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| 1. O6mse coenenna/General information

1.1. HanmMesosanse Meannuackoro nyreans/Name of the medical device

Tybyc Ans ecToro canycxona HOPKINS p papranTax Henonuenus, ¢
DPHHALTCABOCTHME.

1. TyGyc aas mecrxoro canycxons HOPKINS » papaanTax HCOOIHCHHS:

1. Ty6yc ang xecTxoro canyckona HOPKINS acnupanmoHHLIN B BpPArAIHOHHLIH,

OBANLHEIH, TATIOPAIMEPH:

1.1. Ty6yc ans xecTxoro caaycxona HOPKINS acnEpaiponseiit &
HpPETAIHOHHEA, OBANEHEIA, pasmep 3,5 x 4,7 MM, JyraHE 14 CM, VA KECTKHX
SHROCKONOB C HANMpaRNeHMeM HafmoscHns 0°, B coCTape:

- Tybyc-1mm,;
-~ HHCTPYXUES 00 SECIUTyaTAIEN - | IDT.

1.2. TySyc ang xectxoro caEyckom HOPKINS acnapanaossLii B
MPPRTAIBOHHHN, OBANLEEIH, pasMep 3,5 X 4,7 MM, THER 14 CM, AJIN EECTRHX
SHIOCKONOB ¢ HANpaRncHNeM Eabmonenus 30°, B cocTane:

- Tybyc—1mm,;
— HBcrpyxims no 3XCIUTyaTAlAE — | mT.

1.3. TySyc nna xectxoro canyckona HOPKINS acnpaiponsnili
MpPHTalBOHHEL, OBANLHMH, pasmep 3,5 x 4,7 M, mHHA 14 oM JUIN EeCTRHX
SHAOCKONOB ¢ BANPABAeHEOM Ealmozoms 45°, B cocTane:

- Tybyc~lmr;
—  HpcTpyxiEs mo SKCIUTyaTalds — 1 mIm.

1.4. Tybyc ana xectxoro cutycxons HOPKINS aciHpaHoHHNHE X
HpPETramEOHNLIH, 0BANLHEIH, pasMep 3,5 x 4,7 MM, ATHHA 14 CM, NN XECTRHX
3HAOCKONOB C Hanpanienness Babmoznenua 70°, B cocTane:

- Tybyc—1mm,;
-  HmcTpyrups no 3xcnuyaTamEd — | mr.

1.5. TyGyc ans secTroro cEHyckona HOPKINS acnupamaornii a
HpPEraUHOHHLI, OBANLEBIH, paMep 4,8 x 3,7 M, A 10 oM, A0 KECTRKHX
3AAOCKONOB ¢ HANpaRNeHWeM Habmoacunn °, B cocTase:

- Tybyc—Ilmm,;
— HBCIpysmES N0 SXCIUTYaTAIEE — | mT.

1.6. Ty6yc ama xectxoro canyckona HOPKINS acnipansoRARi B
EPpUraUHOREHE, oBaNLHLIA, pa3mMep 4,8 x 3,7 nu, ANHEA 10 CM, AXS KECTEKHX
SHIOCKONOB ¢ HanpanreHEeM Bafimonerms 30°, B cocTane:
~  Tybyc—1mm,;

—  HECTpyRmEX N0 SKCuryaramm — 1 mr.

1.7. TyGyc mnx xectxoro cenycxom HOPKINS acrapamronssit &
HppEramEoHEkit, OBANRHBI, pasMep 4,8 x 3,7 MM, HHA 10 oM, AN EECTRHX
IHAOCKON0S ¢ HAIPARACHACM BRA0MOACHNA 45°, B COCTaBL:

Sheath for rigid sinuscope HOPKINS in variants, with accessories:

I. Sheath for rigid sinuscope HOPKINS in variants:

1. Sheath for rigid sinuscope HOPKINS for suction and irrigation, oval, dimension

types:

1.1. Sheath for rigid sinuscope HOPKINS for suction and irrigation, oval, size
3,5 x 4,7 mm, length 14 cm, for rigid endoscopes with direction of view 0°,
consists of’

— Sheath-1pc;
-~ Instructions for use — 1 pc.

