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BaxkHas MHhopMaLms 4ns nonb3oBatenein U3gennia n nHetpymeHtos KAP/T LLUITOPLY
Important information for users of KARL STORZ devices and instruments

PEKOMEH,U,yETCFI NpoBEPUTL NMPUToOAHOCTb MPOAYKTOB ANA npe,u,nonaraemoﬁ npouenypbl 4O HaYana NCNOJ/Ib30BaHUA.

bnarogapvm Bac 3a goBepue, okasaHHoe Toproeoi mapke KARL STORZ. Kak v BcA Halla NpogyKuus, 4aHHOe 13genve ABnsSeTcs pes3yibTaToOM Hallero onbiTa 1
KpPonoTAunBoli paboTbl. Bbl 1 Balua opraHu3saums Bblopasn COBPEMEHHbIM U BbICOKOKAYeCTBEHHbIN NPOAYKT Npon3BoAcTBa KoMmnaHun KARL STORZ.

HacTosuias MHCTPYKLMS A0/XHA MOMOYb Bam npaBu/ibHO MCMONb30BaTh, a TaKXKe 0UNLLaTh, Ae3MHPULMPOBATb U NP HEOBX0AMMOCTM CTEPUNN30BATL n3genmne. Bee
He0obXoAnMble AeTanu W AeNCTBUS HarNsAHO PasbsACHATCA. M03TOMY BHUMATENbHO MPOYTUTE HACTOSLLYIO MHCTPYKLMIO; 6EPEXXHO XpaHMTE €€, 4yTobbl B Cyyae
BO3HWMKHOBEHMsI BONPOCOB K Hell BCerga MoXHO 6bifo 06paTUThCS.

MPEAYNPEXAEHWE: aHgockonbl KARL STORZ nocTasnsioTCa HECTEPLUbHbLUM, 1 MX HEOOXOAMMO OYMLLATb, AE3MHAMUMPOBATbL M CTEPUIM30BaTb Nepes
MepBbIM UCMO/ML30BAHWMEM W KadKbIM MOCELYHOLLM MOBTOPHbLIM MUCMO/b30BaHVEM.

Komnanums KARL STORZ nocTosiHHO paboTaeT Haj yCOBepPLLEHCTBOBaHNEM BCeld NpodyKumu. o 3Toi npuynHe BO3MOXHbI M3MEHEHWUS JOPMbI, OCHALLEHMS 1
TexHonorum. Ml paccunTbiBaeM Ha Bawle noHumaHve. Mo3ToMy gaHHbIe, N306paXKeHWS U OMWCaHWS B HACTOSILLEN MHCTPYKLUMMW He MOTYT GbiTb OCHOBaHMEM A1
npeabsABAEHUS NPETEH3NIA.

W 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 modem high-quality item of equipment from KARL STORZ.

This instruction manual is designed to provide help with the proper application, cleaning, and sterilization ofthe 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 sterilizedprior to initial use and each subsequent reuse.

KARL STORZ is continuously working on the further development ofall 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. O6uwume ceeneHHa/General information
SHpockonbl co cTepxkHeBbiMU NnH3aMu HOPKINS aBnsioTca MHOropasosbuvmn 1
COCTOAT M3 OKynspa, pasbeMa Ans CBETOBbIX Kabenei ¢ npeayCcTaHOBEHHbIMU
afanTepamMn ANA CBETOBbIX Kabeneil Apyrux npoussoguTeneid M 060104KM U3
Hep)aBeloLLlero marepuana, Kotopas 3akpblBaeT CUCTeMY CTEPXKHEBbLIX JIMH3 W
BCTPOEHHOr0 OMTOBO/OKOHHOIO CBETOBO/A.

Mo3ToMy C HMMW Heo6X0AMMO 06paliaThCsl OCTOPOXHO U MpPOBEPSTb  Ha
NpaBuibHOCTb (PYHKLMOHMPOBAHMS 1 HA HalMuve MPU3HAKOB MOBPEXAEHUS 40 U
Moc/e KaXAoro NCronb3oBaHUs Ha nauueHTe.

CobntogeHvie cnepytoleii MHGopmauum obecnedunT AONTUIA CPOK CMYXXObl BalLUx
aHgockonos HOPKINS.

1.1. HaumeHoBaHue MeguumnHckoro nsgenns/Name of the medical device
SHAO0CKOM XXECTKUIA A8 TMHEKONOTMYECKMX MaHUNYNALWiA B BapuaHTax

MCNONMHEHNA C NPUHAANEXHOCTAMMN!

1 SH/A0CKON XECTKMUIA AN TMHEKONOTMYECKMX MaHUNYNALnii B
BapuaHTax UCMONHEHNS:

1 3Hpockon kecTkmit HOPKINS gnsi  ¢epTMnockonuun, HarnpaBfneHue
HabnogeHuns 30°, anameTp 2,9 MM, gnnHa 30 M, B COCTaBe:
- QHpgockon- 1wt
— WHCTpyKUma no akcnayataumm —1wr.;
- T'wnb3a 3awmTHasA, Ana 3HLOCKOMNOB AAnHOA 30 cm (mpw
HeobxogumocTu) - 1 wwr.

2. 3Hpockon xecTknit HOPKINS gns detockonuu, Tunopasmepsi:

2.1  2Hpockon xecTkuin HOPKINS gnsi doeTockonuu, TMnopasmep:
HanpasneHne HabnaeHnsa 0°, guaMeTp 2 MM, ANnMHa 26 cM, B
cocTase:

- JQHpgockon-luwr,;

- WHcTpykums no skcnnyataumu - 1wt

- [vnb3a 3awmTHas, NS 3HAOCKONOB AnUHON 30 cm (mpw
Heo6xoAMMOCTH) —1 LWT.

2.2  OHpgockon »>kecTkuii HOPKINS pana etockonuu, Tunopasmep:

HanpaeneHwe HabnwgeHns 12°, avameTp 2 MM, ANuHA 26 CM.
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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.

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.

Endoscope rigid for gynecological manipulations in variants with
accessories:

l. Endoscope rigid for gynecological manipulations in variants:

1 Endoscope rigid HOPKINS for fertiloscopy, direction of view 30°,
diameter 2,9 mm, length 30 cm, consists of:
- Endoscope-1pc,;
- Instructions for use - 1pc.;
- Protective tube, for endoscopes length 30 cm (if
necessary) - 1pc.

2. Endoscope rigid HOPKINS for fetoscopy, dimension types:
21  Endoscope rigid HOPKINS for fetoscopy, dimension type:
direction of view 0°, diameter 2 mm, length 26 cm, consists of:
- Endoscope—1pc.;
- Instructions for use —1pc.;
- Protective tube, for endoscopes length 30 cm (if
necessary) —1pc.

2.2 Endoscope rigid HOPKINS for fetoscopy, dimension type:
direction of view 12°, diameter 2 mm, length 26 cm, light guide
connection from above, consists of:



Rus

NMOAK/IOYEHNE CBETOBO/A CBEPXY, B COCTABE:
- JHpockon-1wr,;
- WNHcTpyKuma no skcnayaraumm —1 wr.;
- Twnbsa 3awWmTHasA, 4N 3HLOCKONOB AAnHoin 30 cm (rpu
Heob6xoAMMOCTM) —1 WT.

2.3 3JHpockon >xecTknii HOPKINS pgnsa etockonuu, Tunopasmep:
HanpasneHve HabnwogeHus 30®, anameTp 2 MM, AAUHA 26 cM, B
cocTaBe:

- OHpgockon - 1luwrt,;

- VIHcTpykums no akcnayaTaumm - 1wiT.;

- ['vnb3a 3awmTHasA, AN 3HAOCKONOB AnuHoin 30 cm (mpw
HeobxogMmocTK) - 1wr.

2.4 JHpgockon >xecTknii HOPKINS pgna etockonumn, Tunopasmep:
HanpasneHve HabnogeHns 30®, gvameTp 2 MM, ASMHa 26 cwm.
MOAK/MHOYEHME CBETOBOAA CBEPXY, B COCTABE:

- OHpgockon - 1luwr.;

- WHcTpyKuma no akcnayataumm - 1 WT.;

- ['vnb3a 3alMTHasA, 4ns 3HAOCKONOB AnnHoin 30 cm (rpw
HeobxoamMmocTh) - 1wr.

TMCTepoCKON YXXECTKWIA, BAPUaHTbl UCMONHEHNS:
3.1 Twnctepockon xectknii HOPKINS no HAMOU, HanpaBneHue
HabntogeHuns 30®, gnameTp 2,9 MM, gamHa 30 cM, B COCTaBe:
- I'ncrepockon —1wr.;
- WHcTpyKums no skcnnyataumm - 1 wr.;
- [vnb3a 3awmTHasA, 4N 3HAOCKOMNOB AAnHON 30 cm (mpw
HeobxoanMmMocTn) - 1 L.

3.2 T'nctepockon xecTknii TROPHYSCOPE no CAMPO, HOPKINS,
TUnopasmepsbl:
3.2.1 Tmctepockon xecTknint TROPHYSCOPE no CAMPO,
HOPKINS, Tunopasmep: HanpaeneHue HabnogeHus 30°,
AvameTp 2,9 MM, anMHa 24 cm, B COCTaBe:
- ['uncrepockon - 1w,
- WHcTpykums no skcniyataumm - 1 wr.
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- Endoscope-1pc.;
- Instructions for use- 1pc,;

- Protective tube, for endoscopes length 30 cm (if
necessary) - 1pc.

2.3 Endoscope rigid HOPKINS for fetoscopy, dimension type:
direction of view 30°, diameter 2 mm, length 26 cm, consists of:
- Endoscope- 1pc;
- Instructions for use - 1pc.;
- Protective tube, for endoscopes length 30 cm (if
necessary) - 1pc.

2.4 Endoscope rigid HOPKINS for fetoscopy, dimension type:
direction of view 30°, diameter 2 mm, length 26 cm, light guide
connection from above, consists of:

- Endoscope - 1pc.;

- Instructions for use - 1pc.;

- Protective tube, for endoscopes length 30 cm (if
necessary) - 1pc.

Hysteroscope rigid, in variants:
31  Hysteroscope rigid HOPKINS HAMOU, direction ofview 30°,
diameter 2,9 mm, length 30 cm, consists of:
- Hysteroscope —1pc.;
- Instructions for use —1pc.;
- Protective tube, for endoscopes length 30 cm (if
necessary) —1pc.

3.2 Hysteroscope rigid TROPHYSCOPE CAMPO, HOPKINS,
dimension types:
3.2.1 Hysteroscope rigid TROPHYSCOPE CAMPO,
HOPKINS, dimension type: direction of view 30°, diameter
2,9 mm, length 24 cm, consists of:
- Hysteroscope - 1pc,;
- Instructions for use - 1pc.

3.2.2 Hysteroscope rigid TROPHYSCOPE CAMPO,
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3.2.2 T'nctepockon xecTknii TROPHYSCOPE no CAMPO,
HOPKIfNS, Tunopasmep: HanpasfeHue HabnogeHus 30°,
AvameTtp 3,7 MM, nHA 22 CM, B COCTaBe:

- [wucrepockon - 1wr,;

- WHcTpykuma no akcnnyaraumm - 1 wT.;

- ['wnb3a 3awuTHag, gna 3HZ0CKOMoB anvHoi 30 cm (npu
Heo6XxoAMMOCTK) - 1 LWT.

IMmctepockon xecTkunii HOPKINS, Tunopasmepsi:

3.3.1 Tncrepockon xecTkuii HOPKINS, Tunopasmep:
HanpasneHne HabnaeHns 0°, anameTp 2,9 MM, gnnHa 30 cM, B
COCTaBe:

— [wncrepockon - 1w,

- WHcTpykums no akcnnyatayum - 1 wT.;

- ['wnb3a 3aWwuTHas, 4N 3HAOCKOMOB AAMHOK 30 cm (npw
HeobxogmmocTn) —1 Wwr.

3.3.2 T'nctepockon »xecTkuin HOPKINS, Tunopaswvep:
HanpaBneHne HabnaeHns 0°, anameTp 4 mMm, gnmHa 30 cm, B
cocTaBe:

- [ncrepockon - 1wT.;
- WHcTpyKumsa no skcnayaraumm —1 wr.;

- T'vnb3a 3awmTHas, 4N 3HAOCKONOB AnvHoi 30 cm (npu
HeobxoamMmocTH) - 1.

3.3.3  T'uctepockon xecTknini HOPKINS, Tnopasmep:
HarnpasfeHue HabnogeHns 12°, amameTp 2,9 mm, givHa 30 cm, B
coCTaBe:

- Twncrtepockon-] wr,;

- WHcTpykyms no skenayatauum - 1 wt;

- ['vnb3a 3awuTHag, 4na 3HZOCKOMOB AnnHoW 30 cm (npu
HeobxoAMMOCTM) - 1T,

3.3.4 T'mctepockon xecTkuii HOPKINS, Tvnopasmep:
Hanpas/neHue HabngeHns 12°, nnametp 4 mm, anmHa 30 cMm, B
cocTaBe:
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HOPKINS, dimension type: direction of view 30°, diameter
3,7 mm, length 22 cm, consists of:
- Hysteroscope - 1pc.;
- Instructions for use - 1pc.;
- Protective tube, for endoscopes length 30 cm (if
necessary) —1 pc.

Hysteroscope rigid HOPKINS, dimension types:
3.3.1 Hysteroscope rigid HOPKINS, dimension type: direction
of view 0°, diameter 2,9 mm, length 30 cm, consists of:
- Hysteroscope - 1lpc,
- Instructions for use - 1pc.;
- Protective tube, for endoscopes length 30 cm (if
necessary) - 1pc.

3.3.2 Hysteroscope rigid HOPKINS, dimension type: direction
of view 0°, diameter 4 mm, length 30 cm, consists of:
- Hysteroscope - 1pc.;
- Instructions for use- 1pc.;
- Protective tube, for endoscopes length 30 cm (if
necessary) - 1pc.

3.3.3  Hysteroscope rigid HOPKINS, dimension type: direction
of view 12°, diameter 2,9 mm, length 30 cm, consists of:
- Hysteroscope- 1pc,
- Instructions for use - 1pc.;
- Protective tube, for endoscopes length 30 cm (if
necessary) - 1pc.

3.3.4 Hysteroscope rigid HOPKINS, dimension type: direction
of view 12°, diameter 4 mm, length 30 cm, consists of:
- Hysteroscope-1pc.;
- Instructions for use - 1pc.;
- Protective tube, for endoscopes length 30 cm (if
necessary) - 1pc.

3.3.5  Hysteroscope rigid HOPKINS, dimension type: direction
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- [wncrepockon- 1wt
- VIHCTpyKuma no akcnayatauum - 1 wT.;

- T'vnb3a 3awmTHas, gnsa 3HAOCKONOB AnnHoi 30 cm (npw
Heobxo4MmocTn) —1 wr.

3.3.5 Twncrepockon XKECTKWi HOPKINS, Tunopasmvep:
HanpasneHue HabnoaeHua 30°, anameTp 2,9 MM, AnmHa 36 cm, B
cocTase:

- Iwucrepockon - 1wr.;
- VIHCTpyKUuma no akcnayaraumu - 1 wT.;

- Tunb3a 3alWmMTHas, AN 3HAOCKOMNOB ANUHON 44 cm (Npu
HeobxoAmMmocTH) -1 wWr.

Eng

of view 30°, diameter 2,9 mm, length 36 cm, consists of:
- Hysteroscope - 1pc.;
- Instructions for use - 1pc.;
- Protective tube, for endoscopes length 44 cm (if
necessary) - 1pc.

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

3.3.6 'uctepockon XeCTKui HOPKINS, TUnopasmep: 3.4  Hysteroscope rigid HOPKINS with parallel eyepiece, with
HarnpasfeHne HabnwogeHns 30°, anameTp 4 mm, gnmHa 30 cMm, B instrumental channel, dimension types:
cocTaBe: 3.4.1 Hysteroscope rigid HOPKINS with parallel eyepiece.
- Tunctepockon - 1uwr.; with instrumental channel, dimension type: direction of view
- VIHCTpYKUMS MO 3KcrnyaTauum - 1 Wr.; 6°, diameter 24 LLp, length 20 cm, consists of:
- ['vnb3a 3awuTHasA, 418 3HAOCKOMNOB AnnHoW 30 cm (npu - Hysteroscope —1pc,;
HeobxogumocTu) -1 L. - Instructions for use - 1pc.;
- Sealing cap (50/2,6), no more than 10 pcs.
3.4 Tucrepockon >ecTkuin HOPKINS ¢ napannenbHbIM OKYNspoM, C
WHCTPYMEHT&/IbHbIM KaHa/IOM, TUMopasmepbl: 3.4.2 Hysteroscope rigid HOPKINS with parallel eyepiece.
3.41 Twucrepockon >xecTkmii HOPKINS ¢ napannefbHbIM with instrumental channel, dimension type: direction of view
OKYNsipOM, C  MHCTPYMEHTa/lbHbIM  KaHa/ioM, Tunopasmep: 6°, diameter 19 LLp, length 20 cm, consists of:
HanpaBneHne HabnwgeHns 6°, anametp 24 LWp, gnnHa 20 cm, B - Hysteroscope —1pc.;
cocTaBe: — Instructions for use - 1pc,;
- Twctepockon-1wr; - Sealing cap (50/2,6), no more than 10 pcs.
- VHcTpyKums no akcnayataumm - 1wr.;
- Konnauok ynnotHuTensHbIi (50/2,6), He 6onee 10 WTyk. 3.5  Hysteroscope rigid B.I.O.H. BETTOCCHI, direction of view

3.4.2 Tuctepockon >kectkmii HOPKINS ¢ napannefnbHbIM
OKY/NAPOM, C WHCTPYMEHTa/IbHbIM  KaHasom, Tunopasmep:
Hanpas/neHne HabnoaeHus 6°, gnametp 19 LLp, anmHa 20 cm, B

30°, diameter 2 mm, length 21 cm, consists of:
- Hysteroscope - 1lpc,;
- Instructions for use - 1pc.

cocrase: I
- ['wncrepockon - 1wt
— WHcTpyKuma no akcnayarauuy —1 wr.;

Accessories:

1 Adapter for KARL STORZ and Olympus lieht euides;
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- Konnayok ynnoTHuTenbHeIR (50/2,6), He 60nee 10 WwTyK.

