK BRACOXAMEDH! ¢
My$TOH PHKCALUMH OXYNIPHOR ONTHKM, IAPETHCTPHPOBAKHEIX B YCTAHORACHHOM NOPAAKE
Ha TepprTopH PO,

FHACCKONNYLCKHE NCTOUHRKH CBETA (HCTOUHUKH OCBEICHAA V1N JHAOCKONA),
NOICOLANHAEMEIE NPH NOMOUIH CHETORO/ION:

HonycTHMO HCMIONL3OBAHNE MoGKIX IHAOCKONHYECKHX HCTOYHHKOB CBETA,

the established procedure on the territory of the Russian Federation.

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

3APETHCTPHPOBAHHLIX B YCTAHOBNECHHOM NIOPAAKE HA TeppuTOphH PO, Light cables:

If there is an identification symbol on the light cable and the endoscope (see table),
Caerononm: assign matching combinations ac to the symbols shown.
Ecau cBeTOROA H IHAOCKON MAPKKPOBAHLE CHMBOJAMM (CM. Tabnuy), TO NOAXOASNIAS Light cable diameter Endoscope diameter
XOMOHHALAA JOJDKAE ONPEACNITLCS B COOTBETCTBHH € ITHMH CHMBONAMH.

JnameTp cheTOBOSA JIHaMeTp SHAOCKONA 48-50mm 6.6 - 12,0 mm
4.8-5.0MM 6.6 12.0 MM @ 3.0-3.5 mm O 3.0 6.5 mm oY
3.0-3.5mm Q‘ 3.0-6.5 MM g‘ 20-2.5mm . 0.8-29mm S
20-2.5 M 0} 0.8-29Mu )

3.7. Ocmotp/Inspection

OcMaTpPUBAIATE IHZOCKON HA NPEAMET NOBPEKACHHH Cpasy NOCAE NOKYYEHHA, &
TAKKE 40 H NIOC/IE KAKAOTO HCTIONb30BAHUA.

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

Haobpamenne

OCMOTPHTE TOPLIb ONTHKH (AHCTANBHBIH KOHCL # OKY/ISP) HA NPEAMET LAPANHH W
OCTaTKOB XHPYPrueckKHX WiM APYrHX 3arpassesuil. [TopepXHocT! A0MKHEE ONTH
TIagKHMU B GNecTAHMHA.

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
YroGBt NPOBEPHTE KAUECTBO H300pDKEHHR, HEOOXOANMO BPALLATD IHAOCKON, through it.

CMOTPA B €r0.

If the image is completely or partially impaired, cither the rod lens system in the
sheath is broken or the lens in the eyepiece is defective. In such cases, the

Eciu n306pakenne 98CTHHO WIH NIONHOCThIO HCKKEHO, TO 3TO 03HAYAET, yro ubo
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CHCTEMa CTEPXKHEBLIX JIMH3 HEMCNPaBHa, 160 THH3B! B OKY/1Ape NOBpPexXAeHb. B
TaKMX CTyvasX 3HAOCKON HeoOX0aUMO 3aMEHHTD.

Tyck10e WIK NATHUCTOE W306pakeHHe MOXKET ObiTh BLI3BAHO BIAXKHOCTBIO HIH
OCTaTKaMH A€3RHPHUMPYIOLLETO CPEICTBA HA TOPUEBBIX NOBEPXHOCTAX ONTHKH.

CaeToBOA

HanpasbTe ancTanbHblii KOHELW B HanpaBlieHHH HCTOYHHKA CBETa W NpoBepbTe
KOJIMYECTBO TEMHBLIX TOYEK B MECTE COEIMHEHHS CO CBETOBOAOM. TakuWe TeMHble
TOYKH YKa3bIBAIOT Ha TO. YTO ONTHYECKHE CBETONPOBOIALLHE BOJIOKHA NOBPEXIEHDI.
WU3onupoBaHHble MOBpEXAEHHbIE ONTHYECKHE BOJOKHA HE OKa3bIBAlOT 3aMETHOrO
BJIMAHHUR HAa Ka4eCTBO H300pakeHus.

OaHAaKo BbIXOAHAs SPKOCTb NEHCTBHTENbHO 3HAYMTENbHO YXYALIAETCH, €CIH
onpeae1eHHOE KONHYECTBO ONTHYECKHX BOJOKOH NOBpexaeHo (npumepHo 20-25%),
YTO B CBOIO OYEPEab NPHBOIMT K CHWKEHHIO KauecTBa H300paxeHHs. bonbuie Henbis
MCNONb30BATh IHAOCKON.

YKA3AHME: ecau noBpexiaeHHE O4YEBMAHO, 3HAocKon Gonblue Henb3s
MCNONb30BaTb. DHAOCKOMNBI HEOOXOANMO 3aMEHHUTD, ECITH H300paXkeHHE MYTHOE HIH
u306paxeHHe OTCYTCTBYET WIH BHAHA TONbKO €ro 4acTb.

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

Light cable

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

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

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

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

3.8. Mepui npeaocropoxnocTi/Precautions

Kak u Bce ontudeckne MHcTpymenTbl, 3Haockonbl HOPKINS ssastiorcs ouens
YyBCTBHTENbHBIM 000pynoBaHHeM. UTOObI rapaHTMPOBaTh AONTOCPOYHOE KaueCTBO
3HA0CKONa, Heo6XxoaumMo cobtoaaTh cneayiolue npaBua:

* Bo n3bexanne nonoMoK 3HAOCKONBI HEOOX0AKO BCeraa aepXkarh €ro 3a okyasap, a
He 3a INCTaNbHbIA KOHEU.

* Hu npu kakux obGcrostenbcrBax He crubaiite pabouyro uacTh 3Haockona. 3710
MOXET MPHBECTH K NOJIOMKaM WM TPELUWHAM B CHCTEME CTEPXKHEBBIX JTMH3.

« Knaaure sHaockonbl € OCTOPOXHOCTbIO. CHibHble yaapbl, 0COGEHHO nO
ANCTaNbHOMY KOHLY, MOTYT Bbi3BaTh NOBPEXKIEHHE WIH TpElUHHbI, a TaKkKe
NPOHWKHOBEHHE JKHAKOCTH, Napa U T.A. ITO NPUBOAMT K NOABIEHHIO CBETALIX H / WK
pacTAHyThIX obnacTe#i W306paxeHus.

