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1. OO6mne caenenas/General information
1.1. Haumenozaune meanunncxkoro wyaeans/Name of the medical device
HHCTpyMeHTHI ONepanHOBHOTO PEKTOCKONIA /LIS TPAHCAHANMHLIX JIHA0CKONNYeckHX | Instruments for operating rectoscope for tramsanal endoscopic operations (TEO) in
onepaunit (TEO) B BapHANTEX HCNIOAHEHHS, € NPHHALIOKHOCTAMH. variants, with accessories.
1. HHCTpyMeHTL ONCPALIHOHHOTO PEKTOCKONA 1718 TPAHCAHANBRBLIX IufockonHecknux | I. Instruments for operating rectoscope for transanal endoscopic operations (TEO)
onepaunit (TEQO), B BADRAHTAX HCTIONREHRNA, B COCTABE: in variants, consists of:
1.  Tybyc onepaunontoro pekrockona TEO (sun 144490), THnopaiMeph: 1. Tube of operating proctoscope TEO (type 144490), dimension types:
1.1. Ty6Gyc onepammornoro pexrockona TEO, ¢ pyxoaTkol, CKOMEHHBII HAKOHEUHHK, 1.1. Tube of operating proctoscope TEQ, with handle, beveled tip, diameter 40 mm,
anametp 40 MM, pabouas aanna 7.5 oM working length 7,5 cm
12. TyGyc onepammonnoro pexrockona TEO, ¢ pykosrxol, npaMoi HaKkOHEUHHK, 1.2. Tube of operating proctoscope TEQ, with handle, straight tip, diameter 40 mm,
AnameTp 40 MM, paGoras nna 7,5 cm working length 7,5 cm
1.3. Tybyc onepaunonroro pextockona TEQ, ¢ pyKOATKOH’, CKOIICHHRH HAKOHEUHHK, 1.3. Tube of operating proctoscope TEO, with handle, beveled tip, diameter 40 mm,
anametp 40 mm, pabouas asHa 15 oM working length 15 cm
1.4. Ty6yc onepaumontoro pexrocxona TEQ, ¢ pykosTko#, CKOImEHHNA HAKOHETHNK, 14. Tube of operating proctoscope TEO, with handle, beveled tip, diameter 40 mm,
AvameTp 40 mm, paGouan amuna 20 cm working length 20 em
2, Ofryparop TEO (sua 144410) (npu HeoGX0aHMOCTH), THTIOPAIMEPHI: 2. Obturator TEO (type 144410) (if necessary), dimension types:
2.1. Obryparop TEO, paGouas anuna 14 oM 2.1. Obturator TEO, working length 14 cm
2.2. O6ryparop TEO, pabouas anuua 21 oM 22. Obturator TEO, working length 21 cm
2.3, Ob6ryparop TEO, paGouas annna 28 cm 2.3. Obturator TEO, working length 28 cm
3. PaGouaa nacanxa TEO (enrn 144490) (mpu neoOX0AHMOCTH), THNOPA3MEDPH: 3. Working attachment TEO (type 144490) (if necessary), dimension types:
3.1. PaGovan nacaaka TEO ¢ duxcaropom mna suaockona, paGouan mnuna 8 oM, B 3.L vt{oﬂcing attachment TEO with endoscope holder, working length 8 cm, consists
cocTase: of:
— PaGouas Hacanxa TEO, paGouas anuna 8 cmM — | mr.; -  Working attachment TEO, working length 8 cm - 1 pe.
—  Kommnext ynaoraurene#i - |1 yn., B coctage: —  Seal kit 1 pack, consists of®
— Koanavwox ymnoTHHTenbHu rodipupoantsifi, mansil, 5 My - 2 mr.; — Corrugated sealing cap, small, 5 mm - 2 pcs.
- Konnauox ynmnotaurensHeilt rodpuposanneiii, 6omsmoit, 5 MM - 1 wr.; -~ Corrugated sealing cap, large, 5 mm - 1 pc.
- Komnauox ymnotHurensisili rogpHposannuil, Gonbmoit, 10 MM - 1 wr.; —  Corrugated sealing cap, large, 10 mm - 1 pe.
— Konnawox ymnomsurensHuiii rofprposanttil, Gonswoit, 12 MM - 1 urr.; — Corrugated sealing cap, large, 12 mm - 1 pe.
-~ KnanaH cunuxkoHoBul enecTKOBbIY, Mansii — 2 wT.; — Silicone Leaflet Washer, small - 2 pcs.
— Knanau cunuxoHoBaii nenectkopnidli, Gonsinoit — | mt.; —  Silicone Leaflet Washer, large - 1 pec.
— Konbuo npoxnanouHoe, BHyTpeHunit nuaMerp 40 MM — 1 wir. —  Gasket ring, inmer diameter 40 mm — 1 pc.
3.2, Pabouan nacagka TEO ¢ duxcaropom ang unockona, pabodas ammHa 15 cm, B 3.2, Working attachment TEQ with endoscope holder, working length 15 cm,
cocTase: consists of:
= PaGouan nacanxa TEO, paGovan anuuna 15 c™ — 1 wt; —  Working attachment TEO, working length 15 cm - 1 pe.
- KomnnerT ynnoruwrene#t — 1 yn., B cocrase: — Seal kit — 1 pack, consists of:
- Konnanox ynnoraaTensHbIE rofpHpoBaHHbIH, MaNbii, 5 MM — 2 WT.; - Corrugated sealing cap, small, S mm - 2 pcs.
— Kommagok ynnotHETENbHLIK rodpuposannmii, Gonbiwoh, 5 mm — | mm.; ~ _Cormugated sealing cap, large, S mm - 1 pe.
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Konnagox ynnornstensHuil roppuposansmn, Gonsmo, 10 Mm - 1 wr.;
Koumasok ynnoreurensHeil roppuposannnit, Gonbmot, 12 MM - 1 wit.;
Knanas cunsikoHoBRI# nenecTxosbiit, manstit — 2 mr.;

Knanan cHIuxoHoBMA senecTkosbil, Gonpwoti — | wr.

Konsuo npoxsanognoe, BHyTpeHHH anaMetp 40 Mu - 1 wrT.

3.3. Pabouas nacanxa TEO c ¢ukcaTopos nns 3HROCKORR, pabouas ammua 21 oM, 8
cocTaBe:

PaGovan wacanxa TEO, paGovax anana 21 cM— 1 um.;

KomnnekT ynsotuurenet — 1 yn., B cocrape:

Konna4ox ynnoTHUTEALHEHA rodpupoBaHHBIN, Manmiil, § MM — 2 T.;
Konnauok ynnotaurenbHbiit rodipaposatitbiii, Gonbiiod, 5 Mm — 1 wit.;
Konnauox ynnoTHuTe b rodprposansbiit, Gonbiodl, 10 MM — 1 wiT.;
Konnauox ynaoTHMTeNbHBIH rodpuposannbil, Gonbwoi, 12 MM ~ 1 wi.;

— Knanas cHIHXOHOBBIH NenecTroBbiH, Mambll — 2 mT.;
— Knanan cunuxonoBsiii nenectonsit, Gonswol — 1 wr.
- Koanup npoxnagoutoe, BHyTpeHHUH auameTp 40 MM - | mT,

3.4. PaGouas Hacaaxa TEQ Ge3 dmxcaropa ans Innockona, AnuHa 35 MM

CrepueHb OCBETHTEALHLIE ¢ COSAMHEHHEM NS BOJIOKOHHOONTHMECKONO CBETOBOAS,

AnnHA 9 cM (NpH HeoGX0AMMOCTH)

3arywka c JepxaTeNieM ANA OCBETHTENbHOTO CTEPXHA, ANAMETP 5 MM (NpH

seobxoaumMocTh)

TpxnaanexHocTH:

Apanrep cseropoaos Richard Wolf
Anarrrep ceetoogoB KARL STORZ u Olympus
Ananrep TEO ana ynnoruureas S-PORT, sHyTpeHHRE AvaMeTp 43 MM
Annnukatop Ang YCTAHOBKH KIANAaHOB Ha pabotiue Hacanku
Kommnext yrutothureneil, B cocrase:
- Konnauox ymnorHurensHbiii rogjprpobanunifl, Mansilf, S MM — 2 1.
— Komnavox ynnoruuTenbHbiif rodprporanHblit, Gonbiioi, S MM — 1 wiT.
~  Konnayok ymnoruurensutit rodpuposantinifi, Gonsmodi, 10 Mm ~ 1 wr.
—  Konnauox ynnoruurtensHmit roppuposannuifl, 6onpmoit, 12 mm - 1 wr,
—  Knanax CHIMKOHOBBINA NenecTkoBbill, Manwiit — 2 wrr,
— Knanan cunukouoBHii nenectxossili, 6Gonpmoti - 1 wT,
— Konsuo npoxnagovsoe, BHyTpehtnit anamerp 40 mMm - 1 .
Habop yrunoraurene#i, B cocrase:
- Konnayok yntoTHHTeAbHbIH rodpuposanybill, mambill, 5 MM — 1 wr.
= Koanayok ynnoTHHTEAbHHA rodpuposannbifl, Gonbwo, S MM — 2 wr.

— Corrugated sealing cap, large, 10 mm - 1 pc.
- Corrugated sealing cap, large, 12 mm - 1 pc.
— Silicone Leaflet Washer, small - 2 pes.

—~ Silicone Leaflet Washer, large - 1 pc.

- Gasket ring, inner diameter 40 mm - 1 pc.

3.3. Working attachment TEQ with endoscope holder, working length 21 cm,

consists of:
- Working attachment TEO, working length 21 cm — 1 pe.
—~  Seal kit - 1 pack, consists of:
-~ Corrugated sealing cap, small, 5 mm - 2 pcs.
- Corrugated sealing cap, large, 5 mm - 1 pe.
~  Corrugated sealing cap, large, 10 mm - 1 pc.
— Corrugated sealing cap, large, 12 mm - 1 pc.
~  Silicone Leaflet Washer, small - 2 pcs.
— Silicone Leaflet Washer, large — 1 pe.
- Gasket ring, inner diameter 40 mm - 1 pc.

3.4. Working attachment TEO without endoscope holder, length 35 mm

4,
5.

HMiumination rod with fiber optic connection, length 9 cm (if necessary)
Plug with illumination rod holder, diameter § mm (if necessary)

. Accessories:

bl o i ol o

Adapter for Richard Wolf light guide

Adapter KARL STORZ and Olympus light guide
Adapter TEO for S-PORT seal, inner diameter 43 mm
Applicator for installing valves on working nozzles
Seal kit, consisting of:

- Corrugated sealing cap, small, 5§ mm - 2 pcs.

- Corrugated sealing cap, large, 5 mm - 1 pec.

- Corrugated sealing cap, large, 10 mm - 1 pc.

- Corrugated scaling cap, large, 12 mm - 1 pc.

- Silicone Leaflet Washer, small - 2 pes.

- Silicone Leaflet Washer, large — | pc.

- Gasket ring, inner diameter 40 mm - 1 pe.

Set of seals, consisting of:

- Corrugated sealing cap, small, $ mm - 1 pc.

- Corrugated sealing cap, large, S mm - 2 pcs.

- Corrugated sealing cap, large, 10 mm - 2 pcs.

- Corrugated sealing cap, large, 12 mm - 1 pc.

- Silicone Leaflet Washer, small - 1 pe.
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- Konnawox ynnorratensHeiil rodpupopaHHmf, vvismiodl, 10 MM — 2 wr. - Silicone Leauc. Washer, large — 2 pes.
- Konnawox ynioTHHTe bHLH rodpuposanani, Gonsuof, 12 mm — 1 w. - Gasket ring, inner diameter 40 mm - 10 pe.
- Knanau CWIMKOHOBBH NienecTKOBbI, Mamsiit — | wr. 7. S-PORT seal, consisting of:
- Knanau cainkoHoBuif nenecTkopwit, Gonbinoit — 2 mir. - Seal - 1 PS,S d 1373 for $ mam tools - 4
—  Konsuo npoxnanounoe, BEyTpenamit snametp 40 Mm - 1 wr. - Adapter 13/5 mm mm, mm tools - 4 pes.
7. Ymmmh"goMRT, nmc:’c'mne: P - Adapter 13/10 mm, for 10 mm tools - 2 pcs. |
-  VYmnothurens — | wr, -Disposnblesealéngcap,surile,sl:ze3mm13.5mm-10pcs/puk
—  TMepexomnk 13/5 MM # 13/3 MM, AN% HHCTPYMEHTOB 5 MM — 4 1T, ) Dnsposnb:e sealing cap, m’e’ size i:‘m - “l’gcs’p“kk
— TMepexoanux 13/10 MM, ain wicTpyMenToB 10 MM - 2 T, - Disposable sealing cap, e, size 10 mm - 10 pes/pac]

- Konnauox ymioTHAOWuH 00HOPE3OBLI, CTEpHABHMIL, pasmep 3 Mm/3,5 My — 10 3 ?‘auoet ::1711 cone and handle
wr./yn, '

- Konnavuox ynnoTHAOWNA 0AHOPa3OBLIA, CTEPUTbHLIH, pasMep 5 MM — 10 wr./yn. :(1) zﬂx :lilicone ﬂﬂg: slz‘;ll: 1‘3 zx:_'

- Komnasox ynnomisiowst ogxopasosuifi, crepiishbif, pasmep 10 MM ~ 10 | 13 Copugated sealing cap, small, S mm - 10 pesipack.

wrrfyn. 13.  Corrugated sealing cap, large, S mm - 10 pes/pack.
8, Kosmauox mpyxuHHbif 14.  Corrugated sealing cap, large, 10 mm - 10 pcs/pack.
9. KpaH ¢ koHycoM K pykosTkofl 15.  Corrugated sealing cap, large, 12 mm - 10 pcs/pack.
10.  Knanan cannkonoBu nenecTkosuifl, Mamit - 10 wr./yn, 16.  Glass for plug
11.  Knanan cunnkonosuiil nenectkosuih, Sonvimofl - 10 wir.fyn. 17. Ring
12.  Konnayok yninorHutesnsHulil rodprposannbiil, Mansiif, S M - 10 w./yn. I8,  Gasket ring, inner diameter 40 mm - 10 pes/pack.
13.  Konnaiox ynnmotuutenshuiil roppuposantuifi, Goasuolt, 5 MM - 10 wr./ym. 19.  Gasket ring, inner diameter 16 mm - 10 pes/pack.