1.2. Sheath for rigid sinuscope HOPKINS for suction and irrigation, oval, size
3,5 x 4,7 mm, length 14 cm, for rigid endoscopes with direction of view
30°, consists of*

— Sheath-1 pc.;
- Instructions for use — 1 pc.

1.3. Sheath for rigid sinuscope HOPKINS for suction and irrigation, oval, size
3,5 x4,7 mm, length 14 cm for rigid endoscopes with direction of view 45°,
consists of:

— Sheath-1pc.;
— Instructions for use — 1 pc.

1.4, Sheath for rigid sinuscope HOPKINS for suction and irrigation, oval, size
3,5 x 4,7 mm, length 14 cm, for rigid endoscopes with direction of view
70°, consists of:

— Sheath -1 pc.;
— Instructions for use — 1 pc.

1.5. Sheath for rigid sinuscope HOPKINS for suction and irrigation, oval, size
4.8 x 3,7 mm, length 10 cm, for rigid endoscopes with direction of view 0°,
consists of’

— Sheath—1pc.;
-~ Instructions for use - 1 pc.

1.6, Sheath for rigid sinuscope HOPKINS for suction and irrigation, oval, size
4,8 x 3,7 mm, length 10 cm, for rigid endoscopes with direction of view
30°, consists of:

— Sheath-1 pc,;
— Instructions for use — 1 pc.

1.7. Sheath for rigid sinuscope HOPKINS for suction and irrigation, oval, size
4,8 x 3,7 mm, length 10 cm, for rigid endoscopes with direction of view
45°, consists of:

— Sheath—1pc.;
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- Ty6ye—1mr;
—  HMECTpyxipis no dXCIuTyaTames — 1 mr.
1.8. Tybyc anx xectroro cuHycxona HOPKINS acnupaumonmsil 1

HPPHTAITAOHHEIH, OBANbHKIL, pasuep 4,8 x 3,7 MM, anama 10 cM, N4 XECTKHX

SHAOCKONOB ¢ HATIpPaB/NCHHeM BalmopeHHA 70°, B cocTaRe:
- Tybye—1lmr;
—  HHCTpYKIHS [0 SKCIUTYaTRIEH — 1 mrT.

1.9. TyGyc ans wectxoro cuiiycxona HOPKINS acnupausoHBRIE |
ApPEranHOHHBIA, OBAMLENIM, paiMep 4,8 X 6 MM, JuAHa 14 CM, AN KECTKEX
SHAOCKONOB ¢ HANpaRneHseM nabmozennx 0°, B cocTase:
~ Tybyc—1 mrr.;

—  HBcTpyXums No SRCILTYaTalH — | mT.

1.10.  TyGyc ans xecTxoro cuyckona HOPKINS acnupauuoHH:E o
AppUTANROHHLI, OBANLHEH, pasMep 4,8 X 6 MM, AmuEa 14 OM, VTN XECTKHX
SUAOCKONOB ¢ HANpaRneEneM Halmoserng 30° , B cocrape:

—~ Tybyc-1nm,;
—  HBEcTpyxusK o SXCIUYATAUME — 1 WT.

1.11.  TyGyc ana secTxoro cayckona HOPKINS acnmpauHOHHNHE 1
HPPHTANBOREHKI, OBANLHE, pasMep 4,8 X 6 MM, Jmana 14 CM, AN XECTRHX
3RAOCKOMOB C HAIMABNCHHEM BalmOgCHHA 45° , B COCTABE:

- Ty6yc—1mm,;
- HRcTpyxmms oo sxciuTyaTamas — 1 mr.

