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O6iune casenennn/General information

1.1. HaumenoBanune meanuunckoro uineans/Name of the medical device

TyGyc apTPocKOnHuecKHH AN CO3AAHNS FHAOCKONHYECKOro J0CTYNa B BAPHAHTAX
HCMOJIHEHHS, ¢ IPHHALIEAXHOCTAMH

Tylyc apTpockonHyecKH# AN CO3IAHHS IHAOCKONHYECKOro 10CTYNA B
BAPHAHTAX HCMOJIHEHHS, B COCTaBE:

1. Ty6yc apTpoCKONHYECKHH A% CO31aHHSA FHIOCKONTHUECKOro A0CTyNa B
BapHaHTaX HCMOJIHEHHA:
1.1.  Ty6yc apTpOCKONH4YECKHIA C NOBOPOTHBIM COEAHHMTENLHBIM MEXAHH3IMOM,

THAOpa3Mephi:

1.1.1.  Ty6yc aptpockonHyeckuii ¢ NOBOPOTHLIM COCAHHHTENbHAIM
MEXaHH3IMOM, C iByMs NOBOPOTHLIMH KpaHaMH, AHaMeTp 6,5 MM,
LnuHa 12 cM B cocTase:

— Tybyc - 1 wt,;
— O6T1ypatop apTpockonuueckul, Tynoi, AHameTp 4 MM (NIpH
HeobxoaumocTH) — He G6oaee 100 w.;

— OOTypatop apTpocKonHYecKHii, NOTYOCTphIH, nHaMeTp 4 MM (NpH
HeobxonnmocTH) — He 6osee 100 mrr.;

— OO6T1ypatop apTpocKonHueckHif, ocTpullt, auaMeTp 4 MM, 6e3
PYKOATKH (MpH HeobxoauMocTH) — He Gonee 100 mT.:

— OOGTypaTop apTpOCKONMHYECKHH, KaHIONHPOBaHHbIH, AHAMETP 4 MM,
¢ pykosTko# (npu HeobGxoaumocTH) — He 6onee 100 1oT.;

1.1.2.  Ty6yc aprpockonHYeckHi ¢ MOBOPOTHHIM COETHHUTENLHBIM
MEXaHH3MOM, C IBYMs (PUKCHPOBAHHBIMH KpaHaMH, AHaMETP 5.5 MM,
utnna 12 oM, B cocTase:

— Ty6yc -1 wr.;
— OO6Typarop apTpockonmn4yeckuil, Tynolt, 1HameTp 4 MM (IIpH
HeobxomumocTH) — He Gonee 100 w.;

— Obtyparop apTpockonuueckuit, NoayocTphiif, AuaMeTp 4 MM (npu
HeobxoaumocTH) — He Gonee 100 wT.;

— O6Typarop apTpockonH4eckuit, ocTpuiit, auameTp 4 MM, Ge3
PYKOATKH (NpH HeoGxoauMocTH) — He Gonee 100 wr.;

— OOTypaTop apTpOCKONMHYEeCKHKH, KAHIOIHPOBAHHbIH, AHAMETP 4 MM,
¢ pykosTko# (mpn Heob6xoaumocTu) — He Gonee 100 w.;

1.1.3. Ty6yc aprpockonuuecku#t ¢ NOBOPOTHHIM COEAHHHTENLHBLIM
MEXaHH3MOM, C JBYMSA MOBOPOTHLIMH KPaHaMH, IRAMETP 5.5 MM,
uiHa 12 oM, B cocTaBe:

Sheath for arthroscopy for creating endoscopic access in variants, with accessories
I Sheath for arthroscopy for creating endoscopic access in variants, consists of:
1. Sheath for arthroscopy for creating endoscopic access in variants:

1.1.  Sheath for arthroscopy with rotary coupling mechanism, dimension

types:

1.1.1.  Sheath for arthroscopy with rotary coupling mechanism, with
two rotary stopcocks, diameter 6,5 mm., length 12 cm, consists of:
— Sheath - 1 pc.;

— Obturator for arthroscopy, blunt, diameter 4 mm (if necessary) —
no more 100 pes.;

— Obturator for arthroscopy, semisharp, diameter 4 mm (if
necessary) — no more 100 pcs.;

— Obturator for arthroscopy. sharp, diameter 4 mm, without handle
(if necessary) — no more 100 pcs.;

— Obturator for arthroscopy, cannulated, diameter 4 mm, with
handle (if necessary) — no more 100 pcs.;

1.1.2.  Sheath for arthroscopy with rotary coupling mechanism, with
two fixed stopcocks. diameter 5,5 mm., length 12 cm, consists of’
— Sheath - | pc.;

— Obturator for arthroscopy, blunt, diameter 4 mm (if necessary) —
no more 100 pcs..

— Obturator for arthroscopy, semisharp, diameter 4 mm (if
necessary) — no more 100 pcs.;

— Obturator for arthroscopy, sharp, diameter 4 mm, without handle
(if necessary) — no more 100 pcs.;

— Obturator for arthroscopy, cannulated, diameter 4 mm. with
handle (if necessary) — no more 100 pcs.;

1.1.3.  Sheath for arthroscopy with rotary coupling mechanism, with
two rotary stopcocks, diameter 5,5 mm, length 12 cm, consists of:
— Sheath - 1 pc.;

— Obturator for arthroscopy, blunt, diameter 4 mm (if necessary) -
no more 100 pcs.;

— Obturator for arthroscopy, semisharp, diameter 4 mm (if
necessary) — no more 100 pcs.;

— Obturator for arthroscopy, sharp, diameter 4 mm, without handle
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— Tybyc— 1 wr.;

— Ofryparop aprpockonMYecKHR, Tynoil, guameTp 4 MM (mpu
HeoOXomEMOCTH) — He Goniee 100 1oT.;

— ObTyparop apTpockonuueckuil, naayocTphiit, AnameTp 4 MM (pn
HeoOxomaMocTH) — He Gonee 100 .,

— O6typarop apTpockomuccknii, oCTpuill, ARaMeTp 4 MM, Gea
pyxonTxH (nph HeobGxoammocTn) - He Gonee 100 orr.;

— OG6TypaTop apTPOCKOMTISCKRE, XaHIONHPOBAHHLIY, AHAMETP 4 MM,
¢ pyxoaToil (npu HeobxoaumocTy) — se Gonee 100 wmT.;

1.1.4. TyGyc aprpocronsuecknii ¢ MOBOPOTHLIM COCIHHITENLHLIM
MEXAHWIMOM, ¢ OffHHM NOBOPOTHLIM KPAHOM, AMAMETP 5,5 MM, THHA
12 cm, B cocTase:

— TyGyc - | mr.;

— ObGTyparop aprpockonuacckuii, TynoH, AHameTp 4 MM (NpH
neobxoaumocTh) — ke Gonee 100 m.;

— O6TyparTop apTpPOCKONMICCKAH, NOMYOCTPLIA, ARaMETp 4 MM (TpH
HeobxoansocTd) — Re Sonee 100 wr.;

— OG1yparop apTpockonivecknil, ocTpuill, uamerp 4 MM, Ge3
pyxoaTs (npx HeoOxommiocTn) — He Sonee 100 m.;

— O6Typarop apTpoCKONMHICCKHH, KAHIONNPOBAHHbIHN, AHAMETP 4 MM,
¢ pyxosTiolt (npu HeoOxomaMocTr) — e Gonee 100 mT.;

1.1.5. Ty6yc aprpockonuueckiil ¢ NOBOPOTHRIM COENHHETENLHLIM
MEXAHKIMOM, ¢ IBYMA NOBOPOTHEIMM KPAHAMM, ANAMETP 4 MM, JVIHHA
12,5 cu, 8 cocTane:

— Tybyc - | wr.;
— OG6T1yparop apTpockomueckui, Tynoli, axametp 3 um, Ges
pyxosTxH, (npH HeobxomumocTa) — He Gonee 100 w.;

1.1.6. TyGyc aptpockoniieckuil ¢ TOBOPOTHHIM COCAHHHTONLHEM
MEXaHHIMOM, C OAHHM (PHECHPOBAHHBIM KDAHOM, ANAMETD 2,5 MM,
INHHA 4 CM, B COCTABE:

- Tybyc— | mm.;

— OGTypaTop apTPOCKONMYCCKUIL, OCTpLIH, MaNeTp 2 MM, €
pyxostxoll (npu neobGxommocTu) — ne Gonee 100 wr.;

— OOTYpaTop APTPOCKONMYECKIH, TYNON, KUaMeTp 2 MM, ¢
pyxosTxoit (npu HeobxomaMocTH) — He Gonee 100 wr.;

1.2, TyGyc aprpocxomrccruil ¢ 3aXEMHEEM COSAHBNTENLHIM MEXAHHIMON,
THROPAIMEPHL:

(if necessary) — no more 100 pcs.;
— Obturator for arthroscopy, cannulated, diameter 4 mm, with
handle (if necessary} — no more 100 pcs.;

1.1.4.  Sheath for arthroscopy with rotary coupling mechanism, with
one rotary stopcock, diameter 5,5 mm, length 12 cm, consists of:
— Sheath - 1 pe.;

— Obturator for arthroscopy, blunt, diameter 4 mm (if necessary) -
no more 100 pes.;

— Obturator for arthroscopy, semisharp, diameter 4 mm (if
necessary) - no more 100 pcs.;

— Obturator for arthroscopy, sharp, diameter 4 mm, without handle
(if necessary) — no more 100 pes.;

— Obturator for arthrescopy, cannulated, diameter 4 mm, with
handle (if necessary) — no more 100 pcs..

1.1.5.  Sheath for arthroscopy with rotary coupling mechanism, with
two rotary stopcocks, diameter 4 mm, length 12,5 cm, consists of:
— Sheath — | pe..

— Obturator for arthroscopy, blunt, diameter 3 mm, without
handle, (if necessary) — no more 100 pcs.;

1.1.6.  Sheath for arthroscopy with rotary coupling mechanism, with
one fixed stopcock, diameter 2,5 mm, length 4 cm, consists of:
— Sheath -1 pc;
— Obturator for arthroscopy, sharp, diameter 2 mm, with handle (if
necessary) — no more 100 pes.;
— Obturator for arthroscopy, blunt, diameter 2 mm, with handle (if
necessary) — no more 100 pcs.;

1.2. Sheath for arthroscopy with snap-in type coupling mechanism,
dimension types:

1.2.1.  Sheath for arthroscopy with snap-in type coupling mechanism,
with distal end with holes for irrigation, with two rotary stopcocks,
diameter 6 mm, length 13,5 cm, consists of:

— Sheath -1 pc.;

— Obturator for arthroscopy, blunt, diameter 4 mm, without handle
(if necessary) — no more 100 pcs.;

— Obturator for arthroscopy, semisharp, diameter 4 mm, without
handle (if necessary) — no more 100 pcs.;
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12.1. Tybyc apTpocKonusecxiui ¢ 38RUMHEM COEANHHTEIbHBIM
MEXAHHIMOM, ¢ ZHCTRIbHBIM KOHIIOM C OTECPCTRAMM A/IN HPPHTALMH, ¢
ZBYMA NOBOPOTHLIMY KpaHaMu, AnaMeTp 6 MM, tHnAa 13,5 oM, B
cocTabe:

— Tybyc -1 urr,;
— OO0TypaTop apTPOCKONHICCKMH, TynoH, auameTp 4 MM, Be3
PYKOATKH (pH HeobxoauMocTr) — we Gonee 100 wT.;

— Ofryparop aprpockonHueckuit, momyocTpsifi, anamertp 4 Mm, 6e3
pykosTxu (1rpu HeobxoaumocTy) - te Gonee 100 mr.;

122. TyGyc apTpocKONHNECKAH ¢ 3AMHMHBM COCANHHATELHEM
MEXaHUIMOM, € ANCTATLHLIM KOHLIOM ¢ OTBEPCTHAMH UL HPPHTALHH, C
OZIHHM FIOBOPOTHHIM KPAHOM, AHAMETP 6 MM, AnuHa 13,5 cm, B
cocTase:

— Tybyc — | wr.;

— Obryparop apTpockonutieckuil, Tynol, auamerp 4 mm, 6¢3
pykoxTky (IIph HeoOxoaumocTH) — e Gonee 100 wr.;

— O6TypaTop apTpOCKONMHLECKHH, NONYOCTPbIK, AnaMeTp 4 MM, Gc3
pyxosTku (npH HeoOxoaumocTH) — e Gonee 100 wr.;

1.2.3. Tybyc aprpockonmieckiil, ¢ 3EMMHEIM COCIWHHTETRHBIM
MeXaruIMOM, Anx apTpockonos ENDOCAMELEON, ¢ avcranbibiM
KOHUOM C OTBEPCTHAMH JUIA HPPHTALHH, C ARYMA NOBOPOTHLIMH
KpaHamu, aHameTp 6 MM, AnKHa 13,5 cM, B cocTase;

— Tybyc — | wr.;

— OO6T1yparop aprpockonuyeckHit, KaHIOIWpOBaHHbIL, auaMeTp 4 MM,
¢ pykoaTkoi (npy HeoOxoanMOCTH) — He Sonee 100 wT.;

— QOGtyparop aprpocxoniseckui, Tynoil, auaMerp 4 Mm {npy
seol0xonnMocTR) — He Gonee 100 miT.;

— O6Typarop apTpockonuyeckuii, TOMyoCTpLiil, AuaMeTp 4 MM (pu
HeobxoaumocTy) — He Gonee 100 urr.;

124, TyGyc apTpoCKONHYECKHH C JKHMHBIM COENHHUTENbHBLIM
MEXAHHIMOM, ¢ ABYMA NIOBOPOTHBIMH KPEHAMH, IHAMETD 6 MM, IVIHHA
13,5 cM, B cocTaee:

— Tybyc -1 mr.,;

— OfGryparop apTpockonuueckuil, Tynoll, auaMerp 5 mm, Ge3
pyxoaTxn (pu HeobxoxaumocTH) — ve Gonee 100 wr.;

— OOG1yparop apTpockonudecknii, nonyocTpbiil, AHamMeTp 5 MM, 6e3
pyKoaTkn (npH HeobxoauMOCTH) — He Bonee 100 wr.;

— O61ypaTop apTpockoniyeckuli, KARIONIMPOBAKHBIH, 1HAMETD S MM,
C PYXORTKO#H (Np# HeoOxoauMocTH) — He Gonee 100 wT.;

12.2. Sheath for arthroscopy with snap-in type coupling mechanism,
with distal end with holes for irrigation, with one rotary stopcock,
diameter 6 mm, length 13,5 cm, consists of:

— Sheath -1 pc.;

— Obturator for arthroscopy, blunt, diameter 4 mm, without handle
(if necessary) — no more 100 pcs.;

— Obturator for arthroscopy, semisharp, diameter 4 mm, without
handle (if necessary) — no more 100 pcs.;

1.2.3.  Sheath for arthroscopy, with snap-in type coupling
mechanism, for ENDOCAMELEON arthroscopes, with distal end
with holes for irrigation, with two rotary stopcocks, diameter 6 mm,
length {3,5 ¢cm, consists of:

— Sheath - 1 pe.;

— Obturator for arthroscopy, cannulated, diameter 4 mm, with
handle (if necessary) — no more 100 pcs.;

— Obturator for arthroscopy, blunt, diameter 4 mm (if necessary) —
no more 100 pcs.;

— Obturator for arthroscopy, semisharp, diameter 4 mm (if
necessary) — no more 100 pcs.;

12.4. Sheath for arthroscopy with snap-in type coupling mechanism,
with two rotary stopcocks, diameter 6 mm, length 13,5 cm, consists
of:

— Sheath - 1 pc.;

— Obturator for arthroscopy, blunt, diameter 5 mm, without
handle (if necessary) - no more 100 pcs.;

— Obturator for arthroscopy, semisharp, diameter 5 mm, without
handle (if necessary) — no more 100 pcs.;

— Obturator for arthroscopy, cannulated, diameter 5 mm, with
handle (if necessary) — no more 100 pes.;