14.  Koanauox ynaoTHureashniii roppuposanteifi, Sonemoit, 10 MM - 10 wr.fyn.
15.  Konnamok ynaoruutensHuill roppuposannnil, Gonswolt, 12 MM - 10 wr./yn.
16.  Creno ana sarnyuxs
17. Koasuo
18. Konbuo mpoknanoznoe, BHyTpeRRuit anametp 40 MM - 10 wr./ymn.
19. Konbuo mpowiazodnoe, BHYTpeRHME anaMeTp 16 mm - 10 wir./ym.

1.2, Mepeuens apruxyaon minesuii/REF list
I, HMucrpymentt ONEPAUNORROTO pexTocKona ans TPAHCAHATLHBIX I Instruments for operating rectoscope for tramsamal endoscopic operations

anpgockonuuecknx onepaunil (TEO) B BapUauTax HenMoiHeHHs, B COCTABE: (TEQ) in variants, consists of:
HauMenopanue REF . Name REF

Ty6yc onepaunornoro pexrockona TEO, ¢ pykostxoif, Tube of operating proctoscope TEO, with handle, beveled tip, 24942TK

CKOLICHHBIH HaKOHeTHHUK, nHaMeTp 40 My, paGouas annHa 7,5 24942TK diameter 40 mm, working length 7,5 cm

cM Tube of operating proctoscope TEO, with handle, straight tip, 24942TKG

Ty6yc onepausionsoro pekrockona TEO, ¢ pykosrkoit, npamoi 24942TKG diameter 40 mm, working length 7,5 cm

HAKOHEMHHUK, AnameTp 40 MM, pabouas anHna 7,5 cM Tube of operating proctoscope TEO, with handle, beveled tip, 24942T

TyByc onepaumnonnoro pexrockona TEQ, ¢ pykosTkoi, diameter 40 mm, working length 15 cm

CKOICHHMY HAKOHEMHHK, AHaMeTp 40 MM, paGouas manHa 15 24942T Tube of operating proctoscope TEO, with handle, beveled tip, 24942TL

cM diameter 40 mm, working length 20 cm

TyGyc onepaunonsoro pexrockona TEO, ¢ pyxoaTkoi, Obturator TEQ, working length 14 cm 249420K

cKkoleHHBI HAKOHEUHUK, AHaMeTp 40 MM, paGouan annua 20 24942TL Obturator TEQ, working length 21 cm 249420

oM Obturator TEQ, working length 28 cm 249420L
| TEQ, paGouas anuna 14 cm 249420K Working attachment TEO with endoscope holder, working 24942AK

7
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O6typarop TEO, paGouas anusa 21 cM 249420 | length 8 cm
Obryparop TEQ, paGouas anuna 28 cM 249420L Working attachment TEQ with endoscope holder, working 24942A
PaGouan Hacaaka TEO ¢ ¢ukcaropoM ang 3naockona, pabovas 24942AK _le_ngth 15 cm : i
anuna 8 cM Working attachment TEO with endoscope holder, working 24042AL
Pabouan Hacanxa TEO ¢ ¢guxcaropoM aas 3naockona, paboyas 24942A length 21 cm
anuHa 15 cM Working attachment TEO without endoscope holder, length 35
Pabos 24941 AKF
as Hacaaxa TEO c guxcaropom ana suaockona, pabovas 24942AL mm
annHa 21 oM Illumination rod with fiber optic connection, length 9 cm 24960B
Pafovas nacanka TEO 6e3 pukcaropa and 3H20CKONA, ANHHA 24941 AKF Plug with illumination rod holder, diameter 5 mm 24941F
35 mm
CrepxeHs OCBETHTENLHBA ¢ COeaBHEHNEM ANA 249608 IL.  Accessories
BONOKOHHOOMTHYECKOTO CBETOBOAS, AIHHE 9 cM Hanmeuoranne REF
uaverp 5 - o 24941F Ada_pg EARL STOR et Olym;aus Tight guide 5
Adapter TEO for S-PORT seal, inner diameter 43 mm 249438
Il [puuasnexnocTy Applicator for installing valves on working nozzles 249411
Haumesiosanue REF Seal kit, consisting of: 24941SP
Anantep cserosonos Richard Wolf 495F Corrugated sealing cap, small, 5 mm - 2 pcs. 8828790
Ananvep ceetoonos KARL STORZ u Olympus 495G Corrugated sealing cap, large, 5 mm - 1 pc. 8328890
Anarrrep TEO ans ynnovnnrena S-PORT, eHyTpennnii 249438 Corrugated sealing cap, large, 10 mm - 1 pc. 8828990
AMaMeETD 43 MM Corrugated sealing cap, large, 12 mm - 1 pc. 8829090
ANNIHKaTOp ANA YCTAHOBKH XAanaHoB Ha palouie Hacaaku 249411 Silicone Leaflet Washer. small - 2 pes. 8322790
Komnaext ynnotsutenest, b cocrase: 24941SP Silicone Leaflet Washer, large - 1 pc. 7962190
I(zwmauox yrromsumenvrutti 20 puposanKbil, Maroiti,5 MM 8828790 o Sf‘f"kef "‘:f inner d;?neter 40 mm - 1 pe. 22‘:431“;?}_
-2 wim., | Set of scals, consisting of:
s 200 pupos - > Corrugated sealing cap, smatl, 5 mm - 1 pc. 8828790
ﬁﬁ'fafz‘,,fm OmHiemE bt 20gpuposansts, Goaviuod, 3 8828890 Corrugated sealing cap, large, 5 mm - 2 pcs. 8828890
i 20puposannbii i Corrugated seali , large, 10 mm - 2 pes. 8828990
ﬁaft;vzxm)?xomnmmwuu vk, Goneiuoi, 10 8828990 Corrugated seulzgg 2:. ﬁe. 12 mm - 1 pe. 8829090
7 i 5 it Washer, small - 1 pc. 8322790
T ow yromukmEnseths ofppuposanuti, Gorouioi 12 | 520090 i.iﬁi%ﬁ? Washer. large — 2 pos 7962190
Kranan curuxonossiii tenecmxoswiit, Manotii — 2 uim., 8322790 Gasket ring, inner diameter 40 mm - 10 pc. 2183790
Knanan curuxonossiii 1enecmxoavisi, Sonbutoii — 1 wm. 7962190 S-P?R}‘ s;al consisting of: 23:3;’::
Konvyo npoxraoounce, suympennuit ouamemp 40 um - eai - 1 pc.,
fwm, 2183790 Adapter 13/5 mm and 13/3 mm, for 5 mm tools - 4 pcs. 23004A4
Halop ymnotHurenef, 8 cocrase: 24941SPF Adapter 13/10 mm, for 10 mm tools - 2 pcs. 23004A6
Disposable sealing cap, sterile, size 3 mm/3.5 mm - 10
- - " 021199-10
Koanauox yniomuumensnwtii 20ppuposannsiis, manerii, 5 8828790 _pesipack - I Tk T
sm = 1 wm,, Disposable sealing cap, sterile, size 5 mm - 10 pcs/pac 1
Koanauox ynaomuumenvunoiii zofpuposannvisi, Gonvuotsi, 5 8828890 Disposable sealing cap, sterile, size 10 mm - 10 pes/pack 021399-10
MM — 2 wm., Spring cap 6985691
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Rus Eng
Kaanauox ynsomnumensuniii 2ofppuposannviii, Gonvwou, 10 8828990 Faucet with cone ana nandle 8458190
MM — 2 wm., Valve silicone flap, small - 10 pcs/pack. 8322790-10
Koanavox ynromuumenohwii 2oppuposarnvisi, boavwiot, 12 8829090 Valve silicone flap, large - 10 pcs/pack. 7962190-10
sy — 1 wum., Corrugated sealing cap, small, 5 mm - 10 pes/pack 8828790-10
Konvyo npoxradoynoe, suympennsii Ouamemp 40 mm - 2183790 Corrugated sealing cap, large, 5 mm - 10 pes/pack 8828890-10
Tuim. Corrugated sealing cap, large, 10 mm - 10 pes/pack 8828990-10
Kranan cunuxonosetii nenecmxoensi, mansii — 1 wm., 8322790 Corrugated sealing cap, large, 12 mm - 10 pes/fpack. 3829090-10
Kranan curuxonoebiii nenecnixogniti, bonsisoti — 2 wm, 7962190 Glass for plug 2498
Ynnotaurens S-PORT, B cocrase: 230305A Ring 8310390
Yrromnumeno — I wm. 230308 Gasket ring, inner diameter 40 mm - 10 pes/pack. 2183790-10
[Tepexoonux 13/5 mm u 13/3 mm, ong uncmpymermoe 5 mm 23004A4 Gasket ring, inner diameter 16 mm - 10 pes/pack. 5906000-10
— 4 utm.
fTepexodnux 13/10 au, dns uncmpymenmos 10 mm— 2 wm. 23004 A6
Koanavox ynaomugiowuii 00HOpasoesiit, cmepuivhinii, 021199-10
paamep 3 urt/3,5 um — 10 wm.fyn.
Konnayox ynitomusiouuti 00HOpazoewtil, CmeprabHbit, 021299-10
pamep 5 mu — 10 wm./yn.
Koanauox ynnomuniowuii 0dnopazossidi, cmepuibiuli, 021399-10
pazmep 10 un — 10 wm./yn.
Koymavox npyxusHbii 6985691
KpaH ¢ KOHYCOM H PYKOSTKOHR 8458190
Knana cHiMKoHOBbIH NenecTkoBbiH, Manbil - 10 wr./yn. §322790-10
Knanan CUIHKOHOBRIE nenecTkoBbi, Gonbio# - 10 wr./yn. 7962190-10
Koanauok ynnoTHuTenbHbi# roppHpOBAHHLIH, MAnbilt, 5 MM - 8828790-10
10 mr./yn.
Konnauox ynnorauTenbHbA rodppuposaiHsiil, Gonbiiolt, 5 MM - 8828890-10
10 wr./yn.
ngmmmmuummﬁ rodpupopattbll, Gonbioht, 10 MM 8828990-10
Konnavox ynnotHurenbHbi#i rodpuposanitili, Gonbiroi, 12 Mm
- 10 wrAyn. 8829090-10
CTexno Ang 3araynixy 249B
Koastio 8310390
l(onj;uo MPOKIAA0YHOE, BHYTpesBnil auametp 40 MM - 10 2183790-10
wr/yn.
Konbuo npoxnaaoutoe, BRYTpeHnuil auamerp 16 Mm - 10 $006000-10
Ty,
1.3. Haznauenne/Intended use
Hanenna npeanasHadentl N1 CO3AAHNMA SOCTYNA U aTPABMATHYHONO BReAcHH FHAockona H | Devices are intended to create access and atraumatic insertion of the endoscope and
HHCTPYMEHTOB NIPH Je4eGHbIX H THArHOCTHYECKHX 3HAOCKONHYECKHX ONEPaLHAX B instrument during thevapeutic and diagnostic endoscopic operations in transanal
TpaHcaHANbLHOH HAOCKONHYeCKoH Xupyprus. H3nenus SaasoTcs XUpyprivecku endoscopic surgery. The products are surgically invasive and intended for short-term use.
HHBA3HBHEIMH H NPE/IEA3HAYEHE! A1 KPATKOBPEMEHHOIO HCIONLI0BAHHA.
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1.4. MNoxasauun/Indications

IlpyMeHeHHE HHCTPYMEHTOB  ONEPalHOHHOTO PEKTOCKON2 I TPAHCAHANLHBIX
npockonrdeckux onepatmi (TEO) noka3aHo B CAEAYIOMEX CYHAsX:

The use of the instruments for operating rectoscope for transanal endoscopic operations
(TEO) is indicated in the following cases:

* Jlo6poxatecTBeHHBE OMYX0JIN NPAMOR KKWKH * Benign tumor in the reclum

» Paxk npamoll xHmkx * Rectal cancer

» OCNOXHEHHA NOCTE PEICKUMM NpAMOR KHKK (NOCACONEpalUHOHHBE KpoBoTeueHns, | « Complications after rectal resection (postoperative bleeding, suture failure/anastomotic
HECOCTOATENBHOCTD 1BA/AHACTOMO38) leaks)

* [TpAMOKKIIEUHbIE CBHUIA » Rectal fistulas

+ 3a6op obpasiios Ana GHONCHH * Recovery of biopsy specimens

1.8. lIpoTusonoxaianna/Contraindications

TpuMeHeHHe HHCTPYMEHTOB ONEPALHOHHOIO PEKTOCKONA NPOTHBOTIOKA3AHO:

- €CNM BBHAY OOWMIETO COCTOAHMA MALHEHT HECMOCODEH NEPEHEeCTH SHAOCKOMUUECKOS
BMELIATENBCTBO MIH HAPKO3;

- B OMEPALMAX C HENOCPEACTBEHHHIM KOHTaKTOM ¢ LIHC (uentpanbtofl Heperol chcreMol)
H UCHTPANLHOH cepaesHO-CoCyAHCTOR CHCTEMOR.

OTHOCHTENLHBIE NPOTHROMOKAZAHUA: TPAHCAHAIbHBIE YHAOCKOMHYECCKHE ONCPALMH HE
CRexyeT peKOMEHIOBATh NPH KAPUMHOMAX CTAAHH T2 K Bbillie C BOBNCUEHNEM
IUMGAETHYECKHX YVIOB H METACTASHPOBAHMEM.

The use of Instruments for operating rectoscope is contraindicated:

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

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

Relative contraindications: transanal endoscopic surgery is not recommended for
carcinomas > stage T2 with lymph node involvement and metastasis.

1.6. Bosmoxunie nofounnie 3ddexts 8 ocnoxuenus/Possible adverse events and complications

M3pecTHoic  HEMENnaTeNbHbie  SBRCHHME NPUCYIUME  MPOUCAYPAM  TPAHCAHANHHLIM
IHAOCKONHYECKHM ONEPALMIM B LEIOM: KPOBOTEUEHHE, TEMATOMEI, 00pasosanue cepoM,
undexuns (paHesas M cucreMHas), abcuecc, obpasosanne ceuweH, nephopaunn CTEHKH
NpAMOH KHINKH, HECOCTOSTEALHOCTE LIBA/AHACTOMO33, CTPHKTYPH H CTCHO3 NMPAMON KMILKN
KM BHACTOMO33, 3aepkKa MOUM M Kalla, KHIeHHAS HEMPOXOAHMOCTD, HEICPKAHHE MOUH H
Kana, MOAKOKHAR Mbuzema, BoazywHaa 3mbonua, TpoMOboIMOONHUECKHE OCIIOXHEHMS,
OCNOXHEHHA, CBAZAHHBE CO CIIHHAILHOR aHeCTeIHEH,

There are known undesirable phenomena inherent in transanal endoscopic procedures in
general: bleeding, hematomas, seromas, infections (wound and systemic), abscess, fistula
formation, rectal wall perforation, suture failure/anastomotic leaks, strictures and stenosis
of the rectum/anastomosis, urinary and fecal retention, intestinal obstruction, urinary and
fecal incontinence, subcutancous emphysema, gas embolism, thromboembolism, spinal
anesthesia associated complications.