1.12.  Ty6yc mm xecrxoro cunycxona HOPKINS acrmpaigioniuil
nppmmonnuﬁ,mmﬁ,pqmep4,8x6m,nml4cu,mm
3HIOCKONIOB ¢ HANpARNEHKeM BabmoncaEn 70° , B cOCTaBe:

- Tybyc-1umm,;
—  HBcTpyximn no 3xciuyaralu — | mT.

1.13.  TyGyc anx xecxoro cunycxona HOPKINS acrmpaiponuit
HppUTALHOHHL, oBansHRIL, pasmep 4,8 x 6 MM, ZuHHA 14 CM, AN XECTKHX
SHAOCKONOD ¢ HANPABICHREM Babmoacnus 15°-90° , B cocTase:

- Tybyc-lmm;
—  HFiHCTpYKURN NO SKCIUTYSTAIEHE — | mT.

Ty6yc ans xectxoro caHyckona HOPKINS HppRransoHHEL, THIOPA3MEpPRL:
2.1. TyGyc ans xectxoro canycxona HOPKINS spprramsorssi, muametp 4,8

MM, UHES 14 oM, U183 MECTXHX IHAOCKONOB ¢ Hanpasiemne Habmoaessx 0°,

B COCTaBS:
- Ty6yc-1 mr.
—  ARATTep UIN TECTKE HECTPYMEHTOB ¢ JCCATHISHIHORNOM MydToll,
masetp 11 M - Be Gonee 10 IT. (npa BeoGXONMMOCTH)
— HBcTpyxua DO SKCIUTySTaIGH — | mT.
2.2. Ty6yc mux mectxoro canycxoms HOPKINS upparaimonHnili, meamerp 4.8

— Instructions for use — 1 pe.

1.8. Sheath for rigid sinuscope HOPKINS for suction and irrigation, oval, size
4,8 x 3,7 mm, length 10 cm, for rigid endoscopes with direction of view
70°, consists of:

— Sheath— 1 pc.;
— Instructions for use — 1 pc.

1.9. Sheath for rigid sinuscope HOPKINS for suction and irrigation, oval, size
4.8 x 6 mm, length 14 cm, for rigid endoscopes with direction of view 0°,
consists of:

— Sheath—1 pc.;
— Instructions for use — 1 pc.

1.10.  Sheath for rigid sinuscope HOPKINS for suction and itrigation, oval,
size 4,8 x 6 mm, length 14 cm, for rigid endoscopes with direction of view
30°, consists of:

— Sheath—1pc.;
— Instructions for use — 1 pc.

1.11.  Sheath for rigid sinuscope HOPKINS for suction and irrigation, oval,
size 4,8 x 6 mm, length 14 cm, for rigid endoscopes with direction of view
45°, consists of’

— Sheath -1 pc.;
= Instructions for use — 1 pc.

1.12.  Sheath for rigid sinuscope HOPKINS for suction and irrigation, oval,
size 4,8 x 6 mm, length 14 cm, for rigid endoscopes with direction of view
70°, consists of:

— Sheath-1pc.;
~  Instructions for use — 1 pc.

1.13.  Sheath for rigid sinuscope HOPKINS for suction and irrigation, oval,
size 4,8 X 6 mm, length 14 cm, for rigid endoscopes with direction of view
15°-90°, consists of:

—~ Sheath-1pc.;
— Instructions for use — 1 pc.

Sheath for rigid sinuscope HOPKINS for irrigation, dimension types:

2.1. Sheath for rigid sinuscope HOPKINS for irrigation, diameter 4,8 mm,
length 14 cm, for rigid endoscopes with direction of view 0°, consists of:
~  Sheath - 1 pc.

—  Adapter for instruments cleaning with 10-speed coupling, diameter 11
mm - no more than 10 pcs (if necessary)
—  Instructions for use— 1 pc.