1.2.5. Sheath for arthroscopy with snap-in type coupling mechanism,
with one rotary stopcock, diameter 6 mm, length 13,5 cm, consists
of:

— Sheath — I pc.;

— Obturator for arthroscopy, blunt, diameter 5 mm, without handle
(if necessary) - no more 100 pcs.;

— Obturator for arthroscopy, semisharp, dsametcr 5 mm, without
handle (if necessary) — no more 100 pcs.;

— Obturator for arthroscopy, cannulated, diameter 5 mm, with

handle (if necessary) — no more 100 pcs.;
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1.2.5. Ty6yc apTpOCKONMIECKHI ¢ 30KMMHBIM COCTHHATENLHRIM
MEXAHHIMOM, C OJIHHM MNOBOPOTHLIM KPAHOM, THAMETP 6 MM, ANTHHA
13,5 ¢M, B cocrape:

— Tybyc— | wi,;

— Ob1yparop aprpockonuaeckuii, Tynofi, AuaMerp 5 My, Ges
pyxosTxh (pH HeobxoanmocT) — He Gonee 100 mT.;

— Ob1yparop aprpockonsMecKkuii, nmomyocTphifh, Auamerp $ mm, Ge3
PYKOATEH (TipH HeobxoauMocTH) — He Gonee 100 mT.;

~— O61ypaTop apTpoCKONAYECKRA, KAHIONBPOBAHHKL, AnAMETD S MM,
¢ pyxoaTxoll (mpH HeobxoanmocTn) — He Sonee 100 wr.;

1.2.6. Tybyc aprpocxonuuecknii ¢ IRKUMHBIM COCAUHHTENbHBIM
MEXAHIMOM, C [IBYMA NOBOPOTHbIMH KPAHAMK, C PAXAANLHED
PacronoKeHHEIMN Ha AHCTRNLHOM KOHI OTBEPCTHAMH, IHAMETP 6
MM, anHHA 13,5 ¢M, B cocTaBe:

— Tybye— 1 mir.;

— O6Typarop aprpockoniieckifl, Tynoll, asametp 4 MM (npw
HeobxoauMocTH) — ve Gonee 100 wr.;

— OO6Typarop apTPOCKOMAYECKHH, IOMYoCTPhii, AHaMeTp 4 MM (NpH
neobxonuMocTH) — e Gonee 100 wir.;

— Obtyparop aprpockonmieckuil, ocrpuiit, nuameTp 4 Mm, Ge3
PYKOATKH (TpH HeoGxoauMocTH) — ne Gonee 100 wr.;

— OO6Typatop apTpockonHIecknil, KEHIONHPORAKHEIN, IHAMETD 4 MM,
¢ pykoaTxo# (npu BeoSxonumMocTH) - He Sonee 100 wr.;

1.2.7. TyGyc apTpockonueckHi ¢ 3AKHMHBIM COEAMHRTENBHEIM
MEXAHIMOM, C NBYMSA TIOBOPOTHHIMK KPAHAMH, AUAMETD 5,5 MM,
anuna 13,5 oM, B cocTase:

— Ty6yc— 1 wr.;

— Obvyparop aptpockommueckiit, Tynoit, xnamerp 5 mn, Ges
pyxoaTxy (nupu Heobxoammocti) — e Gonee 100 wr.;

— OO0rypaTop apTpoCKOITAYECKMI, NIIYOCTPHIiL, AHaMETD 5 MM, 6e3
PYKOATKH {PH HeOGXOAMMOCTH) ~ e Gonee 100 T.;

— OOT1yparop apTpockonuueckuli, KAHIOMAPOBAHKEWN, AMAMETD 5 MM,
¢ pyxoaTkol (npu HeoGxonuMocTH) — we Gonee 100 wr.;

1.2.8. TySyc apTpockonHuecKui ¢ 3aXHMHBLIM COBAHHHTENLHWIM
MEXAHIIMOM, ¢ OIHHM NOBOPOTHLIM KPAHOM, ZHAMETP 5,5 MM, ZAHHA
13,5 cm, B cocTaBe:

— Tybyc~ 1 m.;
— Ofryparop aptpockonirieckuit, Tyno#t, anamerp 5 mm, Ges

12.6. Sheath for arthroscopy with snap-in type coupling mechanism,
with two rotary stopcocks, with holes radially located at the distal
end, diameter 6 mm, length 13,5 cm consists of:

— Sheath - 1 pc.;

— Obturator for arthroscopy, blunt, diameter 4 mm (if necessary) -
no more 100 pes.;

— Obturator for arthroscopy, semisharp, diameter 4 mm (if
necessary) — no more 100 pcs.;

— Obturator for arthroscopy, sharp, diameter 4 mm, without handie
(if necessary) - no more 100 pcs.;

— Obturator for arthroscopy, cannulated, diameter 4 mm, with
handle (if necessary) — no more 100 pes.;

1.2.7.  Sheath for arthroscopy with snap-in type coupling mechanism,
with two rotary stopcocks, diameter 5,5 mm, length 13,5 cm,
consists of?

— Sheath - 1 pc.;

— Obturator for arthroscopy, blunt, diameter 5 mm, without handle
(if necessary) — no more 100 pes.;

— Obturator for arthrescopy, semisharp, diameter § mm, without
handle (if necessary) — no more 100 pcs.;

— Obturator for arthroscopy, cannulated, diameter $ mm, with
handle (if necessary) —no more 100 pcs.;

1.2.8.  Sheath for arthroscopy with snap-in type coupling mechanism,
with one rotary stopcock, diameter 5,5 mm, length 13,5 cm, consists
of:

— Sheath -1 pc.;

— Obturator for arthroscopy, blunt, diameter 5 mm, without handle

(if necessary) — no more 100 pcs.;

— Obturator for arthroscopy, semisharp, diameter 5 mm, without

handle (if necessary) — no more 100 pcs.;

1.2.9. Sheath for arthroscopy with snap-in type coupling mechanism,
with holes radiatly located at the distal end, with two rotary
stopcocks, diameter 5,5 mm, length 13,5 cm, consists of:

— Sheath - 1 pc.;

— Obturator for arthroscopy, blunt, diameter 4 mm (if necessary) —
no more 100 pes.;

— Obturator for arthroscopy, semisharp, diameter 4 mm (if

necessary) — no more 100 pes.;
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PYKOATXH (npH HeoOxoAHMOCTH) — He Gonee 100 wir.;

— Oftypatop apTpockonuueckiit, nonyocTpstit, arameTp 5 um, Ge3
pyKOATKH (NPl HeoSXOMHMMOCTH) — He Gonee 100 wT.;

12.9. Ty6yc apTpockonwdeckuii ¢ 3aXHMHEIM COSNUHHTEALHEIM
MEXAHH3MOM, C PARHANLHO PACTIOIOKEHHEIMH HA THCTALHOM KORLE
OTBEPCTHAMM, C ABYMS NOBOPOTHLIMH KPaHAMH, ZHAaMETP 5,5 MM,
Anita 13,5 oM, B cocrase:

— Tybyc —1 wm.;

— Obryparop aprpockonuieckui, TynoH, anamerp 4 MM (npu
neobxoaumocTy) — e Gonee 100 wr.;

— OGTyparop apTpOCKONMMECKHH, NOJIyOCTpEil, TuaMeTp 4 MM (NpH
HeoOxoanmoeTH) — He Gonee 100 wr.;

— OG6Typarop apTpockonMieckuil, ocTpuifl, AnameTp 4 MM, Gez
pyxoaTKH (TpH ReoOxozuMacTu) — He Gonee 100 miT.;

— O6typarop apTpocxkonHEckuil, KAHIONUPOBAHHBIE, THAMETD 4 MM,
¢ pykoaTkoi (npr HeoOxoznMocTH) — He Gonee 100 w.;

12,10, Ty6yc aprpockonuteckuti ¢ 3aMHMHLIM COSAMHHTEALHEIM
MEXAHH3IMOM, ¢ ABYMS IOBOPOTHLIMH KPAHAMH, AMAMETD 4 MM, ANHHA
7.5 cM, B cocTape:
~— TyGye— | wr.;

— O6TYpaTop apTPOCKONHIECKMH, TYTION, AUAMETP 4 MM, C
PYXOATKO#H (NpH HeoOxoAUMOCTH) — He Goviee 100 m.;

1.2.11. Ty6yc aprpockonuyeckuii ¢ 3BXHMHBIM COEAHHUTENBHBIM
MEXaHWIMOM, ¢ IBYMS MOBOPOTHAIMH KPAHAMK, AMAMETP 3,5 MM,
AnHHA 6,5 cM, B cocTaBe:

— Tybyc - 1 wir,;
— Obtyparop apypockonuveckuil, ocTphilt, auamerp 3 Mm, ¢
pyroarTxoit (npu HeobxomMMocTH) — He Gonee 100 wr.;

— O6typarop aprpockomiueckuii, Tynoi, 1HamMeTp 3 MM, ©
pyxoatkoli (npu HeoOxoxumMocTH) — He Ganee 100 wT.;

1.2.12. Ty6yc apTpockonuuecknli C JaKNMHLIM COBAHHHTEALHBIM
MEXZHIIMOM, ¢ OZIHHM TIOBOPOTHSIM KPAHOM, AHAMETD 3,2 MM, JUTHHA
8.5 oM, B cocTase:

— Tybyc -1 mv.;

— OObrypaTop apTpockoniteckHit, ocTpeill, nHaMeTp 3 MM, ©
pyxoaTko# (npu neobxonumocTn) — ve Sonee 100 wr.;

— O6typarop aprpockonigeckufl, TynoH, muamerp 3 MM, ©
pyxoaTKo# (mpH HeoOxommMacTh) — He Sosee 100 wr.;

— Obturator for arthroscopy, sharp, diameter 4 mm, without handle
(if necessary) — no more 100 pes.;

— Obturator for arthroscopy, cannulated, diameter 4 mm, with
handle (if necessary) — no more 100 pcs.;

1.2.10. Sheath for arthroscopy with snap-in type coupling mechanism,
with two rotary stopcocks, diameter 4 mm, length 7,5 cm, consists
of:

— Sheath - 1 pc.;
— Obturator for arthroscopy, blunt, diameter 4 mm, with handle (if
necessary) — no more 100 pcs.;

1.2.11. Sheath for arthroscopy with snap-in type coupling mechanism,
with two rotary stopcocks, diameter 3,5 mm, length 6,5 cm, consists
of:

— Sheath — 1 pc.;

— Obturator for arthroscopy, sharp, diameter 3 mm, with handle (if
necessary) — no more 100 pes.;

— Obturator for arthroscopy, blunt, diameter 3 mm, with handle (if
necessary) — no more 100 pes.;

1.2.12. Sheath for arthroscopy with snap-in type coupling
mechanism, with one rotary stopcock, diameter 3,2 mm, length 8,5
¢m, consists of:

— Sheath — 1 pc.;

— Obturator for arthrescopy, sharp, diameter 3 mm, with handle (if
necessary) — no more 100 pes.;

— Obturator for arthroscopy, blunt, diameter 3 mm, with handle (if
necessary) — no more 100 pes.;

1.3. Sheath for arthroscopy STROBEL with lock-in coupling mechanism
and two rotary stopcocks, diameter 6 mm, length 12 cm, consists of:
— Sheath — 1 pc.;
— Obturator for arthroscopy, blunt, diameter 4 mm (if necessary)
~no more 100 pcs.;
— Obturator for arthroscopy, semisharp, diameter 4 mm (if
necessary) — no more 130 pes.;
— Obturator for arthroscopy, sharp, diameter 4 mm, without
handle (if necessary) — no more 100 pes.;
— Obturator for arthroscopy, cannulated, diameter 4 mm, with
handle (if necessary) — no more 100 pcs.;
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1.3. Tybyc aprpockommueckuit STROBEL ¢ zamnenkusaiommmMcs

COCAHHUTETLHBIM MEXAHH3MOM H IBYMR OBOPOTHLIMH KPAHAMH, THAMETD
6 mMm, 2nuna 12 oM, B cocTase:
— Tybyc—1ur,;
— Obtyparop aprpockonHueckHit, Tynokt, anameTp 4 MM (Ipu
HeobxommmMocT) — ne Gonee 100 wr.;
— O6Gtyparop aprpockonuvieckHi, noayocTphiil, AHameTp 4 MM (IpH
neofxoanMocTy) — e Gonee 100 mr.;
— OGryparop apypockormaueckub, ocTpuii, aHaMmeTp 4 MM, Ge3
pyxoaTkH (mph neolxouumocT) — He Gonee 100 wir.;
— OO6TypaTop apTpocKoTHNECKuH, KRHIOTHPOBAHHKIN, AHAMETP 4 MM,
¢ pykoaTxoit (npn HeobxoammocTh) — ue Gonee 100 wr.;
2. HBcTpyKuus no IKCIUTYaTauus — 1 wr.
II. Npusaxrexuocma:
Kpat ¢ xoHycoM u pykoaTko# — | w.;
KpaH 3anophmii Ans HPPHralHOHHOTO Kanana ~ | 1T,
Kpau 3anophiit ¢ pyxoaTkoh — | wr.;
Koasuo npoxnaaounoe 11x1,30 — 10 wr./yn,;
Konsuo npoxaanounoe — 10 wr./yn.;
Tafika, nwamerp 19,5 My — 1 urr,;
Talika c nakaToM, avameTp 13 MM — | wWwT.;
Konnagox npysnnsnii — 1 wr.;
Puisaskok 3anopuntit 6052191 - 1 mr.;
10 Privaxox sanopubiti 6104291 - | wr.;
11. Porwaxok 3amopusii 6104391 — | wr.;
12. Anatrrep ¢ kpaHoM — | wiT.;
13. Ananrep ¢ AByMa kpanaMu 7957291 — 1 mr.;

14, Apanvep ¢ aByMa kpaHamMn 7957391 - | mrr.;
15. Hacanxa yrnotHurensnas — 1 wr.

RN =

2. Instructions for use — 1 pc.
II.  Accessories:
Stopeock with cone and handle — 1 pc.
Stopcock for irrigation channel — | pc.
Stopeock with handle — 1 pe.
O-ting 11x1.30 - 10 pes/pack.
O-ring - 10 pes/pack.
Nut, diameter 19.5 mm - 1 pc.
Knurled nut, diameter 13 mm - 1 pe.
Spring cap - 1 pc.
. Locking lever 6052191 - 1 pe.
10 Locking lever 6104291 - 1 pc.
11. Locking lever 6104391 — 1 pc.
12. Adapter with stopcock — 1 pe.
13, Adapter with two stopcocks 7957291 - 1 pc.
14, Adapter with two stopcocks 7957391 - 1 pc.
15. Sealing nozzle - 1 pc.