* [lo3toMy BO BpeMs OYHCTKH, [e3WHGEKUHH, CTEPHIH3ALHKW M XpaHEHHS

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,
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Heo6X0AMMO CNeaUTh 32 TeM, YTOOLI SHAOCKONDb! H36eXKanH NOBPEXAEHNH APYTrHMH
MHCTpyMeHTamn. MpeanbHbiii  BapuanT:  Xpawuth  3Haockonbl  HOPKINS
WHIMBHAYANbHO WIM MCMONb30BaTh KOHTEHHEPbl, B KOTOPBIX JHIOCKOMLI MOXHO
3aKPernHTD.

YKA3ZAHME: eciu noBpexaeHHe OYEBHAHO, 3HIOCKON Oonblie Henb3a
MCNIONB30BaTh. JHAOCKOMNbI HE0OX0AMMO 3aMEHHTD, €CH H30OpaxkeHHe MyTHOE WIH
n300paxxeHne OTCYTCTBYET HIH BHAHbBI TONLKO €10 4acTH.

BHHUMAHHME: sHaockonst HOPKINS 6e3 mapkupoBkH «ABTOKNaB» Hefb3s
CTEPHIU3OBATh NapoM. ITO MOXKET HAHECTH HENoNpaBMMBIi yiuepo.

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.
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. TlosTopnas o6paborka. Ceenenns 06 ouncrke n aesundexuns MH / Reprocessing. Information about cleaning and disinfecting of MD

NPEAYNPEXIAEHHUE. Puck 3apaxenus. [lpn noctaske 3TH MEAHUMHCKHE
M3ENIHA He ABAIOTCA CTEPUIbLHBIMK. Ucnonb3oBaHHe HECTEPHIILHBIX MEAHLIMHCKHX
M3aeNNit CO30aeT PHCK 3apAKEHHS ANA NALMEHTOB, NMOJIb30BATENEH U TPETHHX NIHLL
OcMOTpHTE MEAHLIMHCKHE H3J1e/IHA Ha NPEAMET BUAHMOTO 3arpA3HEHHS.

Buanmoe 3arps3HeHne yka3biBaeT Ha TO, YTO NOBTOpHas 06paboTka He npoBoaAKach
uwin Gbuia nposedeHa HenpaBuabHO. O6paboTaiiTe MeAHMUHMHCKHE M3AENHS nepea
NepBbLIM HCNONbL30BAaHHEM. @ TaKkKE N0 M MNOCNE KAKAOTO NOCAEAYIOWEro
MCMONbL30BAHKA, UCTIONB3YS YTBEP)KAEHHbIE NPOLEAYPbI.

NPEAYIIPEXAEHHUE: Puck 3apaxeHua: HenpaswibHo obpabotannbie
MEAHLHUHCKHE W3AE.IMS NOABEPraloT NaUMEHTOB, NOJb3OBaTeleH W TPETbHX NHL
PHCKY 3apaxkeHHs, 8 TAKXKE PUCKY TOTO, YTO MEAMLIMHCKOE H3/IENIHE MOXKET BLIHTH H3
CTpoS.

BHUMAHHE: npu npHroToBfieHWH M HCMNObL3OBAHHM PacTBOPOB cleayiTe
cneundUKaLMsM NPOU3BOAUTENS XHMHYECKHX CPEACTB, yaenss ocoboe BHMMaHHe
NpPaBMIbHON  KOHLUEHTPAUWMH. BPEMEHH BO3AEHCTBMA W CPOKY  CayxObl.
MNpoponxuTensHoe NorpykeHHe B BOAY W HENpaBHIbHAA KOHLEHTPALWA MOTYT
npuBecTH k nospexaeHuto. [lomuuTe o MukpobHOnOrHUecKOM AHaNa3oHe AeHCTBHA
MCNOMb3yeMbIX XHMHUYECKHX CPEACTB.

BHHUMAHHE: OnacHocTb  MOBpeXAEHHS  MEAMUMHCKMX  YCTPOMCTB:
MCNONb30BaHHE XHMHYECKHX cpeacTB, He onobpenHbix KARL STORZ, moxer
NPUBECTH K MNOBPEXACHHIO MEIHUMHCKHX YcTpoicTB. Mcnoablyiite Tonbko
0106peHHbIE XHMHYECKHE CPEICTBA.

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
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| YKA3IAHME: Iepeviens pexoMeBAyeMBbIX YECTAHINX E A3HHQRNHPYOMMX
pacreopos npeacrasnen s lipunoxenun 1.

4.1. NoaroToBka Kk ouBcTKe B AesnAgexnnn/ Preparing for cleaning and disinfection

' ToaroToBKka K ONRCTKE K Ae3HHpeKNM Preparation for cleaning and disinfection
Brumanne! OuncTea M AesMHPEKUMA NPOM3BOAATCA TOMLKO XOrAa  IHAOCKOD | Attention! Cleaning and disinfection are performed only when the endoscope is
OTCOSAMHEN/OTKAIOYEH OT BCEX COBMECTHMUIX H3fIenHH. disconnected from all compatible products.

TpyGhie 3arpasHeHMS, BHI3HBAIOMNE KOPPOSHIO PACTBOPM W JIEKAPCTBEHHBIE CPENCTRA H;vza‘soﬂmg, °m"° s;"“:;‘ms andph:r::oeuticalslmustt:: remgvedd;i'vc;m the o
creyeT YIANATS ¢ 3HAOCKOTIOB CPasy NOCHE ero NpUMEHEHNA. JIR 3TOro SHROCKON CheTyeT :lo andde vice nmfr:"edute y l er use. To , elnd, prec “s“ o medical device by mu:lmg
NPERAPUTENLHO OYHCTHTS, HANP., MyTEM NPOTHPANHS W Npompanna. Komnanns KARL | down and rinsing, for example. As a general rule, KARL STORZ recommends man

STORZ pexoMeR1IyeT boeT2 POBOHTS NPEABAPHTEBHYIO OYHCTKY Py4HMM criocoGom nop | Precieaning under cold running water.

cTpydi xonoanoi soau.
4.2. Pyunan npexpapuTeinnas ouncrka / Manual precleaning
Pazbopka Disassembly
Hepen ounctkoil ¥ Rezundexumeli dHAOCKONB HEOOXOAWMO OTXPHITE WHAHM | Prior to cleaning and disinfection, the medical device must be separated into its
pasobpath Ha OTAEAPHBIE KOMNOHEHTbI, HACKOJILKO ITO BOSMOXKHO. individual components as far as possible, and/or must be opened.
Ouncrka nosepxnocTell merxoi Brushing the surfaces

Bujumete unu rpy0bie 3arpasHeHMAa HeoGXoauMO YZaIATe ¢ MOBEepXHocTeit nox | Any visible contamination or heavy soiling of the surfaces must be removed
cTpyeii X0N0AHOH BOAB! MPH NOMOLLY WETOK NOAXOARWMHX Pa3MepoB OT paznHvHbIX | under cold running water by cleaning using brushes of suitable sizes from

NPOU3BOANTENCH. various manufacturers.