1.7. Onucanne OCHOBHBIX PYHKUNOHATLHBIX NIEMENTOB A COCTABRLIX 4acTed (yanoe) meanumuckoro maaenns \Key Functional Elements and Components {(Units)

Description
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Tybyc onepayMoHHOro pektockona TEO, ¢ pyKOATKOW, CKOWEHHbIW HakoHe4YHUK /Tube ofoperating proctoscope TEO, with handle, beveled tip: 24942TK, 24942T

Tyb6yc onepauMoHHOro pektockona TEO, ¢ pyKOSITKOW, CKOWEeHHbIA HakoHe4YHUK /Tube of operating proctoscope TEO, with handle, beveled tip: 24942TL
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Rus

Tyb6yc onepalMOHHOro pektockona TEO, ¢ pyKoATKoOW, Nnpamoi HakoHe4YHUK / Tube of operating proctoscope TEO, with handle, straight tip: 24942TK G

O6TypaTop ANa Tybyca onepalMoHHoOro pektockona TEO / Obturator TEO: 249420K

K ]

O6TypaTtop gna Tyb6yca onepaymnoHHoOro pektockona TEO / Obturator TEO: 249420

O6TypaTop Ana Tybyca onepauMoHHOro pektockona TEO / Obturator TEO: 249420L

12
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Rus Eng

Pa6ouas Hacagka TEO ¢ cdomkcatopom ansa aHgockona / Working attachment TEO with endoscope holder; 24942AK

Pabouas Hacagka TEO ¢ pmukcatopom ansa aHpockona/ Working attachment TEO with endoscope holder: 24942A

Pabouas Hacagka TEO ¢ doukcatopom ansa aHgockona/ Working attachment TEO with endoscope holder: 24942A L
[:

Pa6oyas Hacagka TEO / Working attachment TEO: 24941AKF
13
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CTep>XeHb OCBeTUTE/IbHbIN C COEAVHEHMEM AN BOJTOKOHHOOMNTUYeECKOro ceeTtoBoga, AnvHa 9 cm / Illumination rod with fiber optic connection, length 9 cm: 24960B

3arnywka c gep>katenem /19 OCBEeTUTENbHOIO cTep>XXHA, anametp 5 mm / Plug with illumination rod holder, diameter 5 mm: 24941F

MpunHagnexHocTun/Accessories

'y —» |

ApanTtep ceetoBogoB Richard Wolf/ Adapter for Richard Wolf light guide; 495F

ApanTtep cBetoBogoB KARL STORZ mn Olympus / Adapter KARL STORZ and Olympus light guide: 495G

14
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Rus

Apantep TEO agna ynnotHutena S-PORT / Adapter TEO for S-PORT seal: 24943S

KARLSTORZ
O«rtneny

AnnnukaTop ANSA YCTaAaHOBKW KjlanaHoB Ha pabouune Hacagku / Applicator for installing valves on working nozzles: 249411

KomnnekT ynnotHuUTene (24941SP)/ Seal kit (24941SP)

15
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Rus

Hab6op ynnotHuTteneii/ Set of seals (24941SPF)

YnnotHntenb S-PORT/S-PORT seal (23030SA)

Slidiifi!

Konna4vyok Npy>XWHHbIW / Spring cap: 6985691

16
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Konbuo npoknagoyHoe, BHYTpeHHU guameTtp 40 mm / Gasket ring, inner diameter 40 mm: 2183790

Konbuo npoksagovyHoe, BHYTpeHHUM gnameTtp 16 mm / Gasket ring, inner diameter 16 mm: 5906000

1.8. OCHOBHble TEXHUYECKNE N PYHKLMNOHaNbHble xapakTepuctnkun/Maw technical and functional characteristics

Homep nsgenus O6uan gnuna, mm OnwnHa paboueit Hapy>XHbI W BHYTpeHHW L BeToBoe 0603HauEHME Macca, r
Ne no katanory 4yactu, Mm AnameTp, MM AvnameTp, MM
REF Total length, mm Workl;gmlength, Outerr::lmeter, dian:r;::rr, - Color code Weight, g
1 24942TK 116 71 40 7.8 HeT/No 424
2) 24942TKG 116 71 40 11,2 HeT/ No 426
3) 24942T 191 146 40 37 Het/ No 487,6
4) 24942TL 256 211 40 HeT / No HeT/ No 574,7
5) 249420K 227,9 136,4 37 HeTt/ No HeT/No 323
6) 249420 302,9 211,4 37 HeTt/ No HeT/No 368
7) 249420L 367,9 276,4 37 HeT/No HeT/ No 406
8) 24942AK 223,36 75,67 6/4,5 5/3,5 Het No 310
9) 24942A 223,36 150,67 6/4,5 5/3,5 Het No 290
10) 24942AL 287,16 214,47 6/4,5 5/3,5 Het No 300
n) 24941AKF 34,5 HM / N/A 16/12 15/M HeT/ No 200
18
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Jomyckn coctasnawT +10%/ Tolerances are +10%

Teepaocts: He Meee 50 HRC / Hardness: not less than 50 HRC

IllepoxosarocTs: Hie Gonee Ra 3,2 Mxm / Roughness: no more than Ra 3.2 um

CrepxeHb OCBETHTENLHRINA C COCAHHEHHEM Ui BOJIOKOHHOOIITHYECKONO CBETOBOAA, ANHHA 9 ¢M / Illumination rod with fiber optic connection, length 9 cm: 24960B

Bunicota: 40,6 MM
Macca: 1614 r

Jomnycku coctasnmoT +10%

Jnuna: 85,73 MM Length: 85,73 mm
PaSoua AnuHa: 26 MM Working length: 26 mm
Hapyxuuiit auamerp: 3 MM Outer diameter: 3 mm
Makcumansusait auanerp: 11 mm Max diameter: 11 mm
LipetoBoe obosnauerne: CHHuit Cd?r code: Blue
: Weight: 33 g
Macca: 33 r
Tolerances are +10%
Jonyckk coctasnioT £10%
3arnyumxa ¢ ACpKATENCM JUIS OCBETHTENILHOTO CTEPXHA, AHaMeTp 5 MM / Plug with illumination rod holder, diameter 5 mm: 24941F
Onuna; 92,1 MM Length: 992,1 mm
Pabosias aauua: 77,5 MM Working length: 77,5 mm
Hapyxusiii anameTp: 4,8 Mm m diameter: :’13::
BHyTpennnii auamerp: 4,1 MM H dghdmt: 40“’" 6mmm

Weight: 1614 g

Tolerances are £10%

TpuaasnexnocTi/Accessories
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Ananrep caeropoaos Richard Wolf / Adapter for Richard Wolf light guide: 495F

Dnana: 12 MM Length: 12 mm
Hapyxnuii anametp: 8,95 MM Outer diameter:8,95 mm
BuyTpenunit auamerp: 7,6 MM m m ;,gxlgm
Buypennan pessGa: M8,5x0,5 vl 3
Macca: 1,251 ’

Tolerances are + 10%
Honycxw coctasamoT £10%

Asantep cpetopoaos KARL STORZ u Olympus / Adapter KARL STORZ and Olympus light guide: 495G

Jnuua (A): 22,2 MM
Jnamerp (B): 11 MM
Anamerp (C): 12 MM
Anametp (D): 8,50 mm

Macca: 5r

Homycky cocrasasior +10%

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

Tolerances are + 10%

Anarrrep TEO anga ynnotnurenn S-PORT, piyrpensnii nuamerp 43 mm / Adapter TEO for S-PORT seal, inner diameter 43 mm: 249438
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BsicoTa: 39,6 MM Length: 39,6 mm
Hapy=nuiit apameTp: 60,1 Mm Oumdlametu" 60,1 mm
Buytpennnit anamerp: 43 MM Inner diameter: 43 mm
Maccea: 2999 r Weight: 2999 g

Tolerances are £10%
Homycku cocrasamor +10%

ANNNHKATOp ANA YCTAHOBKH KiIanaHoe Ha paGoune Hacaaxu / Applicator for installing valves on working nozzles: 249411
Jauua: 80 MM Length: 80 mm
JnameTp: 22 MM Dmmmr 22 mm
Macca: 9,1 r Weight: 9,1 g
+
Jlomycxy cocTammmior £10% Tolerances are £10%
' ‘ |—
Ynornurens/ Seal (23030S)
Jnametp: 65,2 mm Diameter: 65,2 mm
Buicota: 77,3 MM Height: 77,3 mm
Macca: 394 r Weight: 394 ¢
Jlomycxu cocrarnsior £10% Tolerances are £10%
21
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Tepexoanuk 13/5 MM 1 13/3 MM, Ana HHCTPYMEHTOB 5 MM / Adapter 13/5 mm and 13/3 mm, for 5 mm tools (23004A4)

Juametp (A): 22 um Diameter (A): 22 mm
Buicora: 36 MM Height: 36 mm
Macca: Sr Weight: 5 g

Honycku coctapasior +10% Tolerances are £10%

epexomank 13/10 My, pas mucTpyMenToR 10 MM / Adapter 13/10 mm, for 10 mm tools (23004A6)

JAnamerp: 24,2 MM Diameter: 24,2 mm
Bricora: 39,8 MM Height: 39,8 mm
Macca: 7r Weight: 7 g
Homycku coctapanor +£10% Tolerances are £10%

Konnavox ynnorumonuit ogHopazosnifi, crepunnmil/ Disposable sealing cap, sterile

Pasmep REF JNuamerp, MM BaicoTa, MM HeeToBas KOAHPOBKA Maccea, r
Size Diameter, mm Height, mm Colour code Weight, g
pasmep 3 Mw/3,5 MM 021199-10 17 13,5 3enenwit/Green 5
22
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size 3 mm/3.5 mm
pa3mMep S MM 021299-10 17 13,5 Cepuiit/Gray 5
size § mm
pasmep 10 MM 021399-10 242 15,8 3eneuni/Green 5
size 10 mm
HJomycxu cocrasnmior £10% / Tolerances are + 10%
Konnazox npysuuuntii / Spring cap: 6985691
Buicora: 5,3 MM Hight: 5,8 mm
Haamerp: 7 MM Diameter: 7 mm
Macca: 1 r Weight: 1 r
Jonycku cocrasmmoT = 10% Tolerances are + 10%
Kpas ¢ xorycoM u pykostko#t / Faucet with cone and handle: 8458190
Rnnna: 24,60 Mm Length: 24,60 mm
Liupnna: 7,80 MM Width: 7,80 mm
Beicora: 20 MM Height: 20 mm
Macca: 291 Weight: 2.9 ¢
Tolerances are +10%
Jonycxu cocrarnsior £10%
Knanau cuaukoHosbii nenecTkosbif Manuti - 10 wr./yn. / Valve silicone flap, small - 10 pes/pack.: 8322790-10)
Jnametp: 19 MM Diameter: 19 mm
Bricota: 12,5 MM Height: 12,5 mm
Macca: 1,5r Weight: 1,5 ¢
Honyckn cocrapamor +10% Tolerances are +10%
Knanan cunukoHosbtit nenectxosuii Gonvmoit - 10 wr./yn. / Valve silicone flap, large - 10 pes/pack.: 7962190-10
Duamerp: 23 MM Diameter: 23 mm
Buicora: 15 Mm Height: 15 mm
Macca:; 2,051 Weight: 205 g
Jonycku cocrasasgior £10% Tolerances are £10%
Konnayok ynnothutenstitifi rogpuponatinui, manui, 5 MM - 10 mr./yn. / Corrugated sealing cap, small, $ mm - 10 pes/pack.: 8828790-10
Hapyxubiil auamerp: 18,5 Mm Diameter: 18,5 mm
BHyTpenuuit aHaMeTp; 5 MM Height: 22,5 mm
Buicora: 22,5 MM Weight: 2 g
Macca:2r
23
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Homycxu cocranmmor £10%

Tolerances are £10%

Konnagox yrnnomHiTebHbH rodpuposannniil, Gonsioll, § MM - 10 mir./yn

/ Corrugated sealing cap, large, 5 mm - 10 pcs/pack.: 8828890-10

HapyxHmit amameTp: 22,5 MM Outer diameter: 22,5 mm

BuyTpennuit asanetp: 5 MM Inner diameter: 5 mm

BricoTa; 22,5 MM Height: 22,5 mm

Macca: 3 r Weight: 3 g

JTlonycku coctasnmor +10% Tolerances are £10%
Konnawox ynuioTHuTensHuIi rodpuposatinil, Gonvwod, 10 Mm - 10 wot./yn. / Corrugated sealing cap, large, 10 mm - 10 pes/pack.: 8828990-10

Hapysainilt ananmerp: 22,5 MM Outer diameter: 22,5 mm

BryTpennuit nraMerp: 10 MM Inner diameter: 10 mm

Bricota: 22,5 MM Height: 22,5 mm

Macca: 2,91 Weight: 2,9

Jomnycku cocrasmuor +10% Tolerances are £10%

Koanauox ymnorsntenstnilt rodpupobanusift, Sonswoft, 12 mm - 10 mrrfyn.