RN AWN -~

1.2. lepevens apruxyaos ninenni/REF list

L. TyGye aprpocsondyeckmii /I COIARHRA IHAOCKONHISCKOTD A0CTYNS, BAPHAHTH

L. Sheath for arthroscopy for creating endoscopic access in variants:

HCTIOVIHEHHRS Name _REF
HanmeHoBaHue REF Sheath for arthroscopy with rotary coupling mechanism, with two 28229DR

Tyfyc apTpockonMMeckHii ¢ NOBOPOTHLIM COCAMHHTENBHBLIM rotary stopcocks, diameter 6,5 mm, length 12 cm

MEXaHHIMOM, C ABYMA NOBOPOTHLIMH KPAHAMH, AHAMETD 6.5 MM, 28229DR Sheath for arthroscopy with rotary coupling mechanism, with two 28126B

anuna 12 oM fixed stopcocks, diameter 5,5 mm, length 12 ecm

Ty6yc apTpockonuueckitii ¢ IOBOPOTHLIM COSTHHHTE/LHLIM 281268 Sheath for arthroscopy with rotary coupling mechanism, with two 28126CR
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MEXBHIIMOM, ¢ ABYNS UKCHPOBAHHLIMU KPEHAMH, AHAMETD 5,5 MM, rotary stopcocks, diameter 5,5 mm, length 12 cm
anusa 12 oM Sheath for arthroscopy with rotary coupling mechanism, with one 28126R
Ty6yc apTpockomsieckiii ¢ MOBOPOTHEIM COCAHHHTEMbHRIM rotary stopcock, diameter 5.5 mm, length 12 cm
MEXaHI3MOM, C ABYNS MOBOPOTHHIMH KPaHAMH, AHAMETD 5,5 MM, 28126CR Sheath for arthroscopy with rotary coupling mechanism, with two 28132CR
Anmta 12 oM rotary stopeocks, diameter 4 mm, length 12,5 cm
Tybyc aprpocxomruecknii ¢ NOBOPOTHBIM COCHHHATENBHEM Sheath for arthroscopy with rotary coupling mechanism, with one 28306BN
MEXAHHIMOM, ¢ ONHHEM NOBOPOTHHM KPAHOM, IHAMETD 3,5 MM, fHHa 28126R fixed stopcock, diameter 2,5 mm, length 4 cm
12¢cM Sheath for arthroscopy with snap-in type coupling mechanism, with
Ty6yc apTPOCKONH4SCKKH ¢ NOBOPOTHRIM COCNAHATENLHEIM distal end with holes for irrigation, with two rotary stopcocks, 28136DS
MEXAHH3MOM, C ABYMA ITOBOPOTHEIMH KPAHAMH, AHAMETP 4 MM, 28132CR diameter 6 mm, length 13,5 cm
pauna 12,5 cM Sheath for arthroscopy with snap-in type coupling mechanism, with
Ty6yc aprpockonHyecknii ¢ TOBOPOTREIM COSAHHRTENLHMNM distal end with holes for irrigation, with one rotary stopcock, diameter 281368
MEXAHH3MOM, ¢ OFHHM (PHKCHPOBAHHLIM KDAHOM, AHAMETD 2,5 MM, 28306BN 6 mm, length 13,5 cm
ANHHA 4 ¢M Sheath for arthroscopy, with snap-in type coupling mechanism, for
Ty6yc ApTPOCKOIMIECKHAN C SNHMHBIM COSTHHHTEALHBIM ENDOCAMELEON arthroscopes, with distal end with holes for 28136EC
MEXAHKIMOM, C IMCTATBHRIM KOHIIOM C OTBEPCTHAMM LA 28136DS | irrigation, with two rotary stopcocks, diameter 6 mm, length 13,5.cm
WPPHFaOFH, C ABYNS NOBOPOTHRIMM KPAHAMH, IHAMETP 6 MM, VAR Sheath for arthroscopy with snap-~in type coupling mechanism, with 28130CR
13.5cm two rotary stopcocks, diameter 6 mm, length 13,5 cm
Tybyc apTpockommeckHii ¢ 3BKUMHBIM COSAMHHTENLHBIM Sheath for arthroscopy with snap-in type coupling mechanism, with 28130R
MEXAHM3MOM, ¢ AHCTANLHEIM KOHIIOM ¢ OTBEPCTHAMY LA 281368 one rotary stopcock, diameter 6 mm, length 13,5 cm
HpPPUralMK, ¢ OHHM NOBOPOTHEIM KPAHOM, XMAMETD 6 MM, AAHHA Sheath for arthroscopy with snap-in type coupling mechanism, with
13,5 cM two rotary stopcocks, with holes radially located at the distal end, 28136CR
Ty6yc apTpockonEIecKui, ¢ 3MKUMHEM COSAMHATENLEBLIM diameter 6 mm, length 13,5 cm
MexaHiaMoM, uin aprpockonos ENDOCAMELEON, ¢ gucranmsHem 28136EC Sheath for arthroscopy with snap-in type coupling mechanism, with 28131CR
KOHIXONM ¢ OTBEPCTHAME JJIA HPPHTalHK, ¢ IBYM9 NOBOPOTHAINK two rotary stopcocks, diameter 5.5 mm, length 13,5 cm
KpaHAMH, IBAMETD 6 MM, UTHHA 13,5 oM Sheath for arthroscopy with snap-in type coupling mechanism, with 28131R
TyGyc apTpockomdeckuif ¢ 3KHMHBIM COCARHATEbHBM one rotary stopcock, diameter 5,5 mm, length 13,5 em
MEXAHH3IMOM, C IBYMA NOBOPOTHLIMK KPAHAMM, AHAMETP 6 MM, 28130CR Sheath for arthroscopy with snap-in type coupling mechanism, with
anuna 13,5 cM holes radially located at the distal end, with two rotary stopcocks, 28135CR
TyGyc apTPOCKONHIECKHL C IMKHMHRIM COCARHMTEbHEIM diameter 5,5 mm, length 13,5 cm
MEXAHH3MOM, C ABYMA IOBODOTHLIMY KPABAMH, AHAMETD 6 MM, 28130R Sheath for arthroscopy with snap-in type coupling mechanism, with 28133DS
anuna 13,5 cM two rotary stopcocks, diameter 4 mm, length 7,5 cm
TyGyc apTpOCKOMHILCERI ¢ 3KHMHNM COSRHHHTENIBHRIM Sheath for arthroscopy with snap-in type coupling mechanism, with 28303DS
MEXQHW3IMOM, C /IBYMA TIOBOPOTHBIMH KDAHAMY, IHAMETP 5,5 MM, 28136CR two rotary stopcocks, diameter 3,5 mm, length 6.5 cm
AnHHa 13,5 oM Sheath for arthroscopy with snap-in type coupling mechanism, with 28303BS
TyGyc apTPOCKONHIECKH ¢ ITKHMHKM COCAHHHTETBHBIM two rotary stopcocks, diameter 3,2 mm, length 8,5 cm
MEXAHHIMOM, ¢ ABYMA OBOPOTHEIMM KDAHAMHE, C PAABATHHO 28131CR Sheath for arthroscopy STROBEL with lock-in coupling mechanism 28129CR

BA ABCTAILHOM KOHILS OTBEPCTHAM, AUAMETD 6 and two rotary stopcocks, diameter 6 mm, length 12 cm

MM, Ak 13,5 oM Obturator for arthroscopy, semisharp, diameter 4 mm 28126BT
Ty6yc apTPOCKONHICCKHI C 3KHMHLIM COCAHHHTEIN5HEM Obturator for arthroscopy, blunt, diameter 4 mm 28126BC
MCXAHWIMOM, C OHHM NOBOPOTHLIM KPAHOM, IHaMeTp 5.5 MM, uma | 28131R Obturator for arthroscopy, sharp, diameter 4 mm, without handle 28126BS
13,5 cM Obturator for arthroscopy, cannulated, diameter 4 mm, with handle 281340
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Ty6yc apTPOCKONMUYECKWNA C 3aKNMHbIM COEUHNTENbHbIM
MEXaHU3MOM, C pajuasibHO PacrnonoXXeHHbIMU Ha ANCTaIbHOM KOHLe
O0TBEPCTUAMMU, C AIBYMSA NOBOPOTHLIMU KpaHamu, AnameTp 5,5 M,
anunHa 13.5 cm

Ty6yc apTPOCKOMUYECKUI C 3aXKNUMHbBIM COEAUHUTEbHbIM
MexaHU3MOoM, C [IByMSA NMOBOPOTHbLIMWU KpaHamu, juamMeTp 4 MMm.
annHa 7,5 cm

Ty6yc apTPOCKOMNYECKWI C 3aKUMHbBIM COEAUHUNTENbHbIM
MeXaHU3MOM, C [BYMS MOBOPOTHLIMW KpaHamu, anameTp 3,5 MM,
L/IMHa 6,5 cm

Ty6yc apTPOCKOMUYECKUIA C 3aKMMHbIM COEAUHUTENBHbIM
MeXaHU3MOM, C IByMsi MOBOPOTHbIMW KpaHamu, AuameTp 3,2 MM.
4nnHa 8.5 cm

Ty6yc apTpockonuyeckuii S TROBEL c 3awenknatommcs
COeAVHNTENbHBIM MEXaHW3MOM W ABYMSI MOBOPOTHbLIMY KpaHamu,
avameTp 6 MM, gnvHa 12 cm

O6TypaTop apTPOCKOMUYECKNIA. MONYOCTPbIN, AnaMeTp 4 MM.
O6TypaTop apTPOCKOMUYECKNIA, TYNOW, AuaMeTp 4 MM.

O6TypaTop apTPOCKOMMUYECKUIA. OCTPbIN, gnameTp 4 MM, 6e3
PYKOSITKA

O6TypaTop apTPOCKOMUYECKUIA, KaHIOIMPOBAHHbIRA, AuaMeTp 4 MM, C
PYKOSITKOI

O6TypaTop apTPOCKOMUYECKWiA, TyNoi, guameTp 3 MM, 6€3 pyKoATKN
O6TypaTop apTPOCKOMUYECKWiA, TyNoi, guameTp 5 MM, 6e3 pyKosiTKN
O6TypaTop apTPOCKOMNMYECKMIA. MONYOCTPbIA. AnaMeTp 5 Mm. 6e3
PYKOSITKU

O6TypaTop apTPOCKOMUYECKUIA. KaHOMPOBAHHbINA, uamMeTp 5 MM. ¢
PYKOSITKOM

O6TypaTop apTPOCKOMMYECKWIA. TYMNOM, AnameTp 4 MM, C PyKOATKON
O6TypaTop apTPOCKONMYECKWIA, TYMOR, agnameTp 4 MM, 6e3 pyKosATKM
O6TypaTop apTPOCKONMYECKMWIA, MONYOCTPbINA, AuameTp 4 MM. 6e3
PYKOATKMN

O6TypaTop apTPOCKOMMYECKNIA, OCTPbIN, AMamMeTp 3 MM, C PyKOSATKO
O6TypaTop apTPOCKOMUYECKNIA, TYMNOM, AuameTp 3 MM, C PYKOSITKOA
O6TypaTop apTPOCKOMNUYECKMWIA, TyMNoi, AnameTp 2 MM, C PyKOSTKOW
O6TypaTop apTPOCKOMUYECKWIA, TYNOW, AnameTp 2 MM, C PYKOSITKO

Il. TlpnHagnexHocTu
HanwmeHoBaHune
KpaH ¢ KOHYCOM U pPyKOATKOW
KpaH 3anopHblii AN nppuralMoHHOro KaHana
KpaH 3anopHbIii ¢ pyKOSITKOW
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28135CR

28133DS

28303DS

28303BS

28129CR
28126BT
28126BC
28126BS

281340

28132BC
28130BC

28130BT

281400

28133BC
28136BC

28136BT

28302BU
28302BV
28306BS
28306BT

REF
8458190
8515090
8541890

Eng

® Obturator for arthroscopy, blunt, diameter 3 mm. without handle
Obturator for arthroscopy, blunt, diameter 5 mm. without handle
Obturator for arthroscopy, semisharp, diameter 5 mm, without handle
Obturator for arthroscopy, cannulated. diameter 5 mm, with handle
Obturator for arthroscopy, blunt, diameter 4 mm, with handle
Obturator for arthroscopy, blunt, diameter 4 mm, without handle
Obturator for arthroscopy, semisharp, diameter 4 mm, without handle
Obturator for arthroscopy, sharp, diameter 3 mm, with handle
Obturator for arthroscopy, blunt, diameter 3 mm, with handle
Obturator for arthroscopy, sharp, diameter 2 mm, with handle
Obturator for arthroscopy, blunt, diameter 2 mm, with handle

1. Accessories
Name

Stopcock with cone and handle
Stopcock for irrigation channel
Stopcock with handle
0-ring 11X1.30 - 10 pcs/pack.
0-ring - 10 pcs/pack.
Nut. diameter 19.5 mm
Knurled nut, diameter 13 mm
Spring cap
Locking lever 6052191
Locking lever 6104291
Locking lever 6104391
Adapter with stopcock
Adapter with two stopcocks
Adapter with two stopcocks
Sealing nozzle

28132BC
28130BC
28130BT
281400
28133BC
28136BC
28136BT
28302BU
28302BV
28306BS
28306BT

REF
8458190
8515090
8541890

5916100-10
5900800-10
8484290
9020490
6985691
6052191
6104291
6104391
8069491
7957291
7957391
28140D
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Konulio opoknasounoe 11x1,30 — 10 mr./yn 5916100-10
Konsno npoxnagounoe - 10 wT./viL. 5900800-10
Tajixa, anamerp 19,5 MM 8484290
[atixa ¢ BagaTOM, apaMetp 13 MM 9020490
Koanaqgox npyXuEHL i 6985691
Prqaxox 3amopHei 6052191
Puuaxox 3anopHuit 6104291
PHYAKOK 38I0pHRH 6104391
ADAIITep C KPAROM 8069491
ARAITEp ¢ ABYMA KDAHAMK 7957291
Ajanrep ¢ ABYMS KpaHAMM 7957391
Hacanxa yIoTHRTEAbHAS 28140D

1.3. Hazuauenne/Intended use

Ty6yc aprpocronAYeCKAN OPCABASHAYCH WA CONAHMA AOCTYNA, PASMEMEHN
HHCTPYMCHTOB, JAIHTL ONTHKH, NOABOAA H OTBOJA XHIKOCTH BO BPEMA XHDYPIHHECKHX H
AHATHOCTHIOCKHX MAHAITYJISIMAX Ba CycTaBax. SIBIACTCA XHPYPIUSECKH HHBASHBHEIM M
IPEAHASHAYCH IS KPATKOSPEMEHHORO HCMOABIORAHEA.

Sheath for arthroscopy is intended to create access, place instruments, protect optics,
supply and drain fluid during surgical and diagnostic manipulations on the joints. It is
surgically invasive and intended for short-term use.

1.4, NMoxazauus/Indications

Hcnonso8aHne HHCTPYMEHTOB AlS APTPOCKOITHE IOKA3AR0, ECJTH C TOYKH IPEHHA JeYallero
BpaYa NOXA3BHE! MCCEIOBAHHE MUTH IE9CHHE KAKOTO-THOO CYCTaBa.

K 310My OTHOCATCA, B S8CTHOCTH:

= APTPOCKOIIHA KOVICHA

- APTPOCKONRAA [LT¢TA

- Aprpockonun 6eapa

- ApTPOCKOIHA MATBIX H CPEAHHX CYCTaBOB {HaIpHMED, JTOKTEBOM, CYCTARM KMCTH, CYCTABRI
CTOITR, BHCOTHO-HIDKHEUEMOCTHOM CycTan).

The use of arthroscopy instruments is indicated if, from the point of view of the atiending
physician, examination or treatment of any joint is indicated.

This includes, in particular:

- Arthroscopy of the knee

- Shoulder arthroscopy

- Hip arthroscopy

- Arthroscopy of small and medium joints (for example, elbow, hand joints, foot joints,
temporomandibular joint).

1.5, MpoTusonoxazauns/Contraindications

KAHHE9eCKHE NPOTHBOIIOKASAHNA.

Hcenonbsopanne HHCTPYMEHTOB 1S apTPOCKONHM NPOTHBOTOKA3AHO, €ClH, N0 MHCHHIO
NEYAIIETO BPaya, XHPYPrHUSCKHH METO/ NPOTHRONOKAIAH HITH o0mee cocToHie GOMLAOr0
ACNBET HEBOIMOKHBIM ONSpama0 WM o0es3bonusanye.

310 BKMOYALT:

- mo6oe 3FRINTENLEOE RAPYMEHEe HOPMAILHOH! AHATOMEE HIH GHATOMHM MAIKHX TKaueH,
npenxtcTByiomee (e3omcHEOMY JA0CTYNY K CyCTaBy

- uRdeKIAN MATKIX TRaHeH

- HAPYHICHHSA CBEPTHBAEMOCTH

- Cnyboxne AereHCpariBHLIC EIMCHCHHA B CYCTaRaX

- 04€HB Y3KO€ CYCTABHOE NPOCTPABCTBO

= NOAHOCTSIO KOCTD

IIpoTHBOMOKA3AHKA ANA KOHKPETHOTO YCTpoHcTRa:
APTPOCKOITHYECKRE BECTPYMCHTH HEIL3A HCNOALIOBATS A1 BMEINATE/LCTS C
senocpeacTeennnM korTakToM ¢ ITHC (nenTpansnolt neppHoli cicreMolt) 1 nentpaubioh

Clinical contraindications:

The use of arthroscopy instruments is contraindicated if, in the opinion of the attending
physician, the surgical method is contraindicated or the general condition of the patient
makes surgery or pain relief impossible.