3.5 Tucrepockon xectkuid B.l.O.H. no BETTOCCHI, HanpaBneHue
HabnofeHusa 30°, agnameTp 2 MM, A/iMHa 21 cM, B COCTaBe:
- TIucrtepockon-1uwr,
- WHcTpyKums no akcnayaraumm —1 wr.
MpuHagnexHocTu:

Apantep cseToBofoB KARL STORZ n Olympus

Apantep ceTtoBozoB Richard Wolf;

Habop ynnoTHWTeNen ansa ructepockona B COCTaBe:

- KO/bLIO NpoK/IaaoyHoe, avavetp 10/12 mm, ang knanaHa - 10 wur.;

- KO/bLO NpOKnafouHoe, avametp 10/5 mm, ang KnanaHa- 10 wir;

- KOMbLO MpOK/afoYHoE, AvameTp 14 mm, ona knanaHa - 10 wr,;

- KONMa“oK YM/IOTHSIOLLWIA, 1S paboyero kaHana - 5 wr.;

- KOMbLIO MPOKMafoyHoe 4ns Tybyca- 5w,

- KOpoOKa st XpaHeHWs Habopa - 1.

MoHTaXHOe NprcrocobrieHme, ans KnanaHos rictepockona B.1L.OH.;
ApanTtep-MOHO6/10K ans rnctepockona B.1.O.H,;

ACNMPaLMOHHBIN 1 MPPUraUmOHHbIA KnamaH 4is ructepockona B.1.O.H,;
BHeLwHwiA Ty6yc ans ructepockona B.1.0.H.

LLieTka nnockast 4is O4nCTKM - 5 wr./yn.

LLleTKa Ans 0umMcTKuM, ogHopasosas, AnamHa 90 cm (110930-50) - 50 wr7yn.;
LLleTKa ANt 04UCTKM, 0fHOPa30Bas, AnmHa 125 cm (110931-50) - 50 wr./yn.;
LLleTKa ns ounCTKM, ofgHopasosas, gamHa 200 cm (110932-50) - 50 wr./yn.;
LLleTKa fns 04nCTKM, ofHopasosas, AnmHa 90 cm (110940-50) - 50 wr./yn.;
LLleTKa Anst 04nCTKN, ogHopasoBas, aamMHa 120 cm (110941-50) - 50 wr./yn.;
LLleTKa Ans 04MCTKM, 0fHOpa3oBast, AsimHa 160 cm (110942-50) - 50 wr./yn.;
LLleTka Ansg oumcTKY, ofHopasosas, gamHa 120 cm (110950-50) - 50 wr./yn.;
LLleTKa AN 0uMCTKY, 0fHOpa3oBas, AmHa 165 cm (110951-50) - 50 wir./yn.;
LLleTka Ans ouncTKY, ofHopasosas, gamHa 250 e (110952-50) - 50 wir./yn.;
LLleTKa Ans o4ncTKY, ogHopasoBas, gamHa 140 cm (110960-50) - 50 wr./yn.;
LLleTka Ansg ouncTku, ogHopasosas, anmHa 190 cm (110961-50) - 50 wr./fyn.;
LLieTKa Ans 04MCTKM, 0aHOpa3oBas, AnvHa 230 cm (110962-50) - 50 wr./yn.;
KoHTeiHep NPOBO/MOYHbLIA 4151 Ae3MHEKLMW/CTEPUA3aLMN/XPaHEHNS. pa3Mepb!:
290 x 60 x 52 Mm

KOHTeiHep MPOBOMOYHbIA 418 AE3VHDEKLMW/CTEPUNN3ALMA/XPAHEHNIS. pasMepbI:
352 x 125 x 54 Mm

KoHTeliHep NpOBOMOYHBIA A4S AE3VH(EKLMN/CTEPUNM3ALMU/XPAHEHWS. Pa3MePbI:
430 x 65 x 52 M.
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11.
12.
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14.
15.
16.
17.

19.
20.

21

22.

23.

24.

25.

26.

27.

Adapter for Richard Wolf light guides;

Set of seals for B.1.O.H hysteroscope. consists of:

- sealing ring, diameter 10/12 mm. for valve - 10 pc.;

- sealing ring, diameter 10/5 mm, for valve- 10 pc.;

- sealing ring, diameter 14 mm, for valve - 10 pc.;

- sealing cap, for working channel - 5 pc.;

- sealing ring for sheath-5pc.;

- storage box- 1pc.

Mounting device, for B.1.O.H hysteroscope valves;

Monaoblock adapter for B.1.O.H. hysteroscope;

Suction and irrigation valve for B.1.O.H hysteroscope;

External sheath for hysteroscope B.l.O.H

Flat brush for cleaning - 5 pc./pack.;

Cleaning brush, disposable, length 90 cm (110930-50)- 50 f)cs./pack.;

Cleaning brush, disposable, length 125 cm (110931-50) - 50 pcs7pack.;
Cleaning brush, disposable, length 2(FOcm (110932-50) - 50 pcs./pack.;
Cleaning brush, disposable, length 90 cm (110940-50) - 50 pcs./pack.;
Cleaning brush, disposable, length 120 cm (110941-50) - 50 pcs./pack.
Cleaning brush, disposable, length 160 cm (110942-50) - 50 pcs./pack.
Cleaning brush, disposable, length 120 cm (110950-50) - 50 pcs./pack.
Cleaning brush, disposable, length 165 cm (110951-50) - 50 pcs./pack.
Cleaning brush, disposable, length 250 cm (110952-50) - 50 pcs./pack.
Cleaning brush, disposable, length 140 cm (110960-50)- 50 pcs./pack.
Cleaning brush, disposable, length 190 cm (110961-50) - 50 pcs./pack.
Cleaning brush, disposable, length 230 cm (110962-50) - 50 pcs./pack.

Wire container for disinfection / sterilization / storage, dimensions: 290 x 60 x
52 mm

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

Wire container for disinfection / sterilization / storage, dimensions: 430 x 65 x
52 mm.

Wire container for disinfection / sterilization / storage, dimensions: 487 x 125 x
54 mm

Wire container for disinfection / sterilization / storage with a cell for small parts,
dimensions: 460 x 150 x 80 mm

Wire container for disinfection / sterilization / storage, dimensions: 510 x 185 x
82 mm

Wire container for disinfection / sterilization / storage, dimensions: 460 x 150 x
80 mm

Possible further names: Optics, Device, Endoscope, Endoscope HOPKINS,
medical device.
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24.  KoHTeliHep MPOBO/MOYHBIA ANS Ae3MHKEKLMM/CTEPUAM3ALIMM/XPAHEHWS. pasMepbI:
487 X125 X54 mm
25.  KoHTeliHep MpOBOMOUHbIA AN Ae3NH(EKLMN/CTEPUN3ALIMIN/XPAHEHNS C AYEIKOI
DN MeNKnX aeTanei, pasmepsl: 460 x 150 x 80 mv
26. KoHTeliHep MPOBOMOYHbINA ANs Ae3MHEKLMU/CTEPUAM3ALMN/XPaHEHUS. pa3Mepbl:
510 X185 X82 MM

27.  KoHTeiiHep MpOBOMOYHbIV AN AE3MHEKLMN/CTEPUNN3ALIAN/XPAHEHIS, PA3MEpbI:
460 X150 X80 mm

Janee BO3MOXHbI HaMmeHoBaHVS: OnTuka. M3aenne, dHgockon, 3Haockon HOPKINS,
MEAMULHCKOE M3aenme.

1.2.MepeyeHb apTnKynoB n3genmin/REF list
I.  DHAOCKOM >XECTKMIA AN TMHEKONIOrMYeCKUX MaHUNynsuuii B BapuaHtax

NCNOMHEHUA:

HanmeHoBaHWe REF
3Hgockon xectkuii HOPKINS gns hepTunockonmum, 26120BA
HanpasneHne HabnwogeHns 30°, anameTtp 2,9 MM, AnnHa 30 cMm
3Hpockon xecTknii HOPKINS ans heTockonmm HanpaeneHme 26008AA

HabntofeHuns 0°, anaMeTp 2 MM, AAnHa 26 CM

3Hpockon xecTknin HOPKINS ans getockonuu HanpaeneHmne
HabnwogeHus 12° nnameTp 2 MM, ANKHA 26 CM, NOAK/OYEeHME 26008FUA
CBETOBO/A CBEPXY

3Hpockon xecTkuii HOPKINS ans gheTockonumn HamnpasneHne
HabntogeHuns 30°, auameTp 2 MM, AnHA 26 CM

3Hpockon xecTkuii HOPKINS ans eTockonum HanpasneHve
HabntogeHmns 30°, anaMeTp 2 MM, ANMHA 26 CM, NOAKYEHME 26008BUA
CBETOBO/a CBEPXY

Muctepockon xecTkuini HOPKINS no HAMOU, HanpaBneHue

26008BA

HabnogeHus 30°, gnameTtp 2.9 MM, gavHa 30 cm 26120BHA
mctepockon »ecTkuit TROPHYSCOPE no CAPMO,

HOPKINS HanpasneHue HabnoaeHus 30°, guameTp 2,9 M, 26008BAC
ANVHA 24 c™m

Muctepockon »xecTkuii TROPHYSCOPE no CAPMO,

HOPKINS HanpasneHue HabnogeHuns 30°, agnameTtp 3,7 MM, 26120BAC
ANnHa 22 ¢™m

Muctepockon xecTkuii HOPKINS HanpaBneHne HabnogeHus 0°,

avameTtp 2,9 mm, gnvHa 30 cm 26120AA
Mmctepockon xecTknit HOPKINS HanpaBneHune HabntoaeHus 0°, 26105AA

AvameTtp 4 mm, gnnHa 30 cm
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. Rigid endoscope for gynecological manipulations in versions:

Name
Rigid endoscope HOPKINS for fertiloscopy, direction of
view 30°, diameter 2,9 mm, length 30 cm
Rigid endoscope HOPKINS for fetoscopy, direction of view
0°, diameter 2 mm, length 26 cm
Rigid endoscope HOPKINS for fetoscopy, direction of view
12°, diameter 2 mm, length 26 cm, light guide connection
from above
Rigid endoscope HOPKINS for fetoscopy, direction of view
30°, diameter 2 mm, length 26 cm
Rigid endoscope HOPKINS for fetoscopy, direction of view
30°, diameter 2 mm, length 26 cm, light guide connection
from above
Rigid hysteroscope HOPKINS HAMOU, direction of view
30°, diameter 2.9 mm, length 30 cm
Rigid hysteroscope TROPHYSCOPE CAPMO, HOPKINS,
direction of view 30°, diameter 2,9 mm, length 24 cm
Rigid hysteroscope TROPHY SCOPE CAPMO, HOPKINS,
direction of view 30°, diameter 3,7 mm, length 22 cm
Rigid hysteroscope HOPKINS, direction of view 0°, diameter
2,9 mm, length 30 cm
Rigid hysteroscope HOPKINS, direction of view 0°, diameter
4 mm. length 30 cm
Rigid hysteroscope HOPKINS, direction of view 12°,
diameter 2,9 mm, length 30 cm

n

REF
26120BA

26008AA

26008FUA

26008BA

26008BUA

26120BHA

26008BAC

26120BAC

26120AA

26105AA

26020FA
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Mmctepockon »ecTkniit HOPKINS HanpasneHve HabnogeHms
12®, grameTp 2,9 mm, anvHa 30 cm

mctepockon »ecTknit HOPKINS HanpaBneHue HabnwogeHms
12®, puameTp 4 mm, gnvHa 30 cm

"mctepockon »ecTkniit HOPKINS HanpaBneHue HabnogeHms
30°, gnameTp 2.9 MM, AnvHa 36 cm

Mmctepockon xecTknit HOPKINS HanpaBneHune HabnogeHuns
30°, anametp 4 MM, anmHa 30 cm

mctepockon »ecTkuii HOPKINS ¢ napannenbHbIM OKYNSpoM, C
WHCTPYMEHT&/IbHbIM KaHafIOM HanpasfieHne HabnaeHns 6°,
AvameTp 24 Lp, gnivHa 20 cm

Mmctepockon xecTknii HOPKINS ¢ napannenbHbIM OKYNsSipoM, C
WNHCTPYMEHT&/IbHbIM KaHanoM Hanpas/ieHne HabnogeHuns 68)
Avametp 19 Lp, gnvHa 20 cm

mctepockon »ecTkuid B.1.O.H. no BETTOCCHI, HanpaBneHue
HabntogeHus 30°, AmaMeTp 2 MM. AnuHa 21 cm

. TMpuHagnexHocTu
HanmeHoBaHue
ApanTtep ceeToBofoB KARL STORZ n Olympus
ApanTep ceeToBogos Richard Wolf
Hab6op ynnoTtHuTenein gns ructepockona B.1.O.H.
MoHTaXHO0e npucnocobneHve, 4is KnanaHoB rucrepockona
B.I.O.H.
Apantep-mMoH0610K ans ructepockona B.1.O.H.

ACMUPALMOHHbIV 1 MPPUTALIMOHHBIA KNnanaH Ans rucTepockona
B.I.O.H.

BHelwwHuii Tybyc ans ructepockona B.1.O.H.

LLleTka niockas gnis O4NCTKM

LLleTka 415 04nUCTKM, ogHopasosad, AnnHa 90 cm (110930-50)
LLleTKa 4151 O4YUCTKM, 0gHOpa3oBas, AnuHa 125 cm (110931 -50)
LLleTKa A4ns o4MCTKK, ogHOpasoBas, anmHa 200 cm (110932-50)
LeTka ons o4unmcTku, ogHopasosas, aanHa 90 cm (110940-50)
LLleTKa Ans 04MCTKU, 0aHOpa3oBas, AanHa 120 cm (110941-50)
LLleTKa Ans 04MCTKKU, 0gHOpa3oBas, AnnHa 160 cm (110942-50)
LLeTka ans ouncTku, ogHopasosasn, aavHa 120 cm (110950-50)
LLleTKa Ans O4UCTKKU, 0gHOpa3oBas, AnuHa 165 cm (110951-50)
LLleTKa Ans 04UCTKM, 0gHOopa3oBas, AnnHa 250 cm (110952-50)
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26020FA

26105FA

26120BAL

26105BA

26092AMA

26208AMA

26252BC

REF
495G
495F

26252SP

26252BWM
26252BM
26252BW

26252B0O

27652-05

110930-50
110931-50
110932-50
110940-50
110941-50
110942-50
110950-50
110951-50
110952-50

Eng
Rigid hysteroscope HOPKINS, direction of view 12®)
diz?mete);4 mm, Ir()ength 30cm 26105FA
Rigid hysteroscope HOPKINS, direction of view 30°,
diameter 2,9 mm, length 36 cm 26120BAL
R_lgld hysteroscope HOPKINS, direction of view 30°. 26105BA
diameter 4 mm, length 30 cm
Rigid hysteroscope HOPKINS with a parallel eyepiece, with
instrumental channel, direction of view 6°. diameter 24 Ch., 26092AMA
length 20 cm
Rigid hysteroscope HOPKINS with a parallel eyepiece, with
instrumental channel, direction of view 6®, diameter 19 Ch.. 26208AMA
length 20 cm
Rigid hysteroscope B.l.O.H. BETTOCCHI, direction of view 26252BC
30°, diameter 2 mm, length 21 cm
Il.  Accessories

Name REF
Adapter for KARL STORZ and Olympus light guides 495G
Adapter for Richard Wolf light guides 495F
Set of seals for B..O.H hysteroscope 26252SP
Mounting device, for B.1.O.H hysteroscope valves 26252BWM
Monoblock adapter for B.1.O.H. hysteroscope 26252BM
Suction and irrigation valve for B.I.O.H hysteroscope 26252BW
External sheath for hysteroscope B.l.O.H 26252B0O
Flat brush for cleaning 27652-05
Cleaning brush, disposable, length 90 cm (110930-50) 110930-50
Cleaning brush, disposable, length 125 cm (110931-50) 110931-50
Cleaning brush, disposable, length 200 cm (110932-50) 110932-50
Cleaning brush, disposable, length 90 cm (110940-50) 110940-50
Cleaning brush, disposable, length 120 cm (110941-50) 110941-50
Cleaning brush, disposable, length 160 cm (110942-50) 110942-50
Cleaning brush, disposable, length 120 cm (110950-50) 110950-50
Cleaning brush, disposable, length 165 cm (110951-50) 110951-50
Cleaning brush, disposable, length 250 cm (110952-50) 110952-50
Cleaning brush, disposable, length 140 cm (110960-50) 110960-50
Cleaning brush, disposable, length 190 cm (110961-50) 110961-50
Cleaning brush, disposable, length 230 cm (110962-50) 110962-50
Wire container for disinfection / sterilization / storage. 39501A1
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LLleTka gns ouncTku, ogHopasosas, gnvHa 140 cm (110960-50) 110960-50 dimensions: 290 x 60 x 52 mm
LLleTKa Ans 04MCTKU, ogHopa3oBas, gnnHa 190 cm (110961-50) 110961-50 Wire container for disinfection / sterilization / storage, 39501A2
LLleTka gns ouncTku, ogHopasosas, gnvHa 230 cm (110962-50) 110962-50 dimensions: 352 x 125 x 54 mm
KoHTeliHep NpoBOJIOYHBIV AN Ae3nHpeKUmmn/cTepununsaumum/ 39501A1 Wire container for disinfection / sterilization / storage, 39501B1
XpaHeHwus, pasmepbl: 290 X 60 X 52 MM dimensions: 430 x 65 x 52 mm
KoHTeliHep NpoBO/IOYHBIV AN fe3nHdeKuum/cTepunusaunm/ 39501 A2 Wire container for disinfection / sterilization / storage, 3950182
XpaHeHwus, pasmepbl: 352 X 125 x 54 Mm dimensions: 487 x 125 x 54 mm
KoHTeliHep NPOBOMOYHBINA A5 Ae3viHpeKunn/cTepunmsaunn/ 39501B1 Wire container for disinfection / sterilization / storage with a 39501XK
XpaHeHus, pasmepbl: 430 X 65 X 52 MM cell for small parts, dimensions: 460 x 150 x 80 mm
KoHTeliHep NpoBOMIOYHBIV ANa Ae3nHpeKummn/cTepunusaumm/ 3950182 Wire container for disinfection / sterilization / storage, 39501U
XpaHeHus, pasmepbl: 487 x 125 x 54 mm dimensions: 510 x 185 x 82 mm
KoHTeiiHep NpoBOMOYHbI 415 fAe3nHpekyuu/cTepunnsaum/ Wire container for disinfection / sterilization / storage, 39501XC
XpaHeHMs C A4eKoW 4na Menkux getaneid, pasmepb!: 460 x 150 39501XK dimensions: 460 x 150 x 80 mm
X80 Mm
KoHTeliHep NpoBOMIOYHBIV AN fe3nHpeKunn/cTepunmsaunm/ 39501 1
XpaHeHus, pasmepbl: 510 x 185 x 82 mMm
KoHTeiiHep NPOBOJIOYHbIN A1 Ae3UHpeKUnm/cTepunmsaunn/
. 39501XC
XpaHeHus, pasmepbl: 460 x 150 x 80 Mm
1.3. HasHauyeHue/Intended use
DHAOCKON NpefHa3HavYeH A/ BU3yaslbHOro 06CNef0BaHNA 1 MPOBELEHMS The endoscope is intended for visual examination and diagnostic and surgical
ONarHOCTUYECKNX W XUPYPrUMYECKUX BMELLATeNbCTB UMM MaHUNynsunii Bo interventions and / or manipulations in intrauterine and fetal surgery.