Ob6paborks yaLTpaspykoM 3anpemens No use of ultrasound

Ilo  rmexHmieckum npuunHaM  3Haockon HOPKINS  venmpuroanst  ana

yALTpa3BykoBo# oOpaGoTKH. For technical reasons, the medical device is not suitable for ultrasound treatment.
4.3. Mamnunan Tecrxa & xesnndexnnn/Machine clesning and disinfection

Ouncrxa/Tepmaneckas Ae3Nndexnns MEXaAHHIEPOBAEREIM cnocoboM Machine cleaning/thermal disinfection

Ipeanouytnrentia Tepmuveckas Aeaundexuns. JManunil meron Heobxoaumo | Thermal disinfection is preferred. The relevant national requirements and the AQ
HCNOIL30BATE € YHETOM HAUMOHANLHLIX HOPM M noxazatens Ap. Ilpn BuiGope | value must be taken into account when using this method. The selection of a
MOAXOAAErO BLIABHKHOTO KOHTeHHEpA MW KPENAEHHA N4 HMHCTPYMeHTa | suitable slide-in tray or instrument holder, which should ensure that the medical
Heo6XOAHMO NPOKOHCYNETHPOBATECS ¢ M3roTOBHTENeM ofopyaomanns ¢ uensio | device is thoroughly rinsed out or through, must take place in consultation with

obecneyenins OMBIBAHHSA HITH MPOMBIBAHHE MEAULIHHCKOTO M3IENHA. the manufacturer of the device.
Yxazanne: nps BeoGXOAMMOCTH ClICAYET BPYYHYIO AOCYIIHTD HHCTPYMENT. Note: If necessary, the instrument must be dried off afterwards by hand.
4.4. CGopxa, 0cMoTP B Yx04/Assembly, inspection and care
COopxa, npoBepxa u YXOX Assembly, inspection and care
BiyanbHo nposepete oummenHsiit W nponessnuumposanneii sHgockon Ha | The cleaned and disinfected medical device must be visually inspected for
YHCTOTY, KOMIUIEKTHOCTD, CYXOCTb H OTCYTCTBHE NMOBPEXACHNIA: cleanliness, completeness, damage and dryness:
» [lpy  HanHuWM  CNeIOB  3arpA3HEHHII/OCTATKOB CPEACTB  HeoOX0AMMO e __If residues or contamination are still present, the medical device must be
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noBTOpHO 06paboTaTh 3HAOCKONDBI BPYUHYIO H €lle pa3 NOABEPrHyTb UX NONHOMY
UMKIY OYHCTKH K A€3HHPEKLIHH.

. [NoBpexaeHHble WAH NOpaXkeHHble KOPPO3HEH IHAOCKOMbI AO/DKHBI ObITh
M3BATHI U3 OOpalleHus.

3aTreM He06X0AMMO BbINOMHUTL NPOBEPKY (PyHKLUHOHHPOBAHUS.

manually cleaned and subjected to a full cleaning and disinfection
procedure once more.
e Damaged or corroded medical devices must be withdrawn from use.
Afterwards, a functional check must be carried out.

4.4.1. Ilposepka n3o6paxennn/ Checking the image

OcmoTpuTe onTHueckHe TopLbl (00bEKTHB, AUCTANbHBIHA BBIXOA CBETOBOAA M OKYAP)
Ha NpeaMeT LApPaNMH M OCTaTKOB XHMPYPrHYECKHX WIH YMCTAIUMX CPEACTB.
[NoBepxnocTi nomKHBI ObITH rIaAKUMH K GniecTaMMH. UToObI NPOBEpUTL KauecTBO
M300pakeHHs, MEANEHHO BpawaiTe 3HAOCKON, rasas uepes Hero. Ecau
n306paxerne NOMHOCTBIO WIM YAaCTHYHO MCKaXKEHO, 3HA4YWT HEHCNpaBHA CHCTEMa
CTEPXKHEBBLIX JIHH3 B ONTHYECKOH TpyOke MM nHMH3a B oKyaspe. B Takux cnywasx
IHAOCKON HEOOXOAUMO 3aAMEHHTD.

MyTHoe MM naTHucTOoE H3oOpaxkeHHWe MOXKeT ObiTb BbLI3BAHO BNAWKHOCTBIO WIM
oCTaTKaMH Ae3HH(HuMpylolero / XHMHYECKOrO CpPEACTBA Ha ONTHYECKHX
NOBEPXHOCTAX. B 3THX cay4adX OCTOPOXKHO OYMCTHTE ONTHYECKHE TOPLbI
annIuKaTopoM BaTHbIM TaMNOHOM, CMOYeHHbIM 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. llposepka ceetoBogon/ Checking the light guides

Jdepxute auCTanbHbIH KOHEU B HAaNpaBleHWH WCTOMHHKA CBeTa W NpOBEpbTe
KOJIMMECTBO TEMHLIX TOYEK HAa COEMHEHWH CBETOBOAA. Takue TeMHbIE TOYKH
yKa3blBalOT Ha TO, YTO ONTHYECKHE BOJIOKHA CBETOBOAA pa3opBaHbl. U30nupoBatHbie
NOpBaHHbiE OMTHYECKHE BOJIOKHA 3aMETHO HE YXYALIAIOT Ka4yecTBO H300paKeHHA.
Tem He MeHee, cBeTOOTIa4a 3HAYHTENBHO YXYALLAETCA, €CIH NOBPEXKAAETCH
OnpeaeneHHoe KONMYECTBO BOJOKOH (mpuMmepHo oTr 20% po 25%), wuro,
COOTBETCTBEHHO, TaKOKE NMPHBOAHT K CHWXKEHHIO KauecTBa W300paxeHHa. DHA0CKON
Gonblue HeNb3x HCNONBL3OBAT.