This includes:

Any significant disruption of the normal anatomy or tissue anatomy that prevents safe
access to the joint

- tissue infections

- clotting disorders

- Deep degenerative changes in the joints

- very narrow joint space

- fully resorbed bone

Contraindications for a specific device:

Sheath for arthroscopymust not be used for interventions with direct contact with the
CNS (central nervous system) and the central cardiovascular system. In addition, there
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CepaeuHo-COCYAMCTOH cucTeMol. KpoMe TOIO, OTCYTCTBYIOT OPOTHBONMOKAIAHHA,
HENOCPEACTREHHO CBAIAHHLIE ¢ MEANIMHCKHM H3ISTACM IR BCOOBIOBAHHA €ro B

| MEIMUMHCKAX DendX.

are no contraindications directly related to the medical device for its medical use,

1.6. Boamomurie noGounsie 3dpdextsi u ocnoxnennn/Possible adverse events and complications

H3BeCTHH BOBMOMHBIC PHCKH, CEBA3AHHBIE ¢ HCIIOLIOBARUECM MEIHIMHCKOTO H3ACHHA:

~ OMOTH OT KACAHHA FHAOCKONOM DAMUCETA;

- PHCK KOHTaMHHALMH,

Taxxe HBECTHE BOIMOXKHBIC PHCKR (N060YHbIe SBNCHKS), NPHCYMME NPOLCKYPaM
PTPOCKONHK B UEAOM:

- PEAKIIRY, CBA3ZHHAN ¢ HEIEPEHOCHMOCTHIO Y ITALMEHTA B/HITH BCMOAEIYIOMETO HINCHE
WK TPeTHEX AR (DRpOreHHMHE PHeXT/ 3amHUTHAN PEaKuns);

- TPABMa TKaHeH;

- HHTOKCHKALIMA NAUMeHTS

- HMMYHE&H PeaKiin B8 RHQEKUMOHHLIES, TOKCHISCCKHE aTCHTH.

The possible risks, associated with the medical device use:
- bums from touching the patient with the endoscope;
- risk of contamination.

The possible risks (adverse events) inherent in the procedures in arthroscopy in general
are known:
- reaction associated with intolerance in the patient and / or using the product and
/ or third parties (pyrogenic effect / protective reaction)
- tissue injury;
—~  patient intoxication
immune response to infectious, toxic agents,

Description

1.7. OuEcanHe OCHOBHMIX YHKIHOBANLHLIX WIEMEHTOB H COCTABHLIX uacTell (yiios) meannmucxoro msaeausd \Key Fuactional Elements and Components (Units)

Ty6yc apTPOCKOMHYECKRH ¢ NOBOPOTHHIM COSAHHHTENLHEIM Mexaumamo / Sheath for arthroscopy with rotary coupling mechanism: 28229DR, 28126CR, 28132CR

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

Ty6yc aprpockomaieckiii ¢ IOBOPOTHRIM COSAHHNTENEHEIM MEXAHIIMOM / Sheath for arthroscopy with rotary coupling mechanism: 281268
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Ty6yc apTpPOCKOMNYECKMWIA C MOBOPOTHLIM COeAUHUTENBHBIM MexaHu3moM / Sheath for arthroscopy with rotary coupling mechanism: 28126R

Ty6yc apTPOCKOMMYECKNIA C MOBOPOTHBLIM COeaUHUTENBHBIM MexaHu3mMom / Sheath for arthroscopy with rotary coupling mechanism: 28306BN

Ty6yc apTPOCKONNYECKMIA C 3aKMMHbIM COeanHUTENbHBIM MexaHn3moMm / Sheath for arthroscopy with snap-in type coupling mechanism; 28136DS. 28136S, 28136EC, 28130CR.
28130R, 28136CR, 28131CR. 28131R, 28135CR, 28133DS, 283Q3DS

Ty6yc apTPOCKOMMYECKNIA C 3aKUMHbIM COeaUHUTENBHLIM MexaHu3moM / Sheath for arthroscopy with snap-in type coupling mechanism: 28303BS

15
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Koo npoxraaodnoe ynaxobia 10 wrr/ yn. / O-ring - 10 pes/pack.: 5900800 -10

T e

Taiixa, anamerp 19,5 MM !Eg}, diameter 19.5 mm: 8484290
oty 3

Taitia ¢ HaxaroM, ApameTp 13 Mu / Knurled nut, diameter 13 mm: 9020490

Konnasok npyxummmiit / Spring cap: 6985691

Puvaiok 3anopabitt / Mclsing_lever. 6052191, 6104291, 6104391

Apanrep ¢ kpasoM / Adapter with stopcock: 8069491

Ajtarrrep ¢ TeyMs kpanams / Adapter with two stopcocks: 7957291, 7957391

Hacayxa ynuoraarenbuas / Sealing nozzle: 28140D

1.8, OcHOBHbIE TEXHHYCCKNE B GYNKIBONAALELIC XapaxTepRcTHERE/Main technical and functional characteristics

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

Howmep w3aenas b6 Anuna patouei Hapyxumaif BayTpenunit
Yo [TOEATRAOTY RN M| anerm, AHAMETD, MM |nmaMeTD, MM Liserosoc ofosnasenne Macea, r
Working length, | Outer diameter, Inner
REF Total leagth, mm mm mm |diameter, MM Weight, g
17
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3eneHnif, kpacHEIH, XerTaii/

1)) 28229DR 181,5 121,5 64 4,1 Green, red, yellow 818
3enenniif, xpacHHi, XeTTHIH/

2) 28126B 181,5 1155 5,4 4,8 Green, red, yellow 64,4
3eneumit, kpacHM, KenTH

3) 28126CR 181,5 115,6 55 48 Green, red, vellow 81,9
Senennilt, xpacHRIil, xxerTaiil/

4) 28126R 1815 1156 5.5 48 Green, red, yellow 70,2

5) 28132CR 194,3 128.3 4 3,5 Kpacuuii, searuit/Red, vellow 83,3

6) 28306BN 76,15 41,9 2.5 22 Kpacaniii/Red 33,2

7 28136DS 182,7 135.4 [ 4,1 Kpacunit/Red 97.3

8) 28136S 182,7 1354 [ 4,1 Kpacuuit/Red 84,8

9) 28136EC 180,8 133,5 6 4,1 Sonoroil/Gold 97

10) 28130CR 182,8 135.5 6 4,1 Kpacaniit/Red 96,7

11) 28130R 1828 135,5 6 4,1 __Kpacuniit/Red 85,1

12) 28136CR 182,8 135,5 6 4,1 Kpacasiit/Red 95,7

13) 2813iCR 182,8 135,5 5,5 4,1 Cunwit/Blue 92,7

14) 28131R 182,8 135,5 5.5 4,1 Cunnii/Blue 81,2

15) 28135CR 182,8 135,5 5.5 4,1 Cunnii/Blue 92,6

16) 28133DS 118, 76.8 4,0 3,5 Cepriti/Grey 59,9

17) 28303DS 106,3 64,6 3.5 2,7 Cepaitt/Grey 62,9

18) 28303BS 106,1 834 3.2 2,7 Cepuiti/Grey 50
3eacuniit, xpacHBIH, wenTHI/

19) 28129CR 182,5 122 6 4,1 Green, red, yellow 100
3eneumiit, KpacAbIl, xenTri/

20) 28126BT 200,5 184,5 4 Her/no Green, red, yellow 344
3enesmit, xpacHbii, werTait/

21) 28126BC 200,5 184,5 4 Her/no Green, red, yellow 34,2
3enenniit, xpacHEt, xenTHit/

22) 28126BS 200,5 184,5 4 Her/no Green, red, yellow 344

23) 281340 2842 181.1 4 1,8 3enemait/Green 113,8

24) 28132BC 208,5 193,5 2,8 Her/no Kpacuuift, wextnii/Red, yellow 25,7
Benennit, kpacniit, xeaTeil/

25) 28130BC 199 183 485 Her/no Green, red, yellow 40,8
3enenwi, kpacHutit, xermoit/

26) 28130BT 202,3 186,3 4,85 Her/mo Green, red, yellow 40,7

27 281400 286 183 4.8 1,8 Het/no 121,3

28) 28133BC 203 116 3.8 Her/no Hetr/no 38,7
Seneuniii, xpacHLIN, KeNTHI

29) 28136BC 198,8 182,8 4 Her/no Green, red, yellow 33,7
3enensiii, xpacHsIf, weaTLlH/

30) 28136BT 198.8 182,8 4 Her/no Green, red, yellow 37.7
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31) 28302BU 188,6 101,6 2,65 Het/no Het/no 373
32) 28302BV 190,5 103,5 2,65 Het/no Het/no 38,2
33) 28306BS 108,7 73.2 2,15 Hev/no Her/no 24
34) 28306BT 110 74,5 2,15 Het/no Her/no 239
Llepoxoparocts: He Gonee Ra 3,2 Mxm / Roughness: no more than Ra 3.2 ym
TeepnocTs: He Menee 55 HRC / Hardness: not less than 55 HRC
Jlonycku cocrannsmior +10% / Tolerances are +10%
TpaRaanexuocTa/Accessories
Kpas ¢ koHycoM n pyxoarxoii / Stopcock with cone and handle: 8458190
Jauna; 24,60 MM Length: 24,60 mm
IHupuna; 6,8 MM Width: 6,8 mm
Bricora: 18,87 M Height: 18,87 mm
Macca: 2,8 r Weight: 2.8 g
JHomycku cocrarnmor £10% Tolerances are +10%
Kpan 2anopuniit 113 BppHransonnsoro xanana / Stopcock for irrigation channel: 8515090
Jnnga: 22,4 + 0,2 MM Length: 22,4 + 0,2 mm
1lupuna: 7,5 MM Width: 7.5 mm
Bricota: 16,81 MM Height: 16,81 mm
Macca: 2,851 Weight: 2,85 ¢
Jlonycxu cocrarnmor +10% Tolerances are £10%
KpaH 3anopusifi ¢ pyxosTkoli / Stopcock with handle: 8541890
Jnuna: 26,2 MM Length: 26,2 mm
Hlupnra: 9 My Width: 9 mm
Beicota: 18,65 MM Height: 18,65 mm
Macca: 3,831 Weight: 3,83 g
| Homycku cocraBasior +10% Tolerances are +10%
Konsuo npoxnasounoe 11x1,30,- 10 wr./yn. / O-ring 11x1.30 - 10 pes/pack.: 5916100-10
Tommuma: 1,3 M Thickness: 1,3 mm
Brytpenmnil muametp: 11 MM Inner diameter; 11 mm
Hapywuniit gramerp: 13 MM Outer diameter: 13 mm
Macca: 0,06 r (1 mrr.) Weight: 0,06 g (1 p¢)
| Jomyckn cocraBumor +10% Tolerances are £10%
Konbito npoxsagognoe - 10 urr./yn. / O-ring - 10 pes/pack.: 5900800-10
Tonmmnua: 1,5 MM Thickness: 1,5 mm
Baytpenunit auamerp: 4,5 um Inner diameter: 4,5 mm
Macca: 0,03 r (1 mv.) Weight: 0,03 g (1 pc)
Jonmycku cocrapimot +10% Tolerances are +10%
19




Talixa, anamMerp 19,5 mn / Nut, diameter 19.5 mm: 8484290

Tonmuna: 4,15 Mm

Thickness: 4,15 mm

Anamerp: 19,5 mm Diameter: 19,5 mm
Peavba: M7,50x0,35 Thread: M7,50x0,35
Macca: 7,6 r Weight: 7,6 g
Jonycka cocTapnmor +10% Tolerances are +10%

Talixa ¢ naxaTomM, guametp 13 sy / Knurled nut, diameter 13 mm: 9020490

Tonmua: 3,5 M

Thickness: 3,5 mm

Jnamerp: 13 M Diameter: 13 mm
PeanGa: M6x0,35 Thread: M6x0,35
Macca: 2,5 Weight:2,5g
Jomyckn cocrannmior +10% Tolerances are £10%
Konoauok npyxuirnift / Spring cap: 6985691
Beicora: 5.8 MM Height: 5,8 mm
Auametp: 7 MM Diameter: 7 mm
Macca: I Weight: | r
Jlonyexkna cocTasimot + 10% Tolkerances are £ 10%
Prraaxok 3anopHuiit / Locking lever
REF JinumHa, Mn/ Huametp, MM/ Lipetonoe obozpagerue/ Macca, r
Length, mm Diameter, mm Color code Weight, g
6052191 19 5 Kpacuniit/Red 1
XKermoifi-xpacHnit-sene bt/
6104291 19 5 Yellow-red-green 1,06
KenThit-xpacHnl-kpacHL/
6104391 9 5 Yellow-red-red 1,1
Jlonyckn cocTannmoT +10%/Tolerances are +10%
___AzanTep ¢ Kpanow, isyMs kpananu / Adapter with stopcock, with two stopcocks
REF Kox-so xpanon/ Jiama, mw/ IlIupuna, M/ Macca, r
Number of stopcocks Length, mm Width, mm Weight, g
8069491 1 46,5 27 26,2
7957291 2 773 27 392r
7957391 2 58 25 17,9
Jonyckn cocranasior +10%/Tolerances are £10%
Hacaaxa ymioranrexshas / Sealing nozzle: 28140D
Nnuma: 21,5 MM Length: 21,5 mm
Hapyxuniil mametp: 17,7 MM Outer diameter: 17,7 mm

20
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BHytpetnuit muamerp: S MM Inner diameter: 5 mm
Macca: 129 r Weight: 129 g
Jlonycka cocrasasmior +10% Tolerances are £10%
L9. Kmaccndrxanuns MH/Device classification
KnaccRguKauus Classification
Kiacc B 38BHCHMOCTH OT
NOTSHUBANTLHOIO PHCKE 2a Class of potential risk for medical lla
NPHMEHSHUS METHLHECKONO device
) Td 1
KpamhocTs npaMeReHRs H3nenme MBOTOKDATHOTO IPEMEHCHAN Multiplicity of applications Reusable
CreprabHOCT Hecrepunnpoe, CTepuAMIyeMoe Sterility Non-sterile, sterilizable
KnaccHpuxauus no suxy .
KOHTAKTA ¢ OPTAHHIMOM YENOBEKA KoHTaxTHpylolIce ¢ MATKHMHE TRAHAMH Contact Tissue
Knaccupuxanms m3pennti mo Kareropua A — H3AeNHA KPATROBPEMCHHOIO .
MPOACIKHTENLHOCTH KORTAKTa KOHTAaKTa (He Gonee 24 yacon) Contact Duration Less than or equal to 24 hours
[IpHroAROCTE ANK IKCIUTY ATALMH
B I:pue ¢ mmemlry He npsroaso Suitable for oxygenated environments | Not suitable
COASPHKAHKEM KHCAOPOIA

2. Huetpyxunn no SezonacnocTu/Safety instructions

2.1. Cameoan u nadopmanks o6 onacuocrw/Symbols and hazard information

BHHMATeNLHO OPOTTHTE ZAHHYIO HHCTPYKLIHIO DO IXCINTYaTAlMA H CTporo cobmonaiire
yxasauua. Cnosa «[ipeaynpexacune?, «BHaMaane» H « YROI8HMNEH HMOIOT CIICLHANLHOE
HasHaueHwe. I'ie Gul ONM HE BCTPEHANMCH B HHCTPYKIMH N0 SKCIUTYSTAUMHE, CICAyeT
BHHUMBTEIHHO TPOTHTETH CAEAYIOMIHH 38 HEMH TekCT, 900K ofccmeynTs Ge30NacHyI0 B

pPeXTHRHYIO IKCIUTYATAIHEIO H3NSANA.