/ Cormugated sealing cap, large, 12 mm - 10 pcs/pack.: 8829090-10

Hapyxuniit auamertp: 22,5 mm
BHyTpeHHuil nramerp: 10 MM
Boicota: 22,5 MM

Macca: 2.8 r

Jonycxy cocrasnsior £10%

Outer diameter: 22,5 mm
Inner diameter: S mm
Height: 22,5 mm
Weight: 2.3 g

Tolerances are =10%

Crexno ana sarmymku / Glass for plug: 249B

Hnamerp: 19 mum Diameter: 19 mm
Macea: 1 r Weight: 1 g
Homnyckh coctapmaior £10% Tolerances are +10%
Komeuo / Ring: 8310390
Jnamerp: 26 MM Diameter: 26 mm
Buicora; 6 MM Height: 6 mm
Macca: 8,34 r Weight: 8,34 g
Jonyckn cocrasnmor £10% Tolerances are +10%

Konblio npoxmanonoe, BHyTpeHuuil auametp 40 MM - 10 wt./yn, / Gasket ring, inner diameter 40 mm - 10 pcs/pack.: 2183790-10

Brewmnnit anamerp: 43 MM
BHyTpeHHuit auamerp: 40 MM

Outer diameter: 43 mm
Inner diameter: 40 mm
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Macca: 0,3 r Weight: 03 g
Lonyckn cocrapndioT £10% Tolerances are 10%
Konsuo npoxnagouHoe, By TpenHnil anamerp 16 Mm - 10 wr./yn. / Gasket ring, inner diameter 16 mm - 10 pcs/pack.: 5906000-10
Brewrxuii anametp: 18 Mm Outer diameter: 18 mm
BuyTpennsii gnametp: 15,6 Mm Inner diameter: 15,6 mm
Macea: 0,1 r Weight: 0,1 g
Homycku cocraumor £10% Tolerances are +10%
1.9. Knaccapuxauns MU /Device classification
Knaccrduxauns Classification
Knacc B 3aBUCHMOCTH OT MOTCHUNANBHONO %a Class of potential risk for medical fla
| pHCKA NPHMEHEHHA MEAHIMHCKOID H3NETHN device
KparHocTs niprMeHeRis H3nenne MHOTOKPATHOTO NPHMEHEHHA Multiplicity of applications Reusable
Knaccuduxauus no By KOHTaKTa € .
op OM MEIOBEKE KOHTakTHpYtoiliee ¢ MATKUMH TKAHAMH Contact Tissue
Kareropns A — manenus .
Knaccuduxkauus winennii no KPATKOBPEMEHHOTO KOHTAKTA (He Contact Duration Less than or equal to 24 hours
NPONOAKMUTENALHOCTH KOHTAKTA 6 24 wacos)
TIpHroAHOCTL ANA IKCINYATALHK B cpeae ¢ He npuromo Suitable for oxygenated environments | Not suitable
NOBBIEHHBIM COASPRAHHEM KHCIOPONR fIpHroaH

2. Huctpyxumu no Gesonacaocrn/Safety instructions

2.1. Cameons! w ¥xdopmanns ol onacHocTi/Symbols and hazard information

BHHMATEILHO NPOYTHTE AAHHYIO HHCTPYKLMIO NO IKCTUTYaTallHi 1 CTporo cobmonatite
yxazanud. Chosa «IIpeaynpexaenue», « BHHMAaHHE» K « YKa3aHHe» HMEIOT CNeLHANbHOE
HasnaveHne, ['ae sl OHH He BCTPEYATHCH B HHCTPYKILHH NO SKCIUTYATalHN, CICAYeT
BHHMATENBHO TPOIATATE CIEXYIOUWMH 38 HHMH TeKCT, 4To0w obecneunth GeonacHyio n
pPexTHRHYIO IKCIUTYATALIMIO HIIEHA.

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

to ensure the safe and effective use of this instrument.

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

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

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

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

NMPEAYTNIPEXAEHME. «[lpeaynpexaenne» oOpaliaeT BHHMAHKE Ha CYIIECTRYIONYIO
ONacHOCTSL ANA NALIMEHTa HAH Bpaya. Hecobmoaenne npeaynpexacHna MOXET PHBECTH K
TPaBMHPOBAHMIO NAUKEHTA WIH Bpada.

BHHMAHME. «Buumanse) o0pawiaeT BHUMaHHE Ba HEOGXOAMMOCTS NPOBEACHHUS
ONpEAeNCHHBIX MEPONPHATHI NO TeX0OCHYKHBANMIO W NPUHATHA MEP NO obecnedeHuIo

6e30nacHOCTH, YTO0L NPEROTBPATHTL NOBPEKACHHE HINENUS. information.
YKA3AHHE. «Ykaianne» COASPRHT CACUMANLHYIO HHGOPMALINO O 006CYKHBAHHIO
HM3AENMA WAH PRABACHAET BAXKHYIO HHPOPMATMIO.
2.2. Huctpyxuns no vexanke GesonacuocTi/Safety instructions
Ceprelable HHUNACHTH [ Serious incidents

25

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



Rus Eng
Cornacio [lONOXKEHHI0 © MEOMURHCKMX H3RENHAX (Mun;, «cepbeaHbift wHuMAeHT» | According to the Mcaical Device Regulation (MDR), a “serious incident” includes
BKIIOYACT HHUMACHTH, KOTOPHIE NPAMO HITH KOCBEHHO HMENM NIH MOTAH HMeTh Moboe 13 | incidents that directly or indirectly had, could have had, or could have any of the following

cneayromux nocaeacteult (MDR, cratea 2, Ne 65): consequences (MDR, Art. 2, No. 65):
= CwuepTs naumeHTa, NONL3OBATEAN WIH APYTOr0 4en0Beka — Death of a patient, user, or another person
- BpeMeHHOE HNM MOCTOSHHOE CEPhe3HOC YXYAWICHHE COCTOAHHS 3MOPOBbA NauweHta, | — Temporary or permanent serious deterioration in the medical condition of a patient, user,
NONB30BATENR MK APYTOro YEN0BEKa or another
- Cepse3nan yrpo3a o6mecTBEHHOMY 310POaLIO - A serious threat to public health
060 Bcex CepbesHbiXx HHUHACHTAX HEOOXOAMMO YBENOMAATHL npouspoaurens # | The manufacturer and appropriate authority must be notified of all serious incidents.
COOTBETCTRYIONMME OPraHbl.
Damaged products
Monpexaennbie HazENR Damaged products can result in injury to patients, users, or third parties. Before each use,

(MoBpexACHHLIE MINESANA MOTYT NPHBECTH K TPaBMaM DNAUMEHTOB, nomssosatened wik | check all components of the product for damage. Do not use damaged products.
TpeThHx AuL. [lepen xamabniM HCNONEIOBAHHEM NPOBEPRIATE BCE KOMMOHEHTH M3ACNHS HA

npeameT nospexacHiA. He nenonsiyitre nospekicHibIC HINENHA, Cerrect handling
If the product is not handled correctly, patients, users, and third parties may be injured.
TMpasuasnoe ofpamenne Only persons with the necessary medical qualification and who are acquainted with the

Henpasuaeioe OGpAIMICHRE C HIACAMEM MOXET NPHBECTM X TpasMaM nauneHtos, | application of the product may work with it. Check that the product is suitable for the
nonsiosatenelt ¥ TpeTsHX nuu. Pafotath ¢ MMM MOTYT TONBKO JHua, ofnasaomme | procedure prior to use. Check the product for the following points before and after every
HeoOx0auMOoN MeanUMHCKOH KBanHPHKanHeR | 3HAKOMBIE ¢ NpUMeneHHeM H3aenns. Tepea | use:

HCHONB30BAHMEM YOCAHTECH, YTO H3ZENKE NOXOANT A% AakHoH npouenyphl. [posepsitre | - Completeness

H3ZENHE A0 U NOCAE XKAKAOTO HCTIONLIOBAHKA HA: - Damage
- HenoctHoCTS — Changes to the surface
- Hanuume nospexaeHui - Correct assembly of the components
- H3MeHeHna MOBEPXHOCTH — Functionality
- MpasnabHag cGopka KOMIIEKTYIOMHX Do not leave broken-off components inside the patient.
- DYHKUHOHARLHOCT Do not overload the product with mechanical stress.
He ocTasnafite anyTpu nansenTa cCIOMaHHMe JETANN. Do not bend bent products back to their original position.
He noapepraiite uagenne MexaHuueckoll Harpyske.
He surubatiTe nortyThie H3genun oGpaTHO B HCXOAHOE NONOKEHHE., Working in the field of vision
Using the product outside the field of vision can cause injury to tissue or can damage the
PaGoTs & none 3peHun product.
Hcnonszosamue H3aenma BHE NONA IPEHUS MOKET APHBECTH K NoBpexzcHmo Txanchh wan | Only use the product in the field of vision.
NOBPEXICHNIO HITCAHA,
Hcnoneay#ite Hanenne 10MLK0 B IONE 3peHns. Creutzfeldt-Jakob disease
Products that come into contact with the central nervous system can become contaminated
Bonesns Kpelitupennara-fixoba by organic residue containing prions. Prions lead to infection with Creutzfeldt-Jakob

Hanenna, KOTOpsie BCTYNAIOT B KOMTAKT C UCHTPATGHOA HepBHON cucTemol, MoryT Guith | disease. If Creutzfeld-Jakob disease has been diagnosed or is suspected: Dispose of the
38rpA3HEHEl OPFaHHYECKHMH OCTATKAMM, COnepXamnMn npuonn. Ilpuonsl mpusomar k | product properly and do not continue to use it.

sapawennto Gonesnio Kpelirudensara-AxoGa. Ecnn auarHocTipoBaHa WIH NOA03PEBACTCA
Goseanp Kpeitudennaa-fAxoGa: yruamsupyfite npoayxr namnexamum obpazoM u se | Unsterile product

npoaoKEaiTe ero HCMoNLIOBATS. 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
Hecrepunsiisiih npoayxt reprocessing instructions before initial use and every subsequent use.
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MN3penne noctaBsiseTcs HeCTEPUNbHBLIM. Mcnonb3oBaHWe HECTEPUNbHbLIX WU3AeNNii cospaeT
PUCK 3apaxeHWs ANA nauuneHTOB, Nosb3oBaTeneil U TpeTbux nNuy. O6pab6oTalite nsgenune B
COOTBETCTBUMU C MHCTPYKLMAMN MO NOBTOPHOI 06paboTKe nepef NepBbIM UCMO/Ib30BAHUEM ©

npun Ka>kaom nocnegyrouwemMm Ucnonb3oBaHunN.

YTnnusauma n oCTPOKOHEYHbIX nsaenunii
Ecnn OCTPOKOHEYHble NpegMeTbl He YyTUNN3MPOBaTb B MNOAXOAAWMUX KOHTeliHepax pAns
OTXOAO0B, CYL,eCTBYET PUCK MONYyUYEHUS TPABM U MH(PULMPOBAHUS.

BblﬁpaCbIBaVITe OCTpble NpeagmMeTbl TO/IbKO B nogxoaAauwue KOHTeVIHepr ANA 0TX0A40B.

PaccessHMe 310KayeCcTBEHHbIX KNETOK

B cnyuyae cyuiecTBYH LW MUX 3/10KaYeCTBEeHHbIX 3aboneBaHUIi TKaHW, B KOTOPYK BBOAMUTCA
MegNLNHCKOE
npoueaypbl.
3/10KavYecTBEHHbIX 3a60neBaHNAX.

mnsgenve, cyuwectByetr BepOATHOCTb rlponmbepau,vwl K/IeTOK BO BpemMsd

O6bACHUTE BO3MOXHblE PUCKU K/ETOUHOW nponudgepayum npu CcKpbiTbiX

B cny4dyae nopospeHuna WA noateBep>XAeHUA 3/10KayeCTBEeHHbIX 3a6oneBaHNn TKaHU

TwateNbHO B3BeCbTe COOTHOWEHWE pPUCKA W MOJMb3bl. PeweHWe «3a» WAN «MNPOTUB»
BMellaTe/ibCTBa ABASAeTCA 06583aHHOCTbIO /sleyal,ero Bpada C VIH(bOpMVIpOBaHHOFO cornacmsa

naymeHTa.
2.3. NMoTeHUuManbHbIW NnoTpebutens/Potential consumer
MegnunHCKMe N3aennsa MoryT MCNOMb30BaTbLCS TONIbKO BpavYaMu U BpavYaMu-acCUCTEHTaM .
MME LW MMM COOTBETCTBYIOLLLYIO CMeynanmM3npoBaHHYO KBanugukaymnio.
2.4. Ycnosuna lwunmeHeHunsa/nbase conditions
MeanunHCKNE N3aenmnsa, BKAOYas NogkatoyYeHHoe o6opyaoBaHMe, MOXeT MCMOMb30BaTbCA
TO/IbKO B MEANLMNHCKUX KabnHeTax, B 1e4ebHO-NPOM NNAKTUUYECKUX YUPEeXK JEHUSAX.
2.5.
He npnmeHunmo
2.6.
He npumeHumo
3. O6pauweHune c nsgennem/Handling
3.1. PacnakoBka/Unpacking
1. AKKYypaTHO M3BNEKNTE N3fenne U akceccyapbl M3 yNnakoBKU.
2. MpoBepbTe NOCTaBKYy Ha NpeAMeT HejoOCTal W MX NPegMeTOB N NPU3HAKOB MOBPeXAeHUs
npu TpaHCNOPTUPOBKE.
3. B cnyyae NoBpeX/AeHWN, CKPbITbIX 4eeKTOB M HEA0MNOCTaBOK 3aJOKYMEHTUPYNTe nUX
xapakTep M 06beM M HeMe[/IeEHHO CBSI)XUTeCb C MPOM3BOANTENIEM UMW MNOCTaBLUKOM.
3.2.

TemnepaTypa -20“C ...+60X

OTHOCUTENIbHAA BNIaXXHOCTb
10% 90%

BO3Ayxa

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

YcnoBunA TPaHCNOPTUPOBKMK N XpaHeHua/Storage and transportation conditions

Eng

Disposal of pointed and sharp products

If pointed and sharp products are not disposed of in suitable waste containers, there is a
risk of injury and infection. Dispose of pointed and sharp products only in suitable waste
containers.

Scattering of malignant cells

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

In case ofsuspected or confirmed malignant diseases of the target tissue, thoroughly weigh
the is the
responsibility of the attending physician with the informed consent of the patient.

up the risk-benefit ratio. The decision «fon> or «against» intervention

Medical devices may only be used by physicians and medical assistants who have a
corresponding specialized qualification.

Medical devices including the equipment connected may only be used in medical rooms.
and health-care facilities.

CBefleHNA 0 NeKaOCTBEHHbIX COeNCTBAaxX BXOAAWMX B coOcTaB MmegnumHckoro nagenmal/information about the medicines included in the medical device

Not applicable

CBegeHMs o maTeBmanax XuBoTHoro/uenosedeckoro NMDOWcxoxaeHusa/Informat®on about materials of animal/human origin

Not applicable

1. Carefully remove the product and accessories from the packaging.
2. Check the delivery for missing items and evidence of shipping damage.
3. In the case of damage, hidden defects, and short deliveries, document their nature and

extent and contact the manufacturer or supplier immediately.

Temperature -20“C +60°C

Relative humidity 10% 90%
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NaBneHne Bo3gyxa 700...1060 rMa

3,3. YcnoBua 3kcnnyataynu/Operating conditions

TemnepaTypa +10VC ... +40%C

OTHOCUTeNbHAaA B/IAXXHOCTb

30% ... 70%

BO3JyXxa

[NaBneHne Bo3gyxa 700...1060 rfMa

Pa6ouas yacTb U3gennsa npegHasHavyeHa A4/ UCNOMb30BAHUS BO BHYTPEHHENR cpege
opraHusma.
3.4.