BHHUMAHHE: ecan nospexxaeHHe OueBMAHO, JHAOCKON Conblue He creayer
HCMO/B30BaThb. JHAOCKOMbI HEOOXOAMMO 3aMEHUTD, €CIH H300paXKeHHEe MYTHOE WIH
H300paxkeHHe OTCYTCTBYET WIH BHAHbI TOJILKO €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.

4.4.3. Cymxa/ Drying

Y4acTKH BOJIOKHA B CBETOBOJIE, @ TAKOKe AWCTaNbHBIE W NPOKCHMAIbHbIE TOPUEBbIE
NOBEPXHOCTH JOMKHBI ObITh TIMATENbHO BbiCYwWweHbl 70% cnuproM. OcTaTku
AE3MHOMUHMPYIOWETO M YHCTALLETO CPEACTBA, HanpuMep, B CBETOBOAE, MOTYT
NPUropeTh MpH MNOAKTIOHEHHH CBETOBOro kabens, 4TO cepbe3Ho yXyauwaer

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 bumt on when

the light cable is connected, thereby seriously impairing light transmission.
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CBETONPOITYCKaHHeE. . Damaged or corroded medical devices must be withdrawn from use.
» IlorpexaeHHbIE HWIH KOPPOAMPOBRAHHBIE MEIHUMHCKHE YCTPOHCTBA A0JDKHB GbiTh | * Threads and glide surfaces on the endoscope must be lubricated locally
M3BATH H3 HCNOALIOBAHHA. with instrument oil and the running surfaces on the cock plug with special

* PessOul M ckosbasline NOBEPXHOCTH 3HAOCKONA HEOOXOIMMO CMa3aTh HA MeCTe | grease.
MHCTPYMCHTANbHLIM MacioM, a paboune noBepxHocTw Ha npofke kpawa - |° Dismantled medical devices must be assembled.

CTICUHANBHO CMa3Ko#. . Afterwards, a functional check must be carried out.
» PazoGpanHbie H3zienna N0oKHE GbITh coBpanm. NOTE: The oil used for this purpose must be suitable for the subsequent
» Iocae 310ro HEOGX0AMMO NPOBECTH (YHKUHOBATBHYIO POBEPKY. sterilization procedure (silicone-free and paraffin- or white oil-based).

- YKA3ZAHHME: Macno, ncnonbsyemoe ans s1oif neau, aomxno noaxoauts ans | NOTE: During care procedures, use items from the catalog ‘Care, Sterilization
nocaexyouleii npouexyps crepuanzaumy (6e3 cunnkona H va ocHose napadgina uny | and Storage Techniques’.
i Genoro mMacna).
YKA3AHHE: so spems npolieyp no yxoAy MCTIOAb3YHTE NPEAMETH M3 KATANOra
«Mertoan yxona, CTEPHAH3AUMH H XPAHEHHAN,

4.5. Crepunmanug/ Sterilization

YCA0BRA CTEPHINANEH Sterilization conditions

Komnanneit KARL STORZ ana aanHHoro meanumnckoro uinenus sanuanposanst i | The following sterilization methods have been validated and approved by KARL
YTEEPKHCHB CNEAYIOIIHE METOIB CTEPHIHALMH; STORZ for this medical device:

CrepraR3anns NAPOM ¢ TPAMEReREeM QPAKNBOBNPOBANHONO Steam sterilization using the fractionated prevacuum procedure
$OpPBAKYYMHOIO METOAA. Note:  Sterilize greased components in a  disassembled state.

Yiasauue: CMazaHHbe KOMIOHEHTH He00X0AMMO CTepHAusoBaTh B pazobpannom | The medical device must be sterilized in its fully assembled state using the
Buae. JUis CTepuIH3aUHK MEAHLMHCKONO H3ACAHA B cobpannoM euze Heobxoaumo | fractionated prevacuum procedure (DIN EN ISO 17665-1) with the following
KCNONLIOBATH (pakuHOHKpoBaHHEIH Gopeakyymubiii meToa (DIN EN ISO 17665-1) | parameters: 134°C for 5 minutes.
¢ cobmoaennem cnexyromux napameTpos: 134 °C Ha NpoTAKEHHN § MURYT.
S. Cepsucnoe ofcnyxusawne » pemont/ Servicing and repair
HencnpaBHble UHCTPYMEHTH O/kHbI ofcmyxmsarecs W pemonTHpoBathes | Defective instruments must be serviced and repaired exclusively by persons
HCKITIOYHTENbHO  YNOAHOMOYEHHBIMH Hamu nHuamu; [lpm nposemennu Beex | authorized by us; all repair work must employ genuine parts only.
MOHTHBIX paboT HeOGXOMMMO UCNIONTB3OBAT TONLKO OPHFMHANLHBIE IETANH.
6. I'spanTua\Warranty
CranzapTieiii rapaHTiiumii CpOK sKCRTYaTaUMH H3AenHs cocTasnser 12 Mecaues ¢ | The standard warranty period for the device is 12 months from the date of
RaTei B80AA Npubopa B 3kciUTyaTalmio, HO He Gonee 15 MecaLeB co AHA OTIPY3ks. | commissioning of the device, but no more than 15 months from the date of
shipment.

MeaHuUHHCKOE HizenHe BCETAA CNEAYET OTNPABASTh B MECTHOE OTACNCHHE, NAXKE B
TeYyeHHe rapaHTHHHOIO NEPHOAA. The medical device must always be sent to your local subsidiary (see
Bekpritue  0GopyaoBaHHs WM BHNONHeHWe MOOLIX peMoHTHBIX pabor mam | “Subsidiaries” section), even during the warranty period.

MOZH(HKALWH 00OpyZ0BaHMA HEYTIONHOMOMEHHEIMK NHUAMH 0cBoGokaeT Hac o | Opening the equipment or performance of any repairs or modifications to the
moboit oTeercreentocTh 3a ero paboty. JlioGoe Takoe OTKpHITHE, peMOHT mnu | equipment by unauthorized persons shall relieve us of any liability for its
MOAHGHMKALKS, BHIMOTHEHHDIE B TeHeHWe FApAHTUHHONO NepHoNa, AHKYIHpYeT Beio | performance. Any such opening, repair, or modification performed during the
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rapaHTHIO.