NIPEAYTIPEXAEHHE. «Ilpesynpeaxaenne» 06paliacT BHMMAHKC HA CYIMESCTBYIOMYIO
OIACHOCTL [N MamuecHTa Ik Bpasa. Hecofumoacnse npeaynpeiicHns MOKCT PABECTH K
TPABMAPOBAHNIO MAIACHTA MK Bpada.

BHHMAHNE. «Buumatue) o0painaeT BHHMAHWC Ha HeOOXOMMMOCTD OpOBLACHHA
ONpeACREHHLIX MEPONPHATHI N0 TEX06CTYXHBAHFIO WK NPHHATHA Mep 10 obecneuenino
GesonacHocTH, 4T00M NPEAOTEPATHTD NOBPEXACHHE HILETHA.

YKA3AHHE. «mee» conepmcmmmmymnn@opuamomoﬁmyxmmm

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 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.

2.2. llllc'rpylcm O m ﬁmn instructions

Cepheafibie HROHACHTE
Cormacao IMonoxenmo o meaumnckux mgemasx (MDR), «cepressnill EHIEACHT)

Serious incidents

According to the Medical Device Regulation (MDR), a “serious incident” includes

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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BK/IOYAET MHIMACHTH, XOTOPHE MPAMO WK KOCBECHHO HMENR HIH MOTIH HMETh JHoboe 3
cneayromux nocneacrenif (MDR, crarea 2, Ne 65):

- CMEPTL NALHCHTA, NONLIOBATENIA WIH APYrOro Yeiobexa

- BpemenHOe WNM NOCTOAHHOS CEPBE3HOE YXYMOCAHE COCTOAHMA 3KOPOBLA NALMEHTS,
NONMI0OBATEAS WIH APYTOTO YeN0BEKS

- Cepresnas yrposa 00meCTBEHHOMY 3A0POBLIO

060 BeeX CepLe3HHIX HHIMECHTAX HEOGXOAHMO YBEJOMIATL NPOHIBOAWTNIA M
COOTBETCTBYIOIIHE OPraHhl.

TloBpesaennbIe HIEAHA

TloppeskaeHHbIC HIACNHA MOTYT NMDHBSCTH K TPAaBMAM [DANMEHTOB, OWILIOBATENCH HWIH
Tpethux ma, Flepen xakabiM HCHONLIOBAHNEM NMPOBEPANTE BCC XOMMORENTH M3NEAHA HA
npeamMer nospexkaeHmif. He uenonesyiite noBpEXECHHEIC H3ACTHA,

IIpasrinnoe ofipamenne

HenpaswinHoe ofpameHme ¢ H3ASAHEM MONCT OPHBOCTH K TPaBMaM WALHEHTOB,
nonL3oBaTeNIel M TpeTHHX AHL, PaboTaTh ¢ HMM MOTYT TONLKO JiHIR, obJafalonike
neobxommolt Memuuutickol XBaTHpAKALMEH B IHAKOMEIE C IPUMeReHHeM maenua. [lepen
HCIITh30BAHAEM YGCIRTECH, 9TO HilNETHE IOAXOANT A AaHHOR npouexypl. IIposepsiite
H3[ISNTHE A0 ¥ TIOCHE KAXA0N0 MCIOIL30BAHMS Ha:

- LlenocTHOCTD

- Hanmue nospexaeHutl

- H3MeHeHHA NOBEPXHOCTH

- INpasansian cGopka KOMMNCKTYIOMMX

- OYHKIBOHANBLHOCTD

He ocrasnsitTe BHYTPH NAUHCHTA CAOMAHHBIE CTAIH.

He noapepraiite manenme MeXaHHIecKoH Barpyske.

He BuraGalite NoruyTue H3ACTRA 00PATRO B HCXORHOE MONOKEHHE.

PaboTa B noJie 3peHKs

Hcnonkaopande MREMAS BHE NOMN 3PEHHA MONXCT DPHBSCTH K NOBPENACHHIO TKAHCH WIH
NOBPEAXASHUIO H3ALANS.

Hcenone3yiite H3ae11e TOALKO B NIONE 3PSHUA.

Bosezab Kpelirngemnara-fAxoba

Hspenna, KOTOpHIS BCTYDAIOT B KOHTAKT ¢ LSHTpanbiiof HepBHO# cucremoll, MoryT ORTh
JAIPASHEHN OPTAHMYCCKHME OCTaTRaMH, COACPMAMAMA IPHOHL. IIpHOHE NPHBOZAT K
3apaxcHmio Goneannio Kpelftwpensara-Sixo6a. Ecmt quartocaposalia HAM NOAO3PEBALTCS
Gonesss  Kpeirrudensaa-Axoba: ymmuupylite NpOyxT HalexamuM ofpasoM B EHe
1PORCIDKAiiTe €10 HCTONL3OBATD,

HecTepnasibiil RPOAYKT
| Hanemie mocTapnsercd HecTepmibumiM. Henonbiosatmne HOCTSPMNLHLIX w3aemuli cosaseT

incidents that directly or indirectly had, could have had, or could have any of the following
consequences (MDR, Art. 2, No, 65):

— Death of a patient, user, or another person

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

~ A serious threat to public health

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

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

Correct handling

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

— Completeness

— Damage

— Changes to the surface

— Correct assembly of the components

- Functionality

Da 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
ct.

Only use the product in the field of vision.

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 of the
product properly and do not continue to use it.

Unsterile product

The product is not sterile when delivered. The use of non-sterile products poses a risk of
infection for patients, users, and third parties. Reprocess the product in line with the
reprocessing instructions before initial use and every subsequent use.
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PHCK 38pONCHMA AUl DAUMEHTOB, NoNb3opaTenct M TpeThex nuu. OGpaGoraitre manenue B
COOTBETCTBHM C HHCTPYKIMAMH II0 NOBTOPHOHK 06paGoTe NEpeX NEePBM HCNQIBIOBAHNEM H
TIPK KDKAOM NOCTEXYIOIEM HCMOTB30BAHKK.

VIRIRIAUHS H OCTPOKOHEUNLIT Haxennit

Ecan ocTpokoneutbie NpeaMeTH He YTWIHIHPOBATL B MOAXOJMIIAX KOHTCHHEpax ams
OTXOROB, CYMECTBYET PHCK NONYICHHS TPABM H HIpHIAPOBAHNS.

Buibpactipaiite ocTphie IPEAMETH TONLKO B OAXOANNHE KOHTSHHEPH! A8 OTXOHOB.

PaccesnBe 310Ka4ECTREHELIX KISTOK
B ciygae cymecTBYIOUMX IOKAYSCTBEHHBIX 3a00/IcBAHAN TKAHH, B KOTOPYKO BBOJUTCH
MEAMIMHCKOE H3ACAME, CYIRECTBYET BEDOSTHOCTh NPONHpepallMH KNETOX BO BpeMS

nponeaypul. OOBACHUTE BOIMOXKHNE DPHCKM KICTOYHOR MpOIHGEpALMH MPH CKPHITHIX
30KAECTBEHHMX 3a6QIeBaHNAX.

B ciywae nonospeHHs WIA TOATBEPXKACHHA 3IOKAYSCTBEHHWX 3afouesanuit TxaHM
TIIATENLHO B3BECLTE COOTHOILCHHE DHCKA H MOAB3H. PemieHHe «3a» WIH «MPOTHEY
BMCIIATENLCTRE ABANETCA O0SIAHHOCTHIO NCYAMEr0 BPaia ¢ HHPOPMHPOBAHRONO COTACHA
DAUMEHTA.

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 of existing malignant diseases of the target tissue, there is the possibility of cell
proliferation during the procedure. Explain the possible risks of cell proliferation in occult
malignant diseases.

In case of suspected or confirmed malignant diseases of the target tissue, thoroughly weigh
up the risk-benefit ratio. The decision «for» or «against» the intervention is the
responsibility of the attending physician with the informed consent of the patient.

2.3. Norenunannuniit norpebarens/Potential consumer

MeaHuHHCKHE H3ACITHS MOTYT HCNOML30BATHCA TONLKO BPAYAMH M BpauaMH-ACCHCTEHTANH,

HMEIOTIHMH COOTBETCTBYIONIYIO CNELHANH3HPOBAHHYIO KBAIRGHKALMIO B MPOLICAMHMA
HHCTPYKTaRX N0 HCHOABIOBAHKIO JAHHRX MEAHIMHCKHX H3JCHHi.

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

24. Ycnosns npaMencnng/Usage conditions

MemumpHcKkne H3aemuA, BISHOTaN NOAKIIOYCHI0e 000pYAOBAENE, MOKET HCTIONL30BATHCH
TONBKO B MEAMIMHCKIX KAONHCTAX, B KUTODLIX YCTAHOBICHO EKTPAIEcKoe ofopynosanue
B COOTBETCTBHH ¢ NPHMECHAMAME HAOHOHALAKMY NMPABHIAMHA H CTAHAADTAMH.

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.

2.5. Coeening 0 NeKAPCTBEHHLIX CPEACTBAX BXOAAIINE B COCTAB MeANUNNCKOro wiaeann/Information about the medicines included in the medical device

He npaMeRMo

[ Not applicable

2.6. Crepenng 0 MATEPEANAY RXUBOTHOIO/SeN0BeYECKOT0 npoucxomaenan/Information about materials of animal/human origin

He nprMentso

| Not applicable

3. Obpamenue ¢ uagennem/Handling

3.1. Pacnaxoaxa/ Unpackiag

1. AKKYPaTHO H3IBJICKHTE H3ACHHE H AKCECCYAPH H3 YTIAKOBKH.

2. TIpopepbTe NOCTABKY HA NPEAMET HEAOCTAIOMMX TIPEAMETOB B NPH3HAKOB NOBPEXICHAS
IIpH TPAHCTIOPTHPOBKE.

3. B ciiyuae DoBpexaeHHi, CKPHTHX JedexToB B HEAOTIOCTABOK 3ANOKYMEHTHDYHTE HX
Xapaxrep H 0ObEM H HEMENNCHR( CRIDKHTECh C NPONIBOMHTENCM HITH NOCTABIIHKOM,

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.

3.2. Yenonud TpaHCNOPTHPOBKEH M xpanenna/Storage and transportation conditions

Temnepatypa -20°C ... +60°C Temperature <20°C ... +60°C
OTHoCHTeNbHAN BARKHOCTD Relative humidity 10% ... 90%
10% ... 90%
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[asneHne Bo3gyxa 700... 1060 rla

3.3- Ycnosus akcnnyatauymu/operating conditions
Temnepatypa

+10°C ... +40°C

OTHOCUTENbHAA BNAXKHOCTb
BO3ayxa

30% ... 70%

[asneHuve Bo3gyxa 700... 1060 rla

Pabouas yacTb n3fenns npefHasHayeHa Ans UCnonb3oBaHWUA BO BHYTPEHHEN cpefe
opraHusma.

3.4. Cpok rogHocTu/cpok akcnnyataumun/Shelf life/Service life
MpurogHocTb M34enna B 3HAYUTENbHOW CTerneHW OnpeAensieTcss Mo 3IKcnayaTauroHHOMY
W3HOCY, Ha/IMUYMUI0 U XapaKTepy BO3MOXHbIX MOBPEXAEHWA M 3aBUCUT OT Bblbopa MeTOAOB

06paboTKM N XMMNYECKUX CPeacTB. OXungaemasn cpegHsst HapaboTKa Ha 0Tkas - 1000 UmMKIoB.
OXxungaemblii CPOK CNyXo6bl - 5 neT

3.5. Wcnonb3oBaHue/Application
MNMPEAYMNPEXAEHWE. NNHCTPYMEHTbI NOCTaBNAKOTCA HECTEPU/IbHBIMU, MNO3ITOMY UX
Heo6X04MMO OUULATL, Ae3NHMULMPOBATL N CTEPUNIN30BATE Mepes NepBbIM
NCMONb30BaHMEM W KadKAbIM MOC/eAYIOLW MM MOBTOPHbLIM UCMONb30BaHUEM.

Eng
Air pressure 700 ... 1060 hPa
Temperature +107>C...+40 X
Relative humidity 30% ... 70%
Air pressure 700 ... 1060hPa

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

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

Expected service life - 5 years

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

3.6. MpuHagnexHocTn, NpeaycMOTPEHHbIE ANS UCMONb30BaHUS BMecTe ¢ usgenmem/Accessories to be used in combination with the device

Homep n3genus no Katanory
REF (Tybychbl)
REF (sheath)

28126B 28126BT 8458190,5916100-10, 8484290,
28126CR 281340 6985691,6104291,7957291
28126R 28126BS

28129CR 28126BC

28135CR

28136CR

28229DR

28136DS 28136BT 8458190, 5916100-10, 8484290.
28136S 28136BC 6985691,8069491,7957291
28130CR 28130BT 8458190, 5916100-10, 8484290.
28130R 281400 6985691,8069491,7957291
28131CR 28130Be

2813IR

28132CR 28132BC 8458190,5916100-10, 8484290,

Howmep nsgennsa no karanory
REF (06Th3TOPH)
REF (obturators)
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Homep n3genvs no karanory
REF (uprawga™woctn)
REF (Accessories)

6985691,6104391
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CoBMecTMMOe 060pyAoBaHmMe
(saToe~Tal/onTnka)

Compatible devices

(Endoscopes/Optics)

28731AWA NpTpockon >kecTknint HOPKINS.
HanpasneHue HabnwgeHua 0°, guamMeTp 4 MM,
AnvHa 18 cm

28731BWA JNpTpockon >kecTknit HOPKINS,
HanpaBneHne HabnogeHna 30° gunameTp 4 MM,
AnvHa 18 cm

28731CWA JNipTpockon >xecTkuit HOPKINS.
HanpasneHue HabnwoaeHns 70°, guameTp 4 MM,
AnnHa 18 cm

28719BA NpTpockon >xecTknii HOPKINS
HanpasneHue Habnwgexnna 30°, guameTp 2,7
MM, A7nHa 18 cm

PY coBmecTmMoro
obopynoBaHusa
RC of compatible
devices

NeP3H 2022/18700
0T131.10.2022

Ne P3H 2022/18700
ot 31.10.2022



Rus L Eng
28133DS 28133BC 8515090, 5900800-10, 9020490, | 28208BA Apmpockon acecmxuti HOPKINS Ne P3H 2022/18700
6985691, 7957391, 28140D Hanpaenenue nabnwodenus 30°, ouamemp 2,7 ot 31.10.2022
MM, Onuna |l cm
28303BS 28302BU 8515090, 5900800-10, 9020490, | 28300BA Apmpockon acecmxuii HOPKINS Ne P3H 2022/18700
28303DS 28302BV 6985691, 7957391, 28140D Hanpaenenue nabaodenus 30°, ouamemp 2,4 ot 31.10.2022
MM, Onuna 10 cm
28306BN 28306BS 8515090, 6985691, 6052191 28305BA Apmpockon acecmiuii HOPKINS Ne P3H 2022/18700
28306BT Hanpaenerue nabmooenus 30°, ouamemp 1,9 ot 31.10.2022
MM, Onuna 6,5 cm
28136EC 28126BC 8458190, 5916100-10, 8484290, 28731AE Apmpocxon acecmxuii Ne P3H 2022/18700
28126BS 6985691, 7957291 ENDOCAMELEON ARTHRO HOPKINS, ot 31.10.2022
28126BT pezynupyemoe Hanpaanenue vabaodenus 15° -
281340 90°, ouamemp 4 mm, onuna 18 cm

4. MonTax / Assembly

(5).

4. [noTHO 3aKpyTHTE raitky ¢ HakatoM (3).

1. BcrasbTe KpaH 3aMopHbIA ANM HPPUTAUHOHHONO KaHana (4) B HppHTAaLMOHHLIH pasbeM

2. 3aduxcupyitte xpaH 3anopHsiff (4) npyXHHHLIM KoamaukoM (6) (cerxa 3aTAHATE).
Cremyollne yka3aHHs HEMPUMEHHMBI JUIA Ty6ycoB ¢ HEMOABIDKHALIM Y3/10M KPaHOB:
3. HaneuubTe Kopmnyc kpata (2) Ha Ty6yc (1) ao ynopa.