BHYTPUMATOYHOR 1 B (heTaslbHON XUPYpPruu.
1.4.Moka3zaHua/Indications

Ona 26UOBA, 26008AA. 26008FUA. 26008BAJ6008BUA; For 26120BA. 26008AA, 26008FUA. 26008BA/16008BLIA:
MpriMeHEeHVE 3HA0CKOMOB U MHCTPYMEHTOB A1 (hepTUIOCKONMM NoKasaHo, ecim ¢ The use of endoscopes and instruments for fertiloscopy is indicated if fertiloscopy
TOUKM 3pEHMA NleYalLero Bpaya nokasaHa geptunockonus. 3To UMeeT MecTo, npexge is indicated from the point of view of the attending physician. This occurs
BCEro, Y NauMeHTOK CO CHUXXEHHON (hepTubHOCTbIO 6e3 fBHOW natonornn manoro primarily in patients with reduced fertility without obvious pelvic pathology.
Tasa.

For 26120BHA. 26008BAC. 26120BAC. 26120AA. 26105AA. 26020FA.
Ona 26120BHA, 26008BAC. 26120BAC 26120AA. 26105AA. 26020FA. 2610SFA. 26120BAL. 26105BA. 26092AMA. 26208AMA. 262S2BC:

26105FA. 26120BAL, 2610SBA. 26092AMA.. 26208AMA. 26252BC: The use of hysteroscopes is indicated if, from the point of view of the attending
MprMeHeHVe TMCTEPOCKOMOB MOKa3aHO, eCiM C TOYKWM 3peHus fnedvallero spada physician, hysteroscopy is indicated.
noKasaHa rmcTepocKonus. In particular, this includes the diagnosis and treatment of the following diseases:
B yacTHOCTU, K 3TOMY OTHOCATCS AMarHOCTMKA M ledeHmne cnegytowmx 3abonesaHuii: - AUB (abnormal uterine bleeding)
- AUB (aHOMa/lbHOE MaTOYHOE KPOBOTEYEHUE) - Infertility
- becnnopne - Endometrial hyperplasia
- ['vnepnnasunsa aHgoMeTpuA - Polyps
- Monunebl - Myomas
13
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* Munowmsl

- BHyTpumaTouHble cnaiikvn (Hanpumep, CUHAPOM AlLLepMaHa)

- Mopokwn pa3BUTUA MaTKK (HanpumMep, NeperopoaKa)

» KNMmakTepmnyeckre KpoBoTeveHus
1.5. MpoTueonokasaHus/Coptraindications

[nsa 26120BA. 26008AA. 26008FLIA. 26008BA.26008BUA;

MprMeHeHMe (hepTUNOCKOMOB NPOTMBOMOKA3aHO, €C/IN MO OLEHKe /evalllero Bpava

onepawMoHHbI/i METOA NPOTUBOMOKa3aH MK C YYeTOM 06LLEro COCTOAHUSA MaumeHTa

Y Hero oTCyTCTBYeT CMOCOOHOCTL K NepeHeceHnto onepauum Uim HapKosa.

VIHCTpYMEHTbI Henb3s UCMO/b30BaTh B OMepaLmsax ¢ HeMoCPeACTBEHHbIM KOHTAKTOM

¢ UHC (ueHTpanbHOIA HepBHOI CUCTEMOI) U LEHTPa/IbHOW CepaevHO-COCYANCTON

CUCTEMONA.

Kpome TOro, MMEIOT 3Ha4YeHne cregytoLine NpoT1BOMNOKa3aHUA:

- CKpbITOE fyrn1acoBo NPOCTPaHCTBO

- MponabvpoBaHHas OMyxosb B Lyrn1acoBOM NPOCTPAHCTBe

- PekToBarnHanbHbIn 3HAOMETPUO3

- PUKCMpPOBaHHAs PeTPOBEPTUPOBaHHAs MaTKa

- OcTpoe 3aboneBaHKe B 06/1aCTU Manoro Tasa: KPOBOTEUEHME, MHEKLMS

- Cy>KeHwue Bnaranvwia

Ona 26120BHA. 26008BAC. 26120BAC, 26120AA. 2610SAA. 26020FA.
26105FA. 26120BAL. 26105BA. 26092AMA.. 26208A1MA. 26252BC:
MpuMeHeHWe rMCcTepoCcKoNoB NPOTUBOMNOKA3aHO, eC/iN MO OLEHKe Jleyallero spava
onepauMoHHbI MeTOA NPOTMBOMNOKA3aH MK C y4eTOM 06LLero COCTOAHNS nauyeHTa
Y HEro OTCYTCTBYeT CMOCOGHOCTbL K NepeHeceHnIo onepawumn unyM Hapkosa.
"McTepockonbl HeMb3s UCNOMb30BaTh B ONepaumsax C HeNOCPeACTBEHHbIM KOHTaKTOM
¢ LUHC (ueHTpanbHOM HEPBHOI CMCTEMOW) W LEHTPa/IbHOW CEepAeYHO-COCYANCTON
CUCTEMOVA.

Kpome Toro, MMetoT 3Hay4eHmne cnefytoLme npoT1BONOKAa3aHUA:

m bepeMeHHoCTb

m OcTpble BOCManMTeNbHble 32601eBaHNA (LEPBULMUT, KOMBMUT)

m [lpy ONepaLuOHHON TUCTEPOCKOMNWUN: HeYeTKas TUCTOMOrUA, He WCKIOYEHbI
3/10Ka4eCTBEHHbIe HOBOOOPA30BaHMA

u [pun abnaumm aHZOMeTpUs: MMOMa, NOMWM, BEPOATHasA BGepeMeHHOCTb

m [1pun cnalikax: OTCYTCTBYME Xanob 6e3 XenaHns UMeTb JeTei

OTHOCUTENbHbIE NPOTUBOMOKa3aHNS:
m  Tsxenas CTeneHb CephaeyvHoOi
neperpysku

m BTopas nonoBmHa LMKna BBUAY HEBO3MOXHOCTM HafeXXHOM0 UCKOUEHNS

HeAoCTaTO4YHOCTK  BCNeAcTBue 06BbEMHOIA
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- Intrauterine adhesions (eg, Asherman’s syndrome)
- Malformations of the uterus (eg, septum)
- Menopause bleeding

For 26120BA. 26008AA, 26008FUA. 26008BA>26008BUA;

The use of fertiloscopes is contraindicated if, according to the attending physician,
the surgical method is contraindicated or, taking into account the general condition
ofthe patient, he does not have the ability to undergo surgery or anesthesia.

The instruments cannot be used in operations with direct contact with the central
nervous system (central nervous system) and the central cardiovascular system.
In addition, the following contraindications are important:

- Hidden Douglas Space

- A prolapsed tumor in the Douglas space

- Rectovaginal endometriosis

- Fixed retroverted uterus

- Acute disease in the pelvic area: bleeding, infection

- Narrowing of the vagina

For 26120BHA. 26008BAC. 26120BAC. 26120AA. 2610SAA. 26020FA.
26105FA. 26120BAL. 26105BA. 26092AMA. 26208AMA.. 262S2BC:

The use of hysteroscopes is contraindicated if, according to the attending
physician, the surgical method is contraindicated or, taking into account the
general condition of the patient, he does not have the ability to undergo surgery or
anesthesia.

Hysteroscopes cannot be used in operations with direct contact with the central
nervous system (central nervous system) and the central cardiovascular system.
In addition, the follovsing contraindications are important:

m Pregnancy

m Acute inflammatory diseases (cervicitis, colpitis)

m During surgical hysteroscopy: unclear histology, malignant neoplasms are not
excluded

m In case of endometrial ablation: fibroids, polyps, probable pregnancy

m With adhesions: no complaints without the desire to have children

Relative contraindications:

m Severe heart failure due to volume overload

m The second halfofthe cycle due to the impossibility of reliably excluding
pregnancy and high proliferation of the endometrium

14
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1.6. Bo3MOXHble NO60YHbIE aPheKTbl U ocnoxHeHusA/Possible adverse events and comolications

Ons 26120BA. 26008AA. 26008FUA. 26008BA. 26008BIIA:

N3BeCTHbI BO3MOXHble PUCKM (MOGOYHbIE SBNEHUS), MPUCYLLME NpoLeaypam
(hepTUIOCKONNU B LiENIOM:

PeKTa/lbHble MOBPEXAEHNs, 3aTPYAHEHO MPOHWKHOBEHWE B GPIOLLIHYKO MOMOCTb,
MOBPEXAEHMs! KMLLEYHNKa, nepcopauus npw
PETPOBEHTUNMPOBAHHOI/PETPOIEKCUPOBAHHOI MaTKe.

Onsa 26120BHA. 26008BAC. 26120BAC. 26120AA. 26105AA. 26020FA.
26105FA. 26120BAL. 26105BA. 26092AMA. 26208AMA. 26252BC:
3BECTHbI BO3MOXHbIe PUCKM (MOBOYHbIE SABMAEHMS), MPUCYLLUE MpPOoLeAypam
FMCTEPOCKONWUU B LIENIOM:
Mepthopaums MaTkun, rMnepBoaeMus, B MMOIKTOMUW: BO3MOXHBIN PUCK paspbiBa
MaTKW Mpu nocneytoLlein 6epeMeHHOCTH, FreMaTOMeTpa, IMXOPajAKa, OCTpoe
KPOBOTEYEHMe, HENPOXOAMMOCTb XeNyAOYHO-KULLEYHOr 0 TPaKTa, LMCTOTOMUS,
NMoBpeXAeHue LWEKN MaTKW, CTEHO3 LUK MaTKK, MH(eKLUN 06LLEro XapakTepa,
MHEKLMM MOYEBBIX NYTeW, 3HAOMETPUT, MUOMETPUT, BOCNA/TUTESIbHbIE
3a60/1eBaHNA OpraHOB Masioro Tasa, abcLecc Tasa, MepUTOHeasbHBbIA 3aHOC
3/10Ka4eCTBEHHbIX KNETOK.

1.7. Keanugukauma nons3osatena/User quaiirication
3Hpockonbl KARL STORZ 1 HOPKINS MoryT ucnosb30BaTtbCs TONbKO NMLaMn ¢
COOTBETCTBYIOLLEN MeANLMHCKO KBa/MuKaumeri M 3HAKOMbIMK  C
3HOCKOMUYECKUMU METOAAMM.

For 26120BA. 26008AA. 26008FUA. 26008BA. 26008BUA:

Possible risks (side effects) inherent in fertiloscopic procedures in general:

Rectal injuries, difficult penetration into the abdominal cavity, intestinal damage,
perforation with retroventilated / retroflexed uterus.

For 26120BHA. 26008BAC. 26120BAC. 26120AA. 26105AA. 26020FA.
26105FA. 26120BAL. 26105BA. 26092AMA. 26208AMA.. 26252BC;

Possible risks (side effects) inherent in hysteroscopic procedures in general:
Perforation of the uterus, hypervolemia, in myoectomy: a possible risk of rupture
ofthe uterus during subsequent pregnancy, hematometer, fever, acute bleeding,
obstruction ofthe gastrointestinal tract, cystotomy, damage to the cervix, cervical
stenosis, general infections, urinary tract Infections, endometritis, myometritis,
inflammatory diseases of the pelvic organs, pelvic abscess, peritoneal drift of
malignant cells.

KARL STORZ endoscopes and HOPKINS endoscopes may only be used by
persons with an appropriate medical qualification and who are acquainted with
endoscopic techniques.

1.8. ONncaHme OCHOBHbIX (YHKLMOHANbHbIX 3/IEMEHTOB 1 COCTaBHbIX YacTel (y3noB) MeanLmnHcKoro usgenus VKey Functional Elements and Components

(Units) Description
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3Hpockon xecTknit HOPKINS ans chepTunockonmu/eTockonum
HOPKINS Rigid Endoscope for Fertiloscopy / Fetoscopy

1 ApanTtep ceetoBofoB KARL STORZ n Olympus (npegycTaHOBNeH) . . .
2. Apantep ceetoBofoB Richard Wolf (npegyctaHoBeH) 21 ﬁgapter ::or :AELdSJVO?fZI. a;d O!)(;mpus I'ght gll:u(jjes (pre-installed)
3 Lryuep a7 nogooga ceera, Ges agantepa 3 Connection for light upply, without adapter
4. KonbLo 415 LIBETOBOrO KOAMPOBAHWA Hanpas/ieHns HabnogeHns: 4. Ring for color coding the direction of view:
3eneHoe = Orpagycos _
UepHoe = 12 rpajlycos/45 rpaaycos Green =0 degrees
KpacHoe = 30 rpajycos Black = 12 degrees / 45 degrees
Red = 30 degrees
5. OKynap v HarnasHuk .
6. OnTuueckas Tpybka 2 gyf_plelc:r an eyeshade
7. KonbLo ¢ mapknpoBKoit «Autoklavs - Jptical tube . N
7. Ring marked "Autoklav
8. O6o03HayeHue TUNa ¥ yKasaHue HanpasneHns B3rnsga. 1-as Oyksa

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

A = 0/6 degrees, direct vision

B = 30 degrees, anterolateral vision

F = 12 degrees / 45 degrees

9. Objective and distal light guide exit

nocne Homepa 0603Hayvaer:
A = 0/6 rpagycos, NpsmMoe BuieHue
B = 30 rpagycos, nepefHe-60K0BOE BUAEHWE
F = 12 rpagycos/45 rpagycoB
9. OO6BEKTMB U AUCTaNbHbIA BbIXO CBETOBOAA

nctepockon xecTkmii HOPKINS ¢ napannefibHbIM OKY/SPHOM, C MHCTPYMEHTa/IbHbIM KaHa/IoM
HOPKINS rigid hysteroscope with parallel eyepiece, with instrumental channel

1 OnTuka 1 Optics
3. VippurayoHHbIi pasbem 3. Irrigation Port
16
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mcTepockon xecTkuin B.1.O.H. no BETTCHOCH!
Rigid hysteroscope B.I.O.H. BETTOCCHI

1 BHewHwuii Ty6yc ans ructepockona B.1.O.H. 1. External sheath for hysteroscope B.1.O.H.
2. Pa6ouwnii KaHan 2. Working channel
3. Tuctepockon xectkuii B.1.O.H. no BETTOCCHI. HanpasneHue 3. Rigid hysteroscope B.I.0.H. BETTOCCHI, viewing direction 30
HabnofeHnsa 30°, gnameTp 2 MM, AanHa 21 cm diameter 2 mm, length 21 cm
4.  AcnupauMoHHbI/ 1 NpPUTaLMOHHBIA KnanaH Ans rmcTepockona 4. Suction and irrigation valve for hysteroscope B.l.O.H.
B.I.O.H. 5. Valve connection for connection to a set of tubes (031317-10) or
5. LWTyuep knanaHa 419 NoAKNHOYeHNs K Habopy Tpy6ok (031317-10) monoblock (26252BM)
NN MOHO610KY (26252BM) 6. Lighting input
6. OcBeTUTENbHbI BBOA 7a. Monoblock adapter
17
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7a. Afantep-MoH06/10K 7b. tube

7b. Tpybka 8. Mounting device, for valves of B..O.H.
8. MoHTaXHOe npucnocobneHne, Ans KnanaHos ructepockona B.1.0.H.