O6wecTBO ¢ orpaHUueHHO# oTBeTcTBeHHOCTLIO Kapa LLtopu — Suaockons Boctox
(OO0 KLUTS BOCTOK)

115114, Mocksa, JlepGeneBckan HabepexHas, 7, cTp. 4.

Ten. +7 495 983 02 40

Fax: +7 495 983 02 41

Info-ru@karlstorz.com

warranty period shall void all warranty.

LLC KARL STORZ Endoskopy - WOSTOK
Derbenyevskaya nab. 7, building 4

115114 Moscow, Russia

Phone: +7 495 983 02 40

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

7. Yruanszanns/Disposal

Mpu yTwamsaumm ocobbie Mepbl He TpebyloTcs. cobmonats

BHYTPHIrOCYAapCTBEHHbIE NPEANHCAHHA/ 3aKOHBI.

Mpu yTuausaumk usaennii Ha tepputopuu Poccuiickoi @enepauun caeayer
PYKOBOCTBOBATHLCA HOpMaMH, WinoxeHHbiMU B CanlluH 2.1.3684-21.
HewucnonbaoBaHHble HAOCKONBI, a TAKKe YNAKOBOYHbIE MaTepHanbi ClieayeT
YTHW3IKPOBaThb KaK MUAEMHONOrHYeckH Ge3onacHble OTXOAb! Kiacca A.
HUcnonb3oBaHHbIE 3HAOCKONBI CNEAYET YTWIH3KPOBATh KaK 3MHIEMHONOTHYECKH
onacHbie OTX0Abl K1acca b.

Cnenyer

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. Baxxnas na¢opmanns / Important Information

U3 coobpakeHnH rurveHsl M AN NpPeAOTBPALLEHHA 33PAKEHHA IHAOCKONDI,
MHCTPYMEHTBl M YCTPOHCTBA HEOGXOAMMO OYMCTHTHL M mpoae3HH(HUMpOBATL /
CTepHIN30BATD Nnepel OTNPaBKOH B peMOHT. Mbl ocTaBnseM 3a coboit npaBo BepHYTh
3arpA3HEHHbIE HHCTPYMEHTBHI / YCTPOMCTBA OTTIPABUTENIO.

PemoHT, MoAUdHMKaUXH HAH HIMEHEHNS KOHCTPYKLIMH, KOTOPbIE BBINIONHSAIOTCA He

komnaHueit KARL STORZ nnu cneunanuctamu, ynonsomoueHibimi KARL
STORZ, anHynupyIOT Bce rapaHTHiiHble 0633aTenbCTBA.

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. Pacsndposxa cumsoioB/Explanation of symbols

PICIIIII¢pOBK8 CHMBO0/10B, NPHMCHREMbIX NPH MAPKHPOBAHKHH MEAHUHHCKOIO
H3IZEJIHR.

Cumaoa

wl

Onpeaeienne

Hisrotosutean

Jlata w3rotoBICHNS

Explanation of symbols used in labelling the medical product:

Svmbol

wl

Definition

Manufacturer

Date of manufacture
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MD MeanuMHCKOe n3genue

REF Homep no karanor/

1SN 1 CepuiiHbiii Homep
iLOTI  Koa naprum

lgty | Kommuectso nsgenuii B ynakoske

IUD| I YHUKaSbHBI MIEHTUDUKATOP U3aeuns
O6paTnTeCb K MHC3PYKLMN
Mo MPUMEHEHNIO
/ He cTepunbHo
mwu \

Xp> nKoe. 06paLaTbcs 0CTOPOXKHO

|
Bepx
Bepeyub 0T Bnaru
1XO n |y B cooTBeTCcTBUU C (hefepaTbmblM 3aKoHodaTeNbcTBOM CLLIA

(cornacHo 21 CKR 801.109) n3genve paspeLLeHo npogaBaTb
TONbKO Bpayam (MMeILMM TNLEH3NI0) UK MO PeLenTy Bpava.
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MD

REF

RxOnly

Medical device

Catalogue number

Serial number

Batch code

Number of products in the product packaging

Unique Device ldentifier

Consult instructions for use

Unsterile

Fragile, handle with care

Top *k*k

Keep away from moisture ***

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



YCTPOIACTB [EICTBYHOLLYIM CTAHLAPTAM W AVPEKTVBAM. devices with the applicable standards and directives
H/ B Koem criysiae Herb3s MoyIMLIVPOBATD YCTPOICTBO. The device must not be modified in any way

% _ CMBO/bI HAHECEHB I HA TPAHCTIOPTHYHO YrakoBky / Symbols are printed on the transport packaging

Rus Eng
Mepkuposka CE CE marking
3T 3HaKOM NPOVBBOAMTE/ b 3a5B/ISIET O COOTBETCTBIM C e With this merk; the manufacturer declares the compliance of the

MapKVpOBKa TPAHCTMOPTHOI YTAKOBK MOXET COAEMATH CIEAYHOLLYHO MHGOPMALIKG: The transport packaging label may contain the following informetion:
- JIOraTUN KOMMaHm - company’s logo

- YC/I0BHOE HAMVEHOBaHVIE MPY30MQ/yyareris:; - condiitional name of the consignee;

- HaVIVEHOBaHME MyHKTa HasHaYeHs, - name of the destination;

- KO/IMHECTBO PY30BbIX MECT B MaTvii 1 NMOPSAKOBbIA HOMEP MECTE; - number of packages in the lot and serial number of the package;
- YC/I0BHOE HaVIMEHOBaHViE IPY300TTIPaBUTESTH; - condiitional name of the consignor;

- HQOPICY TPAHCTIOPTHLIX OpraHVBaLi; - inscriptions of transport organizations;

- MapPKVIPOBKA. C VICTIOMNb30BaHVEM MALLVHOYMTEMbIX HOCVITENIEV AgHHBIX (LLITPVX-KOp); - marking using machine-readable data carriers (barcodes);

- Mpegrioiaraeviest fgra nosyHeHns; - estimated date of receipt;

- HOMEpA 3aKa3a; - order number;

- MPOUve BCTIOMOraTe/lbHble 0003HaUEHS. - other auxiliary designations.