5. MpocneauTe 3a TeM, 9T06h yINOTHHTENbLHBIE KObLA Y3/Ia KPAaHOB GBUTH B MOpPAZKE, 8
3aTBOPH KPAHOB MOTIH MOBOPaYHBATLCS B MPOKCHMAILHOM HANPABJICHHH.

1. Insert the cock plug (4) in the irrigation port (5).
2. Secure the cock plug (4) with the spring cap (6) (tighten slightly).

The following information does not apply to sheaths with fixed stopcocks:
3. Push the stopcock housing (2) onto the sheath (1) as
far as it will go.

4. Tighten the knurled nut (3).

5. It must be ensured that the stopcock O-rings are intact and that the cock plugs can be
rotated proximally.

5. ToaroTroska K npuMenenno / Preparation for use

5.1. TyGychi apTpockonnyeckuil ¢ NOBOPOTHLIM COAHHHTENLHLIM Mexanu3MOM / Sheath for arthroscopy with rotary coupling mechanism
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Bnokuposka Locking
1. Pa3mMecT1Te PbIYKOK 3aMopHbIN Tak, YTo6bl yrny6ieHne pacnonaranock Ha ogHoli imHmn 1. Position the coupling lever in such away that the recess is aligned with the 0 marking.

C MeTKol «O». BBeguTe NogxoAsLinia o6TypaTop B Ty6yc apTpocKona Insert a suitable obturator into the arthroscope sheath so that the
Tak, uTobbl BbleMKa [/ 60MbLIOFO nNaibua M MeTka «O» Ha Tybyce apTtpockona thumb recess and the 0 marking on the arthroscope sheath are aligned.
pacriofiarasiuce Ha OfHOW INHUN, 2. Push the obturator 7 or telescope toward distal so that it locks. Lock the coupling lever

2. Ans 6NoKMPOBKU HafaBuTe Ha o6Typatop (7) WM onTUKY B AMCTa/IbHOM HanpaBieHuun. SO that the lever is aligned with the 0 marking.
3a6N0KNPYITE PbIYAKOK 3aMopHbI Tak, 4TOobbl pblyar pacnosarancsi Ha O4HOW ANHWK C
METKOM «O».

Unlocking
1. Unlock by turning the lever in such a way that the recess is aligned with the 0 marking.

2. Then pull out the telescope or obturator

Pa3bnokunpoBka
1. Ansa pa36/oKMPOBKM MOBEPHUTE pblyar Tak, 4Tobbl yry6/ieHMe pacnonaraaock Ha O4HOMN
NIMHUK C METKOM «0».

2. Mocne 3TOro U3BNEKUTE ONTUKY UK 06TypaTop.
5.2. Tybycbl apTPOCKOMMUYECKNI C 3aXXKUMHbIM COeANHMTENBbHBIM MexaHn3MoM / Sheath for arthroscopy with snap-in type coupling mechanism

26
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BAOKRpOBKa Locking
1. Beegute noaxoasuui o6Typarop 8 TyGyc apTpockona Tax, wrobu suemka axnx Gomsmoro | 1. Insert a suitable obturator into the arthroscope sheath so that the thumb recess and the 0
nanbua # MeTka «0» Ha TySyce apTpocxona pacriofaranuch Ha oaHoH marking on the arthroscope sheath are aligned (applies to 28130 BT
e (pelicTeuTensHo Ans Monenel 28130 BT u 28130 BC; y apyrax moznenelt ssiemxa ann | and 28130 BC; with the other sheaths the thumb recess is rotated through 180°).
Gonsmoro nankia cMepiena Ha 180°). 2. Push the obturator (7) or telescope toward distal so that it locks.
2. Jlna GnokupoBKM HAZABHTE HA 06TypaTop (7) HIM FHAOCKON B AUCTANLEOM Banparnenny. | 3. The obturator or telescope tocks into place with an audible click.
| 3. O6TYPaTop WK IHAOCKON HHKCHDYIOTCA ¢ XADAKTSPHEIM WIEIKOM.
Pasfnoxnposxa Unlocking
1. Jns pa’0noxMpoBKM HAKMHTS M yAepxHsalite kAomkH ¢ ofemx croponm TyOyca | 1. Tounlock, press and hold down the pushbuttons on both sides of the arthroscope sheath.
APTPOCKOIIAL .| 2. Then pull out the telescope or obturator.
2. IMocne 31010 ERBIIEKHTE SHROCKON Wi 00TYPRIOD.
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5.3. TyGycw: aprpockomraeckudt STROBEL ¢ 3aIMeNKXHBAIOIMMCH COSTHHUTENBHEIM MEXSHHIMOM H IBYMS THOBOPOTHHME Kpanamy / Sheath for arthroscopy STROBEL with
lock-in coupling mechanism and twe rotary stopcocks

Baoxuposxs Locking

1. Beeaare nomxoasmmii oGtyparop (7) B TyGyc aprpockona Tax, 9106u yruyGnerna ma | 1. Insert a suitable obturator (7) into the arthroscope sheath so that the obturator and sheath
obTyparope 4 Ha TyGyce pacTionaranics Ha OJHOH THAHHA. recesses are aligned.

2. Hanouare Ha oGTypaTop Wi ONTAKY B AMCTANLHOM HANparNeHMM ¥ 3axpolire samox | 2. Push the obturator or telescope toward distal and close the sheath coupling by pressing
TyGyca, Haxan BA PUKCATOP ONTHKH. the telescope lock.

Pazbnoxapobxa Unlocking

1. Otxpoiire 3amoxk TyOyca, Haxas Ha PHKCATOP ONTHKH. 1. Open the sheath coupling by pressing the telescope lock.

2. [Nocae 3TOr0 M3NICKATE ONTHKY Wil 00TypaTop. 2. Then pull out the telescope or obturator.

6. PaxGopxa / Disassembly

28
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Yxazanue: [na mybGycoe apmpocxona ¢ HenoOSuNCHIM Y2N0M RPAHOS 08a NEPEHX WA2a
URCPPYKYIU RO PA3OOPRE HE HYICHYI,

1. OcnabpTe W OTBHHTHTE TaltKy ¢ HaKaToM (3).

2. Cvvure xopryc kpane (2) ¢ TyGyca (1).

3, Cramure npyxutnmit xoanagox (6).

4, Haenexwre 3arsop kpana (4).

5. Ilepen crepwrmaimeil yien KpaHoB ReoGXxoanmo

CHATH ¢ Ty0yca apTpockona.

Yraanue: Irn mybycos apmpockona ¢ 08yMa NppuayuORHsMY pazvemany (5) wazu 3 u 4
HEOGXOOUMO BHINCAHUMY DEANCOU.

Note: The first two disassembly steps are not required for arthroscope sheaths with fixed
stopcocks.

I. Undo and remove the knurled nut (3).

2. Take the stopcock housing (2) off the sheath (1).

3. Undo the spring cap (6).

4, Remove the cock plug (4).

5. The stopcocks should be removed before sterilizing the arthroscope sheath.

Note: Perform steps 3 and 4 twice for arthroscope sheaths with two irrigation poris (5).

7. O6patoTxa. Coenetinn 06 ouncrke B aesungexnun MH / Reprocessing, Information about cleaning and disinfecting of MD

NMPEOYTIPEXAEHHE: PrCK NONyYeHHS TPABM X NOBPERXACHNA H3AeNHN: RecolimoaeHue
AAHBOX HRCTPYKIHH N0 SKCIDTYSTAIMH N HRCTPYXIMM 110 SKCIUTY4TAIHH COBMECTHO
HCIONLIYEMBIX H3ACIHA MOKET [PHBECTH K TPARBMAM NALMEHTOR, TKVIb30BaTeNeH H TPETHUX
AV, A TAKKE k NoBpexcHImo maexuil. [ToxanyiicTa, BHEMATENLHO TpounTaiiTe Boe
COOTBETCTBYIOMIAC WACPYKIHHN THO IKCIUTYATSHH H BCETAA TOUHO ChexyRTe NPHBEICHARIM
1M, Tipopepse PyHKUHOHUPOBAHKE MPOAYKTOB, HCIILIYEMbIX B XOMOMHAIRH.
NPEAYIPEXKNEHHE: Puck noxy4eH A TPABMbI: HEMPABHNLHO COOpAHHLIe #
NOBPEXACHHLIC HHCTPYMCEHTH MOTYT NPHBECTH K TPABMAM NMalHeHTa. HHCTpYMERTH H BCe
AKCEeCCYaphl, RCHONL3YeMEl® B COSCTAHMH ¢ HUME, JOXKHB NPOBSPATHCA HONOCPEACTBEHHO
10 H BOCHE KAKAOT0 HCOQIL30BAHNS, YTOOR YieHTLCA, ITO OHM KOMIIEKTHR, BE HMEIOT
NIOBpERACHMI U BaXOAATCS B DONHOM pabodeM COCTONHEN, & TAKOKS HE HMEIOT
HCNPeAHAMEPERHO IEPOX0BATHX NOBEpXHOCTEH, OCTPAIX YTTIOB, 32YCEHIICB HIH

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 patient. 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
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BRICTYRaIOMMX YacTed. Heobxommmo cobmoaath OCTOPOXHOCTD, 9100 He OCTARHTS
OICYTCTBYIOMAS WIH CIOMAHHBIE KOMMOHEHTE! BHYYPH HALMCHTA.
MPEAYTIPEXAEHHE. Puck japaxenua. IIpy nocTapke 3T HHCTPYMEHTH He
CTepHALHEL. CNONbI0BANNE RECTEPHITLHAIX HHCTPYMOHTOB NPEACTABNIACT PHCK 3apaKeHU
TRLMEHTOR, MoAb3osatesiell 1 TPeThax KL, OCMOTPHTE HECTPYMEHTH Ha HATHUHE
BHIHEMBIX 38TpAsHcHRAl. BEAMMRie 3arpAZHEHUA ABIAIOTCA NPHSHAKOM TOTO, 10 06paboTka
He NPOBOMHIACH WIH Obina NpoBeAcHa HeNMPaBWILHO. O0pabaTnipalitTe HHCTPYMEHTRI IEpEXR
MEPBOHATANLABIM HCIIONL30BAHHEM, & TAKXKE JI0 i NOCAS KKAOTO NOCTe AYIOMErD
HCIIONBIOBAHMA C HCNONBIOBAHKEN YTREPMICHHBIX NPOLCAYD.

MPEAYTIPEXJAEHHE. Puck nonyucHna TpasMil. Ileperpyika HHCTPYMEHTA 13-38
NPHACKEHHA TPEIMEPHOMN CHIK MOXET [PHBECTH X TIVIOMKS, W3rH(y H HenpaBmmLHOH
paboTe MEAHIIMHCKOrO H3RE/TAY #, KAK CJICJCTBHE, K TPaBME NAIHEHTA WK NOJLIOBATENN.
He neperpysalire nucTpyMenThl. He pasrubaitte COrHyThS HHCTPYMEHTH B HOXONHO®
TIONOMEHHE.

NMPEAYTIPEXAEHHE: Prck NONyuYeHHA TPABM: HEMPABHALHOS HCMONB3IOBAHES
MEHIMHCKHX HHCTPYMEHTOB MOXET OPHEESCTH K TPaBMaMm nauuentos. Ionssoparenu
MEAHIJHHCKMX MHCTPYMCHTOB AMDKHKE MMETh COOTBETCTBYIONIYIO MEEIHACKYIO
xBaNPUKANMIO # GHITH 03HAKOMIEHK ¢ IPUMCHEHHEM.

BHHMMAHME: Ilpu IpATOTORNCHHN B HCNIONL30BAHHA PACTBOPOB caeayiTe
CNeHGHEALIMAM MPON3BOAMTEN XMMHUECKHX CPEACTB, yASIas 0coboe BRAMAHRES
APaBWILHOH ROHLCHTPALIMK, BpEMeHH BO3NCHCTBIA K CPOXY cayxOwl. IIpoRomxuTENEROS
norpyxeHHe B BORY M HENPABKITbHAY XOKIECHTPANAA MOTYT MPABECTH K MOBPEKACHMIO,
Tomuure 0 MEKPOSHONIOTHIECKOM JHAMA0HE NEHCTEHA HCTINThIYSMAIX XMMHYIECKAX

CPEICTS.

BHYIMAHHE: OnacHoCTh NOBPEKACHAA METHIMACKAX YCTPORCTB: HCMONb3OBaRHEE
XHMMUECKHX cpeacTs, He onobpearbiX KARL STORZ, MoweT NpABECTH K HOBPEXACHAIO
MEARLUMHCKMX YCTpoHcTs. Hcnom3yiime ToMmKko 0A0GPCHHEIC XHMIVECKIE CPCACTBA.
YKA3ZAHME: Ilepeienn peroMenRyeMbix IHCTHIIAX B Ze3RNBHUUNPYIOWAX
pacTaopos npeacTasieH B lipunomennn 1.

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 injury: 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 solutions

7.1, ToaroTopxa x ouserxe R Acaundexuun/ Preparing for cleaning and disimfection

Pazopxa
Mepen ouncrxoft ¥ Aesundexuueli MeIHIMHCKOS HMIeNHe HEOOXOMMMO OTKDHITE B/HIH
pasobpaTh Ha OTAENBHEIE KOMITOHEHTRI, HACKOMBLKO 3TO BOIMONKHO.

TToATOTOBKA K OWHCTKE B ACSHEpEKTHE

I'pyOrie sarpaiHeHES, BAGHBAIINAE KOPPOIHIO P&CTBOPH H JNCKAPCTBEHHEE CPeACTBA
CIRIyeT YNANATh ¢ MCHMIMHCKONO H3ACAHA Cpasy Mocne ero npAMeHens. [ aroro
MEIMUHHCKHE W3NS chefyeT NpeJBApHTENLHO OYHCTHTb, BANp., MyTeM NPOTHPAHHN H
npounmanad. Kommnans KARL STORZ pexomeniiyeT Bceran NpoOBOAHTS MPEABAPATENBHYIO
OUUCTKY PYTHEIM CTIOCOG0M DOX CTPYeit XONOAHOH BOIEL.

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.

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.

7.2. Pyunas npeapapureashas ouncrka / Manual precleaning

Oqncrxa nopepxsocTedl meTkol
Brupunic wim rpyfue sarpasnenns Heo0XomHMO yZanath ¢ nosepxHocTel noa cTpyel

Brushing the sarfaces

Any visible contamination or heavy soiling of the surfaces must be removed under cold
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XONOAHON BOML ¢ NOMOLIBIO INETOK NOAXOIANMX PA3MEPOB OT PAsNNYHEIX poussoamTeneH. | running water by cleaning using brushes of suitable sizes from various manufacturers,
Owmctke nonocted werxo# Brushing the lumina

Jins yaaneHna BoeX BHAMMBX JarpasHeHi paGoauil kaHan u nonoctH TyGyca tomxHi 66T | In order to remove all visible contamination, the working channel, lumina and hollow
MPEARAPHTENLHO OTHMEHM MOA CTpyel XON0AHOH BOAN ¢ OOMOINLO METOK Momxonaumux | spaces of the sheath must be precleaned under cold running water with the aid of a suitable
pasMepoB OT PasNUYHLIX NPOHIBOAHTENEH. brush.

Benomorarenbias npeAsapuTeabnas ofpaborks yisTpaisyxom Auxillary pretreatment with uftrasound

JAnA ynyumieHda KauecTBa NPEABAPHTENhHON OuMCTKE BeoOXxomMo ucnonzzoeats | To aid preliminary cleaning, an ultrasound treatment must be performed. The exposure
06paboTxy ynLTpa3BykoM. Bpena B03AeHCTBHN AIKHO COCTARNATH He Menee 10 MuHyT NpR | time must be at least 10 minutes at a frequency of approx. 35 kHz. The

yacrore okono 35 xI'u ocne sm0r0 ana Heifpammamnn Heolxommmo npombisanme | device must then be rinsed with cold water to ensure neutralization.