CpokrogHocTu/cpokakcnnyataumun/s5Hell |Fe/8ery|ce life

MpurogHocTb M3JeNnst B 3HAUYNTENbHOW CTeNeHW onpeAensieTcss NO 3KCNNyaTauMOHHOMY
M3HOCY, HaMuNK N XapaKTepy BO3MOXHbIX MOBPEXAEeHUR M 3aBUCUT OT BblGOpa MeTOL0B
06paboOTKN NXUMNYECKNX cCpelCcTB. OXnpgaemasn cpefHas HapaboTka HaoTKas - 1000 LMKNOB.
O>kunpgaemMblii CPOK CNY>X6bl - 5 neT

N3penna «<Konnayok ynnaoTHA WU 04HOPa30Bbili, CTEPUNBbHBIV» N3 cocTaBa YNAOTHUTENSA
S-PORT 23030SA aBnATCA 04HOPa30BbIMU.

3.5. WNcnonb3oBaHmne/ApplcaTion
NMPEAYMNPEX OEHWME. MHCTPYMEHTbI NOCTaBNAKTCA HECTEPUNIbBHBIMU, MO3TOMY UX
Heo6XxoAMMO ouMLW,aThb, Ae3MHPULNPOBATb U CTEPNUNMN30BaTb Nepes NepBbIM
mncnonb3oBaHMeM M KaXKablM nocneayrwmm NOBTOPHbIM MNCMNOMTb30BaHMEM.

N e AMELwagnexxHocTTM1E£ef2CMO2E£HHBININ L Cnob30BaHU M MECT N ya

Eng
Alir pressure 700 ... 1060 hPa
Temperature +10 °C ... +40 °C
Relative humidity 30% ... 70%
Air pressure 700 ... 1060 hPa

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

The suitability of a device 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 (M TBF) - 1000 cycles.

Expected service life - 5 years

Devices "Disposable Sealing cap, sterile” from S-PORT seal 23030S A are disposable.

The shelf life of sterile devices is 5 years.

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

Homep unsgenuna no
KaTtanory

REF (Ty6yc)/

Homep n3genmnsa no
Katanory

REF (o6TypaTtop) /

Homep n3sgenna no
KaTtanory

REF (pabouas Hacagka) /

Homep nsgenunsa no katanory
REF (npuHagnexHoctwn) /

REF number (Accessories)

CoBmecTuMoe o6opyaoBLULLE
(aw (k>xkon/onTtuka) /

Compatible device

PY coBmecTumoro
obopyanoBaHunsal

Ne RC ofcompatible

REF number (Sheath) REF number REF nutblr (Woricing (endoscq>es/optics) device
(Obturator) ~rhment)
24960B
24941F 24941 BA 3H,CI,OCKOI'I XXECTKNN P3H 2022/18857 om/from
249411 HOPKINVS,qnﬂ TpaHcaHanbHbIX 21 11.2022
24941SP onepauwnmn HarpasneHne
495F HabnogeHns 30°. gnameTp 5
24942TK 249420K 24942AK 195G MM, ,qana21 oM
6985691
8458190
2183790-10
249B
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8310390
5906000-10

24941 AKF

24960B
24%41F
249411
249415PF
495F
495G
6985691
8458190
249B
8310390
5906000-10

24942TKG

249420
249420K

24960B
24941F
249438
249411
495F
495G
6985691
8458190
249B
8310390
5906000-10

24942T

249420

24942A

24960B
249411
24941F
249415P
495F

495G
6985691
8458190
2183790-10
249B
8310390
3906000-10

24941 AKF

24960B

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
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24941F
249411
24941SPF
495F

495G
6985691
8458190
21837590-10
249B
8310390
5906000-10

249608
24941F
249415P
249411
495F

24942TL 249420L 24942AL 495G

24941BAL 3ndocxon

acecmiuit HOPKINS 025 ; P3H 2022/18857 om/from
6985691 MPAKCANATEHSX ORepat 21.11.2022

8458190 :;uaumw::«: onuna 2':;? '
2183790-10 P I MM,

249B
8310390
5906000-10

4, Moutam / Assembly

1 onnus: MoaroToaxa # yeranoska patoueit nacaaxn/ Preparing and assembling the working attachment

30
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1. HagensTe No 0AHOMY rofippOBAHHOMY YILTOTHHTENLHOMY KOJINAMKY COOTBETCTBYIOMEro pasMepa Ha paGoune xanans paboyeit wacaaxu, / Place correctly sized sealing bellows on

the working channels of the working attachment. Assembling the proctoscope

2. Hacaaute cunnkoHOBHIA nenecTkoBrIft knanaH u3HyTpH Ha paGoune kanansl. / Place the silicone lip valve from the inside on the working channels.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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3. HageHbTe pabouyto HacagKy (Mnm o6TypaTtop) Ha Tybyc. Cnegnte, 4yTobbl MeTKM Ha Tybyce n paboyei BcTaBKWM pacnonaranvcb HanpoTus apyr gpyra. / Place the working attachment
(or obturator) on the tube. Make sure that the line marking on the tube and the line marking on the working insert are aligned.
4. MoBepHNTe 6alioHeTHbIV 3a)KMM MO YacoBOW cTpenke go ynopa./ Turn the bayonet lock clockwise as far as it will go.

32
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5. Breaute onTHKY/3HAOCKON B KaHaR JAf ONTHKWIHAOCKona. CneauTe, 4ToGm MeTkH «0» HA ONTHKE/YHAOCKONA M KAHANE JUIS ONITHKE/SHAOCKONE PACKIONAraIHCh RaNPOTHE APYT
apyra. / Insert the telescope into the telescope channel. Make sure that the 0 mark on the telescope and the telescope channel are aligned.
6. [ToBepHuTE 3aMOK AN ONTHKH/IHAOCKONA 0 Yacosoi cTpeake 10 ynopa. / Tum the telescope lock clockwise as far as it will go.

2. Onuns: noaroToBKa U ycranoska ynaorunrens S-PORT / Optional: Preparing and assembling the S-PORT seal

33
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1. HacaguTte He0OXOANMBIC ... XORHHKH Ea MITYLiCPH BBOAA. / Place the desired reuwvers on the insertion connections.
2. Hanenbre Ha nepexoaHuky noaxoasmuil yniotnuowni konnaqok. / Place the relevant sealing cap on the reducers.

3. HagensTe anarrvep 24943S (wiu o6typarop) sa onepaumonHniif TyGyc TEO. Caeaure, utobu MeTkn Ha TyOyce u ananTepe pacnonaransch HanpoTus apyr apyra. / Place the adaptor
24943 S (or obturator) onto the TEO operating tube. Make sure that the line marking on the tube and the line marking on the adaptor are aligned.
4. TNosepnuTe GaifomeTniit 30xHM NO WacoBoR cTpenke no ynopa. / Tum the bayonet lock clockwise as far as it will go.

5. Haaeupre ynnotnurens S-PORT Ha xonyC nepexoaHoro koabua. YnaoTHHTENb A0IAHEH IVIOTHO MPUIEraTh 0o Bcelt okpyxHocTH / Pull the S-PORT seal over the cone of the
_adaptor ring. The seal must fit tightly all the way round.

3. OnuNA: YCTRHOBKS JAIJIYIUKH ¢ ACPKATE/IEM JUIN OCTBETRTENLHONO cTepann / Optional: Assembling the sealing cap with window

34
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1. YcranosuTe 3arnyuiky 2494 | F na onepaunontni#t Ty6yc TEO. Cneaure, 41066 MeTkH Ha TyGyce H 3ariylke pacnionaraikch HanpoTHs apyr apyra. / Place the sealing cap 24941F
on the TEO operating tube. Make sure that the line marking on the tube and the line marking on the sealing cap are aligned.
2. INosepuuTe GaltoHeTHIN 3aXHM NO 9acoBoit cTpenke ao ynopa. / Tum the bayonet lock clockwise as far as it will go.

3. BkpyTHTe ocBeTHTENbHBIH cTepkenb 24960B B NpeaHA3HAYEHHOE LA HENO KperuleHKe Ha 3armyiuke. / Screw the illumination rod 24960B onto the designated holder on the sealing
cap.
4. MMoacoe AMHHTE OCBETHTENbHM CTepxeHb K MCTOYHMKY cBeta. / Connect the illumination rod with a light source.

5. Paibopxa / Disassembly

Pa30opxy cneayeT NpOBOAKTH B 0OPaTHOM MOpAIKE | Disassembly should be done in reverse order

6. OG6paGotka. Ceenenns 06 ouncrke u aesundexnun MH / Reprocessing. Information about cleaning and disinfecting of MD

Konnauku ynioTHmomue onHopasosbie, cTepibHiie (021199-10, 021299-10, 021399-10) Disposable, sterile sealing caps (021199-10, 021299-10, 021399-10) from S-PORT seal
13 cocrasa Ymuiornurens S-PORT 23030SA nocTaBisioTcs CTEPHIBHBIMH, 0HOPa30BOro 23030SA are supplied sterile, disposable and are not subject to disinfection or pre-
HCMIONIb30BAHHA H HE NOANEXAT Ae3UH(PEKUHH A NPeACTEPUIHIALHOHHONH OYHCTKE. sterilization cleaning. Sterilized with ethylene oxide.

CTepHnH30BaHO C MOMOIMILIO OKCHAA ITHICHA.

Bce ocTaibHBIE H3IeIHS MHOTrOpa3oBOro HCNONb30BaHHUA NMOABEPraloTCA OUHCTKE, All other reusable products are cleaned, disinfected and steam sterilized.

35
& 000 LMPMM (] INFO@CIRMI.RU &5 WWW.G0SZDRAVNADZOR.RU



Rus

Eng

| Ae3MRGEXIUIN H CTEPHIHIALIMH TAPOM.

NMPEAYTIPEXAEHHE: Puck nomyaenns TpasM H NOBPEXICHHA miaenwil: necobmonenne
JAHHOH HHCTPYKLSH N0 SKCIUTYATAITHM H HECTPYKIMH B0 IKCNAYATALMN COBMECTHO
HCTIOAB3YEMBIX HIACNHA MOXET NPHBECTH K TPABMAM MALMCHTOR, NOALI0BATENEH H TPETBHX
AHll, & TAKXKE K BOBpexacHHI0 n3neanit. [loxanyficta, BHHMaTENBKO NpouRTAlTE Boe
COOYBETCTBYIOIINE HHCTPYKIMH 10 IKCIUTYSTALLWH H BCCTAA TOYHO CACKYHTS NMPHBEACHHLIM
HM. [TposepbTe GYHKUMOHHPOBARNE MPOAYKTOD, HCMOALIYEMLIX B kKOMOHHALIMY,
NPEAYNIPEXAEHHE: Puck nonyueHHn TPRBMM: HETIPABHALEO coGpaHibie B
MIOBPEXACHHEIE HHCTPYMEHTH MOTYT NPHBECTH K TPaAMaM naideHTa. HHcTpyMeHTM o Bee
8KCECCYaphi, HCTIONB3YEMBI® B COTCTAHHM C HHUMK, AONKHS! NPOBEPATECA HENOCPEACTBEHHO
2O H NOCNE KAKAOTO HCTIONL3IOBAHNA, YTOOM YORIHTLCR, UTO OHH KOMILIEXTHE], HE HMEIOT
NOBpCXACHHHA H HAXOAATCA B NTONHOM paloueM COCTORHHH, A TAKKS HS HMEIOT
HENMPEAHAMEPCHHO LIEPOXOBATHIX NOBEPXHOCTEH, OCTPLIX YINOB, 32YCEHLICD WK
sbicTynalommx vyacredt. Heobxoaumo colmoaaTh 0CTOPOXKHOCTS, 4T00M He OCTABHTE
OTCYTCTBYIOUIHE MAK CTOMAHHBIE KOMIIOHEHTE BHYTPH NALHEHTA.
NPEAYNIPEXAEHHE. Puck sapaxesna, [TpH NOCTABKE ITH HHCTPYMEHTI He
cTepunbHu. Henom3oBanie RECTEPHILHBIX HHCTPYMEHTOB NPEACTARMACT PHUCK 3APIKEHUT
NAUMEHTOB, NONb30BaTeRcH ¥ TpeThHX NHI, OCMOTPHTE HHCTPYMEHTS Ha HAHYHE
SHAMMBIX 3arpaIHeHul. BuanaMbie 3aTpASHERKA ABINIOTCA NPHIHAKOM TOrO, 4T0 0bpaboTka
He nposoannach win Guna nposcnesa HenpasrabHo. OGpabaTeiBaliTe HECTPYMENTH Nepen
MEPBOHAYANLHBHIM HCTIONb3ORAHEEM, & TAKKE 0 H NOCIC KAXAOTO NOCIEAYIOWETO
HCMIONLIORAHMA ¢ HCNOABIOBAKUEM YTBEDKACHHMX POUCYD.

TIPEAYOPEXKJAEHHE. Puck noaydennn TpasMel. {Teperpyska HHCTpYMEHTa H3-33
NPHICKEHNS YPE3MEPHON CIIISI MOMET MPHBECTH K TIONOMKE, H3rnGy W HempaBHALHON
paboTe MEAMUMHCKOTO H3ASAHA 1, KAK CHCACTBHE, X TPABME NMALMCHTA WIK NONL30BETENS.
He neperpyxaiire muctpyMentsl. He pasrinGalite cortyThie RHCTPYMEHTH B HCXOXHOE
NONOMERHE.

BPEAYIPEXAEHHE: Puck nonyyeHHs TPaBM: HOIPaBIIILHOE HCTIONb30BEHHE
MEIHLGIHCKHX HHCTPYMEHTOB MOKET NPHBECTH K TpaBMan nauueHTos. Monssonarenn
MEANIMHCKHX HHCTPYMEHTOB JOMKHB HMETE COOTRETCTBYIOULYIO MEANIHKECKYIO
KBATHPHKALMO H G6iTh OIRAKOMACHB] ¢ IPHMECHEHHEM,

BHUMAHHE: [Ipy NpHIoTOBNEHHH H HCTIONE30BAHUH PECTBOPOB caeayiive
cneuHPUKALNAM NPOHIBOTHTENN XHNHUYECKHX CPEACTD, YACNNR ocolioe BHUMAHNE
NPaBHILECH KOHIHTPALWH, BpeMeHH Bo3aeHCTBHA B CPOKY cyxOu. [TpopomxHTEILHOE
NOTPYXEHHE B BOJY M HEMPABWILHAS KOHLEHTPAUNA MOYT NPABECTH K NOBPEAKACHHIO.
TomuiTe 0 MHKPOSHONOrHIECKOM AHANAIONE ACHCTBHA HCMOALIYEMMX XHMHUCCKHX
CPeACTs.