10. MepeyeHb HaUMOHANbHBLIX ¥ MEXAYHapOAHbIX HOPMATMBHbIX [AOKYMEHTOB/CTaH4ApPTOB, KOTOPbIM COOTBETCTBYET MeauumMHckoe wusgenve\bl8l of
international regulatory documents/standards which the medical device complies with

CraHgapT OnwucaHune Identiflcation Designation

EN 1041 W3penus meguuuHcKme. NHGopmaums, npegoctasnisiemMas EN 1041 Information supplied by the manufacturer of medical devices
N3roTOBUTENEM

1ISO 13485 W3penua megmunHckmne. CUCTEMbl MeHeI)KMeHTa KadecTsa. 1ISO 13485 Medical devices - Quality management systems -
Tpe6oBaHusi Ans Lieneli perynMpoBaHms Requirements for regulatory purposes

1SO 14971 3genusa MeanLmnHCKue
MpUMeHeHMe MeHePKMEHTA PUCKA K MEAULIMHCKUM ISO 14971 Medical devices - Application of risk management to medical
n3gennsam devices

ISO 15223-1 M3pgenna meauUMHCKMe.
CVMBO/bI, NPUMEHSIEMble NPU MapKUPOBaHMM 1SO 15223-1 Medical devices - Symbols to be used with medical device
MeAULIMHCKUX U3eNniA, Ha STUKETKax 1 B labels, labelling and information to be supplied - Part 1:
COMPOBOAMTENbHOM AOKYMeHTauuun. YacTb 1. OCHOBHble General requirements
TpeboBaHUs

I1ISO 17664 CTepununsauns MeLULMHCKMX U3genunii. MiHdopmaums, 1ISO 17664 Processing of health care products - Information to be
npesocTas/isieMast U3roTOBUTENEM A/1s1 MPOBeeHUs provided by the medical device manufacturer for the
MOBTOPHOI CTEPUIN3ALMN MEAULIMHCKUX U3LENNiA processing of medical devices
Vzgenus MegnuUMHCKMe.

IEC 62366-1 MpoeKTUPOBaHVE MEANLIMHCKUX V3NN C yUYeTOM IEC 62366-1 Medical devices - Part 1: Application of usability engineering
3KCMyaTalLMOHHON MPUIogHOCTU to medical devices

1SO 7153-1 VIHCTPYMEHTbI XUPYPrudeckue. 1ISO 7153-1 Sureical instruments - Materials - Part 1. Metals
MeTannmyeckune matepuasbl. ISO 10993-1 Biological evaluation of medical devices - Part 1; Evaluation
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Yacts 1. Hepxaseiowaa cranb

1SO 10993-1

Hinenuna meauumnckre, OueHka Gnonormieckoro neicreus
meannmHckux waaenui. Yacts 1. Onenka n ncenepoBanna

and testing within a risk management process

1SO 10993-5

H3aenna MeaHUMHCKRE.

QOuenka SHONOrMIecKoro AcHCTBHA MEIHIMKRCKHEX H3JeAMIt.
Yacts 5. MccneaoBadun Ha IMTOTOKCHYHOCTD: METOZM ift
vitro*

Biological evaluation of medical devices - Part 5: Tests for in

I1SO 10993-10

Hznenns seasumnckue. Quenka OHONOrHYECKono AcHcTBIA
MeARUMHCKHX Magennit, Yacte 10. Hecaenopanna
pasapaxalowero ¥ ceHcubuamupylomero aeficTeus

1SO 10993-11

Usnennn meantmickre. Ouenxa Guonornueckoro aelicTans
MeIHUMHCKEX u3aeanit. Yacts 11. Hecnenoranna
obUIETOKCHYECKOrO AeHicTBUA

ISO 10993-12

Hiaenun meamunnckue, OtieHka Syonoriecxkoro aeficrens
MeauunHCKIX m3neanit, Yacts 12. [lpurorobnenne mpob n
KOHTPONbHbIE ofpasum

1SO 10993-17

Hanenaus mennuuuncxue.

OueHxa GHONOTHMECKOro ACHCTEHE MEAHLMHCKUX H3aeni.
Yacts 17. YerasoBnenne noporoBuiX 3HaCHHA ana
BRIMEBBACMAIX BEILCCTR

ISO 10993-18

H3genns MEANLIMHCKHE,
Oueuka 6HONOrHUECKOrO ACHCTBHA MEANLMHCKHX HIACTHA.
Yacts 18. Hecnegosanne XuMuuecknx cpolicTs MaTepHanos

1EC 60601-1

H3nenns MEAHLKHCKME EKTpHueckne. YacTs 1. O0mne
TpebSonanis 6e30NaCHOCTH ¢ YIETOM OCHOBHAX
OYHKUROHAMbHBX XapAKTEPUCTHK.

IEC 60601-1-6

Hanenus meaunnnckne anexrpuueckue. Yacto 1-6. Obmmne
TpeboBanng Ge30NACHOCTR € YHETOM OCHOBHBIX
ynKuUnOHANBHHX XapakTepHETHK. JlononHKTENBHbIH
CTaHAAPT. IKCIUTYATAUKOKHAA NPHIOAHOCTD.

50109935 vitro cytotoxicity
Biological evaluation of medical devices - Part 10: Tests for
1501099310 | s itation and skin sensitization
Biological evaluation of medical devices - Part 11: Tests for
ISO 10993-11 systemtic toxicity
1SO 10993-12 Biological evaluation of medical devices - Part 12: Sample
preparation and reference materials
1SO 10993-17 Biological evaluation of medical devices - Part 17:
Establishment of allowable limits for leachable substances
1SO 10993-18 Biological evaluation of medical devices - Part 18: Chemical
characterization of materials
IEC 60601-1 Medical electrical equipment — Part 1: General requirements
for basic safety and essential performance
Medical electrical equipment — Part 1-6: General requirements
IEC 60601-1-6 for basic safety and essential performance — Collateral
standard: Usability
Medical electrical equipment — Part 2-18: Particular
1EC 60601-2-18 requirements for the basic safety and essential performance of
endoscopic equipment
Sterilization of health care products - Moist heat - Part 1:
ISO 17665-1 Requirements for the development, validation and routine
control of a sterilization process for medical devices
ISOITS 18339 Endotherapy devices - Eyepiece cap and light guide connector
GOST R 50444- | Medical instruments, apparatus and equipment. General
2020 technical requirements
GOST R 53469- | Optics and optical instruments. Medical endoscopes and
2009 endotherapy devices. Part 1. General requirements

IEC 60601-2-18

Hagenns MEIHLMHCKHE JneKkTprdeckie. Hacts 2-18.
Yacrunie TpeGoBanns 6e30naCHOCTH € y4ETOM OCHOBHbIX
pyHKUHOHANBREIX XAPAKTEPHCTHK K SHAOCCKONHYECKOi
annapatype.