XOnoaHoH BoRoH.

7.3. Pyunam ouncrka / Mawnual cleaning

MeANIBHCKO® M3JeAKE CHEIYET NONHOCTHIO TOFPYIMTE B Molommit pactsop. [lyrem | The medical device must be completely immersed in a cleaning solution. Through
Pa3bopKH ¥ LICTORANPABACHHOND 3ANOAHEHHA NOOCTeH Heobxomumo yGeanTses, 410 Aaxe | disassembling the instrument and filling the lumina in a targeted manner, it must
TPYIHOZOCTYNHLI® MOBEPXHOCTH NOKPHTH pacTeopoM (6es oGpaszosauma myswphkos | be ensured that even surfaces with restricted access are covered and no air bubbles are
BO3/1yXa). [To HCTEIeHHH HOOGXOAMMOrO BPEMEHH BO3ACHCTRHA BHTIOAHACTCS Mexanmdeckas | present. After the necessary exposure time, clean mechanically with the aid of suitable
OYHCTKA NpPH NOMOMM MMETOK NOZXOAAIIMX PpasMEpOB PazmrHLX mnpomssoamrenelt | brushes (surface, lumina) or a sponge. Finally, it must be rinsed with cold water to ensure
(noRepxHOCTh, DmonocTH) MnM ryOkW. Jlna HelTpampauMe HeoGXoZumMo 3asepmaiomee | neutralization.

| POMEIBAHHE XOJIOMHOf BOOH.

7.4. Pyunas aesnadesuns / Manual disinfection

Mesunnckoe Hifeaue CIeAYeT NOMHOCTHIO AONPYIHTE B AeauHGHuMpyommH pacTeop. | The medical device must be completely immersed in a disinfectant solution. Through
IMyTeM pasGOpKRH B HENCRATIPARICHROTO SANONHEHHA nonocTel Heobxoammo yGexmmses, uto | disassembling the instrument and filling the lumina in a targeted manner,

A&xe TPYAHOROCTYNHIE MOBSPXHOCTA TIOKPHITH pacTopoM (Gea ofpasoBauna my3upbkos | it must be ensured that even surfaces with restricted access are covered and no air bubbles
posayxa). [To wcTedeHmM Bpemenw BO3nEHCTBES HEOOXOAMMO HECKONBKO pa3 ApoMHTS | are present. Following the exposure time, the medical device must be rinsed several times
MEIAIHHCKOS H3AEITHS JCMAHEPAIIIOBAHHON WIH MEKpoGHONOrHMecky THCTON, cTepiabHOl | with completely demineralized water or microbiologically pure, sterile water in order to
BOJIOM C IIENBIO YAANCHAN BCEX OCTATEOB XHMUKATOB. B 3aepuiesue noaHocTsio Bhicymute | remove all chemical residues. Finally, all of the surfaces, openings, channels, and lumina

BCE TIOBEPXHOCTH, OTBEPCTHS, KAHANK H NMOJOCTH MSIVIMACKAM CXBTHIM BOSIYXOM. are dried completely with sterile compressed air.
7.5. Mammnnag 9ucTxa o gesnndexuns/Machine cleaning and disinfection
OumcTa/TepMnueckan Acsipexnus MeXAHRINPOBAREEIM crOcoGoM Machine cleaning/thermal disinfection

TIpemONTHTENLHA TepMUteckan AcsnEdexim. Janmuit meTon neobxommo renamsiosars ¢ | Thermal disinfection is preferved. The relevant national requirements and the A0 value
Y9€TOM HALMOBATLHEX HOPM M noxasarens AO. Iipu muGope noaxoasmiero BRIEHOTO | must be taken into account when using this method. The selection of a suitable shide-in
KOHTeHHepa WIH KPENCHHS AIA MHCTDYMEHTA HOOGXORHMO MpPOKOHCYJIBTHPOBATHCA ¢ | tray or instrument holder, which should ensure that the medical device is thoroughly
MIrOTORHTENEM OGOPYZOBAHHE C DEMBIO OGECTICUCHMS OMBLIBAHRA WIH mpoMusatma | rinsed out or through, must take place in consultation with the manufacturer of the

METHUFHCKOTO H3ACIHA. device.

Yrasauue: opH HeobXOAMMOCTA CeXYET BPYTHYIO AOCYHIHTS HHCTPYMEHT. Note: If necessary, the instrument must be dried off afterwards by hand.

Jas obecnegenna 3pdexTHBHOCTH MAIMHHON OAHCTKH A Aesnndexuan Tpedyerca In order to guarantee effective machine cleaning and disinfection, it must be ensured that
IPOMBIBKA NPH NOMOIIH COOTPETCTBYIONINX CTPYHHRIX HACANIOK. the instrument is rinsed out by means of appropriate rinsing lances.

7.6, CGopka, nponepia n yxoan/Assembly, ingpection and care

Bmsyannno npoBepsTe OTHIICHHOE M NPOACIAHGHIEPOBAHEOS MEAHINHCKOS H3ACNHE HA The cleaned and disinfected medical device must be visually inspected for cleanliness,

QHCTOTY, KOMILISKTHOCTD, OTCYTCTBHE BRAHMEIX OBPEIKACHHNA H CYXOCTH: completeness, damage and dryness:

« ECIIH BCE e AMEIOTCH OCTATKH 3ArpAIHEHHIA/MOIOIIIX CPEMCTS, TO MEARLMHCKOe M3aeue | « If residues or contamination are still present, the medical device must be manually
BeolXoauMo HOBTOPHO 06paboTars BpYUHYIO U SIlIe Pa3 OABEPrHY Th NOAHOMY LIHKTY cleaned and subjected to a full cleaning and disinfection procedure

OUHCTKH ¥ Be3HHPEXIHH. once more.
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* TTOBPEXICHHEIC HAH NOPAKCHHbIC KOPPO3HEH MEAHIMHCKME HITETHR JOIKHN ObITh
K3BLATH H3 ynoTpebaeHua.

* Pean6y B cromB3giime NOBEPXHOCTH HOOOXOAHMO CMASLIBATL CMA30WHLIM MAaCJIOM OF
pasaHYHMX NPOH3BOAKTACH, & 3aTBOP KPaHa CACLHATLHON CMaIKoH ANt KPaHos OT
PaATMIHRIX POM3IBOAHTENCH.

* PasoOpaHHbie MEAMINHCKAE W3ACTHE TIojUIekaT copie.

* 3aTem HeOOXOAMMO BLINIONHNTE MPOBEPKY Gy HKIHOHHPOBAHHA.

YxazagHe: YRIOTHUTSNbHbLIC CHCTEMB, MPHMCHACMBIC B KOMOMHAIUMH ¢ 3THM
MHCTPYMEHTOM, PEKOMERAYETCH HCNIONB308aTh TOALKO OAMH pa3. [Tpu MHOTOXpaTHOM
HCTH/IBIOBAHHE YNAOTHATEILHEX CHCTCM TEPMETEYHOCTD HE FAPAHTEPYETCH,
Yxazaune: HenonbzyeMoe A8 IT0T0O MAclo OT PAsTHYHLIX ponssoanTeneit (1A OCHOBE
napad¥Ha WIH Ba3eTHHOBOIO Macha (e3 coaepXanis CANAKORA) JODKXHO GBIT NPUIOAHKIM
JUIA MPAMEHAENOND METONA CTEPIH3ALHA,

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

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

* 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 suitabie for the subsequent sterilization
procedure (silicone-free and paraffin- or white oil-based).

7.7. Crepunmzanns/ Sterilization

Yenosafl CTePHANIALNH

Konmnange# KARL STORZ gns favHoro MEIMIHHCKOIO HINSNHA BATHAMPOBAHE H
YTBEPEACHB CNCAYIOUIHE NETOON CTEPRIMIALMN.

CTepunEsanis DapoM ¢ NpAMERCAHEM $PAKTUKORHPORANNHOI0 $OPBAKYYMHOTO
METOAR.

Yicnsaune: CMasaHHbie KOMIIORCHTh He0GXO0AHMO CTEPHANIOBATS B pasobpanmom eaze. Jiut
CTEPUIE3ALEE MEAHLUMHCKOrO Wi3ZCNHs B COOpaHROM BHAC HEOOXODHMO HCHOAB30BATH
dpaxunornposasHbi Qopeaxyymusit Meroa (DIN EN ISO 17665-1) ¢ cobmoaeHmeM
CCAYIOMMX BapaMeTpoB: 134 °C Ha NPOTEXEHHE 5 MHHYT.

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.

8. Cepaucuoe oficnyxasanne B pemont/ Servicing and repair

HencnpaBHEe HHCTPYMEHTH AMDKHE 00CHYy RKHBATECA H PEMOHTUPOBATRCS MCKTIOTHTEIBHO
YNOMHOMOYCHHMMH HAMH NTHUAMM, ITPH NPOBSACHHN BCEX PEMOHTHBIX PaboT HEOOXORRMO
HCTIOJIB30BATH TONLKO OPHIHHATLHKS ACTATH.

PEMOHT H F3NEHEHHN HECTPYMEHTA HEYNONHOMOYCHHWMHA JHIAMA HE paspellieHH H
0CBOGOXRANOT HINOTOBHTENA OT MOGOTO POAA OTBETCTBCHHOCTH,

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.

9. TapanTus\Warranty

Craugapramii rapaHTERENE CPOK KCIUTYATAUHE H3ACHEA COCTaRNAeT |12 Mecilues ¢ AaTwl
BBOZA MPHGOPA B IKCILTYATALNAO, HO He Gouiee 15 Mecsines co AHA OTIPY3KH.

MeIHIFMHCKOE H3ACIHS BCEFAS CICAYET OMMPABNATE B MECTHOE OTACICHRE, JAKE B TCICHHE
rapanTHiiHoro meproaa.

Bexprmae 06opyaoBaRus WIH BLNOJHEHNE MOOHX PEeMOHTHEX pafor Wil Moauduxaumt
060py/10BaHEA HEYTIOAHOMOUCHHLIME JTHIAMH 0CBOGOXARET HAC 07 OGO OTBETCTRCHHOCTH
3a ero paboty. JTioGoe Takoe OTRPHITHE, PEMOHT WK MOZB}HKANNS, BHTIOTHEHHbIC B TCUCHME
TAPARTHHBONC EPROAA, AHHYIHPYET BCIO MAPAHTHIO.

Obmectso ¢ orpanwientoli oteercTBerHOCT IO KAPJ IUTOPL] - Snaockomi: BOCTOK
(000 KIIT3 BOCTOK)
115114, Mocxea, JlepGenencxas sabepexnas, 7, c1p. 4.

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 WOSTOK (LLC KSHTE
WOSTOK)

Derbenyevskaya nab. 7, building 4
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Ten. +7 495 983 02 40
Fax: +7 495983 02 4]
Info-ru{@karlstorz.com

115114 Moscow, Russia
Phone: +7 495 983 02 40
Fax: +7 495 983 02 41
Info-ru@karlstorz.com

10. ¥Yruawsauusn/Disposal

INpu ymmair  ocofnie  mMeput He  Tpelytores.  Caepyer  columonats
BHYTPRTOCYAAPCTBCHHBIE NPEAITACARTR/ JaKOHE.

Tpr yranmandn wijenuft Ha reppuropus Poccuiickoit Geaepaunn cuenyer
PYKOBOZCTBOBATLCA HOPMaMH, inokeHHBIMY B CanlIuH 2.1.3684-21, HeucnionnsoBsaHnbic
HHCTPYMEHTH, 2 TaKike YNaKOBOUHLIE METEPHANL! CCAYeT YTHNHSHPORATE KAK
SOHACMHONOTHIECKH GesonacHme oTXOk! Knacca A.  Henoab30BaHHLIC HHCTPYMEHTH
CIIEAYET YTRIIHIHPOBATD KAK JMHACMACIOrHYECKH ONACHLE OTX0MM Kiracca b.

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-hazardouns wastes. Used instruments are disposed of as
class B epidemiologically hazardous waste.

11. Baxuan undopmanus / Important Information

H3 coobpamensiit rHTHCHI U NIA TPCAOTEPAIICHHA 3apEKeHHA FHCTPYMEHTH M yCTpolicTea
Hep0XOAMO QUACTHTE H MPOAC3HHGHUHPOEATL / CTSPHIIOBATE ICPEA OTHPABKOH B PEMONT.
Mu ocTapnseN 3a co0oit Npapo BEPHYTH 3IATPAHCHHLIC MHCTPYMEHTH / YCTpolicTaa
OTTIPABHTENIO,

PemonT, MogHbHKALARN HAH H3MCHOHHS KOHCTPYKLIHH, KOTOPHC BLINOIHMOTCS He
xommarnel KARL STORZ wm cnempmamncraMi, ynonromoueriaumi KARL STORZ,

ARHYJIHPYIOT BCE rapasTHiibie 00R3aTeALCTRA.

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.

| 12, Pacuindgponxa camponon/Explanation of symbols

PacinpoBKa CHMBOJIOB, NPHMERTEMBIX TPR MAPKBPOSAHHN MEAHIHHCKONO
HIRCIHA:

Explanation of symbols used in labelling the medical product:

| _Camson Onpeaencane Symbol Definition
d Harorosutens ‘ Manufacturer
REF| | Houep no xaranory REE]| | Catalogue number
Kox napruy :I.OT Batch code
Komrectao wanennit » ynaxoexe Number of products in the product packaging
Eﬂ OGpatrTecs K HECTPYKIHH [0 IPAMEHSHHIO EE Consult instructions for use
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He cTepusnbHO Unsterile

I Xpynkoe, o6paliaTbcs 0CTOPOXHO I Fragile, handle with care

Bepx H Top

I Bepeyb 0T Brarm Keep away from moisture

He gonyckaTb BO3AeNCTBUSA CONMHEYHOTO CBETa 1 C \ Keep away from sunlight
n
apkuposka CE CE mar.king .
ATUM 3HAKOM NPOU3BOAMTESb 3asiBISIET 0 COOTBETCTBUMN YCTPOCTB With this mark, the manufacturer declares the compliance of the
eMCTBYHOLMM CTaHAapTaM U AUPEKTUBAM. devices with the applicable standards and directives

Hu B KOEM cnyuae Hemb3si MOAUGNLMPOBATb YCTPOWCTBO. The device must not be modified in any way

13. TMepeuyeHb HaLMOHANBbHBIX N MEXAYHAPOAHbIX HOPMATMBHbIX JOKYMEHTOB/CTAHAAPTOB, KOTOPbIM COOTBETCTBYET MeauuMHcKoe n3aenve\b|s! of international regulatory