BHHMAHME: OnacBocTs NOBPEXICHHA METHUMHCKHX YCTPOBCTB: HCNIONL30BAHHE
XHUMHHECKHX cpeacTs, He oaobpentmix KARL STORZ, MoxeT npHBeCTH K NOBPERACHUIO
MEIHUHHCKHX ycTpoiicTs. Hononbiy#ite TOAbKO 0200peHHNE XHMHIECKHE CPeACTBA.

YKASAHHE: [Iepevent pexoMennyeMuit YHCTRILURX K AC3HRGHURDYIOWNX

pacTeopos npeactasaey s Mpraomenny 1.

WARNING: Risk of injury and damage to products: Failure to observe and follow this
instruction manual and the instruction manuals of products used in combination can
result in injury to patients, users and third parties as well as damage to the product.
Please read all relevant instruction manuals carefully and always follow the instructions
given precisely. Check the functioning of the products used in combination.
WARNING: Risk of injury: Incorrectly assembled and damaged instruments can lead to
injuries to the paticat. Instruments and all of the accessories used in combination with
them must be checked immediately before and after every use to ensure that they are
complete, free from damage, and in full working order and have no unintentional rough
surfaces, sharp corners, burred edges or projecting parts. Care must be taken not to leave
missing or broken-off components inside the patient.

WARNING: Risk of infection: These instruments are not sterile when delivered. The use
of nonsterile instruments poses a risk of infection for patients, users and third parties.
Inspect instruments for visible contamination. Visible contamination is an indication that
reprocessing has not been carried out, or has been carried out incorrectly. Reprocess the
instruments before initial use and before and after every subsequent use using validated

procedures.

WARNING: Risk of injury: Overloading the instrument by exerting too much force may

cause the medical device to break, bend, and malfunction, and consequently injure the

patient or user. Do not overload the instruments. Do not bend bent instruments back to

their original position.

WARNING Risk of injusy: Incorrect application of medical instruments poses a risk of
injury for patients. Users of medical instruments must have an appropriate medical

qualification and be acquainted with the application.

CAUTION: When preparing and using the solutions, follow the chemical manufacturer’s

specifications, paying close attention to proper concentration, exposure time and service

life. Prolonged immersion and incorrect concentration may result in damage. Bear in

mind the microbiological range of action of the chemicals used,

CAUTION: Danger of damage to medical devices: The use of chemicals which have not

been approved by KARL STORZ may cause damage to the medical devices. Only use

approved chemicals.

NOTE: See Appendix 1 for List of recommended cleaning and disinfecting selutions
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6.1. IMoaroToBka K ouHcTKE M Acdundexnuu/ Preparing for cleaning and disinfection

Paibopka Disassembly

Mepen omscrkoi ¥ aesundpexupelt MeanuuHckoe wigenne HeoGxoaumo oTkpuTh /Wi | Prior to cleaning and disinfection, the medical device must be separated into its individual
pazobpaTh Ha OTACABHAIE KOMIOHEHTH, HACKOILKO ITC BOIMORHO. components as far as possible, and/or must be opened.

IoaroToBKA K OYHCTKE H ACIHHPEKUHN Preparation for cleaning and disinfection

IpyGrie 3arpasHeHns, BH3HBAIOIIME KOPPO3HIO PACTBOPM M JexapcTeeHumMe cpenctsa | Heavy soiling, corrosive solutions and pharmaceuticals must be removed from the medical
cnefyeT YAANATH ¢ MEAHUMHCKOrO M3AeAHA cpasy noche ero npumexennn, Jnw sroro | device immediately after use. To this end, preclean the medical device by wiping down
MEAMUHKCKHE H3ACNHR CeAyeT NMpeABAPHTENbHO OYHCTHTL, HATP., MyTeM NpOTHpanua u | and rinsing, for example. As a general rule, KARL STORZ recommends manual
npomeiBannd. Komnanus KARL STORZ pekoMetityeT BCeraa PpOBOAHTE IPEABAPUTEABHYIO | precleaning under cold running water,

QUHCTKY PYTHRIM CNoco0oM NoA CTpye XoNoaHoH BOARL.

6.2. Pyunas npeabaputensuas oukcTa / Manual precleaning

Oancrxa nosepxsocTeil WeTwoll Brushing the surfaces

BuasiMpte WM rpyGble 3arpa3HeHHs HeoOXOAMMO YAANNTH C NOBEPXHOCTEH moa cTpyedi | Any visible contamination or heavy soiling of the surfaces must be removed under cold
XOAORHOH BOJK ¢ NOMOMBIO IETOK NOJXOAAUIHX Pa3MepoB OT PaXIHIHLIX NpoHsBoAHTeNeH. | running water by cleaning using brushes of suitable sizes from various manufacturers.
QOuucria nonocTelt merTkoit Brushing the lumins

Ins yaaneHus scex BURAMMAIX 3arpaiHenul pabovnit karan v nonocTd TyGyca nokubl 6ems | In order to remove all visible contamination, the working channel, lumina and hollow
NpepapHTENsHO OYKIICHK O CTPyed X0N0AHONA ROMLI ¢ NOMOIKLIO METOX NOAXOAAuMX | spaces of the sheath must be precleaned under cold running water with the aid of a suitable
PaIMEPOB OT PAUUHKIX NpoH3BOAMTENEH. brush.

BenomoraTennKas npeaAsapiTentHan ofpaloTka yaLTpazByKoM Auxiliary pretreatment with ultrasound

Jdns  yaywileHWA KauecTBa mNpeABApPHTENbHOH oOuucTKH MeoGxoaumo ucmosbsogath | To aid preliminary cleaning, an ultrasound treatment must be performed. The exposure
o6paboTky ynbTpa3nykoM. Bpems Bo3aeACTBHA JOMKHO COCTARIATL He Menee 10 MuMyT npu | time must be at least 10 minutes at a frequency of approx. 35 kHz. The

yactore okono 35 kI'u. Ilocne 3tore mns HefTpanusaumu HeoGxomumo npombiBanue | device must then be rinsed with cold water to ensure neutralization.

xonoanoH soaoil.

6.3. Pywnan ouncrxa / Manuai cleaning

MeANUMHCKOE H3ZIENHE CNEAYET NOJHOCTHIO NOTPY3HTs B mowuwmii pacteop. Myvem | The medical device must be completely immersed in a cleaning solution. Through
PA30OPKH H LEACHANPABNCHHOIO 3aN0AHEHHA nonocTell HeoGxoaumo yBeanTsca, uto saxe | disassembling the instrument and filling the lumina in a targeted manner, it must
TPYAHONOCTYNHLE NOBEPXHOCTH NOKPHTH pacTeopoM (0e3 o0pazosanus my3siphkos | be ensured that even surfaces with restricted access are covered and no air bubbles are
po3zyxa). [To HcTeueHHH HeOOXOANMOro BpeMEHH BO3ielicTBIA BHMOMHACTCA MeXauHueckas | present. After the necessary exposure time, clean mechanically with the aid of suitable
OUMCTKA [PH TMOMOMM WIETOK NOAXOAAMMX PasMEPOB PaNMuHbBIX npoussoantenell | brushes (surface, lumina) or a sponge. Finally, it must be rinsed with cold water to ensure
(noBepxHOCTL, MONOCTH) Aau ry6xu. Jina Helirpamusaunn Heolxoanmo 3aeepunaicmee | neutralization.

NpOMBIBAHKE X0N0AHOH BOROK.

6.4. Pyunan aezundexuns / Manusl disinfection

Meauuunckoe U3AEnHE ClelyeT MONIHOCTHIO MOTPY3HTL B AenHmupyiomnii pacteop. | The medical device must be completely immersed in a disinfectant solution. Through
TyTem pastopkH H LeACHANPABNECHHOTO 3anoNHeHNA nonocTell neobxoaumo ybeanTsca, uro | disassembling the instrument and filling the lumina in a targeted manner,

AK€ TPYAHONOCTYNHMLE MOBEPXHOCTH NOKPLITH pactsopom (Bes ofpazosanna nysmiphbios | it must be ensured that even surfaces with restricted access are covered and no air bubbles
803ayxa). [0 ucTeweHun BpeMeHH BO3NCHCTRHA HeO(XOAMMO HECKOABKO Pa3 MpOMMTL | are present. Following the exposure time, the medical device must be rinsed several times
MEANUMHCKOE H3/IENHE ZEMUHEPAIN30BAHHON Ty MEKpoGHanorwaeckH yicTo#, creprnbiol | with completely demineralized water or microbiologically pure, sterile water in order to
BOZOM C LIENBIO YAANSHHS BCEX OCTATKOB XHMHUKATOB. B 3aepinenne noaHocTsio Beicymute | remove all chemical residues. Finally, all of the surfaces, openings, channels, and lumina
BCE NOBEPXHOCTH, OTBEPCTHA, KAHANK H NOJOCTH MEAMIHMHCKHM CXATHM BOIYXOM. are dried completely with sterile compressed air.

6.5. Mammnnas uncra u aesnndexunn/Machine eleaning sad disinfection
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Ouncrtka/Tepmmyeckasa ge3sMHPeKLNS MexaHU3NPOBaHHbIM cnoco6om
MpeanoyTnTenbHa TepMmmnyeckasn gesnHpekumnsa. laHHbIW MeTo4 He0O6X0ANMMO UCNONb30BATb C
yuyeTOM HauWOoHalbHbIX HOpM M nokasatens AO. MNpu Bbi6ope NOAXOAALWEr0 BblABUXHOIO
KOHTeliHepa WAW KpenneHus AN WHCTPYMeHTa Heo6X04MMO MPOKOHCY/NbTUpOBaTbCA C
n3rotoBuTenem ob6opyaoBaHMA C Lenblo o06ecnevyeHUss OMbIBAaHWUSA WAW NPOMbIBaHUSA
MeAVNLMHCKOIo U3aenuns.

Y KazaHue: Npu Heo6XOA4MMOCTU criefyeT BPYUYHYIO AOCYLW UTb UHCTPYMEHT.

Ona obecneyeHUsA 3P PEeKTUBHOCTM MAMWIHHOMK OUNCTKU U Ae3nHpeKLnm TpebyeTcs
NMPOMbIBKa MPU MOMOLLM COOTBETCTBYH LW NX CTPYHHbBIX HacafokK.

6.6. Cbopka, npoBepka n yxoa/Assembly, inspection and care

Bu3syanbHO NpoBepbTe OUYULLEHHOE U NPOAE3NHAPULLMPOBAHHOE MeAULIMHCKOE N3aenmne Ha

YNCTOTY, KOMMAIEKTHOCTb, OTCYTCTBUE BUANUMBIX MOBPEXAEHUN N CYXOCTb:

=Ecnu BCe XXe MMel TCA 0CTaTKWN 3arpsA3HeHUn/Mol W NX CpeacTs, TO MeAULLMHCKOE n3jenmne

Heo6XxoAMMO NMOBTOPHO 06paboTaTb BPYUHYIO U ele pa3 NOABEPTHYTb MOMTHOMY LUKIY

OUYNCTKN 1 Ae3nHdeKLNN.

=MoBpeX/AeHHble NN NOopaXeHHble KOPPO3nen MegULMUHCKNE NU3AENNA AOXKHbI 6bITb

M3bATLI U3 ynoTpebaeHNs.

*Pe3bby M CKONb3ALWME MOBEPXHOCTN HEOGXOAMMO CMa3blBaTb CMa304YHbIM MacsoM OT

pPasIMUYHbIX NMPONU3BOAUNTNEN, a 3aTBOP KpaHa crneymanbHOW CMa3KoW AN KpaHOB OT

pasfINUYHbIX NMPON3BOANTENEN.

= Pa3zobpaHHble MeAULNHCKNe U3[ennsa nognexar cbopke.

«3aTeM He06X0AMMO BbIMOMHUTL NPOBEPKY MYHKLMNOHNPOBAHUSA.

Y KaszaHue: YNNOTHUTENbHbIE CUCTEMbI, MPUMEHSAEMble B KOMOUHaLWUN C 3TUM

MHCTPYMEHTOM, PEKOMEHAYeTCA NCNONb30BaTb TOMIbKO 0AUH pa3. Mpn MHOroKpaTHOM

NCNOMb30BaHNWN YNNOTHUTENIbHbLIX CUCTEM FepMeTUUYHOCTb He rapaHTupyeTcs.

Y kasaHue: Micnonb3yemoe AA 3TOr0 Macao OT pas/IndyHbIX Npon3BoAnTenel (Ha ocHoBe

napacuHa nnn Ba3enNMHOBOro macna 6e3 cogep>XaHuUsA CUANKOHA) AONXKHO 6bITb NPUTOAHbIM

AN NTPUMEHSAeMOro meTtofa cTepunmnsagunumn.
6.7.

Ctepunusaymnsal Sterilization

Ycnoeua ctepnnmsayum A8 MHOropasoBbl X U3Jenni:
MopAapok AelicTBUIA, a TakXKe BaXHble TEXHO/MIOTUYeCKMe napamMeTpbl ANA OTAeNbHbIX
Ba/INANPOBAHHbLIX METOA0B ONMUCaHbl B MUHCTPYKLMUN MO 3KCNAyaTaunu.

KomnaHueli KARL STORZ ans faHHOTro MeAWLWNHCKOTO U3AeNsS BaNugupoBaHbl U
YTBEPXXJEeHbl CeayloW e MeToAbl CTEPUNN3ALNN:

CTepunmnsauma napom ¢ NpuMeHeHneM M pPakKLMOHNPOBAHHOIo (OPBaKYyMHOTO
meToja.

Y KaszaHne: CMazaHHble KOMMNOHEHTbI HEO6X0ANMO CTepnIN30BaTb B pa3obpaHHoOM Buge. Ans
cTepuansaumn MeULLMHCKOIO WU3AeSINA B COO6PaHHOM
P pakLMOHNUPOBaHHbI (GopBakyyMHbli MeTon (DIN EN

Buae
ISO

Heo6X04NMO MNCNONb30BaTh
17665-1) ¢ cob6nopgeHnem
cneayrowmnx napameTtpos: 134 ®C Ha MPOTAXEHUN 5 MUHYT.

OpaHOpa3oBble CTEPUNIbHBbIE N34eNna n3 coctaBa YnnotHutensa S-PORT 23030SA:
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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 lake place in consultation with the manufacturer of the
device.