ISO 17665-1

Creprnniaiius MeAHLHHCKOH npoayKunn, CTepunnzaums
napom. Yacts 1. TpeGobanns x paspaboTxe, BANUIALHHK ¥
TeKyLIEMY KOHTPOMO HPOUSCCa CTEPHINIALUH
MEAMLIHHCKHX u3aeanti

ISOITS 18339

VcTpolicTsa I JHAOTEPANAH - KPHILIKA OKyNApa H
KOHHEKTOD CBETOBONA

FOCT P 50444-
2020

NpuGopst, annapatyi # 060pynOBaHHE MENHIHHCKHE.

Obuine TexHuueckue TpefioBaHns
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OnTUKa 1 ONTUYECKME NPUBOPbI. SHAOCKOMbI U NPUGopbI

FOCT P 53469-
3HAOTepaneBTUYECKUE MeauLMHCKMe. YacTb 1. O6uwue

2009

11. Peknamauusa/Reclamation

[MopsiaoK NpeabsBEHNS PEKNaMaLWiA 1 OTBETOB Ha HUX PErynMpYeTCs MpadKaaHCKMM
MNPaBoOM. PeKﬂaMaLLVIFI MOXET MpPeabABIATLCA TOJIbKO MO TaKM BOMPOCaM, KOTOPbIE
HE ABNAMMCL NPEAMETOM MPUEMKU TOBapa, I'IpOVI3B€,D,€HHOI7I B COOTBETCTBUN C
YCMOBUAMW AOr0BOPA.

Mo Bcem BOMpOCaM, CBS3aHHbIM C  OOCMY)KVBaHWEM M3OeNns, HeobXO4UMO
00paTUTLCA K YTONHOMOYEHHOMY NPEeACTaBUTENHO MPOVU3BOAUTESA.

B cnyyae peknamMaumm obpalLaThCs K NpoM3BOAUTENO M/ W YNONMHOMOUYEHHOMY
NpPeacTaBUTENIO MPOU3BOANTENA.

[NpownsBoauTenb;

«KAP/1 LLUTOPL|, CE 1 Ko. KI'», l'epmaHusa (KARL STORZ SE & Co. KG)
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany

TenedooH: +49 7461 708-0

dakc:+49 7461 708-105

E-mail: info@karlstorz.com

YNOMHOMOYEHHbIIA MPeACcTaBUTE b MPOU3BOAUTENS:

OGLLECTBO C OrpaHMYeHHON OTBETCTBEHHOCTLHO Kapn LLiTopu, - 3HAockonbl BocTok
(OO0 KLUT32 BOCTOK)

115114, Mocksa. [epbeHeBckast HabepexHas, 7, cTp. 4.

Ten. +7 (495) 983-02-40, thakc: +7(495) 983-02-41

e-mail: info-ru@karlstorz.com

12. CsegeHuns o npoussogutene / Information about manufacturer
PA3PABOTYMUK:

«KAPJ1 LUTOPL, CE n Ko. KI'», NepmaHusa (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

MPON3BOANTE/ND:

«KAPJ1 LUTOPL, CE n Ko. KI'», Mepmanma (KARL STORZ SE & Co. KG)
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
TeneoH:+49 7461 708-0

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

In case of complaint, contact the manufacturer and / or authorized representative
of the manufacturer.

Manufacturer:

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

Fax:+49 7461 708-105

E-mail: infofa),karlstorz.com

Authorized representative of the manufacturer:

Limited Liability Company “KARL STORZ - Endoskopy WOSTOK” (LLC
“KSHTE VOSTOK")

Derbenyevskaya nab. 7, building 4

115114 Moscow, Russia

Phone; +7 (495) 983-02-40, Fax: +7 (495) 983-02-41

e-mail: info-ru@karlstorz.com

DEVELOPER:

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

Fax:+49 7461 708-105

E-mail: info@karlstorz.com

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
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dakc:+49 7461 708-105 E-mail: infof"aikarlstorz.com
E-mail: info@karlstorz.com
AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER:
YMOSIHOMOYUEHHbI MPEACTABUTE/L MPOU3BOANTENS: LLC "KLLIT3 BOCTOK"
000 KLLIT3 BOCTOK 115114, Moscow, Derbenevskaya embankment, 7, p. 4
Phone: 8 (495) 983-02-40

115114. MockBa, [epbeHeBcKas HabepexxHas. 7, CTp. 4 Email: info@Karlstorz.com

TenedoH: 8 (495) 983-02-40

E-mail: info@karlstorz.com MANUFACTURING SITE:
MECTO MNPON3BOACTBA: 1 KARLSTORZSE&Co0.KG,
1 KARLSTORZSE&Co0.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.
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Mpnaoxenne 1. [lepetiens pexomenayeMuIX GHCTAMEAX 1 Ac3HHHUEPYIOMAX pacTeopos\ Appendix 1. List of recommended cleaning and
disinfecting solutions
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Ilpanoxenue 1. llepegens pexomMenAyeMbl?  CTEIHX H A3HHPHUHPYIOMHAX PACTBOIM

disinfecting solutions

Pyanas ouncrka H ae3unpexnns / Manual cleaning and disinfection

ippendix 1. List of recommended cleaning and

Yucramue pacrsopst / Cleaning agent

Aesuununpyiome pacrsopst / Disinfectant

Ipom3sopuTens / Toprosoe naumenosanne /! | Ilponssommrens / Toprosoe HanmMenoBanne /
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 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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O9ncrka K aesnAPexuns B Moome-aesaPpnmapyomux MampHax / Machine cleaning and disinfection

Yuncramue pacroophl / Cleaning agent

Jesununupyrome pacreopat / Disinfectant

Mpoussoanrens / Manufacturer | Toprosoe HauMenopanune / Iponssoamrens / Manufacturer | Toproroe nanmeHnonanue /
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*