®+@+@

Mvctepockon »xecTknin TROPHYSCOPE no CAPMO
Rigid hysteroscope TROPHYSCOPE by CAPMO

1. Apantep cseToBogoB KARL STORZ u Olympus (npegycTaHOB/EH) 1 Adapter for KARL STORZ and Olympus light guides (pre-installed)
2. ApanTtep ceetoBofoB Richard Wolf (npegycTaHoBMEH) 2. Adapter for Richard Wolf light guides (pre-installed)
3. LWTyuep ans noaBoja cBeTa, 6e3 agantepa 3. Connection for light supply, without adapter
4. Konbuo A5 LBeTOBOr0 KOAUPOBaHNSA HarpaBieHUs HaboAeHNS: 4. Ring for color coding the direction of view:
KpacHoe = 30 rpagycos Red = 30 degrees
5. OKynsap v HarnasHuk 5. Eyepiece and eyeshade
6. OnTtnyeckas Tpybka 6. Optical tube
7. Konbuo ¢ MapkupoBkoit «Autoklav» 7. Ring marked "Autoklav"
8. (O0603HauyeHMe TUNa U yKasaHWe HanpaBneHus B3rnaga. 1-as oykea 8. Type designation and direction of sight. The 1st letter after the number
nocne Homepa 0603HaYaeT: means:
B = 30 rpagycos B = 30 degrees
9. OO6BEKTMB U ANCTa/bHbIA BbIX0/ CBETOBOA 9. Objective and distal light guide exit
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rMnb3a 3awmuTHas, 418 3HL0CKONoB
Protective tube, for endoscopes
MpuHagnexxHocTu/Accessories

ApanTtep cBeToBogos KARL STORZ u Olympus
KARL STORZ and Olympus light guide adapter

Apantep ceetoBogioB Richard Wolf
Richard Wolflight guide adapter

19
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Hab6op ynnoTtHuTeneit gna ructepockona B.1.0.H.
Set of seals for hysteroscope B.I.O.H.

KONbLLO NPOKNafoyuHoe, amameTp 10/12 MM, ans KnanaHa 26252BW
KONbLO NPOKNafoYHoe, AvameTp 10/5 mm, ans KnanaHa 26252BW
KOJIbLLO NPOK/IaA04HOE, AnameTp 14 mm, ana KnanaHa 26252BW
KONMaYvoK YNAoTHALWNIA, Ana paboyero KaHana.

KOMbLLO NPOKIafo4Hoe ana Tybyca 26252BO

KopobKa 411 XpaHeHns Habopa

OO WN
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gasket ring, diameter 10/12 mm, for valve 26252BW
gasket ring, diameter 10/5 mm, for valve 26252BW
gasket ring, diameter 14 mm, for valve 26252BW
sealing cap for the working channel.

O-ring for tube 26252BO

set storage box
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MoHTaHO0e npucnocobneHne, 4ns KnanaHos ructepockona B.1.O.H
Mounting device, for B.1.O.H hysteroscope valves

Apantep-mMoHo60K gns ructepockona B.1.O.H.; (26252BM)
Monoblock adapter for B.1.O.H. Hysteroscope; (26252BM)

ACNUpaLnOHHBIA 1 MPPUraLnoHHbIA KnanaH gas rmctepockona B.1.O.H.
Suction and irrigation valve for hysteroscope B.I1.O.H.

BHewHwnin Ty6yc ana ructepockona B.1.O.H.
External sheath for hysteroscope B.1.O.H.

LLleTka nnockas gns o4MCTKM - 5 Wwt./yn.
Flat brush for cleaning - 5 pcs / pack.

21
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LLleTka AN O4MCTKM, 0HOPa30Bas
Cleaning brush, disposable

KoHTeiHep NpoBONOYHbIN Ans Ae3vHdekymu/cTepunmnsauun/ xpaHeHns, pasmepsl: 290 X 60 X 52 mm
Wire container for disinfection / sterilization / storage, dimensions: 290 x 60 x 52 mm

22

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



Rus Eng

KoHTeliHep NpoBOMOYHbBIA ANs Ae3nHpeKunn/cTepunmsalmmn/xpaHeHns, pasmepsl: 352 x 125 x 54 Mm
Wire container for disinfection / sterilization / storage, dimensions: 352 x 125 x 54 mm

KoHTeitHep NpoBONOYHbIV ANs Ae3nHdekunn/cTepunmsalmmn/xpaHeHns, pasmepbl: 430 X 65 X 52 mm.
Wire container for disinfection / sterilization / storage, dimensions: 430 x 65 x 52 mm.

KoHTeiHep NpoBONOYHLINA ANs Ae3nH(eKLun/cTepunn3aLnm/xpaHeHmus, pasmepbl: 487 x 125 x 54 mm
Wire container for disinfection / sterilization / storage, dimensions: 487 x 125 x 54 mm

KoHTeliHep NpoBOAOYHbIN ANS Ae3UH(eKLMU/CTeEpUNN3aLUN/XpaHEHNS C AUENKOR Ans Menkux getanei, pasmepsl: 460 x 150 x 80 Mm
Wire container for disinfection / sterilization / storage with a compartment for small parts, dimensions: 460 x 150 x 80 mm

23
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KoHTeitHep NpoBONOYHbIN ANa Ae3nHdeKunnu/cTepunmnsayumn/xpaHeHns, pasmepbl: 510 x 185 x 82 mMm
Wire container for disinfection / sterilization / storage, dimensions: 510 x 185 x 82 mm

KoHTeliHep NpoBONOYHBINA AN15 Ae3nHbeKun/cTepunmnsaLmn/xpaHenmus, pasmepbl: 460 x 150 x 80 Mm
Wire container for disinfection / sterilization / storage” dimensions: 460 x 150 x 80 mm

1.9, OCHOBHble TexHMYecKMe 1 hyHKLMOHaNbHble XapakTcpuctuku/Main technical and functional characteristics

OnunHa Hapy»Hblii BH>TpeHHH Yron
Sugockon OO aboueii yacTn namet i guamet Hanpas.leHus Mone LiseToBoe
A ANVHA, MM P A P, A P, pas. 0630pa 0603HayeHue
x MM MM MM HaboeHuns
Total . Outer Inner .
Endoscope length, Working diameter, diameter, Direction of view F'e.ld of Color code
length, mm view
mm mm mm
) 26120BA 358,93 302,99 2,90 N/A 30° 81° KpacHbilii/ red
2)  26008AA 311,16 260,2 2,00 N/A 0° 60° 3eneHblii/ green
JL 26008FUA 311,26 260,30 2,00 N/A o0 63° YepHblit/ Black
4)  26008BA 311,20 260.20 2,00 N/A 30° 60° KpacHbli/ red
5) 26008BUA 311,16 260,2 2,00 N/A 30° 60° KpacHblii/ red
6) 26120BHA 359,30 302,99 2.9 N/A 30° 80° KpacHblii/ red
7) 26008BAC 387,58 241,02 3,02x2,88 N/A 30° 60° KpacHslii/ red
26120BAC 358,54 221.58 3,83 N/A 30° 81° KpacHblii/ red
oL 26120AA 358,16 302,20 2,9 N/A 0° 81° 3enieHblid/ green
- 24
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Weight,

65,8
55,8
55,5
56,1
55,5
79,7
250
85
67
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10) 26105AA 363,06 301,10 4,00 N/A o* 68°
26020FA 358,93 302.99 2,90 N/A 16° 68°
12) 26105FA 357,06 298,65 4,00 N/A 12° 51°
13) 26120BAL 416,62 362,73 2,90 N/A 30° 82°
26105BA 363,59 301.63 4,00 N/A 25° 68°
15) 260?5\AM 340,34 199,63 6,33 4 6° 102°
16) ZGZ(fAM 336,34 205,00 6,33 4 6° 105°
26252BC 313,00 216,00 3,33 21 30° 60°

[Jonycku coctasnsaoT £10%/Tolerances are + 10%

G O G

MMnb3a 3awmnTHasa/ Protective tube

HavmeHoBaHue O6uwas gnunHa (A), Mm
Name Total length (A), mm
MMnb3a 3awWwnTHas, 4ns 3HL0CKOMNOB ANVMHO
30 cm/ 325

Protective tube, for endoscopes length 30 cm
Mnb3a 3aWuTHas, ANS 3HAO0CKOMOB ANIMHOW

44 cm/ 470
Protective tube, for endoscopes length 44 cm

Konnayok ynnoTHMUTeNbHbIA/Sealing cap

HanmeHoBaHue OnnHa, mm [vameTp oTBEpCTUA, MM
Name Length, mm Hole diameter, mm
Konnavok ynnotHutenbHblid 50/2.6 /
Sealing cap 50/2.6 ! 2.6

[onycku coctaBnstoT = I0%Tolerances arex 10%
MpuHagnexHocTu/Accessories

25
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3eneHblii/ green
UepHblid/ Black
UepHelit/ Black
KpacHblii/ red

KpacHblii/ red

Xentblii/ Yellow

CuHWUA 1 3eneHbln/
Blue and green
N/A

Onametp (B), mm
Diameter (B), mm

16,50

16,50

BHeLlHWA gnameTp, MM
Outer diameter, mm

16

84.5
84
93
65

75.1

265,1

245,1
255,3
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Apantep ceeToBofoB KARL STORZ n Olympus / Adapter for KARL STORZ and Olympus light guides (495G)

OnvHa (A): 22,2 Mm
OunameTp (B): 11 mm
Ovametp (C): 12 MM
OunameTp (D): 8,50 mm
Macca: 5T

Jonycku cocTasnsaot £ 10%

OnvHa: 12 mm

BHelwHuii gnameTtp:8,95 MM
BHyTpeHHWiT fuameTp: 7,6 MM
BHyTpeHHss pesbba: M8,5x0,5
Macca: 1,25 1

Jonycku coctasnsoT + 10%

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

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

Tolerances are + 10%

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

Length: 12 mm

Outer diameter:8,95 mm
Inner diameter: 7,6 mm

Inner thread: M8,5x0,5

Weight: 1,25 g

Tolerances are + 10%
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Ovawvetp: 14 mv
Macca: 6,6 r

Jonycku coctasnaot + 10%

AnuHa: 4,75 mm
LWnpuHa: 2,92 mm
Macca: 6,6 1

[Jonycku coctasnaoT + 10%
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KONbL,O NPOKIagovHoe, anameTp 14 mm, Ana KnanaHa 26252BW- iO wr.

Diameter: 14 mm
Weight: 6,6 ¢

Tolerances are + 10%

KO/MbLO NPOKNagovHoe ans Tybyca 26252BO - 5 wr.
Length: 4,75 mm
Width: 2,92 mm
Weigh: 6,6 ¢

Tolerances are £ 10%
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MoHTaXKHOe npucrnocobneHve, 418 knanaHos ructepockona B. .O.H. / Mounting device, for B.1.O.H hysteroscope valves (26252BWM)

OnvnHa (L); 80 mm Length (L): 80 mm
Ounametp (A): 22 mm Outer diameter (A): 22 mm
Ounawvetp (B): 18 mm Inner diameter (B): 18 mm
Macca: 26 r Weight: 26 g

Jonycku coctasnaot + 10% Tolerances are + 10%

IEINDJU

AgpanTtep-mMoHo6510K ans ructepockona B.1.O.H. / Monoblock adapter for B.1.O.H. hysteroscope (26252BM)

AnvHa: 35 Mm Length: 35 mm

BHewHwnit gnameTp: 8.4 MM/ 6,8 MM Outer diameter: 8,4 mm/ 6,8 mm
BHYTpeHHWIT gnameTp: 3 MM Inner diameter: 3 mm

Macca: 181 Weight: 18 g

Jonycku coctasnatot + 10% Tolerances are = 10%

AcCnMpauroHHbIA 1 MppUrauMoHHbIi knanaH ans ructepockona B.1.O.H. / Suction and irrigation valve for B.1.O.H hysteroscope (26252BW)

[nnHa: 33 Mm Length: 33 mm
BHewHWin guameTp: 17,5 Mm Outer diameter: 17,5 mm
Macca: 121 Weight: 12 g

[Jonycku coctasnaoT £ 10% Tolerances are + 5%

BHewHuiA Tybyc ansa ructepockona B.1.O.H. / External sheath for hysteroscope B.1.0.H (26252B0O)
AnnHa: 221,5 Mm Length: 221,5 mm
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JOvameTp: 4,75 Mm Diameter: 4,75 mm

Macca: 35 1 Weight: 35 ¢

[Jonycku coctasnawoT = 10% Tolerances arex 10%
000000000 D

LLleTka nnockas ans oumcTku - 5 wr./yn. / Flat brush for cleaning (27652-05)

OnuHa: 152 mm Length: 152 mm
LWunpuHa: 15 Mm Width: 15 mm
Macca: 12,71 Weight: 12,7
[Jonycku coctaBnatoT = 10% Tolerances are + 10%

LLleTka ona oumncTky, ogHopasosas, AnuHa 90 cm (110930-50) - 50 wr./yn. / Cleaning brush, disposable, length 90 cm (110930-50)

OnunHa: 900 Mm Length: 900 mm
Onamvetp: 1,7 Mm Diameter: 1,7 mm
Macca: 1,10 r Weight: 1,10 g
[Jonycku coctasnaoT £ 10% Tolerances are + 10%

LLleTka An14 04UMCTKW, OAHOpasoBas, AnnHa 125 cm (110931-50 - 50 wr./yn. / Cleaning brush, disposable, length 125 cm (110931 -50)

OnnHa: 1250 mMm Length: 1250 mm

OvameTp: 1,7 Mm Diameter: 1,7 mm

Macca: 1,35 r Weight: 1,359

Jonycku coctasnaoT + 10% Tolerances are + 10%
30
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LLleTka Ans o4ncTKM, ogHopasosas, AnnHa 200 cm (110932-50) - 50 wr./yn. / Cleaning brush, disposable, length 200 cm (110932-50)

OnvHa: 2000 Mm Length: 2000 mm
Ownametp: 1,7 Mm Diameter: 1,7 mm
Macca: 21 Weight: 2 g

[Jonycku coctanaoT = 10% Tolerances are = 10%

LLleTka ons 04MCTKM, oAHOpa3oBas, nnHa 90 cm (110940-50 - 50 wr./yn. / Cleaning brush, disposable, length 90 cm (110940-50)

OnnHa: 900 Mm Length: 900 mm
Onametp: 2.6 Mm Diameter: 2,6 mm
Macca: 2,75 r Weight: 2.75 g
[Jonycku coctasnaoT + 10% Tolerances arex 10%

LLleTka Ans o4MCTKKU, ogHOpa3oBas, AnnHa 120 cv (110941-50) - 50 wT./yn, / Cleaning brush, disposable, length 120 cm (110941-50)

AnnHa: 1200 mm Length: 1200 mm
Jvametp: 2,6 Mm Diameter: 2,6 mm
Macca: 3,05 1 Weight: 3,05 g
[Jonycku coctasnaoT + 10% Tolerances arex 10%

LLleTKa s 04UCTKK, ofHOpa3oBas, AnvHa 160 cm (110942-50 - 50 wr./yn. / Cleaning brush, disposable, length 160 cm (110942-50)

Onuna: 1600 mm Length: 1600 mm

Onawvetp: 2,6 MM Diameter: 2,6 mm

Macca: 35 r Weight: 3,5 g

[Jonycku coctasnaT+ 10% Tolerances arex 10%
3
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LlleTka ons oumcTku, ogHopasosas, anmHa 120 cm (110950-50) - 50 wrT./yn. / Cleaning brush, disposable, length 120 cm (110950-50)

OnvHa; 1200 mMm Length: 1200 mm
Onawvetp: 3,2 MM Diameter: 3,2 mm
Macca: 4,80 r Weight: 4,80 g
Jonyckn coctasnaioT + 10% Tolerances are+ 10%
Tawinr="
LLleTka ons 04nUCTKM, 0gHOpas3oBas, AnmHa 165 cm (110951-50)- 50 wr./yn. / Cleaning brush, disposable, length 165 cm (110951-50
OnnHa: 1650 mm Length: 1650 mm
OunameTtp: 3,2 Mm Diameter: 3,2 mm
Macca: 545 r Weight: 5,45 g
Jonyckn coctasnaoT + 10% Tolerances are £ 10%

LLleTka Ans o4nMCTKU, ofHOpa3oBas, AnvHa 250 cm (110952-50) - 50 wr./yn. / Cleaning brush, disposable, length 250 cm (110952-50)

OnnHa: 2500 mm Length: 2500 mm
OunameTp: 3,2 mm Diameter: 3,2 mm
Macca: 6,80 r Weight; 6.80 ¢
Jonycku coctasnaT = 10% Tolerances are + 10%

LLleTKa Ans o4ncTKU, ofHopasoBas, AnnmHa 140 cm (110960-50 - 50 wrT./yn./ Cleaning brush, disposable, length 140 cm (110960-50)

OnvHa: 1400 mm Length: 1400 mm

Onawvetp: 4,5 MM Diameter: 4,5 mm

Macca: 4,65 r Weight: 4,65 g

[Jonycku coctasnaoT £ 10% Tolerances are + 10%

-S*- w T
LLleTka ons ouncTku, ogHopasosas, AnmHa 190 cm (110961-50) - 50 wr./yn. / Cleaning brush, disposable, length 190 cm (110961-50)

OnunHa: 1900 mm Length: 1900 mm

OunameTp: 4.5 Mm Diameter: 4,5 mm
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Macca: 5,20 r Weight: 5,20 g

[Jonycku coctaBnsoT + 10% Tolerances arex 10%

LlleTka ons o4ncTKK, ofHopasosas, aavHa 230 cm (110962-50) - 50 wr./yn. / Cleaning brush, disposable, length 230 cm (110962-50)

OnvHa: 2300 vm Length: 2300 mm
Onametp: 4,5 mm Diameter: 4,5 mm
Macca: 5,75 r Weight: 5,75 g
[Jonycku coctaBnsatoT + 10% Tolerances are + 10%

KoHTeitHep NpoBO/IOYHLIN ANs fe3nHdeKunn/cTepunmsalmmn/xpaHeHns, pasmepbl: 290 X 60 x 52 Mm /
Wire container for disinfection / sterilization / stOTage, dimensions: 290 x 60 x 52 mm (39501 Al)

OnunHa: 290 Mm Length: 290 mm
LLvpuHa: 60 Mm Width: 60 mm
BobicoTa: 52 Mm Height: 52 mm
Macca: 427 r Weight: 427 g
Jonyckn coctaBnawT + 10% Tolerances are + 10%