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

In order to guarantee effective machine cleaning and disinfection, it must be ensured that
the instrument is rinsed out by means of appropriate rinsing lances.

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 manually
cleaned and subjected to a full cleaning and disinfection procedure

once more.

eDamaged or corroded medical devices must be withdrawn from use.

e Threads and glide surfaces must be lubricated locally with instrumentoil and the cock
plug with special grease.

e Dismantled medical devices must be assembled.

= Afterwards, a functional check must be carried out.

Note: The sealing systems used with this instrument are recommended for single use. If
the sealing systems are used more than once, their efficacy in preventing leaks can no
longer be guaranteed.

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

Sterilization conditions for multiple use devices

The procedures as well as the process-relevant parameters for the individually validated
methods are described in detail in the IFU.

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.

Single use sterile devices from S-PORT seal 23030SA:
Disposable sealing caps, sterile (021199-10, 021299-10, 021399-10) are supplied sterile
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Koanauxu ymiommonme oaHopasossie, crepumbanie (02....-10, 021299-10, 021399-10)
NOCTABASAIOTCE CTCPHILHEIMH H HE MNOAICKAT AC3HH(PEKUMH ¥ NPEACTEPHANIALUHOHHOK
ORHCTKe. CTEPUITAIORAHO ¢ MOMOMIbID OECHIA 3THNICHA,

and are not subject w wsinfection and pre-sterilization cleaning. Sterilized with ethylene
oxide.

7. Cepeucnoe ofcayxusanne n pemout/ Servicing and repair

HencnpasHbie HHCTPYMEHTH JO/DKHB 00CTYXHBATHCS i PEMOHTHPOBATLCA HCKTIOYHTEILHO
YOOJHOMOUEHHHIMH HAMH NTHUAMNY; OpH NPOBEACHHH BCEX PEMOHTHHIX paboT meoSxoaumo
HCTIONL30BATE TONBKO OPUIHHANBHLIE ACTANH,

PeMONT K HIMEHEHHS MHCTPYMEHTA HEYMOAHOMOUCHHBLIMH IHLAMM HE Pa3pelleHM H
0CBOGOXKAAIOT H3TOTOBHTENN OT OGOr0 POA3 OTBETCTBEHHOCTH.

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

The performance of any repairs or modifications to the

equipment by unauthorized persons is not permitted and

shall release the manufacturer from any liability.

8. Fapaumas\Warranty

Cranaaptinii rapanTriinbilf cpok IXCIUIYaTAUMH H3AEHHA cOCTaBaser 12 Mecaues ¢ aaThl
PBOJIA NpHOOPA B IKCIUTYaTALHIO, HO He GoNee 15 MecALES CO THA OTTPY3KK.

MeaHuMHCKoE H3AENHE BCETAA CREYeT OTIIPAB/IATL B MECTHOS OTACNCHNE, JaXKe B TeHEHHE
rapaHTuitHoro nepHoaa.

Bcekpeitie 060pyA0BaHHS WIH BRINONHEHHE JOOKX PEMOHTHLX paloT wiM Moandukaumit
000py A0BAHUA HEYNONHOMOYECHHBIMM THUAMH OCBOGOX AT Hac OT N1060H OTBETCTREHHOCTH
3a ero paboty. JhoGoe Takoe OTKPHITHE, PEMOHT HIH MOIHGHKALNA, BHINOAHEHHLIE B TEUCHNHE
rapaHTRiHOro nepHOaa, AHHYAHPYET BCIO PAPAHTHIO.

ObuiecTBo ¢ orpaHnueHnol otBercrBennocTrio KAPJI LLITOPL — S3nxockom: BOCTOK
{000 KIIT3 BOCTOK)

115114, r. Mockea, va6. JlepGenenckas, a. 7, c1p. 4

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

E-mail: info-ru@karlstorz.com

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.

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

115114 Moscow, Derbenevskaya embankment, 7, p. 4

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

Email: info-ru@karlstorz.com

9, ¥rumnzauna/Disposal

Mpu yrwnmsammn  ocolbie Mepm He  Tpebyiores.
BHYTPHIOCY JBPCTRCHHBIC NIPEANHCAHNA! JAKOHEL

Mpu yrummianuu nzaennit na reppurophu Poccuifckoit @exepaunn caenyer
PYXOBOACTBOBATLCH HOpMaMy, HanoxeHHKMH B CanlluH 2.1.3684-21. Hencnons3oranusie
HHCTPYMERTH, 3 TAKKE YNAKOBOYHLIC MaTepHANG! CCAYET YTHIHIHPOBaTh KaK
nuaeMHoOTHYCCKH Gesonachme oTxoam knacca A.  Henonb3oBawHbie HHCTPYMEHTRI
caeayer YTHIH3UPOBATL KaK MHACMHOSOTHYCCKH ONIACHbIE OTX0AB knacca B.

Cneayer  cobmoaats

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 instruments and packaging materials are disposed of as
class A epidemiologically non-hazardous wastes. Used instruments are disposed of as
class B epidemiologically hazardous waste,

10. Baxuas wnbopmauns / Important Information

H3 cooSpaxennii rurueHsl H ANK NPEIOTBPALICHNR 3APAKEHAN HHCTPYMEHTH H yCTpolicTsa
Heo0X0AHMO OYHUCTHTL H NPOACINHGHUUPOBATS / CTCDHAN3OBATH NEPEA OTRPABKOH B PEMOHT.
Mu ocrasasem 3a coGo#i NpaBo BepHYTL 3ArPA3HEHHBIC WHCTPYMEHTH / yCTpolicTea
OTNPABKTENIO.

PeMOHT, MORHDUKAIMN MK HIMERCHAS KOHCTPYKLIHH, KOTOPAIE BHINOAHAIOTCH HE
xomnatinel KARL STORZ unu cnenwanucramu, ynonnoMouensiMH KARL STORZ,
AHHYHDYIOT BCE rapaHTHiiibie ofg3arenscrea.

For hygiene reasons and to prevent infection, 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.

11. Pacuyndposka cumsonon/Explanation of symbols
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Pacitagposia CHMBONOS, NPAMEHTEMBIX PR MAPKHPC o Al MEAHIHHCKOFD Explanation of symows used in labelling the medical product:
B3AeaHS!
CHMBON Onpenenenne Symbol Definition
“ Wsrotoautens ‘ Manufacturer
dl JlaTa M3roTOBEHMA d Date of manufacture
M D MeaHumHCKoe HIaenHe M D Medical device
REF Howmep no karanory REF Catalogue number
LOT Ko naprum LOT Batch code
KoanuecTso niaenuit B ynakoske QTYI Number of products in the product packaging
YaukansHpi# nacHTHHKATOP I3NENH U DI I Unique Device Identifier
® OGparuTech K HHCTPYKIHH " o
E g pa Ty g Consult instructions for use
N0 NPUMEHEHHIO -
He crepsinsHo Unsterile

Xpynxoe, 06paltaTeca OCTOPOKHO

-

Fragile, handle with care
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4 “ P
T Bepeus oT BAaru

B cootsetcTBlN ¢ deaepanbHEIM 3axoHoaTenbcTRoM CHIA
R)(On[y {cornacro 21 CFR 801.109) u3zienue paspeiieno nponasats
TONLKO BPAUaM (MMEIOUINM NHUEHIHIO) HAN NO peuenTy Bpava.

Mapxupobxa CE
2THM 3HaKOM POHIBOAHTEND 3A9BITACT O COOTBCTCTBHH

ycTpolicT IelicTBYI0IMHM CTRHAAPTAM H IKPEKTHBAM.
Hu 8 koem ciyuae Henn3n MOAMDHUNDPOBATE YCTPOHCTBO,

Cnpnnusanm OKCHIAOM 3THIICHA

Henonb3osats 30

He ncnonb30BaTh NPH NOBPEKACHHN YTIAKOBKH

€

bremse
e
®

o
‘ |\ He pomyckath BO3ACHCTRHA CONHEYHOTO CBETA

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

Ptn*oa Ethylene oxide sterilization

Use before

Do not resterilize

Do not use if packaging is damaged

Keep away from sunlight

Temperature range
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f Tpenen remnepatypul
® 3anper Ha NOBTOPHOS NPHMEHEHHE
O Omunounsiil crepuistbiil 6apbep

12. Tlepeyenb HAUHOHANLHBIX H MEXAYHAPOAHBIX HOPMATHBHLIX JOKYMEHTOB/CTRHAAPTOB, KOTOPLHIM COOTBETCTBYET MEAHIHHCKOe Haaeane\List of international regulatory
__documents/standards which the medical device complies with

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

Cramaapr Onneanwe . Identificstion | Designation
ENISO 20817 i’lt"‘,';’u:‘;‘f:'“""cm' Hudopmauns, mpenocraasemad ENISO 20417 | Information supplied by the manufacturer of medical devices
ISO 13485 Hazenus Mennumnckie, CHCTeMbI MEHEKMEHTA KavecTsa. 1S0 13485 Medical devices - Quality management systems - Requirements for
TpeGopanus i ueneti peryaupoBanus regulatory purposes
ISO 14971 Hanenua meanumxckue
[IpuMeHeHHEe MEHOIDKMEHTA PHCKA K MEAHUMHCKHM W3ACTHAM ISO 14971 Medical devices - Application of risk management to medical
ISO 15223-1 Hanenus MeanyHekue, devices
CHMBOUIH, NPHMEHACMEIE IPH MAPKMPOBAHUH MEABLMHCKHX
H3eNHi, HA STHKETKAX H B CONMPOBOANTEABHON TOKYMEHTALHK. 1SO 152231 Medical devices - Symbols to be used with medical device labels,
Yacts 1. OcHoshbie Tpebopanus labelling and information to be supplied - Part 1: General
1SO 17664 Crepunmsatus MeAHUMHCKHX Hagennit. Uudopmauna, requirements
NpeAOCTABNAEMA HITOTOPHTE/ICM U1 NPOBENCHHA NOBTOPHOMN
CTEPHANIAUNN MEANLIMHCKHX H3eTnH 1SO 17664 Processing of health care products - Information to be provided by
Hanenus MeauumHexue. the medical device manufacturer for the processing of medical
IEC 62366-1 TMpoeKTHPOBAHKE MENHLIMHCKHX M3JENHE € YHETOM devices
3KCIUTYATAUHOHHOH NPUTOIHOCTH
HHCTpYMEHTR XApYpPrudeckHe. 1EC 62366-1 Medical devices - Part 1: Appllcation of usability mgmeermg to
ISO 7153-1 MeTaanHueckne MaTEPHAIHL. medical devices
Yacts 1. Hepxaseiomas crans IS0 7153-1 Surgical instruments - Materials - Part 1: Metals
ISO 10993-1 Hanenus meanuutickre. Quesika 6uonornuecxkoro acHcrama ISO 10993-} Biological evaluation of medical devices - Part 1: Evaluation and
MeaHumnexux mneani. Yacts 1. Onelka # Heone10BaHuA testing within a risk management process
Hznenus MepmpiHcKue, 1SO 10993-5 Biological evaluation of medical devices - Part 5: Tests for in vitro
ISO 10993-5 Onenxa GHONOTHYIECKOT0 A¢ACTRNA MEAMLIMHCKHUX H3AenHH, YacTy 5. cytotoxicity
HceneA0BaHHA HA UMTOTOKCHYHOCTD: METOIH in vitro* 180 10993-7 Biological evaluation of medical devices - Part 7: Ethylene oxide
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ISO 10993-7 Hazenua Meanunnckne. Onenka 610w n1eckoro aeictans seriuzation residuals
MEARUMHCKHX Hazeamil. YacTs 7. OcTaTousoe COACpXaHHe 1SO 10993.10 | Biological evaluation of medical devices - Part 10: Tests for
ITHICHOKCHIIA NMOCIE CTEPHANIALNA irritation and skin sensitization
Hanenns mesnumnckne. OueHka GnonoruMeckoro AeficTana Biological evaluation of medical devices - Part 11: Tests for
180 10993-10 MeguHHCKHX H3aennii. Yacts 10. Heeneaopanna pa3ipaxasomeno 1 1SO 10993-11 systemic toxicity
ceHcnOunHINpYIOwero NeRCTBNA 1SO 1090312 | Biological evaluation of medical devices - Part 12: Sample
H3nenna meanumunckue. Ouenka Gnonormeckoro aelicrang - preparation and reference materials
ISO 10993-11 MeaHuMHeKHX wineanlt. Yacts 11. Heenenosanus ISO 10993-17 Biological evaluation of medical devices - Part 17: Establishment of
ob1eToxCcHIecKoro aeAcTBuA ) allowable limits for leachable substances
Hagenun Mennumnckne. OueHka Guonorueckoro achcrsua Biological evaluation of medical devices - Part 18: Chemical
1SO 10993-12 MeAntIHCKiX ugeauht. UYacts 12, [Tpurotosaetine npob n IS0 10993-18 characterization of materials
KOHTpONbHbIE O6pastmt Sterilization of health care products - Moist heat - Part 1:
H3nenna MeAUUHHCKHE. ISO 17665-1 Requirements for the development, validation and routine control of
1SO 10993-17 OueHka GHONOTHYECKOTO JeHCTBHA MEAHLHHCKEX Haaenhil. HacTo a sterilization process for medical devices
17. VeTanosaeHne NOPOTOBLIX 3HAYCHHH IS BHIMBIBACMEIX BELIECTB ISO 11135 Sterilization of health-care products - Ethylene oxide - Requirements
H3nenus MeAHIMHCKHE. for the development, validation and routine control of a sterilization
1S0O 10993-18 Ouenxa GHONOTHYESCKONO ASHCTBUS MEAMIMHCKHX w3aenull. HacTh process for medical devices
18. Hcenenosanue XUMHYECKHX CRONCTR MATEPUANOR 150 11737.1 | Sterilization of medical devices. Microbiological methods. Part 1.
Crepunmsauns MEHURHCKOR NpoayxuAH. CTEPHNIAUNA NAPOM. . Estimation of population of microorganisms on products
ISQ 17665-1 Yacts 1. TpeGopanna k paspaborke, BANHAAUKH H TEKYIEMY Sterilization of medical devices. Microbiological methods. Part 2.
KOHTDOMO NPOTIECCA CTEPUIMIALIKH MEXHUMHCKHX H3nEnuii 150 11737-2 | yegts of sterility performed in the validation of a sterilization process
ISO 11135 Crepran3aiig MEAHIMHCKOA TPOAYKIMH. ITHACHOKCHA. 1SO 11138-1 Sterilization of health care products - Biological indicators - Part 1:
Tpebosanua k pazpaboTie, BANKAALMY H TEKYILEMY YNDARNEHHIO General requirements
TPOLECCOM CTEPUIMIAUNY MEAHUHHCKHX MIACANA 1SO 11138-2 Sterilization of health care products - Biological indicators - Part 2:
Crepuinsaumna MeAHUHHCKUX H3AeaHH. MuxpoSkonoruyeckie ‘ Biological indicators for ethylene oxide sterilization processes
180 11737-1 MeToan. Yacts 1. OueHka nORyNSUHH MHKPOOPranU3MoB Ha 1SO 11607-1 Packaging for terminally sterilized medical devices - Part 1:
NPOAYKUMH Requirements for materials, sterile barrier systems and packaging
Crepunusanug MEAHIMHCKHX H3gennit. MukpoSuonorudeckue systems
1S0 11737-2 MeToan. HacTs 2. HenbITakus HA CTEPUALHOCTD, MPOBOARMBIE NPH 1SO 11607-2 Packaging for terminally sterilized medical devices - Part 2:
BUINAALKH NPOUCCCOB CTEPINIDAUINA Validation requirements for forming, sealing and assembly processes
ISO 11138-1 Creprnusanus MeaHuMHCKo#H npoaykiay. Bronormueckue
nuankaropsl. Yacrs 1. Texuudeckne tpeopanns
ISO 11138-2 Crepunisanua MeanuHHCKOH npoayKusH. Brorornueckne
HHAKKATOPH. YacTh 2. BHOJOrHMeckne HHANKATOPE A1S
CTEPHANIAUNH OKCHAOM THACHA
ISO 11607-1 VYnaxosxa 112 MEARUHHCKHX H3aenuii, noaiexamux GUHALHO#H
crepramzaumuy. Yacte 1. TpeGosanus k MatepuanaM, 6aprepHbIM
CHCTEMAM JUTA CTEPWIN3ALMH H YNAKOBOYHLIM CHCTEMAM
ISO 11607-2 Ynakosxa An8 MEAHUMHCKUX H3ACOH, NOANeKALUMX QHHHIUHOH
crepunmsauy. Yacts 2, TpeGoBanua K BATHAALNH NMPOLECCOB
HOPMHPOBAHIA, NEpMETHIALMH U cOOpKYU
13. Pexnamauns/Reclamation
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TTopAaaok NpeauABIEHHA pexnaMaiiit B OTBETOR HA HUX PETY ..oy y€TCH TPEKAARCKHM NMPABOM.
PeknaMalms MOWeET NPEAbARIATECA TONLKO MO TAKHM BOMPOCAM, KOTOPHE HE SRASANCH
NPeaMETOM NPHEMKH TOBapa, MPOH3BEACHHON B COOTBETCTBHE € YCIIOBHSMH JOTOROPA.