Uncraume cpeacTsa, noMeyeHHbe *, 10Kazany csow 3¢pdekTrBHOCTL mpoTaB nproHoB / Cleaning agents that are marked with*: These cleaning agents
are proven to be effective against prions
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[{Iepesoo ¢ Hemeyro20 u an2aunUCK020 AILIKOE HA PYCCKUN ATBIK]

[Ha brauke xomnanuu «Kapn Limopy noocxonus]

dopmupyeM BMecTe Gyaylee IJHAOCKOMAM Ha NPOTHKEHNN Gonee 75 ner

«KAPJT ITOPLl CE »n Ko. KI'» (KARL STORZ SE & Co. KG) ¢ a/2230 « 78503 TyraunrewTepManua
(Postfach 230 » 78503 Tuutlingen/Germany)

YTBEPXKAEHO

Crapmuii aupexTop N0 HOPMATHBHO-NIPRBOBOMY PeryIHPOBAHHIO
MEATYHAPOIHOIO OTAEIA N0 Y0POBLI0 NAIHEHTOB H HOPMATHBHO-TIPABOBOMY PEI'Y/THPOBAHHIO

{JOMKHOCTE)

10 NOpYMEH - Ha Xaden
HMS

«Kapa tWvopn CE u Ko. KI'»

Ap. Kapa-lropu-LliTpacce
34, 78532, Tyrnwunren,

Fepmanus

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

Germany)

[noonucw/
(noanuce)

16 wonz 2023 2.

(nenn, Mecan (uudgpamu))

(IJramn)

[[Tevamb xomnanuu «Kapa LLimopy Sndocxonu»)

HHCTPYKIIMA 11O IKCIVIVATALIHH

Jlapuurogapanrockon xecrknit HOPKINS B BapuanTax ucnoasenus
¢ HPHHALICKHOCTIME

PDaAKTHYCCKIA aapec:
«KAPJI IUTOPLL CE u Ko.
KM»

Jlp. Kapn-
Uhopu-1llTpacce 34
78532 TyvanurewT
Tencdon: +49 72461 708-0
daxc; +49 7468 708-105
0. nouTa:
info@karistorz.com
www.karistorz.com

9370320, vcp. 4.1

HazpatHe MEAHIIMHCKOrO H3JENHA

bankosckie
PEKBIBHTM
«lOmiKpeawr Bauk
Al

SWIFT:
HYVEDEMM473
IBAN: DE62 6002
0290 0034 5326 05

«Kpaitcinapxacee
TyTINHISH»
SWIET:
SOLADESITUT
IBAN: DE79 6435
0070 0000 0013 22
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2023 r.

sflobwe  bamx Al
Tyrtauares»

SWIFT:

DEUTDESS653

IBAN: DE0O9 6537 0075

0211639000

Hapoanmiii Saeex
«lllpapitsans-Ronay-
Hexxap o™

SWIFT: GENODESITUT
IBAN: DE9T 6439 0130
0000 7720 03

KOMMABHANTROC TOBAPHINECTBO
«KAPJI WroerLy CE
# Ko. KI'»

Hp. Kspa-lliropu-Lirpacce 34
78532 TyTANHreH/T epmannn
MECTOHAXOMICHHE KOMNEHNIE:
r. TyTannTeH

Toprossifi pescrp:

r. liryrrapr. HRA 450442
Haent. Ne nnarensimxa HAC:
DE 142931059

Aupexmisa 00 yTHmzAUHH
IACKTPHICCKONO

H INEXTPOHHOIO
ofopyoeaim,

per. Ne DE 74465858

TTonnmil xoMnaHboM

«KAPJ LITOPL
Gepramtynre CE»

;2). Kapa-Uhopu-Liltpacce
78532 TyrmmnrewTepmanun
MecToHaxomacHHe
KOMRAHNN: 7. Ty TaHHren
Toproemii peectp:

r. Wrytrapr, HRB 762524
Vnpasnwonnh  mipertop:
Kapn-Kpuctnan [litopu
Npeaceasrens coBETA
ANPCKTOPOB;

MHOTOKpATHHN  NOYCTHLIN
noxvop Culuan Iivopu




PeecTp HoTapuasnbHbIX geictenii UVZ 1015/2023 UZ 1293/2023
AcTpng XapaHT-LUTpekkep * Ten.: +4974619659700 * dakc: +4974619659720

HoTapnanbHoe yaocToBepeHue
Moanuck, NocTaBfeHHas Bbile B MOEM MPUCYTCTBUM, ABNAETCA NOANUCHIO
r-Ku f-pa beTTuHbl XadeH,
fata poxaeHus: 09 ceHTs6psa 1982 r.,
CNy>ebHbIV agpec: 78532 r. TytamHreH, p. Kapn-LUTopu-LUTpacce 34,
— W3BECTHOI0 MHe /IMYHO —
YTO A HACTOALLMM OPULMAILHO YAOCTOBEPSIO.

r. TyTnuureH, 5 uona 2023 r.

blognuce!
HoTtapuyc AcTtpug XapaHT-LUTpeKkkep

[PenbethHas neyaThb HoOTapuyca]
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TekCcT gaHHOro AoKyMeHTa nepesén nepeeogunk Paxmmkynos Onbgap Cepkannesnd. 3HaHne

MHOCTPaHHOI0 A3blKa NogTBep>Kaato. BbINONHEHHbI nepesoj ABAAET CA NpPaBU/iIbHbIM, TOYHbIM U
MNO/THbIM.

Poccuiickaa degepaums
"opog Mocksa
[BajuaTb WecTOoro CeHTA6PSA ABe ThiCAUN ABajUaTb TPETLEro roaa,
[ >Xypasnesa EkaTepuHa BnagummpoBHa, BPEMEHHO UCMONHAOWAs 0653aHHOCTMW HOTapuyca

ropoga Mocksbl TOHKMHaAMUT pus Banepbesuya, CBUAETENLCTBYIO NOLJIMHHOCTb NMOANUCK NEPEBOAUNKA
Paxumkynosa 3nbgapa Cepkannesmya.

Moanuck chenaHa B MOEM NPUCYTCTBUN.
JINYHOCTb NOANMCABLLErO JOKYMEHT YCTaHOBNEHA.

3aperucTpuposaHo B peecTpe: N°
YnnayeHo 3a coBepLUeHne HoTapL

Bcero npoLuHypoBaHo, MpoHyMepoBLLy0” n
M CKpenneHo neyaTblo__ 59 nuc>n~)(ps) *

BPMO HoTapuyca
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