Cn«Aal|iT OnwncaHune Identiiieation
EN I1SO 20417 MN3nenna megmunHekue. NHhopmaums, npegoctasnsemas EN ISO 20417
N3roToBUTENEM Information supplied by the manufacturer of medical devices
1ISO 13485 M3penusa megmumHckme. CUcTeMbl MeHe)XMeHTa KauecTBa. 1SO 13485 Medical devices - Quality management systems - Requirements
TpeboBaHUA fNs LeNeit perympoBaHus for regulatory purposes
ISO 14971 3genns megmumHekme. MNMprMeHeHe MeHePKMeHTa prcka K ISO 14971 Medical devices - Application of risk management to medical
MEAVNLMHCKMM M3aeNsIM devices
34
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1SO 15223-1 Wanenna mepmupHcxue. CHMBOJEL, NPHMEHAEMEIE PR 1SO 15223-1 Medical devices - Symbols to be used with medical device
MBPRUPOBAHIH MEAHITMHCKUX HIACNWH, HA ITHKETKAX H B labels, labelling and information to be supplied - Part 1: General
CONpOBOSATENEHOM JoxyMeRTauy. YacTs 1. OcHoBHMeE TpeGosannn requirements
ISO 17664 Creprwursanug Mexutmucsux wigenni. Hedopmaips, 1SO 17664 Processing of health care products - Information to be provided
DPCAOCTABIACMAA HITOTOBHTENIEM 711 NPOBCACHHR NOBTOPHOH by the medical device manufacturer for the processing of
CTEPHIHIALMY MEARLHHCKHX MRS medical devices
Hiaenna meampmmcxie. [TpoekTupobanne MeHUMHCKMX H3aenHH ¢ Medical devices - Part 1: Application of usability engineering to
TEC 62366-1 Y9OTOM 2KCIVTYSTAOHOHHON NPMroABOCTH ksl medical devices
SO 7153-1 HHCTpYMEHTH XHpYPruveckae. MeTannnvaeckue MaTepHant. Yacts ISO 7153-1 Surgical instruments - Materials - Part 1: Metals
1. Hepwabeiomas crans 1SO 10993-1 Biological evaluation of medical devices - Part 1: Evaluation
1SO 10993-1 Haaenns meguumuckue. Onenxa Guonormieckoro achcTaus and testing within a risk management process
MeIAUMHCKRX Wigemai. YacTs |. OueHka A HCCISEOBAHUS 1SO 10993-5 Biological evaluation of medical devices - Part 5: Tests for in
Hapenna megmmuckne. Onenxa Guonoruweckoro AeHcrans vitro cytotoxicity
1SO 10993-5 MeaHuMHCKRX isaemalt. Yacts 5. Hecnenosanna Ha 1SO 10993-10 Biological evaluation of medical devices - Part 10: Tests for
MATOTOKCHYIHOCTh: METOAM in vitro* irritation and skin sensitization
Hagenns Meauumnckre. OneHka GHOTOrHISCKOro AeHCTBEA 1SO 10993-11 Biological evaluation of medical devices - Part 11: Tests for
ISO 10993-10 MeaMUMHCKUX m3aenmi. Yacrs 10. Hocneposanna pasapaxaiomero u - systemic toxicity
COHCHOMNMIKDYIOMETO AeHCTBHA 1SO 10993-12 Biological evaluation of medical devices - Part 12: Sample
Hagemaa meppmuEckre. Onenxa GHonormaeckoro geicTrus B preparation and reference materials
1SO 10993-11 meanuuHcKix w3gennit. Yacts 11. Heenesnosanna 1S 10993-17 Biological evaluation of medical devices - Part 17:
o0ImeTOKCHUECKOrO JelicTBrt - Establishment of allowable limits for leachable substances
Hanenns mezuuvmckue. Ouenka Guonormeckoro aeAcTena Biological evaluation of medical devices - Part 18: Chemical
ISO 10993-12 MeauIHHCKHX uagenuit. Yacts 12, [Ipurotoraeune npob 1 130 10993-18 characterization of materials
KOHTPQJIbHbIS 06pa3LL Sterilization of health care products - Moist heat - Part 1;
HMspexan mexmumpncxne. Ouenxa GRoIornieckoro aelicTaua ISO 17665-1 Requirements for the development, validation and routine
1SO 10993-17 MemMIARCKEX maenuii. Yacts 1 7. VeTaHORNERRE DOPOTOBBIX control of a sterilization process for medical devices
JHAYCHHI 20% BHIMBIBACMBIX BEMECTR Sterilization of medical devices. Microbiological methods. Part
Hanenus mepmumscxre. Ouenxa Granornueckoro AcHcTais 180 NDH i. Estimation of population of microorganisms on products
ISO 10993-18 MeHNCKaX winenult. Yacts 18, Hecnepoanse XAMEIECKHX Sterilization of medical devices. Microbiological methods. Part
CcBOHCTE MaTEpHANOB IS0 117372 2. Tests of sterility performed in the validation of a sterilization
Crepunisautas MemapRcKol NpogyKIMy. Crepuninalus napou. process
ISO 17665-1 Yactn L. TpeGopaumna k paspaloTie, BANHJANMA H TEKYMEMY
KOHTPONO IPOUSCCa CTEPRINAIEHN MEHIABCKAX RIACTHI
Creprumauna MeAMIHHCKHX S3aeTHE. MuxpoGnonormiecrne
1SO 11737-1 MeTomn. Yacts 1. OueHxa nOMy AR MEKPOOPraHHIMOB HA
NPOAYKIHH
Crepunsaans MemIARCKEX IACTAR. MukpobGHOIOrHIeCKHE
1SC 11737-2 Merons. Yacrs 2, Hcnumanus Ha CTEPHABLEOCTS, NPOBOAHMLIE MPR
BATHAAIMA NPOLECCOB CTCPRANH3ANHHE
14. Pexnamanns/Reclamation
[MopAROK NpeXBARNCHRE PEKNAMAITHI K OTBETOR BA HHX PEry/HpYeTC rpaxaanckid npasoM. | The procedure for submitting complaints and responses to them is governed by civil law.
PexnaMaims MOXET NPeXbYBAATLCA TOISKO 0 TAKEM BOTIDOCAM, KOTOpse He aBaaauch | A complaint may be brought enly on such issues that were not the subject of acceptance
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IPEAMETOM NPHEMKM TORAPA, POIMIBEACHHOH B COOTBETCTBHH € YCIOBHAMH AOTOBOPA.

Mo BceM BOMpocaM, CBA3AHHLIM ¢ OOCHYXHBAHKEM W3AENHA, HeoOXomuMo ofpaTHTLCA K
YonsOMOReHHOMY NPEACTABATEINO IPONIBOARTEINN,

B ciydze pexnaMauum oOpamaTica K NPOM3BOAMTEMIO H / HAIM YIOJIHOMOYEHHOMY
NPEACTABHTENIO NPOMIBOAHTENA.

[poyBoaMTEND:

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

Tenedon: +49 7461 708-0

Qaxc: +49 7461 708-105

E-mail: info@karlstorz.com

VYnommoMoueHHEI PeACTABHTEID NPOU3BOAHTENA:

O0mecTrO ¢ orpaHEveHHOH oTeercTeeHHOCTHIO KAPJE LITOPL — 3tnockom BOCTOK
(OO0 KIUTS BOCTOK)

115114, Mockna, Jepbenenckas Habepexnaa, 7, c1p. 4.

Tea. +7 (495) 983-02-40, daxc: +7(495) 983-02-41

e-mail: info-ru@karlstorz.com

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-Strafle 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 WOSTOK (LLC KSHTE
WOSTOK)

Derben, nab. 7, building 4, 115114 Moscow, Russia

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

e-mail: info-ru@karlstorz.com

15. Ceeaenns o nposisoanTene / Information about manufacturer

PAIPABOTYHK:

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

Tenedon: +49 7461 708-0

Qakc: +49 7461 708-105

E-mail: info@karlstorz.com

MPOH3IBOMTEJIb:

«KAPJI IUTOPL] CE u Ko. KT, I'epsanss (KARL STORZ SE & Co. KG)
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany

Tenedon: +49 7461 708-0

Daxc: +49 7461 708-105

E-mail: info@karlstorz.com

YIHOJIHOMOUYEHHBINA NMPEACTABATEL MPOA3BOAUTENA:
000 KIIT3 BOCTOK
115114, Mocksa, JlepGenencxas nabepexnas, 7, c1p. 4
Texegon: 8 (495) 983-02-40

E-mail: info-ru@karlistorz.com

MECTO MPOMIBOACTEA:
1. KARL STORZ SE & Co. KG,
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany

DEVELOPER:

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@karistorz.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 WOSTOK

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

Phone: 8 (495) 983-02-40

Email; info-ru@karlistorz.com

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

Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
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INpunoxenne 1. llepedenn pexoMenayeMbIX YHCTSIMEX B Je3nHGAUHpYIomHX pacTBopoB\ Appendix 1. List of recommended cleaning and
disinfecting solutions

|
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Hepeens pexoMenayeMbix WHCTRIAI H A3HHPHIHPYIOmEX pacTBopos / List of recommended cleaning and disinfecting solutions

Pyunas ouncrka B aeanndexnnn / Manual cleaning and disinfection

Uncramne pacrsopht / Cleaning agent

Nesnudprnmpyiome pacreopnl / Disinfectant

TpomsoanTess / Topropoe naumenonanne / | [lpomsognTens / Toprosoe HanmenoBanne /
Manufacturer Trade name Manufacturer Trade name
Advanced Sterilization Cidezyme® Advanced Sterilization Cidex OPA®
Products (Johnson & Products (Johnson &
Johnson) Johnson)
Anios ANIOSYME P.L.A. Anios ANIOSYME P.L.A.
B. Braun Medical AG Stabimed® B. Braun Medical AG Stabimed®
Ecolab Deutschland GmbH Sekusept™ aktiv Ecolab Deutschland GmbH Sekusept™ aktiv
Esteer Pharma GmbH ULTRASEPTIN® activ Esteer Pharma GmbH ULTRASEPTIN® activ
Esteer Pharma GmbH ULTRASEPTIN® PAA Esteer Pharma GmbH ULTRASEPTIN® PAA
Lysoform Dr. Rosemann Lysoformin® 3000 Lysoform Dr. Rosemann Lysoformin® 3000
GmbH GmbH
Schumacher, Dr. GmbH PERFEKTAN® ENDO Schumacher, Dr. GmbH DESCOTON extra
Schulke & Mayr GmbH gigasept AF® forte Schumacher, Dr. GmbH DESCOTON 2% GDA
Schulke & Mayr GmbH gigasept® instru AF Schumacher, Dr. GmbH PERFEKTAN® ENDO
Schumacher, Dr. GmbH DESCOTON extra Schulke & Mayr GmbH gigasept AF® forte
Schulke & Mayr GmbH gigasept® instru AF
Schulke & Mayr GmbH Lysetol® V
Steril-4 s.r.l. STERIL-C
Weigert, Dr. GmbH & Co. neodisher® Septo Active
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OuHcTKS B AcIEE@exnHE B MOIMe-1e3sa$ruupyomux Mmamasax / Machine cleaning and disinfection

YUncramue pacTeophi / Cleaning agent

Jezanennpyiome pacrsopsl / Disinfectant

IIpomssopmreas / Manufacturer | Toprosoe nammenoBanme / IIpoussoaurens / Manufacturer | Topropoe naumenoBanme /
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*

YHCTAIAE CPEACTRA, MOMEYCHRRE *, AoKasam ¢BOIO 3¢ dexTuBHOCTH NpoTHE NpROBOB / Cleaning agents that are marked with*: These cleaning agents

are proven to be effective against prions
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[{Tepeeod ¢ nemeyxo20 u an2auiicko20 A31K08 na pyccxuli A3vix)
[Ha 6rarxe xomnanuu «Kapa Illmopy — Indockon»)

dopMupyeM BMecTe Syaylnee 3HAOCKONAH Ha POTAXEHUHK Oonee 75 et

«KAPJN LUTOPL CE u Ko. KI's (KARL STORZ SE & Co. KG) + a/a230 « 78503 Tyrvmnren/Tepmanns
(PO Box 230 « 78503 Tuttlingen/Germany)

YTBEPXKIEHO

HenonuuTenbHbil AMPEKTOP 00 HOPMATHBHO-NIPABOBOMY PETY.IHPOBAHHIO

MERIYHAPOAROTO OTAC/IA NO 3A0POBLI0 DAIHEHTOB B ROPMATRBHO-NPABOBOMY PErYAHPOBARNIO
no nopy4enuio, A-p berruva Xagen

«Kapa lltopn CE 1 Ko. KI»
Ap.-Kapa-Llropu-Lltpacce
34, 78532, Tyrnuuren,
lepmanns
(Dr.-Karl-Storz-Strafle

34, 78532, Tuttlingen
Germany)

{nodnuce/

(moanwnck)

&,
(aenn, mecan (undpamu))

(LLITamm)
[[Tevams komnanuu «Kapa LlImopy — Snoocxon»)

HHCTPYKIHUA 110 IPHMEHEHHIO

Ty6yc aprpockonmtieckuii Ang co3AAHHE IHAOCKONNTICCKOTO AOCTYNIA B BADHAHTAX
HCNOTHeHHS, ¢ NPHHAMIEAKHOCTAMH

HasBanHe MEARIWHCKOro H3AeTNA

2024,
thaxryeckuil apec: Eanxoackne «jloitwe Bamix A’ Kosmanaumioe tosapumecrso Tloanbid xoMnaHbos
«KAPJ1 IUTOPL| CE n Ko. pexmuayt: TyTmme» «KAPI WITOPL] CE «KAPJI LLITOPL]
K» «lOunKpeant Banx SWIFT: k Ko. KI'» Gepsanvrynre CE»
Jp.~Kapa- Al'» DEUTDESS653 Jp-Kapn-LiFropu-lLhpacce 34 Jip.-Kapa-LiFropu-llltpacce
U SWIFT: IBAN: DE0® 6537 0075 78532 Tyrmmmren/Tcpmanns 34,
78532 TyrnwnrewTepmanns HYVEDEMM473 0211 6390 00 Mectoraxomactne xoMnauky; 78532 Tytnmmren/T'spuanns
Tenedow: +49 7461 708-0  IBAN: DE62 6002 . Tyrmnren MecTonaxamacHHe
Garc: +49 7461 708-105 0290 0034 5326 05 Hapoanwi Gaxk Toprossiit peectp: KOMDEHMX: . TYTIHHCH
3 nowra «llinapuramsa-flousy r. likrymrspr, HRA 450442 Toprossii peectp:
info@karistorz.com «Kpaficionapxacce  Hexkap 3™ Hacwr. Ne mavensmmxa HAC: r, lrywapt, HRB 762524
www.karistorz.com Tyrmirew SWIFT: GENODESITUT DE 142931059 Ynpasamoiuull  pexTOp:
SWIFT: IBAN: DE97 6439 0130 [lwpexnea o6 ymwmnammn Kapa-Kpacwvan Livopn
SOLADESITUT 0000 7720 03 INCKTRINCCKOTD TMpeacesarens copeTa
iBAN: DE79 6435 H JICKTPOHHOTO AHPEXTOPOB:
0070 0000 0013 22 obopyrosasun, MHOTOKPATHWH  TIOMeTHHIH

per. Ne DE 74465858 Aoktop Cilinn Llropu
9370321, ecp. 4.1
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P: H HBIX 421/2024 UZ 619/2024
Actpua Xapast-Litpexxep * Ten.: +4974619659700 * Maxc: +4974619659720

Horapaaabioe yaocToBepeHHe
IToanmuck, NOCTapeHHaA Bhillle B MOEM NPHCYTCTBHH, SBIACTCH HOAIHCHIO
r-xu g-pa berrenn Xaden,
aara poxagenus: 09 cenrabpa 1982 r.,
cayxeOunit anpec: 78532 r. Tyrnanren, p. Kapn-1litopu-1litpacce 34,
— H3BECTHOH MHE THYHO —
9TO A HACTOAIHEM OPHIMANLHO YAOCTOBEPAIO.

r. Tyrnunren, 20 mapta 2024 r.

/noonucs/
Horapuyc Actpua Xapaur-1lITpexxep

[{Tevame nomapuyca)
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TeKCT AaHHOTO AOKYMeHTa nepeBén nepeBofuYuK Paxumkynos dnbpap Cepkannesny. 3HaHue MHOCT PAHHOTO
f3blKa NOLTBEP>K Aal0. BoINONHEHHbI 1 NepeBos ABNSAET CA NPABUNbHLIM, TOYHBIM 1 MONHbIM.

Poccuiickaa depepauyns
Fopog Mocksa
YeTBepTOro anpens ABe ThiCAYN ABafLAaTb YeTBEPTOro roga
A, TouknH AMuTpunit Banepbesny, HoTapuyc ropoga MockBbl, CBUAETEALCTBY NOAANHHOCT b NOANNCHK
nepesofuynka Paxumkynosa dnbgapa Cepkanumesunya.
Mognuch caenaHa B MOEM NMPUCYTCTBUN.
JTMYHOCT b NOAMNMCABLIEIO JOKYMEHT YyCTaHOBNEHA.

3aperucTpuposaHo B peecTpe: Ne 77/2079-j
YnnayeHo 3a COBepLUEHNe HOTapuanbHorc

Bcero npowHypoBaHo, NnpoHymepos”
W CKpenneHo nevyaTbio__ 41  nuc,

HoTapuyc
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