KoHTeitHep NpoBOMIOYHLIV ANS Ae3vnHtbeKuun/cTepunmnsaunn/ xpaHeHuns, pasmepbl: 352 x 125 x 54 mm /
Wire container for disinfection / sterilization / storage, dimensions: 352 x 125 x 54 mm (39501A2)

OnnHa: 352 mm Length: 352 mm
LnpuHa: 125 mm Width: 125 mm
3
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BoicoTa: 54 mm Height: 54 mm
Macca; 758 r Weight: 758 g

Jonycku coctasnaT = 10% Tolerances are £ 10%

KoHTeiliHep NpoBONOYHBIN ANA Ae3nHdeKuun/cTepunnsaumn/xpaHenus, pasmepbl: 430 X 65 x 52 mm. /
Wire container for disinfection / sterilization / storage, dimensions: 430 x 65 x 52 mm (39501B 1)

OnuHa: 430 mm Length: 430 mm

LLinprHa: 65 Mm Width: 65 mm
BbicoTa: 52 mm Height: 52 mm
Macca: 590 r Weight: 590 g

Jonycku coctasnaoTt £ 10% Tolerances are + 10%

KoHTelHep NpoBONOYHbINA AN aesnHheKuun/cTepunmnsauumn/xpaHeHns, pasmepsl: 487 x 125 x 54 mm /
Wire container for disinfection / sterilization / storage, dimensions: 487 x 125 x 54 mm (39501B2)

[nvHa: 487 MM Length: 487 mm

LWvpuHa: 125 mm Width: 125 mm
BoicoTa: 54 Mm Height: 54 mm
Macca: 880 r Weight; 880 g

[Jonycku coctaBnsaoT = 10% Tolerances are £ 10%

34

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



Rus Eng

KoHTeiHep NPOBONOYHbIV ANs Ae3UHPeKLUN/CTEpUNN3aLMn/XpPaHEHUS C AYEKON ANs MeNKuUX aeTanel, pasmepsl: 460 x 150 x 80 MM /
Wire container for disinfection / sterilization / storage with a cell for small parts, dimensions: 460 x 150 x 80 mm (39501XK)

[nuHa: 460 MM Length: 460 mm

LWnpuHa: 150 mm Width: 150 mm

BbicoTa: 80 Mm Height: 80 mm

Macca: 1515 r Weight: 1515 ¢

Jonycku coctasnsaot £ 10% Tolerances are + 10%

KoHTeinHep NpoBOM0OYHBIA AN Ae3nHpeKuun/cTepunmsaymm/xpaHeHns, pasmepsbl: 510 x 185 x 82 mm /
Wire container for disinfection / sterilization / storage, dimensions: 510 x 185 x 82 mm (3950111

OnvHa: 510 Mm Length: 510 mm
LWnpwrHa: 185 mm Width: 185 mm
BbicoTa: 82 MM Height: 82 mm
Macca: 1646,2 r Weight: 1646,2 g

[Jonycku coctaBnatoT = 10% Tolerances are + 10%
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KoHTeHep NpoBOMOYHbIN Ana Ae3nHheKumun/cTepunnsaunmn/xpaHeHms, pasmepsl: 460 x 150 x 80 mm /
Wire container for disinfection / sterilization / storage, dimensions: 460 x 150 x 80 mm (39501 XC)

OnnHa: 460 Mm
LWnpuHa: 150 mm
BbicoTa: 80 Mm
Macca: 1661 r

Jonyckn coctasnatot + 10%

1.10. Knaccngpumkaumna MWN/Device classification

Knaccugpukauns

Knacc B 3aBUCMOCTH OT

NOTEeHLMaNbHOTO p1CKa 24

NPYMEHEHNS MEANLMHCKOTO

n3genus

KpaTHOCTb NpyMeHeHUs M3aenne MHOrOKpaTHOrO NPYMEHeHNS

CTepunbHOCTb HecTepunbHoe, cTepunnsyemoe

Knaccugukaums no Bugy KoHTakTa

KOHTakTupytoLlee ¢ MArKUMN TKaHAMU
C OpraHn3mMom 4enoBeka

Kateropua A - nsgenns
KpaTKOBPEMEHHOr0 KOHTakKTa (He 6onee
24 yacos)

Knaccudmkaums nsgenuii no
MPOJOMKNTENbHOCTI KOHTaKTa

MpurofHoCTb ANS IKCNIyaTaumm B

Cpeje C MNoBbILWEHHbIM He npurogHo

cofiep>xaHnem Kucnopoga

Knaccugukayma cornacHo M3K 60601-1-2010 npu paboTe ¢ COBMECTUMbIM
anekn-poobopynosaHnem (BugeocmcTeMbl KOMNAaKTHbIe 3HLO0CKONUYECKNE,
roN10BKN BUAEOKaMepbl, 3HLOCKOMUYECKME UCTOYHUKN CBeTa):

Pabouyas yacTb | Tun CF npv ncnonb3oBaHUM B COCTaBe MeSMULMHCKOM
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Length: 460 mm
Width: 150 mm
Height; 80 mm
Weight: 1661 ¢
Tolerances are £ 10%

Classification

Class of potential risk for medical
device

Multiplicity of applications
Sterility
Contact

Contact Duration

Suitable for oxygenated environments

lla

Reusable

Non-sterile, sterilizable
Tissue

Less than or equal to 24 hours

Not suitable

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

Applied part | CF type when used as part of a medical electrical system
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3NEKTPUYECKON CUCTEMbI C COBMECTUMbIM 060pYA0BaHUEM,
MMEIOLLMM COOTBETCTBYIOLLYHO MapKUPOBKY BO3/e Pa3beMOB
MUTaHWA WU Ha STUKETKe.

2. NHcTpyKumm no 6esonacHocTu/Safety instructions

Eng

with compatible equipment that is labeled near the power
connectors and/or on primary label.

2.1.CumBonbl U nHPopmarma o6 onacHocTu/Symbols and hazard information

BHMMaTENbHO MPOYTUTE AAHHYH MHCTPYKLMIO MO 3KCNyaTauuy 1 cTpOro
cobntoganTe ykazanus. Cnosa «[lpegynpexieHune», «BHUMaHWe» 1 «Y KazaHue»
MMEIOT crelnanbHoe HasHaueHue. e Obl OHW He BCTPeYaInCb B MHCTPYKLMU MO
aKcnayataumm, cnegyeT BHUMATENIbHO NPOYMTaTb CeLYIOLLNIA 38 HUMU TEKCT,
4TO6bI 06ecneUnTL 6e30MacHyo 1 3iheKTUBHYIO 3KCNyaTauuio nsgenus. 4ns
60nee 3aMeTHOI0 BbLUENEHWSA CNOB «IpeaynpexaeHne», «<BHUMaHne» ©
«YKazaHue» nepef HAMMW JOMNOHNTENbHO CTOUT MUKTOrpamMmMa.

NMPEAYMPEXAOEHWE. «MpegynpexaeHue» obpallaeT BHUMaHNE Ha
CYLLECTBYIOLLYHO OMacHOCTb A5 NauneHTa uam spaya. HecobnogeHune
npeaynpexaeHns MOXeT NPUBeCTU K TPaBMUPOBAHUIO NaLMeHTa UK Bpaya.
BHVUMAHWE. «BHUMaHue» obpallaeT BHUMaHUe Ha He06X0AUMOCTb
NpoBeAeHUs onpeaeneHHbIX MEPONPUATUI NO TEXOOCNYXUBAHUIO WU NPUHATUSA
Mep no obecneyveHnto 6e30MacHOCTY, YTOObI NPeAOTBPATUTL NOBPEXEHNE
n3genus.
YKA3AHWE. «YKazaHne» COAEPXMUT cneymanbHyo MHGopMaLuio no
006CNY>XXMBAHWNIO U3LENNSA UM PA3bACHSAET BAXKHYIO UH(OpMaLuIo.

2.2. IHCTpYyKUMKM no TexHUKe 6eszonacHocTu/Safety instructions
Cepbe3sHble UHLULEHTDI
CornacHo MonoxeHuto 0 meauunHeknx usgenuax (MDR), «cepbe3Hblii MHLMAEHT»
BKNIOYAET MHUMAEHTbI, KOTOpPbIE NPSMO WM KOCBEHHO WMENN WM MOTn UMETb
nob6oe n3 cnegyrowmx nocnegeteuii (MDR, cTaTbs 2, XR65):
- CwmepTb NaumeHTa, Nosib30BaTens U Apyroro YenoBeka
- BpemeHHOEe WM MOCTOSHHOE Cepbe3HOe YXY[ALUeHWe COCTOSHWUA 3[0POBbS
naumeHTa, nosnb30oBartens Ui Apyroro YenoBeka
- Cepbe3sHada yrposa o6LLeCcTBEHHOMY 3[,0POBbHO
060 BCeX CEpbe3HbIX WHUMAEHTaX HEeOOXOAMMO YBELOMAATb MPOM3BOAUTENA W
COOTBETCTBYHOLLME OPraHbl.

MoBpexaeHHbIe n3genns

MoBpeXaeHHble M3AeNNs MOryT NPUMBECTU K TpaBMam MalMeHTOB, MoMb3oBaTesneit
Unn TpeTbux auu. Meped KakAbIM MCMO/b30BaHMEM MPOBEPANTE BCE KOMMOHEHTI
U34eNna Ha NpeameT NOBPEXAEeHWA. He ncnonb3yiiTe MOBPEXAEHHbIE U3AENNS.
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Please read this manual carefully and follow its instructions exactly. The words
WARNING, CAUTION and NOTE convey special meanings. Wherever they
are used inthis manual, the following text should be carefully reviewed

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

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

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

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

NOTE: A Note indicates special information regarding operation or clarifies
important information.

Serious incidents

According to the Medical Device Regulation (MDR), a “serious incident"
includes incidents that directly or indirectly had, could have had, or could have
any ofthe following consequences (MDR, Art. 2, No. 65):

- Death of a patient, user, or another person

- Temporary or permanent serious deterioration in the medical condition of a
patient, user, or another person

- A serious threat to public health

The manufacturer and appropriate authority must be notified of all serious
incidents.

Damaged products

Damaged products can result in injury to patients, users, or third parties. Before
each use, check all components of the product for damage. Do not use damaged
products.
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MpaBunbHOE 06paLLeHne

HenpaBnnbHOe 06pallleHNe C U3eIMEM MOXET NMPMBECTM K TpaBMam MaLyEeHTOB,
nonb3oBatenieil 1 TpeTbUux ul. PaboTaTb ¢ HUM MOTYT TOMbKO nMua, obnagatoLive
Heo6X04MMOI MeAMLNHCKON KBanuuKalumein 1 3HaKOMsec c MPUMEHEHWNEM N3AENNS.
Mepep ncnonb3oBaHneM yb6eanTech, YTO U3fenine NoAXOAUT 41 JaHHOW NpoLeaypbl.
MpoBepsiiTe n3genve 40 1 NOCe KaKAOMO NCMOb30BaHMS Ha:

‘ LlenoctHoCTb

- Xopoluee paboyee cOCTOAHME

- OcTpble yribl

- Kpas ¢ 3a3y6puHamm

- MpaBunbHas cO0pKa KOMMAEKTYHOLLMX

- ®YHKLMOHABLHOCTb

He ocTaBnsiiTe BHYTPM NauMeHTa C/IOMaHHbIe JeTanw.

He nopgepraiite usgenne MexaH14eckoi Harpyske.

He Bbirnbaiite NorHyTble U3genus 06paTHO B UCXOLHOE MONOXEHNME.

Pa6oTa B nose 3peHus

icnonb3oBaHWe U3genns BHe NoMs 3peHUS MOXKET NPUBECTY K MOBPEX/EHMNIO TKaHei
MW NOBPEXAEHWIO U3LENNs.

Wcnonb3yiiTe U3fenme ToNbKO B NOMeE 3pEHUS.

Copsaune vacTu

BbiCOKas MHTEHCMBHOCTb CBETa, CO3JaBaeMas MCTOYHMKOM CBeTa, MOXET BbI3BaTb
Harpes ANCTa/IbHOTO KOHLA, CBETOBbIX COEAMHEHMWI U COCEAHUX KOMMOHEHTOB. 3TO
MOXET BbI3BaTb 0XOrMW Y NauyeHToB, NOb30BaTENEN U TPETbUX NN,

YCTaHOBWTE MOLLHOCTb WCTOYHMKA CBeTa HA YPOBEHb, [OCTATOYHbIA AN
obecrneyeHnsi ONTUMa/IbHOTO OCBELLEHNs paboyeil 30HbI. V13beraiiTe KOHTakTa C
ANCTaNbHBIM KOHLOM 1 CBETOBbIMU COEANHEHUAMMU.

BbiCOKass MHTEHCMBHOCTb CBETa

BbICOKas MHTEHCMBHOCTb CBETA, M3/TyYaeMast MCTOUHUKOM CBETA, MOXET NPUBECTU K
Heo6paTVMOMY MOBPEXAEHWHD [/a3 WM CNenoTe, a TakKXe K HarpeBy TKaHeil u
NpeameToB, Ha KOTOpble HanpaB/ieH CBETOBOW MOTOK.

He cMoTpuTe Ha CBETOBOI NOTOK.

YCTaHOBUTE MOLLHOCTb MCTOYHMKA CBETa Ha YPOBEHb,
06ecrneyeHns ONTUMabHOIO OCBeLLEeHNs paboyein 30HbI.
Y6eaMTeCh, YTO UCTOUHMK CBETA HAXOAMTCA Ha AOCTATOYHO 6GO/MLLIOM PacCTOSHWN
OT TKaHell 1 onepaLnoHHbIX NPUHAANEXHOCTENR.

[OCTaTOYHbIA  Ans
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Correct handling

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

- Completeness

- Good working order

- Sharp comers

- Burred edges

- Correct assembly of the components

- Functionality

Do not leave broken-off components inside the patient.

Do not overload the product with mechanical stress.

Do not bend bent products back to their original position.

Working in the field of vision

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

Only use the product in the field of vision.

Hot components

The high level of light intensity produced by the light source may cause the distal
end, the light connections, and adjacent components to heat up. This can cause
bums to patients, users, and third parties

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

High light intensity

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

Do not look into the light output.

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

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

TOKM yTeukn MaumueHToB K3 NPOAYKTOB MOTYT CKNafblBaTbCA, €C/IN OLHOBPEMEHHO
MCNOMb3YIOTCA  3MIEKTPUYECKME YCTPOWCTBA W 3NEKTPUYECKME U3fenuns  [f/1a
3HJ0Tepanuun. Ype3mMepHo BbICOKWIA YPOBEHL TOKA YTEUKM MOXET NMPUBECTUN K TPaBME
nauyeHTa. icnonb3yiTe BMeCTe TONbKO NPOAYKTbI O4HOM0 TUMa, 0CO6EHHO B Cnyyae
npogyktos CF.

CooTBeTCTBYOLWAs KOMGMHALWSA IHA0CKOMA U ONTOBOMIOKOHHOTO CBETOBOAA
Ecnm avameTp ONTOBOMIOKOHHOrO CBETOBOAA CAMLLKOM BeNWK, pasbeM 3HA0CKOMNa
HarpeeTcs. 3TO MOXeT Bbi3BaTb MOBPeXAeHWe sHAockoma. Ecan  guameTp
OMNTOBO/IOKOHHOTO CBETOBOfAA CAMLIKOM Man, B 3HAOCKON 6yAeT nonaaaTh
HEel0CTAaTOYHO CBETa. TO MOXET 03HayaTh, YTO paboyast 30Ha Gy/eT Hefl0CTATOUHO
ocBellieHa. Vcnonb3yitTe 3HAOCKON C ONTOBOMOKOHHLIM CBETOBOJOM MOAXOASILLErO
AvameTpa.

BonesHb KpeliTythenbara*Akoba

M3genuns, KoTopble BCTYNAlOT B KOHTAKT C LIEHTPa/IbHON HEpPBHOW CMCTEMOIA, MOTyT
ObITb 3arpsA3HEHbl OPraHWYecKUMK OCTaTKaMuW, COAEpXKaliMMmu MPUOHbI. TMPUOHbI
NPUBOAAT K 3apaxkeHuto 6onesHblo KpeliTugensara-Akoba. Ecnu guarHoctmposaHa
unm nopo3spesaeTcA 6onesHb  KpeilTudenbga-Akoba: yTuansupyinte npoaykT
Hagnexalmm obpasoM 1 He MPOAOKalTe ero NCNob30BaTh.

HecTepunbHbI NPoAyKT

W3nenve nocTaB/isfeTCs HeCTepUbHbIM. VICMOMb30BaHNE HECTEPUMbHBIX WU3Lenunit
CO3MaeT PWUCK 3apaXkKeHUs A1s NalUMeHTOB, MO/b30BaTeneli U TPETbUX MWL,
OG6pa6oTaiiTe U3aeNne B COOTBETCTBUAM C UHCTPYKLMUSMU MO MOBTOPHOI 06paboTke
rnepe/ NepebIM MUCMOMb30BAHMEM W MPU KXK/A0M MOCNEAYOLLEM WUCTIONb30BAHNN.

Y nbTpasBykoBas 06paboTka

Eng

Patient leakage current

Patient leakage currents from products may add up if powered products and
pow'ered 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.

Creutzfeldt-Jakob disease

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

Unsterile product

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

Ultrasonic treatment
The product is not suitable for ultrasonic treatment

2.3. Mepbl NpegocTOpOXHOCTA NpU MCcNonb3oBaHUKM aHAockonos/Safetv precautions while usine the endoscopes

SHA0CKONbI AOIXHBI UCMO/b30BATHCA TO/IbKO B COOTBETCTBUUN C MEANLIVHCKUMU
npasuiamu 1 Npoueaypamun aHL0CKONUW, NPU3HAHHLIMU A5 [AHHOTO METOAa.
2.4. MoTeHunanbHbIN NnoTpebuTens/Potential consumer
MefunUuMHCKMe n3fenns MoryT UCnosib30BaThbCs TONLKO Bpayamm 1 Bpayamu-
acCMCTeHTaMMW, UMEOLLMI COOTBETCTBYHOLLYIO CMELMUAIM3NPOBAHHYIO
KBaNMMKALMIO 1 NPOLLEALLINMUN UHCTPYKTaXK MO UCMO/b30BAHWIO AaHHbIX
MEeANLMHCKNX U3LENNiA.
2.5. Ycnosusa npumeHeHus/Usase conditions
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The endoscopes must only be used according to the medical rules and procedures
ofendoscopy recognized for the method.