Mo BceM BompocaM, CBAZAHHKM ¢ ofcayxuBaHUeM Wadenus, HeoOGxoanMo oGpaTHTRCS K
YIONHOMOTCHHOMY NPeACTABHTENIO MPOUIBOANTENN.

B cmyuae pexnmamauuu ofpawarees x npoHIBOAMTEMO H / WIH YNOBHOMOMEHHOMY
MPEACTABHTENO NPOM3BOANTENR.

[TponsBoanTenb:

«KAPJ1 ILITOPL] CE u Ko. KI'», I'epmanns (KARL STORZ SE & Co. KG)
Dr.-Karl-Storz-Strafle 34, 78532 Tutilingen, Germany

Tenedou: +49 7461 708-0

®axc: +49 7461 708-105

E-mail: info@karistorz.com

YnoanomoueHHbi NPEACTARHTEL NPOHIBOAUTENH:

O6wmecTno ¢ orpanHyeHHOl oreeTcTBenHocThi0 KAPJI LUTOPL] - SHacckonet BOCTOK
(OO0 KIUT2 BOCTOK)

115114, r. Mocksa, Hab. Jlepenerckas, x. 7, c1p. 4

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

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

The procedure for suvnutting complaints and responses to them is governed by civil law.
A complaint may be brought only on such issnes that were not the subject of acceptance
of the goods made in accordance with the terms of the contract.

For all issues related to product maintenance, please contact the Authorized Representative
of the manufacturer,

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

Manufacturer:

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

Fax: +49 7461 708-105

E-mail: info(@karlstorz.com

Authorized representative of the manufacturer:

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

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

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

Email: info-ra@karistorz.com

14. Caenennn o nponssoautene / Information about manufacturer

PA3ZPABOTYHK:
«KAPJI LUTOPL| CE u Ko. KI'», l'epmauns (KARL STORZ SE & Co. KG)
Dr.-Karl-Storz-Strale 34, 78532 Tuttlingen, Germany

Tenedon: +49 7461 708-0

®axc: +49 7461 708-105

E-mail: info@karlstorz.com

NMPOU3BOAUTENDL:

«KAPJI IWTOPL] CE u Ko. KI'», Fepmannn (KARL STORZ SE & Co. KG)
Dr.-Karl-Storz-Strafie 34, 78532 Tuttlingen, Germany

Tenedon: +49 7461 708-0

daxc: +49 7461 708-105

E-mail: info@karistorz.com

YNOJHOMOYEHHLIA NMPEACTABUTEL MPON3BOAUTENS:
000 KIIT3 BOCTOK

115114, r. Mocksa, wab. JlepGenenckan, a. 7, ctp. 4

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

E-maik: info-ru@karlstorz com
MECTO NPOU3BOJACTBA:

DEVELOPER:

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

Fax: +49 7461 708-105

E-mail: info@karlstorz.com

MANUFACTURER:

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

Fax: +49 7461 708-105

E-mail: info@karlstorz.com

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER:
LLC “KSHTE VOSTOK"

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

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

Email: info-ru@karistorz.com

MANUFACTURING SITE:
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KARL STORZ SE & Co.KG, KARL STORZ SE & v0.KG,

Dr.-Karl-Storz-Strae 34, 78532 Tuttlingen, Germany Dr.-Karl-Storz-StraBle 34, 78532 Tuttlingen, Germany
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IIpunoxenne 1. lepeuens pexoMeHAyeMbIX YHCTRINMX H Ae3HRHOUPYIomHuX pacTBopoB\ Appendix 1. List of recommended cleaning and
disinfecting solutions
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IepeueHn pexoMenyeMuIX YHCTAMEAX H A3HHPRUNPYIomuX pacrsopos\ List of recommended cleaning and disinfecting solutions

Pyunas ouncrka n aesundexunn / Manual cleaning and disinfection

Yucramue pacteopni / Cleaning agent

Jezanduuupyome pacreopsi / Disinfectant

[IponspoanTeas / Toprosoe Haumenosaune / | IIpoussoaurens / Toprosoe nanmenoBanne /
Manufacturer Trade name Manufactarer Trade name
Advanced Sterilization Cidezyme® Advanced Sterilization Cidex OPA®
Products (Johnson & Products (Johnson &
Johnson) Johnson)
Anios ANIOSYME P.L.A. Anios ANIOSYME P.L.A.
B. Braun Medical AG Stabimed® B. Braun Medical AG Stabimed®
Ecolab Deutschland GmbH | Sekusept™ aktiv Ecolab Deutschland GmbH Sekusept™ aktiv
Esteer Pharma GmbH ULTRASEPTIN® activ Esteer Pharma GmbH ULTRASEPTIN® activ
Esteer Pharma GmbH ULTRASEPTIN® PAA Esteer Pharma GmbH ULTRASEPTIN® PAA
Lysoform Dr. Rosemann Lysoformin® 3000 Lysoform Dr. Rosemann Lysoformin® 3000
GmbH GmbH
Schumacher, Dr. GmbH PERFEKTAN® ENDO Schumacher, Dr. GmbH DESCOTON extra
Schulke & Mayr GmbH gigasept AF® forte Schumacher, Dr. GmbH DESCOTON 2% GDA
Schulke & Mayr GmbH gigasept® instru AF Schumacher, Dr. GmbH PERFEKTAN® ENDO
Schumacher, Dr. GmbH DESCOTON extra Schulke & Mayr GmbH gigasept AF® forte
Schulke & Mayr GmbH gigasept® instru AF
Schulke & Mayr GmbH Lysetol® V
Steril-4 s.r.l. STERIL-C
Weigert, Dr. GmbH & Co. neodisher® Septo Active
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Ouncrica 1 Ae3snndexuns B Molome-XeIHAEPHIHPYIOMUX Mamunax / Machine cleaning and disinfection

Yucrsmue pactaopas / Cleaning agent

Aesnngunupyiome pacTeophi / Disinfectant

Iponspoaurens / Manufacturer | Topropoe nammenonanne / Ipon3soanrens / Manufacturer | Toprosoe RanmenoBanue /
Trade name Trade name

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

Ecolab Deutschland GmbH Sekumatic™ FRE Weigent, 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*

YucTsmmpe cpeACTBa, NOMEUCHHEIC *, noKa3anH cBoio >¢ddexTHBHOCTS NpoTuB npHoHOB / Cleaning agents that are marked with*: These cleaning
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[[Tepeaood ¢ Hemeyx020 u aH2AUNICK 020 AILIKOE HA PYCCKUH ATHIK]

[[Tepeeod nadnucess, newameii u nomapuarbHozo 3asepenus na ooxymenme «Hucempyxyus no
akcnayamayuy  , HHcmpyMenmul  ONEPayuoHNO20  PEeKmockona OAR  MPAHCAHQAbHLIX
andockonudeckux onepayuti (TEQ) 6 eapuanmax UCRORHEHUR, C NPUHAORENCHOCMAMU'' Y,
npeoCmaereHHOM HA QHSAUICKOM U PYCCKOM A3vkax. ]

[Ha Gaanxe komnanuu «Kapn Ilimopy CE u Ko. KI'»]

dopMHpyeM BMecTe Oyayinee HAOCKONKH Ha npoTsxeHuH Gonee 75 ner

«KAPJ WITOPL] CE n Ko. K (KARL STORZ SE & Co. KG) * a/a 230 « 78503 Tymauuren/Tepmanus
(Postfach 230 78503 Tuttlingen/Germany)

/nodnuce!
24 aseyema 2022 2.

[[Texamb xomnanuu «Kapn Ilimopy CE u Ko. KI'»]

«Kapa liropit CE n Ko. KI'»
Jp.-Kapn-Iltopu-Lltpacce
34, 78532, TytnunreH,
T'epmanua
(Dr.-Karl-Storz-Strafie

34, 78532, Tuttlingen
Germany)

Ha3sanne MEANLIMHCKOTO H3ACAHA

2022r.

daxTuyeckuil aapec: Baskoackie «Hokwe Banx Al” Tytansres»  Kommanantwoe TMoanwit xoMnanLox
«KAP]1 LITOPL| CE u Ko. pexssinrw: SWIFT: TORSPUILECTED «KAPJI LUITOPL]
KI» «iOunKpeanT DEUTDESS653 «KAPI  WITOPIl CE ®cpeanstynre CE»
Ap. Kapn- Banx Al'» IBAN: DE09 6537 0075 0211 # Ko. KI'» Ap. Kapn-ltkropu-Lihipacce
liropu-llirpacce 34, SWIFT: 639000 Jp. Kapa-llhropu- 34,
78532 Tyrnusirenw/Tepsanna HYVEDEMMAT3 M, 78532 TytawnrenwTepmaivn
Tenedou: +49 7461 708-0  IBAN: DE62 6002 Hapomsnifi Sanx 78532 Tyrnunrer/Tepmanna  MecToHaxomacHHE
Gaxc: +49 7461 708-105 02900034 5326 05 «tlleapusanea-flonay-Hemap Mecronsxoxackue KOMIMAHNIC 1. TYSAHHTEH
3. nowTa: W» ROMTAHMA 1. Tytauwred Toproewit peectp:
info@Xkaristorz.com «Kpaticiunapkacee SWIFT: GENODESITUT Toprosnifl peecty: r. llIvyrrapt, HRB 762524
www.karlstorz.com Tyvautres» IBAN: DE97 6439 0130 0000 r. lrywrapr. HRA 450442  Ynpasssiomuil  aupexrop:
SWIFT: 772003 Hocur,. N  mnarensinuke  Kapn-Kpucrwan Iltopu
SOLADESITUT HAC: DE 142931059 fpenceaarens cosera
IBAN: DE79 6435 JupexTvea o6 YTWIGAIMA ANPEXTOPOB:
0070 0000 0013 22 AICKTPHYECKOrO MHorokpaTHMit  noueTHHA
H AMCKTPOHHN G aAoxrop Culfnnn liropy
ofopynosanns,

per. M DE 74465858
9370320, sep. 4.1
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Peectp Homapuansabix aeficreuit UVZ 1535/2022 UZ 1979/2022
Actpun Xapant-lUltpexrep * Ten.: +4974619659700 * daxc: +4974619659720

HomapHaabHoe y10cTOBEpEeHHE
INoanuce, nocTapneHnas BEOIE B MOCM NPHCYTCTBHH, ABJACTCA NOANHCEIO

r-Ha Kapuma JxaMmmam,

Aata poxaenun: 20 anpens 1985 1.,

cnyxeGHbIH agpec: 78532 r. Tyrnuuren, [{p. Kapn-Ilitopu-ilitpacce 34,
— M3BECTHOIO MHE JIHYHO —

YTO A HACTOAIIMM O(HIMANEHO YAOCTOBEPSIO,

r. Tyrnmsrex, 24 aerycra 2022 r.

/noonucw/
Hotapayc Actpun Xapaut-IUltpekxep

[[Tevamv nomapuycal
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Texonm 0anno20 doKymenma nepesén nepesoouux Paxumxynos Iasdap Cepransiesuts. IRanue HHOCMPARHO20
AIMKE noomeaepacoars. Banonnennsiii nepeeod s6REMCA RPAGUSOHIM, MOUHMM it RONHNM,

Poccuiickan Dedepanun
Topoo Mocxea
Heaoyams cedsmozo dexalpa ose mucavs 08a0yams mpemsezo 2004
A, Touxun Imumpus Banepveauy, nomapuyc 20pooa MocKkesl, Csudemerscmeyio nOORUNNOCIb nOONucy
nepesoduuxa Paxumxynosa Iavdapa Cepranuesuya.
Hoonucy coenana 8 moem npucymcmeuu.
JIuunocms nodnucasuiezo OoKyMenm YCmaHOBREHA.

3apezucmpuposaro 8 peecmpe: Ne 77/2079-1/77-2023-
VYnnaveno 3a cosepuenue vomapuansrozo deiicmsus: 400 py6.

Bcezo npownypoeano, nporymepo
u cxpenneno nevamso _ 30__

Homapuyc
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