Medical devices may only be used by physicians and medical assistants who
have a corresponding specialized qualification and who have been instructed in
use ofthese medical devices.
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MeanuMHCKMe n3aenus, BKIoYvas NoAKIUYeHHOe 060pya0BaHMe, MOXKET
MCnonb3oBaTbCA TOMbKO B MEAULIMHCKUX Ka6VIH6TaX, B KOTOPbIX YCTaHOB/IEHO
ANeKTpu4veckoe 060py,£|,OBaHVIe B COOTBETCTBMU C NPUMEHUMbIMW HalLMOHaIbHbIMW
npaesunamMmm n ctaHgaptTamu.

Eng

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

2,6. CsefeHMA 0 NeKapCTBEHHbIX CPeLCTBaX BXOAALMX B cOCcTaB MefuumHckoro nsgenusa/Infonnation about the medicines included in the medical device

He npvmeHnmo

Not applicable

2.7. CBefleHMsa 0 MmaTepmanax XuUBOTHOro/4yenoseveckoro npoucxoxgeHus/information about materials of animal/human origin

He npvmeHnmo
3. Oo6pauweHune ¢ nsgennem/Handling
3.1. PacnakoBka/ Unpacking
MpoBepbTe NOCTaBKYy Ha KOMMIEKTHOCTb M HA NPEAMET BO3MOXHbIX MOBPEXAEHWIA.

TemnepaTtypa -20°C ...+60°C
OTHOCUTENbHAs BNaXKHOCTb

0 0
BO3JyXa 10%...90%

700... 1060 rla
3.3. Ycnosusa dkcnnyatauuun/Operating conditions

[laBneHune Bo3gyxa

TemnepaTypa +10°C...+40°C
OTHOCUTE/IbHAs BNaXKHOCTb 30% ... 70%
BO3ayxa

[JasneHvie Bo3gyxa 700...1060rMa

Pabouas yacTb M3aenus npeaHasHaydeHa Ans UCnonb3oBaHWUsA BO BHYTPeHHER cpege

opraHusma.
3.4. Cpok rogHocTtu/cpok akcnnyatauunu/Shelf life/Service life

UTobbl pacnosHaTb BO3MOXHbI/ W3HOC MaTepuana, HeobXO0LUMO BbINOMHWTb

crnefyroume gyHKLNOHaIbHbIE NPOBEPKM:

1. MpoBepuTb MOBEPXHOCTb 3HAOCKOMA HA OTCYTCTBME MEXAHUYECKMX NOBPEXAEHWI

N N3MEHEHWA.

2. TposepuTb MNPaBUIbLHOCTL MOCaAKN MPUCOELUHEHHBIX KOMMOHEHTOB W MpU

HeobX0AMMOCTH 3a(DMKCUPOBAThL pasbeM A1 OUUCTKM.

3. MNpoBepuTb, NepepaeTcs 1 n3obpaxeHue.

4. poBepuTb, NepeaaeTcs N CBeT.

MpurogHocTb  M3genus B 3HAYMTENbHOM  CTEMeHW  onpefensetca  no

3KCM/yaTaUMOHHOMY W3HOCY, HAIMUYMIO W XapaKTePy BO3MOXHbIX MOBPEXAEHWUA U
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Not applicable

| Check for missing items and evidence of shipping damage.
3.2. YcnoBusa TpaHCNOPTUPOBKK U XpaHeHusa/Storage and transportation conditions

Temperature -20°C ... +60°C
Relative humidity 10% ... 90%

Air pressure 700... 1060 hPa
Temperature +10“C ... +40 X

30%... 70%
700... 1060 hPa

Relative humidity
Aiir pressure

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

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

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

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

3. Check ifthe image is being transmitted.

4. Check if light is transmitted.

The suitability 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

40



Rus
3aBMCUT OT BbIGOpa METOAOB 06pPabOTKM M XMMUUECKMX CPeAcTs. Oxuaaemast
cpefHas HapaboTka Ha 0TKa3 - 1000 uMKoB.
OxmnpaaeMblii CPOK CyXobl - 5 neT

3.5. Ncnonb3oBaHue/Application
MPEAYNMPEXAEHWE. SHhockon nocTaBnseTca HeCTepPWIbHbIM, NMO3TOMY ero
HeobX0AMMO OUULLATb, Ae3UHDULUPOBATL U CTEPUIN30BATL Mepes NepsbIM
MCNOMb30BaHWEM N KaXKAbIM NOC/eAYIOLWMM NOBTOPHBLIM MUCMO/Ib30BAHNEM.

Eng
cycles.
Expected service life - 5 years

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

3.6. MpuHagnexxHocTn, NpeadyCMOTPEHHbIE A8 MCNOb30BaHMUA BMecTe ¢ usgenmem/Accessories to be used in combination with the device

BuaeocucTeMbl KOMNAaKTHbIE 3HAOCKONMUYECKNE (CUCTEMbI
ynpaeneHH$YnonyyeHns BrAeon306paXkeHnii 4N 3HAOCKOMNA), CoYeTaloLLee B
cebe 610K ynpaBieHns Kamepoli, UCTOYHMK CBETA, MOHUTOP),
nofcoefUHsIEMbIE MPY MOMOLLM CBETOBOJA:

JlonycTUMO UCMOMb30BaHME NOGLIX KOMMAKTHBLIX BUAEOCUCTEM 3HAOCKOMUYECKHX,
3apPerncTPUPOBaHHbIX B YCTAHOB/IEHHOM MOPSAKE Ha TeppuTopun PO.

onoBka BUAeokamepsbl (BueokaMmepa 3HLOCKONA) ¢ My TON hrkcauum
OKYNAPHON ONTUKN:

JlonycTMmo ucnonb3oBaHve Nt06bIX roN0BOK BUAEOKaMepPbl C My(TON (rkcauum
OKY/NIAPHOM OMTUKM, 3aperucTpMpoBaHHbIX B YCTaHOB/IEHHOM MOPAAKe Ha
Tepputopumn P®.

DHAO0CKOMMYECKME UCTOUYHUKM CBETA (MCTOUYHMKW OCBELLEHMS 415 3HA0CKOMA),
nofCOeANHsEMbIE MPU MOMOLLY CBETOBO/O0B:

[JonycTMO MCNONb30BaHMe NHBbIX 3HAOCKOMUYECKNX UCTOYHWKOB CBETA,
3apPerMcTprpOBaHHbIX B YCTAHOB/IEHHOM MOPSsiAKe Ha Tepputopumn Pd.

CeeToBO/bl:

Ecnn cBeTOBOZ, M 3HLOCKON MapKMpPOBaHbl CUMBOaMK (CM. Tabiuuy), To
NnoAxoAsLLas KoMouHauua Ao/mKHa onNpeaensaTbcs B COOTBETCTBUN C 3TUMU
CUMBOMIAMMU.

[nameTp cBeToBOAA
4.8-5.0 mm n

[unameTp sHgockona
6.6-12.0 mm

3.0-3.5 MM 'ilij,” 3.0-6.5 MM iQi
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Compact endoscopic video systems (systems for control/getting video images
for an endoscope), combining a camera control unit, a light source, a
monitor), connected using a light cable:

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

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

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

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

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

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

Light cable diameter Endoscope diameter

4.8-5.0 mm 6.6-12.0 mm Q
3.0-3.5 mm 3.0-6.5 mm Q"
2.0-25 mm 0.8-2.9 mm
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2.0-25 mm A 0.8-2.9 mm

3.7. OcMOTpl/Inspection

OcmaTpuBaiiTe 3HLOCKON Ha NPeAMET MOBPEXAEHWIA Cpa3y noc/ne NnoayyeHus, a
TakXXe [0 U Noc/e KaXAoro Ncnosb3oBaHus.

V306paxeHne
OcmoTpWTe TOPLbl ONTUKNM (BUCTaNbHBIA KOHEL, 1 OKyNAp) Ha NpeaMeT uapanviH v

0CTaTKOB XVUPYPIUYECKUX U APYTUX 3arpsi3HeHUI. MOBEPXHOCTU A0/MKHbI ObiTh
rNagKUMmn 1 GNecTaLLUMM.

UT06bl NPOBEPUTL KAYECTBO M306PaXKeHNs!, HEOGXOAMMO BpaLLiaTh IHLOCKONM,
CMOTPpS B €rO0.

Ecnm n306paxkeHne YaCTMHO WU MOSHOCTBIO MCKAXEHO, TO 3TO 03HAYaeT, YTo NGO
CUCTEMA CTEPXKHEBBIX NMH3 HEUCMPaBHA, NGO NMH3bI B OKY/SPEe NMOBPEXAEHbI. B
TaKMX Cyyasx 3HAOCKON HeoBXOANMO 3aMEHUTb.

TycKnoe WAn NATHUCTOE U306PaXKEHNE MOXKET ObITh BbI3BAHO BMAXHOCTHIO U/
ocTaTKamu e3VH(ULMPYIOLLETrO CPeCcTBa Ha TOPLIEBLIX MOBEPXHOCTAX OMTUKM.

CseT0BO[

HanpaBbTe AucTanbHbIli KOHEL, B HanpaBieHNM UCTOUYHMKA CBETA 1 NPOBEPbTE
KOMIMYECTBO TEMHbIX TOUYEK B MECTE COEAUHEHMS CO CBETOBOAOM. TaKue TeMHble
TOYKM YKa3blBatOT Ha TO, YTO ONTUYECKME CBETOMNPOBOAALLME BOOKHA
noBpexzeHbl. 13011MpoBaHHbIe NOBPEXAEHHbIE ONTUYECKME BOSIOKHA He
OKas3bIBaKT 3aMETHOr0 B/IMSIHWS Ha Ka4eCcTBO M306paXKeHUs.

OfHaKo BbIX0f4Has SPKOCTb AENCTBUTENBHO 3HAUNTEBHO YXYALLAETCS, €C/N
OMNpeseNneHHOe KOIMYECTBO ONTUYECKNX BOJIOKOH MOBPEXAEHO (MpuMepHoO 20-
25%), 4TO B CBOO OYepefb MPUBOANT K CHUKEHMIO KAUYeCTBa N306PKEHNS.
BosblUe Henb3st UCMOMb30BaTb 3HAOCKOM.

YKA3AHWE: ecnn nospexeHne o4eBUAHO, SHAOCKON 6OfbLLE HEMb3s
MCNO/b30BaTb. QHAOCKOMbI HEO6XOAMMO 3aMEHNTb, ECIN N306PaXKEHVE MYTHOE UK
n306paXkeHre OTCYTCTBYET WU BUAHA TONbKO €ro YacTb.

3.8. Mepbl npegocTopoXkHocTU/Precautions
Kak 1 Bce onTn4yeckmne NHCTPYMeHTbI, 3HA0cKoMbl HOPKINS aBnf0TCA 0YeHb
YyBCTBUTENbHbIM 060py0BaHNEM. YTOObI rapaHTMPOBaTb LO/ITOCPOYHOE KaYeCcTBO
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Inspect the endoscope for damage immediately after receipt and before and after
each use.

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

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

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

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

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 ifa 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: Ifdamage 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.

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
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3HJO0CKOMa, He0BX0AMMO CO6MI0AATbL CliefyHoLLmMe NpaBuna;

* Bo n3bexaHue nosoMoK 3HAOCKOMbI HE06XOAMO BCerfa fepxXarb ero 3a okynsp, a
He 3a AMCTaNbHbIA KOHeL.

* Hn npn Kaknx 06CTOATENbCTBAX He crmbalite pabouyto YacTb 3HAOCKOMa. 370
MOXET MPUBECTN K MOSIOMKAM WN TPeLLMHaM B CUCTEME CTEPXKHEBLIX JINH3.

» Knagute 3HJOCKONMbI C OCTOPOXHOCTHIO. CU/bHbIE YAapbl, 0CO6EHHO M0
ANCTaNIbHOMY KOHLY, MOTYT BbI3BaTb MOBPEXAEHWE UMW TPeLnHbI, a TakxXe
MPOHUKHOBEHWE XWUAKOCTH, Mapa 1 T.4. 3TO NPUBOAUT K MOABIEHNIO CBET/LIX U/
WM pacTAHYTbIX 06/1acTeil M306paxeHus.

* Mo3ToMy BO BPeEMS OUUCTKY, A€3UHMEKL N, CTEPUINZALUN U XPaHEHUS
Heo6X0AMMO CNeauTh 3a TeM, YTOBbE 3HAO0CKOMbI 36eXany NoBpeXXAeHWUA apyrumm
MHCTPYMeHTaMu. VaeabHbliA BapuaHT: XpaHuTb aHgockonsl HOPKINS
WHAMBUAYANbHO UM UCMO/b30BaTh KOHTENHEPbI, B KOTOPbIX 3HAOCKOMbI MOXHO
3aKpenuTb.

YKA3AHWE: ecnn nospexieHne 04eBUAHO, 3HAOCKON 60/ibLLe HeMb3s
UCMo/b30BaTh. IHAOCKOMbI HEO6XOAUMO 3aMEHUTL, EC/IN U300PAXKEHNE MYTHOE WK
N306paXxKeHNe OTCYTCTBYET UM BULHbI TOMIbKO €ro YacTu.

BHUMAHWE: aHgockonbl HOPKINS 6e3 MapKMpoBKU «ABTOK/aB» Hefb3sl
CTEPWIN30BaTb NapoM. ITO MOXET HAHECTU HEMONPaBUMbIN yLLepo.

Eng

following rules must be observed.

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

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

. Place the endoscopes down with care. Hard impacts, particularly to the

distal end, can cause damage to or cracks in the luting and allow liquid, steam,
etc. to penetrate. This results in cloudy and/or blurred image areas.

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

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

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

4. TMoBTopHas obpaboTka. CBefeHMs 06 ouncTke u gesmHpekynn MU / Reprocessing. Information about cleaning and disiofecting of MD

MNPEAYMNPEXOEHWE. Puck 3apaxkeHud. [Npu noctaske 3T MeAULMHCKNE
N3Lenns He ABNAKOTCA CTEPUNbHBIMU. CNONb30BaHWE HECTEPUIBbHBIX
MeAVLMHCKMX U3AENNiA CO34aeT PUCK 3apaXeHus 415 NauMeHToB, Nob3oBaTteneii u
TpeTbux nuu. OCcMoTpUTE MEAULIMHCKWE U3AeNns Ha NpeaMeT BUAMMOro
3arpsA3HeHNs.

BugvmMoe 3arpsisHeHve yKa3blBaeT Ha TO, YTO MOBTOPHasA 06paboTka He
npoBoAWaack Wan bblna NnpoBefeHa HenpaswabHO. ObpaboTaliTe MegULMHCKME
U3Lenus nepes nepebIM UCMOMb30BaHMEM, a TAKXKE [0 U NOCNe Kaxaoro
noc/ieaytoLero Ucroib30BaHNsA, UCMOb3ya YTBEPXKAEHHbIE NPOoLeaypbl.
MPEAYMNPEXAEHWE: Puck 3apaxeHns: HermpaBuibHO 06paboTaHHble
MeAMLMHCKME N3LeNna NoABepratoT NauueHToB, Nob3oBaTteNiei n TpeTbux nuL,
PUCKY 3apaXkeHus, a TakXKe PUCKY TOr0, YTO MeSULMHCKOE U3Jenne MOXeT BbIATK
13 CTpoS.

BHUMAHWE: npn NpuroToBAEHWN 1N UCMO/Mb30BaHWN PacTBOPOB CregyiTe
cneumgpuKaLmam Npou3BoANTENS XMMUYECKNX CPeACTB, Yaenss 0coboe BHUMaHUe
NpaBUbHOM KOHLEHTpaLUN, BPEMEHW BO3AENCTBUA U CPOKY CNYXObI.
MpofomknTeNbHOe NOrpy>KeHne B BOLY W HENPABU/IbHASA KOHLUEHTpauus MoryT
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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
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NPVBECTU K MOBPEXAeHU0. MOMHUTE 0 MUKPOGKMONOrMYECKOM AnanasoHe LeiCTBmS
NCMOb3YEMbIX XUMNUYECKUX CPEACTB.

BHVMAHWE: OnacHOCTb NOBPeXAeHNS MeANLUHCKNX YCTPONCTB:
MCMNONb30BaHNE XMMUYECKMX CPeACTB, He 0f00peHHbIX KARL STORZ, MOoXeT
MPVBECTU K MOBPEXAEHNIO MEeANLMHCKUX YCTPOWCTB. VIcnonb3yiiTe TONbKO
0[,06peHHbIE XUMUYECKUNE CPELCTBA.

YKA3AHWE: MepeyeHb peKOMEHAYEMbIX YACTALLMNX U JE3NHDULUPYIOLLUX
pacTBOpoB npescTtasneH B MpunoxeHun 1

Eng
devices. Only use approved chemicals.

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

4.1. MoparoToBka K ouncTke u gesnHgekyun/ Preparing for cleaning and disinfection

MoArOTOBKa K OUMCTKE U fe3UHeKL NN
pyOble 3arpsisHeHWsi, BbI3blBalOLLME KOPPO3WIO pacTBOPbl U NIEKAPCTBEHHbIE
CpeAcTBa cneayeT yaanatb ¢ 3HAOCKOMNOB cpa3y Noc/ie ero npumeHeHuns. [na atoro
3HAOCKOMbI crefyeT MpeABapuTeNlbHO OYUCTUTb, Hanp., MyTEM MPOTMPaHNA |
npombiBaHua. KomnaHma KARL STORZ pekomeHfyeT Bcerga MpoBOAMTH
npegBapuTeNbHY OUYUCTKY PYYHbIM CMOCO6GOM NOf CTPYei X0N04HOR BObI.

4.2. PydHas npegBapuTenbHas ouncTtka / Manual precleaning
Pa3bopka
Mepen OYUCTKOM U Ae3nH(EKUMeRn 3SHAOCKOMbI HEO0OXO0AMMO OTKPbITb W/Mn
pa3obpatb Ha OTAEe/IbHbIE KOMMOHEHTbI, HACKO/IbKO 3TO BO3MOXHO.
OuncTKa NOBEPXHOCTEN LLETKOWA
Bugumble unn rpy6beEe 3arpsisHeHMs HEOOXOAMMO YAanaTb C MOBEPXHOCTEN Mog

CprEI7I XOI'IO,CI,HOVI BOAb! MNPV NMOMOLLN LWETOK NoAXoAAWNX pasMepoB OT pPa3/INYHbIX
I'IpOI/I3BO,CI,I/IT€J'I€VI.

O6paboTKa yNbTpa3ByKOM 3amnpeLieHa
Mo TEXHWYECKMM  MpUYMHAM  3HAOCKOMbI
yNbTPa3BYKOBOI 06pabOTKW.

HOPKINS  HenpurogHsl  ans

Preparation for cleaning and disinfection

Heavy soiling, corrosive solutions and pharmaceuticals must be removed from
the medical device immediately after use. To this end, preclean the medical
device by wiping down and rinsing, for example. As a general rule, KARL
STORZ recommends manual precleaning under cold running water.

Disassembly

Prior to cleaning and disinfection, the medical device must be separated Into its
individual components as far as possible, and/or must be opened.

Brushing the surfaces

Any visible contamination or heavy soiling of the surfaces must be removed
under cold running water by cleaning using brushes of suitable sizes from
various manufacturers.

No use of ultrasound

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

4.3. MawunHHasa yncTka n gesunHpekyHa/Machine cleaning and disinfection

OumncTka/Tepmuyeckas ae3nHPeKLNA MeXaHU3MPOBAHHbBIM CMOCO6GOM
MpeanouTuTenbHa TepMuYecKas Ae3nHdekumsa. [aHHbli  MeTod Heo6XoauMo
MCNonb3oBaTb C YY4eTOM HaLMOHanbHbIX HOpM K nokasatensd AQO. MNpu BbiGope
NOAXOAALEro BbIABMKHOIO KOHTelHepa WM  KpenneHus AN WMHCTPYMeHTa
Heob6X0AMMO NPOKOHCYNbTUPOBATLCA C M3rOTOBUTENEM 060PYAOBaHUS C LENbIO
o6ecneyeHns OMbIBaHWS UM NPOMbIBAHUS MEAULMHCKOrO U3Lenus.
YKaszaHue: npu Heo6XoaMMOCTW CNeayeT BPYUHYH LOCYLUNTb MHCTPYMEHT.

4.4, Cb6opka, ocmoTp u yxoa/Assembly, inspection and care
C6opka, NpoBepKa v yxoq
Bu3yanbHO nNpoBepbTe OUMLLEHHbIA W NPOAE3NHDMLMPOBAHHbIA 3HAOCKON Ha
YMCTOTY, KOMMEKTHOCTb, CyXOCTb M OTCYTCTBME MOBPEXAEHNIA:

. Mpyu HanMuMM  cnefoB  3arpsisHEHUA/OCTATKOB  CPeAcTB  Heo6X0AuUMO
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Machine cleaning/thermal disinfection

Thermal disinfection is preferred. The relevant national requirements and the AO
value must be taken into account when using this method. The selection of a
suitable slide-in tray or instrument holder, which should ensure that the medical
device is thoroughly rinsed out or through, must take place in consultation with
the manufacturer ofthe device.

Note: If necessary, the instrument must be dried offafterwards by hand.

Assembly, inspection and care
The cleaned and disinfected medical device must be visually inspected for
cleanliness, completeness, damage and dryness:
« Ifresidues or contamination are still present, the medical device must be
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MOBTOPHO 06paboTaTb 3HAOCKOMbI BPYYHYK U elie pa3 NMoABEPrHyTb MX MOSHOMY
LIMK/Y OYMCTKN U Le3UH(EKLMUN.
. MoBpexaeHHbIe UAY NOPaXKeHHblEe KOPPO3Ueli 3HAOCKOMbI AO/MKHbI ObITh
n3bATHI U3 06paLLEeHNS.
3aTem He06X0AMMO BbIMOMHUTL NPOBEPKY (DYHKLMOHUPOBAHUS.

4.4.1. Mpoeepka nsobpaxeHuns/ Checking the image
OcMOTpMTE ONTUYECKME TOPLbI (06BEKTUB, AUCTaNbHbIN BbIXOA CBETOBOAA U
OKyNnap) Ha NpeAMeT LapanuH U 0CTaTKOB XUPYPrUYECKNX WSIN YNCTALLUX CPeACTB.
MoBepXHOCTU JOMKHbI ObITb FNaAKUMU 1 6recTAWMMU. YT0BbI NPOBEPUTL
Ka4yecTBO U300paKeHNs, Me/IeHHO BpallaiiTe 3HLOCKON, MAAA Yepes Hero. Ecim
N306paXKEHNE MOTHOCTLIO UM YaCTUYHO UCKaXKEHO, 3HAUYNT HencrnpaBHa cuctTema
CTEPXKHEBBIX JIMH3 B ONTWUYECKOW TPYOKe MM TMH3a B OKynsApe. B Takmnx cnyyvasx
3HLOCKON Heo6X0AMMO 3aMEHUTD.
MyTHOE UM NATHUCTOE N306paXKeHNe MOXKET ObITb BbI3BAHO BNAXKHOCTHIO /N
oCTaTKaMM Je3NH(PULMPYHOLLEr0 / XUMUYECKOT0 CpeCcTBa Ha OMTUYECKMX
MOBEPXHOCTAX. B 3aTnX cnyyasx 0OCTOPOXKHO OUMCTUTE ONTUYECKME TOPLbI
annaMKaTopoM BaTHbIM TaMMOHOM, CMOYeHHbIM B 70% cnupTe.

4.4.2. Mpoeepka ceeTtoBogos/ Checking the light guides
[JepxuTte ancTanbHbIA KOHEL, B HarnpaBieHW UCTOYHMKa CBETa 1 NPOBeEpbTe
KO/IMYECTBO TEMHbIX TOUEK HA COEJUHEHUN CBETOBOAA. Takne TEMHbIE TOUKHM
YKa3bIBatOT Ha TO, YTO OMTUYECKME BO/IOKHA CBETOBO/A Pa3opBaHbl.
M30nupoBaHHbIe NOpBaHHbIE ONTUYECKME BOSIOKHA 3aMETHO He YXYALIalT
KayecTBO U300paXkeHNs. TeM He MeHee, CBETOOTava 3HaUUTE/IbHO YXYLLAeTCs,
eC/iN NOBPEXaeTcs onpejeneHHoe KONMYeCTBO BOTOKOH (NpumepHo oT 20% Ao
25%), 4TO, COOTBETCTBEHHO, TaKXXe MPUBOANT K CHYXKEHUIO KayeCTBa U306paXKeHus.
3HAocKoN 60/blUe HEeMb3A UCMO/Bb30BaTb.
BHVMAHWE: ecnu noBpexaeHne 04eBNAHO, 3HAOCKOMN 6OnblUe He cneayeT
MCNoMb30BaTb. HAOCKOMbI HEOOXOAMMO 3aMeHUTb, ECAIN U306PaXKeHNE MYTHOE WK
N300paXKeHne OTCYTCTBYET UM BUAHbI TOILKO €ro YacTu.

4.4.3. Cywka/ Drying
YuacTKu BONIOKHA B CBETOBOJE, & TakXKe ANCTaslbHbIE U NPOKCUMa/bHbIE TOPLEBbIe
MOBEPXHOCTMN LO/MKHbI ObIThb TLLATENbHO BbiCyLeHbl 70% cnvpToM. OcTaTKu
Le3MHULMPYIOLLErO U YMCTALLEro CpeacTBa, Hanpumep, B CBETOBOAE, MOMYT
NpUropeTb NPU NOAK/TKOYEHUN CBETOBOMO Kabens, Y4To Cepbe3HO yXyaLuaeT
CBETOMpPONyCcKaHue.
* MoBpexaeHHbIe NN KOPPOAMPOBaHHbIE MeAULMHCKNE YCTPONCTBA fO/MKHBI ObITh
U3bATLI U3 UCMO/Ib30BAHMUS.
* Pe3b6bl 1 CKOJb3ALLME MOBEPXHOCTM 3HLOCKOMNA HEOO6XOAMMO CMa3aTb Ha MecTe
WHCTPYMEHTaIbHbIM Mac/ioM, a paboyne NOBEPXHOCTM Ha NPOOKe KpaHa -
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manually cleaned and subjected to a full cleaning and disinfection
procedure once more.
» Damaged or corroded medical devices must be withdrawn from use.
Afterwards, a functional check must be carried out.

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. 1fthe image is completely or partially impaired, either the rod
lens system Inthe optical tube or the lens in the eyepiece is defective. In such
cases, the endoscope must be replaced.

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

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

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

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

. Damaged or corroded medical devices must be withdrawn from use.
. Threads and glide surfaces on the endoscope must be lubricated locally
with instrument oil and the running surfaces on the cock plug with special
grease.
. Dismantled medical devices must be assembled.
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cneuuanbHOM CMa3KoiA.
* Pa3obpaHHble MEAULIMHCKIME YCTPOCTBA A0/XKHbI 6bITb COOPaHBI.
*[Tocne 3TOro HeO6X0AMMO MPOBECTU (hYHKLMOHANBHYHO MPOBEPKY.
YKA3AHWE: Macno, ncnonb3yemoe ans 1ol Leau, 4o/HKHO NOAX0ANTb AN
nocnefyoLleli mpoueaypbl ctepunmsauun (63 CUIMKOHA M Ha OCHOBE NapaduHa
nnun 6enoro macna).
YKA3AHWE: Bo Bpems nmpoueayp Mo yxo4y Ucnonb3yiite npeaMeThl U3 Katanora
«MeTogabl yxopa, CTepUIn3aLnmn n XpaHeHns».
4.5. Ctepunusauma/ Sterilization

Ycnosus ctepunnsanmu
KomnaHueihi KARL STORZ gnsi faHHOro MeAULMHCKOrO U3Aenus BaIMANPOBaHbI 1
YTBEPXAEHbI CNefytoLue MeTOAbl CTEPUNN3ALUN:
CTepunmsayus napom ¢ NPUMEHEHNEM PPaKLMOHUPOBAHHOTO
(hopBaKyyMHOro mMetoja.
YkasaHue: CMa3aHHbIe KOMMOHEHTbI HEOOXOAMMO CTepMIN30BaTb B pasobpaHHOM
Buge. 4nsa crepunusaunm MeguLMHCKOTO U3fenvs B cObpaHHOM BuUge HeobX04UMO
1CNo/b30BaTh (PPaKLMOHMPOBaHHbIV thopBakyymHbIi MeTog (DIN EN 1SO 17665-1)
C co6MI0aeHrEeM crefyrolmx napameTpoB: 134 °C Ha NPOTSHKEHUN 5 MUHYT.

5. CepBucHoe obcnyxnaHune n peMoHT/ Servicing and repair
HeuncnpaBHble WMHCTPYMEHTbI [JO/HKHbI  0BCAY)XMBATbCS UM PEMOHTMPOBATLCSH
UCK/OUNTENIbHO  YMOMIHOMOYEHHbIMW  HaMu  nnuamu; Tpu  NpoBeAeHun  Bcex
PEMOHTHbIX paboT HEOOXOAMMO MCMOMb30BaTb TOMLKO OPUTMHA/bHbIE feTanu.

6. rapaHTHfl\>Varrant>’
CTaHfapTHbIN rapaHTUAHbLINA CPOK 3KCNyaTauny n3genns coctasnseT 12 mecsues C
JaTbl BBOJA Npubopa B aKcnayaTaumio, Ho He 6onee 15 MecsLeB CO AHS OTIPY3KK.

MeauuMHCKOe M3fenne Beerga cnefyeT OTNpaBnsaTb B MECTHOE OTAeNleHWe, Naxe B
TeyeHue rapaHTUItHOro Neproga.

BckpbiTMe 060pyA0BaHUS WM BbIMOAHEHWE MHO6bLIX PEMOHTHbIX paboT wuan
mMoandmKauuii 060pyAoBaHNS HEYNONHOMOYEHHbIMU NULAMU 0CBOGOXKAAET Hac OT
Noboli OTBETCTBEHHOCTU 3a ero paboTty. J1lo60e Takoe OTKPbITWE, PEMOHT WK
MOAM(MKALNS, BbINOMHEHHbIE B TEYEHME FapaHTUIAHOTO Nepuoja, aHHYNUPYeT BCHO
rapaHTui.

OO6LLeCcTBO C OrpaHMYeHHON 0TBETCTBEHHOCTLIO Kapn LLUTopuy - 3HAocKonbl BocTok
(OO0 KLUTS BOCTOK)

115114, Mocksa, [lep6eHeBckas HabepexxHas, 7. CTp. 4.

Ten. +7 495 983 02 40

Fax: +7 495 983 02 41
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. Afterwards, a functional check must be carried out.

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

NOTE: During care procedures, use items from the catalog ‘Care, Sterilization
and Storage Techniques’.

Sterilization conditions

The following sterilization methods have been validated and approved by KARL
STORZ for this medical device:

Steam sterilization using the fractionated prevacuum procedure

Note:  Sterilize  greased components in a disassembled state.
The medical device must be sterilized in its fully assembled state using the
fractionated prevacuum procedure (DIN EN ISO 17665-1) with the following
parameters: 134°C for 5 minutes.

Defective instruments must be serviced and repaired exclusively by persons
authorized by us; all repair work must employ genuine parts only.

The standard warranty period for the device is 12 months from the date of
commissioning of the device, but no more than 15 months from the date of
shipment.

The medical device must always be sent to your local subsidiary (see
“Subsidiaries” section), even during the warranty period.

Opening the equipment or performance of any repairs or modifications to the
equipment by unauthorized persons shall relieve us of any liability for its
performance. Any such opening, repair, or modification performed during the
warranty period shall void all warranty.

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

115114 Moscow, Russia

Phone: A7 495 983 02 40

Fax: +7 495 983 02 41

46




Rus

Info-ru(a)karlstor2 .com

7. YtunusayHs/Disposal

Mpu  yTunusauum  ocobble  Mepbl  He  TpebyroTcs.
BHYTPUroCyAapCTBEHHbIE NPEANMNCAHUNA" 3aKOHbI.

Mpwv yTunmsauun n3gennii Ha Tepputopun Poccuiickoii defepaunn cnegyet
PYKOBOZLCTBOBATLCA HOpMamu, n3noxeHHbIMK B CaHlnH 2.1.3684-21.
Hewncnonb3oBaHHbIe 3HAOCKOMbI, @ TAKXe YNaKoBOYHbIe MaTepuans creayeT
YTUAN3NPOBATbL Kak anuaeMnonornyeckn 6esonacHble 0TXoAbl knacca A.
cnonb3oBaHHbIe 3HAOCKONbI CefyeT >TUIN3UPOBAThL KaK 3NUAeMMUONOrMYeCcKm
onacHble oTxopbl Knacca b.

8. BaxxHas nudopmaumsa/ Important Information

N3 coobpaxkeHuii TuUrMeHbl W N8 NpPeAoTBpalleHnst 3apaKeHWs 3HAOCKOMbI,
WHCTPYMEHTbl W YCTPOIACTBA HEOOXOAMMO OYUCTUTL W NpoAe3nHuumposats /
CTEPWIN30BaTL Mepes 0TNPaBKoW B peMOHT. Mbl OCTaB/isieM 3a CO60l NPaBo BEPHYThb
3arpsA3HeHHbIE UHCTPYMEHTBI / YCTPOMCTBA OTNPABUTENIO.

PemMOHT, MOAM(UKALUN NN N3MEHEHWUSA KOHCTPYKLUK, KOTOPbIE BbIMOHAIOTCA He
kKomnaHueid KARL STORZ wnu cneymanuctamu, ynonHomoyeHHbiMn KARL
STQRZ, aHHYNMpYOT BCe rapaHTUiiHble 0653aTeNbCTBRA.
9. Pacwudposka cumsonos/Explanation of symbols
PacwundpoBka CUMBOMOB, NPUMEHAEMbIX MPY MAPKUPOBAHUU MELULMHCKOIO

CnegyeT  cobnogath

n3genva:
Cumson OnpegeneHune
u
I l N3rotoBuTeNb
[nA/r [OaTa M3rotoBfieHWs

VD

MeauuuHCKoe usaenme

REF Homep no karanory
SN CepuiiHbliA Homep
LOT Kog naptuu
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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.

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.

Explanation of symbols used in labelling the medical product:

Symbol Definition
[}
I J Manufacturer
[AN/T  Date of manufacture

Medical device

VD

REF  Catalogue number
SN Serial number
LOT Batch code
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QTY
lupi

[la

RxOnly

CC

EC REP

KonunuecTso n3genuii B ynakoBke

YHVKanbHbIA MAEHTUGMKATOP U3AeNns

O6paTUTECh K MHCTPYKLUM
Mo NPUMEHEHUIO

He cTepunbHO

Xpynkoe, 06paLLaTbCsi 0OCTOPOXHO

Bepx

Bepeub oT Bnaru

B cooTBeTcTBMU C (hefiepanibHbIM 3aKoHoAaTebcTBoM CLUA
(cornacHo 21CFR 801.109) nsgenune paspeLleHo npojasartb
TO/IbKO BpayaM (MMEIOLLMM NINLEH3NIO) UK NO peLenTy
Bpaua.

Mapkuposka CE

3TVM 3HAKOM MPOU3BOANTENb 3aABNAET O COOTBETCTBU
YCTPOICTB AENCTBYHOLMM CTAHAAPTaM W AUPEKTMBAM.

Hwu B koem ciyyae Henb3d MOAMGULMPOBATbL YCTPOMCTBO.
YNONHOMOUEHHbIN NpeAcTaBUTeNb B EBpPONeicKOM
coobulectse
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QTY

UDI

(A
RxOnly

EC REP

Number of products in the product packaging

Unique Device Identifier

Consult instructions for use

Unsterile

Fragile, handle with care

Top

Keep away from moisture

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

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

The device must not be modified in any way

Authorized

representative

in the European

Community




Ru$

Do not use if
He ncnonb3oBaTh NpU NOBPEXAEHNN YNAKOBKM package is
damaged
»N
He gonyckatb BO3[eCTBUS CONHEUYHOrO CBETa Keep away

from sunlight

3anpeT Ha NMOBTOPHOE MPUMEHEHUE Do not re-use
Pabouas yacTb Tvna CF Type CF applied part
CunmnBON HaHeCeH Ha COBMECTMMOe 060py0BaHue Symbol marked on comoatible eauioment

10. Peknamamnumsa/Reclamation

MopsAoK NpebABIEHNA PEKNaMaLnii U 0TBETOB Ha HUX PEry/IMpyeTcs rpaxaaHckum — The procedure for submitting complaints and responses to them is governed by
npaBoM. Peknamauus MOXET NpebaBnaTbCa TONbKO MO TakUM Bompocam, KoTopble  civil law. A complaint may be brought only on such issues that were not the subject
He ABNAMCL MPEAMETOM MpUeMKW TOBapa, MpPOU3BEAEHHON B COOTBETCTBUMM C of acceptance of the goods made in accordance with the terms ofthe contract.

YC/I0BUAMMW JOrOBOpA. For all issues related to product maintenance, please contact the Authorized
Mo Bcem BOMpocam, CBA3aHHbIM C O6CNYXXMBaHMEM W3fenus, HeobxoAuMo Representative ofthe manufacturer.
06paTUTLCA K YNONHOMOYEHHOMY NPeACcTaBUTENIO NPOU3BOANUTENS. In case of complaint, contact the manufacturer and / or authorized representative

B cnyvae peknamauymm obpawiatbCs K Npoun3BogMTeNto 1/ uam ynosHomoueHHoMy  of the manufacturer.
NpeLACTaBUTESIHO NPOV3BOAUTENS.

Manufacturer:
MponssoauTens: KARL STORZ SE & Co. KG, Germany
«KAP1 LUTOPL, CE u Ko. KI'», l'epmaHus (KARL STORZ SE & Co. KG) Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany Phone: +49 7461 708-0
TeneoH: +49 7461 708-0 Fax: +49 7461 708-105
dakc: +49 7461 708-105 E-mail: info@karlstorz.com

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

YNOMHOMOYeHHbI NpeAcTaBuTeNb NPOU3BOAUTENS: Limited Liability Company “KARL STORZ - Endoskopy WOSTOK’ (LLC
O6LecTBO C OrpaHNYeHHOI 0TBeTCTBEHHOCTLI0 Kapn LUTopu —3HAockonbl Boctok  “KSHTE VOSTOK™)
(OO0 KLIT3 BOCTOK) Derbenyevskaya nab. 7, building 4
115114, Mockea, [lepbeHeBckasi HabepexHas, 7, CTp. 4. 115114 Moscow, Russia
Ten. +7 (495) 983-02-40, thakc: +7(495) 983-02-41 Phone: +7 (495) 983-02-40, Fax: +7 (495) 983-02-41
49
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e-mail: info-ru@karlstorz.com

11. CsepgeHuns o nponssoagutene / Information about manufacturer
PA3PABOTYUK:

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

TenethoH: +49 7461 708-0

Pakc: +49 7461 708-105

E-mail: info@karlstorz.com

MPOV3BOAWNTEN:

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

TenethoH: +49 7461 708-0

®akc:+49 7461 708-105

E-mail: info@karlstorz.com

YMNONHOMOYEHHbIV NMPEACTABUTE/Nb NMPOU3BOANTENS:
00O KLLT3 BOCTOK

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

TeneoH: 8 (495) 983-02-40

E-mail: info@karlstorz.com

MECTO NMPON3BOACTBA:
1 KARL STORZ SE & Co. KG,
Dr.-Karl-Storz-Slra6e 34, 78532 Tuttlingen, Germany
2. Storz Endoskop Produktions GmbH
Schneckenackerslr. 1, 8200 Schaffhausen, Switzerland.
3. Alton (Shanghai) Medical Instruments Co., Ltd.

Eng
e-mail: info-ru@Kkarlstorz.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

E-mail: infofSkarlstorz.com

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER:
LLC "KWT3 BOCTOK"

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

Phone; 8 (495) 983-02-40

Email: info@karlstorz.com

MANUFACTURING SITE:
1 KARL STORZ SE & Co. KG,
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
2. Storz Endoskop Produktions GmbH
Schneckenackerstr. 1, 8200 Schaffhausen, Switzerland.
3. Alton (Shanghai) Medical Instruments Co., Ltd.

No. 24 Building, JinShao Rd. 1688, Baoshan District, 200949, Shanghai, PEOPLE’S No. 24 Building, JinShao Rd. 1688, Baoshan District, 200949, Shanghai,

REPUBLIC OF CHINA

PEOPLE'S REPUBLIC OF CHINA

12. TlepeyeHb HaUMOHANbHbLIX W MeXAYHapOAHbIX HOPMAaTUBHbLIX [OKYMeH ros/cTaHAapTOB, KOTOPbIM COOTBETCTBYeT MeauuuHckoe wusgenue\bl51 of

international regulatory documents/standards which the medical device complies with

CraHpapT OnucaHue

EN 1041 WN3genua meguumHckne. NHdopmauuns, npegoctasngemas
N3roTOBUTENIEM

1ISO 13485 N3pennsa megmumnHckne. CUCTEMbl MEHEI)KMEHTA KavecTBa.

TpeboBaHWs 415 Leneid perynmposaHus

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

Identification  Designation

EN 1041 Information supplied by the manufacturer of medical
devices
ISO 13485 Medical devices - Quality management systems -
Requirements for regulatory purposes
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ISO 14971

ISO 15223-1

ISO 17664

IEC 62366-1

ISO 7153-1

ISO 10993-1

ISO 10993-5

ISO 10993-10

ISO 10993-11

ISO 10993-12

ISO 10993-17

ISO 10993-18

IEC 60601-1

W3nenvnsa meguumMHCKme

MpumeHeHVe MeHeIXXMeHTa pUcKa K MefNLNHCKUM
n3gennam

W3genvsa mefumunHCKuMe.

CvmMBObI. NpUMeHseMbEe Npu MapKMpoBaHNN MeAULIMHCKNX
n3LenniA, Ha STUKETKax 1 B CONPOBOAUTENLHOM
JOKyMeHTauuu. YacTb 1. OCHOBHble TpeboBaHus
CTepunmsauns MeanuMHCKUX ngenuii. Mingopmauus,
npegocTasngeMas U3rotToBuTenem 419 nposeLeHns
NOBTOPHOW CTEPUNN3ALUN MEAULUHCKUX U3LeNni

W3genvs mefmunHCKNME.

MpoeKTUpOBaHME MEAULMHCKNX U3AENNIA C YHETOM
3KcnAyaTaunoHHO NPUIroAHOCTY
VHCTPYMEHTbI XUPYPruyecKkue.
MeTannuyeckue matepuansi.
UacTb 1mHepxkaBetoLlas ctasb
W3penma megnuuHckue. OueHka 61o0rMyecKoro AencTans
MeaNLMHCKMX n3gennid. Yactb 1. OueHKa 1 nccnefoBaHns
3nenvs meLuunHCKIME.

OueHKa 61010 MYECKOro AeNCTBUA MEAULMHCKNX U3LENNIA.
UacTb 5. ViccneoBaHNa Ha LMTOTOKCUYHOCTb: MeTOAbI in
vitro*

W3genua meguumHckmne. OueHKa 61010rMyeckoro AencTans
MeanLMHCKMX n3gennii. Yactb 10. MiccnegoBaHus
pasgpaxaroLlero u CEHCUBUNN3NPYIOLLEro AencTBuUS
W3genns meguumHekue. OueHKa 6M0N10rMYeckKoro geicTauns
MeAnUMHCKNX n3pennid. Yactb 11. ViccnegoBaHus
006LLETOKCUYECKOT 0 AeiACTBUSA

WN3genus megmumHckme. OLeHKa 61M010rMyeckoro LencTamns
MeauLUMHCKMX n3genuii. Yacte 12. MpurotosnieHne npob u
KOHTPO/IbHbIE 06pa3Lbl
W3penvsa meanunHCKue.

OueHKa 610N0rnYecKoro AeCTBMA MEAULMHCKUX U3AENNIA.
YacTb 17. YCTaHOB/IEHWE MOPOrOBbIX 3HAYEHWIA ANs
BbIMbIBAEMbIX BELLECTB

M3genus meguunHcKume.

OueHKa 61010rnYecKoro AecTBUS MeSULMHCKUX U3LENNIA.
YacTb 18. ViccnepgoBaHmne XMMUYECKUX CBOMCTB MaTepUasioB
WM3penna megmumnHCcKue anekTpmyeckne. Yacto 1 O6uime
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1ISO 14971

ISO 15223-1

ISO 17664

IEC 62366-1
ISO 7153-1
ISO 10993-1

ISO 10993-5

ISO 10993-10
ISO 10993-11
ISO 10993-12
ISO 10993-17
ISO 10993-18

IEC 60601-1
IEC 60601-1-6

IEC 60601-2-
18

ISO 17665-1
al

Medical devices - Application ofrisk management to
medical devices

Medical devices - Symbols to be used with medical device
labels, labelling and information to be supplied - Part 1
General requirements

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

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

Surgical instruments - Materials - Pan 1. Metals

Biological evaluation of medical devices - Part 1
Evaluation and testing within a risk management process
Biological evaluation of medical devices - Part 5: Tests for
in vitro cytotoxicity

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

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

Biological evaluation of medical devices - Part 12: Sample
preparation and reference materials

Biological evaluation of medical devices - Part 17:
Establishment of allowable limits for leachable substances
Biological evaluation of medical devices - Part 18:
Chemical characterization of materials

Medical electrical equipment —Part 1. General
requirements for basic safety and essential performance
Medical electrical equipment - Part 1-6: General
requirements for basic safety and essential performance -
Collateral standard: Usability

Medical electrical equipment —Part 2-18: Particular
requirements for the basic safety and essential performance
ofendoscopic equipment

Sterilization of health care products - Moist heat - Part 1
Requirements for the development, validation and routine



Rus Eng

TpeboBaHUs 6€30MaCHOCTM C YUYETOM OCHOBHbIX control of a sterilization process for medical devices

(DYHKLMOHA/IbHbIX XapaKTepuCTUK. Endotherapy devices - Eyepiece cap and light guide
ISO ITS 18339
M3penns MefMuuHCKUe anekTpuyeckne. Yactb 1-6. O6ume connector

IEC 60601-1-6 TpeboBaHUs 6€30MaCHOCTM C YYETOM OCHOBHbIX 5
(hYHKUMOHaNbHBIX XapaKTepuUCcTUK. [onoHUTENbHbIN
CTaHfapT. JKcnyatalMoHHas NPUrofHoCTb.

M3penvsa meanunHCKme afekTpuyeckme. Yactb 2-18.

IEC 60601-2-18 YacTHble Tpe6oBaHUA 6e30MacHOCTM C yYETOM OCHOBHbIX
(DYHKLMOHaNbHbIX XapaKTepUCTUK K 3HLOCKOMUYECKOW
annapaTtype.

CTepunmsauns MeauLMHCKORN npogykuun. Ctepununsayms

1SO 17665-1 napom. Yactb 1. Tpe6oBaHua K pa3paboTke, BaMgaLmm m
TEKyLLleMy KOHTPOJIKO npoLiecca CTepunmn3antmumn MeguunHCcKux
n3genui

1SO ITS 18339 YCTpoiicTBa 415 3HAOTEPANUM - KpbILLKA OKy/spa U
KOHHEKTOp CBeTOBOAA
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Ilpnaoxenne 1. Ilepeucan pexoMeHAYEMbIX INCTRINX H NIHNGHUNPYIWITHX PACTBOPOB\ Appeltlix. 1. List of recommended cleaning and
disinfecting solutions
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MpunoxeHne 1. MNepeyeHb PEKOMEHAYEMbIX YNCTAWMNX U Ae3nHDuunpytowmx pactsopos\ Appendix I. List of recommended cleaning and

disinfecting solutions

PyyHas ouncTka u gesmHgekumnsa / Manual cleaning and disinfection

Unctawwme pacteopsl / Cleaning agent

MpownssoguTtens /
Manufacturer
Advanced Sterilization
Products (Johnson &
Johnson)

Anios

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

Schumacher, Dr. GmbH
Schulke & Mavr GmbH
Schulke & Mavr GmbH
Schumacher, Dr. GmbH
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ToproBoe HanmeHoBaHue/
Trade name
Cidezyme®

ANIOSYME P.LA.
Stabimed®

Sekusepf*"" aktiv
ULTRASEPTIN® activ
ULTRASEPTIN® PAA
Lysoformin® 3000

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

Je3nHguumpyroLle pacteopsl / Disinfectant

MpownssoguTens /
Manufacturer

Advanced Sterilization
Products (Johnson &
Johnson)

Anios

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

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

Weigert, Dr. GmbH & Co.

Toproeoe HavMeHoBaHue /
Trade name
Cidex OPA®

ANIOSYME P.L A
Stabimed®

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

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

STERIL-C

neodisher® Septo Active



OuncTtka v ge3nHpekyns B MoroLWe-ge3nHpuumpyownx mawmnHax / Machine cleaning and disinfection

YucTawume pactsopsl / Cleaning agent [Je3vHduympytoule pacteopbl / Disinfectant

Mpoussogutens / Manufacturer  Toprosoe HaviMeHoBaHwe / Mpowussogutens / Manufacturer  Toproeoe HavmeHoBaHwue /
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*

YuncTawme cpeacTsa, NOMeYeHHbIe  [0Kasain CBOKO adhpeKTMBHOCTL NpoTuB NproHoB / Cleaning agents that are marked with*: These cleaning
agents are proven to be effective against prions
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[MepeBog ¢ HEMELKOro 1 aHrINIACKOTO S3bIKOB HAaPYCCKUI A3bIK]

[MepeBoa Hagnuceld, neyaTeli U HOTaPUANIbLHOIO 3aBEPEHMSI HA AOKYMEHTeE «/HCTPYKUuUa no
akcnayaTauum  MegUUMHCKOTOo  m3genust  , QHAOCKON >KEeCTKWA  Ans  TMHEKOSIOrMYeckmx
MaHUNyNsUMiA B BapuaHTax WCMOMHEHUSI C NPUHALNEXHOCTAMU"», NpPeACcTaB/eHHOM Ha
aHr/IMACKOM, HEMELLKOM U PYCCKOM si3blKax.]

«Kapn WTopy CE n Ko. KI'»
(Karl Storz SE & Co. KG)
Op. Kapn-LTopu-LLTpacce

34, 78532, TYTNNHIEH,
"epmaHus
(Dr.-Karl-Storz-Strafie
34, 78532 Tuttlingen
Germany)

/nognuce!
13 nonga 2022 .

[MeyaTb KOMNaHnn «Kapn WTopy CE nKo. KI'»]

Ha3saHue meagnLMHCKOro usgenns

2022 T.
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Peectp HoTapuanbHbix aeicteuit UVZ 1319/2022 UZ 1691/2022
Actpua Xapaut-llrpekkep * Ten.: +4974619659700 * dakc: +4974619659720

HoTtapnaanHoe yaocToBepenHe
[Moanuck. NOCTABNEHHYIO BbILLE B MOEM [IPHCYTCTBHH
r-HoM Kapumom Jxamiuau,
20 anpens 1985 r.p.,
cyxe6Hblif anpec: 78532 r. Tyrauuren. Jlp. Kapa-llropu-lTpacce 34,
— U3BECTHBIM JIHYHO —
A HACTOALUMM OPHUHAIBHO YA0CTOBEPAIO.

r. Tytnunren, 13 uons 2022 r.

/noonucs/
Horapuyc Actpua Xapaut-lltpekkep

[[Teuamb nomapuycal
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TeKCT [aHHOro JOKYMeHTa nepeBén nepeBofunk Paxumkynos dnbaap Cepkanuesny. 3HaHue
WHOCTPAHHOTO A3blKa NOATBEP>KAato. BbIMONHEHHbI NepeBo ABNSe T CA NPaBUIbHbIM, TOYHLIM 1
tONHBIM.

Poccuiickas depaepauus
"opog Mocksa
MAaTHaguaToro aBrycTa fiee ThiCA4M ABajLaTb BTOPOro roga.
f, Y)Kypasnesa EkaTepuHa BnagMmmposHa, BPEMEHHO UCMONHAOLWAs 0683aHHOCTW HOTapuyca
ropoza Mocksbl TomkuHa AMuTpusa Banepbesnya, CBUAETENLCTBYIO NOA4/IMHHOCTb NOANUCYK NepeBofymKa
Paxvumkynosa Snbaapa Cepkanvesnya.
Mognuck caenaHa B MOEM MPUCY TCTBUN.
JInYHOCTb NoAnucaBLLEro JOKYMEHT YCTaHOB/eHa.

3aperucTpuposaHo B peecTpe: Ka 77/2079-n/77-2022-/ 4~
YnnayeHo 3a CoBepLLEHNE HOTapuanbHoro geiicTans: 400 pyo.
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