2.2. Sheath for rigid sinuscope HOPKINS for irrigation, diameter 4,8 mm,
length 14 cm, for rigid endoscopes with direction of view 30°, consists of:
— _Sheath - 1 pc.
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Rus Eng
MM, JIHHA 14 CM, VIS XSCTKHX SHAOCKOIIOB ¢ HANPaBIeHHOM HAOMONCHHN —  Adapter for instruments cleaning with 10-speed coupling, diameter 11
30°, B cocrase: mm - no more than 10 pcs (if necessary)
- Tybyc- | mT. —  Instructions for use - 1 p<.
~  ASANTED M YHCTKH RECTPYMEHTOB ¢ ASCATHIKORUMONBOH Mydrroi, 2.3. Sheath for rigid sinuscope HOPKINS for itrigation, diameter 4,8 mm,
apametp 11 yem - Be Gonee 10 mm. (NpA BeoGXOAAMOCTH) length 14 cm, for rigid endoscopes with direction of view 45°, consists of:
— HHcTpyxmax 1o SKCITyaTamess — 1 mt. — Sheath - 1 pc.
2.3. Ty6yc am wectxoro caaycxona HOPKINS apprranponmsii, muametp 4,8 ~  Adapter for instruments cleaning with 10-speed coupling, diameter 11
MM, JUTHEA 14 CM, T ECTKHX HAOCKOMNOB C BANPARICHHEM HabmoxeHus mm - no more than 10 pcs (if necessary)
45°, B cocTaBe: — Instructions for use — 1 pc.
- Tybyc- 1 mm.
—  AJamrrep Als YHCTKH HECTPYMEHTOB C CCATHTIOIMIBOHNOR My dToit, JL Accessories:
maanetp 11 um - e Gonee 10 orr. (npa HeoOX0AUMOCTH) 1. Tube for suction channel cleaning of sheath, length 24 cm — 1 pc.
—_ Hmymmamm-]m_ 2, Tubeforsucﬁonchmelcleanhgofshmh,lengm%m-lpc.
3. Flat brush for cleaning, length 15 cm — 5 pc./pack
1. MpunannexBocT?: 4, Adapter for instruments cleaning with 10-speed coupling, diameter 11 mm -1

1. TpyGra N THCTXH SCTIHPAIMOHHOIO RAHARA TyOyca, nmana 24 cm — 1 m.

2. TpyGxa AN IACTKH SCNHPANHOHHOTO Kanana TyGyca, wmmna 23 M — 1 mT.

3. Il{eTza nuockas AXS OYHCTKH, ANMBR 15 cM— 5 mT./ym.

4. AnNAITep U THCTKH MHCTPYMEHTOB ¢ ASCATHNOSHIEORHEOR MydTol, ArameTp 11
MM ~ | ToT.

pe.

1.2. Mepetens apmaxynos #nennit/REF list

L Ty6yc ana wecrxoro cumycxona HOPKINS, B BapmanTax HcuonHesms, ¢

L Sheath for rigid sinuscope HOPKINS in variants, with accessories:

__  DPHMHAATCKBEOCTSMA!: Name REF
HaumeHonanue REF Sheath for rigid sinuscope HOPKINS for suction and irigation,
Ty6yc ana xectxoro canycxona HOPKINS acmapaisonssiit 1 oval, size 3,5 x 4,7 mm, length 14 cm, for rigid endoscopes with 7219A8
HppHATAMOBHEL, opansHMH, pasMep 3,5 X 4,7 My, xmEa 14 oM, Ana 7219A8 direction of view 0°
MOCTRKHX IHAOCKONOD ¢ BANpAB/CHHeM Habmosenma (° Sheath for rigid sinuscope HOPKINS for suction and irrigation,
Ty6yc ansa xecTroro canycxona HOPKINS acnapumonHLit B oval, size 3,5 x 4,7 mm, length 14 cm, for rigid endoscopes with 7219BS
HPPRTALMOHESI, OBANBHEI, pasMep 3,5 X 4,7 MM, JmEma 14 oM, A1t 7219BS direction of view 30°
AECTKHX JHAOCKONOB ¢ HANPARICHEEM i 30° Sheath for rigid sinuscope HOPKINS for suction and irrigation,
TyGyc ang xectxoro catycrona HOPKINS acnspatpoRHb# B oval, size 3,5 x 4,7 mm, length 14 cm, for rigid endoscopes with 7219FS
BpPHrAmAEORHE{, opansHMH, pasaep 3,5 x 4,7 Na, Aruna 14 oM wix T219FS direction of view 45°
EECTKHX IHAOCKONOB ¢ HaNpaBieHHes HaGmoneHi 45° Sheath for rigid sinuscope HOPKINS for suction and irigation,
Ty6yc anx xectroro craycxona HOPKINS acnepansomii i oval, size 3,5 x 4,7 mm, length 14 cm, for rigid endoscopes with 7219CS
mpmumomm,omnlﬁ,pmp3,5x47uu,uml4cu,m 7219CS direction of view 70°
; HAIPARICE : nemun 70° Sheath for rigid sinuscope HOPKINS for suction and irigation,
’lyﬁycmmmm cuuywona HOPKINS SCHBpanHOEHNE B oval, size 4,8 x 3,7 mm, length 10 cm, for rigid endoscopes with 7220A8
BppUraIHONERI, opamsasilt, pasuep 4,8 X 3,7 su, numem 10 oM, s 7220AS direction of view 0°
ACCTRHX RNOCKONOS ¢ BApannennen Habrionenms 0° Sheath for rigid sinuscope HOPKINS for suction and irigation,
TyGyc Ang xecTroro caaycxones HOPKINS acmpansomssiii & oval, size 4,8 x 3,7 mm, length 10 cm, for rigid endoscopes with 7220BS
Wml,mmﬁ,pmuep4,8x37m,m10cn,m 7220BS direction of view 30°
i RO/ ACHI Sheath for rigid sinuscope HOPKINS for suction and irigation, 7220FS
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Ty6yc ans xectxoro cuHyckona HOPKINS acrapaipoHHbiR ¥
HPPHTAISOHERIA, OBAIRHEIR, pasmep 4,8 x 3,7 MM, ymma 10 oM, T220FS
XECTEEX SHEOCKONOD ¢ HanpapneHauesm Halmonenns 45°
Ty6yc mna aectxoro cenyckona HOPKINS acnupanpsoHHRiH ¥
HPPUralEOHEEGE, OBATbHEIN, paamep 4,8 x 3,7 MM, mEa 10 oM, AN 7220CS
AECTXHX JHAOCKOHOB ¢ HANpanIeHReM Habmoxenua 70°
TyGyc mnst xectxoro curycxona HOPKINS acnapansonnnit
HpPHErAIMOHHEIN, OBANLEEI, padMep 4,8 x 6 MM, jymmEa 14 o, anx T230AS
ACCTKHX IH/I0CKOTOB C HANpAaRACcHHEM Babmonerwns 0°

Ty6yc ana xectroro chaycxona HOPKINS acrmpaigsonssiil 4
BPPHTAIHOHAEI, OBANLHEIN, pasmep 4,8 X 6 MM, Anuwa 14 cM, ARt 7230BS
| eCTRHX SHAOCKONOB ¢ HanparneHuen HaGmonenya 30°
Ty6yc anx xectroro cuHycxona HOPKINS acnupaumonssiil 5

oval, size 4,8 x 3,7 mm, length 10 cm, for rigid endoscopes with
direction of view 45°

Sheath for rigid sinuscope HOPKINS for suction and inigation,
oval, size 4,8 x 3,7 mm, length 10 cm, for rigid endoscopes with 7220CS
direction of view 70°

Sheath for rigid sinuscope HOPKINS for suction and irrigation,
oval, size 4,8 x 6 mm, length 14 cm, for rigid endoscopes with 7230AS
| direction of view 0°

Sheath for rigid sinuscope HOPKINS for suction and irrigation,
oval, size 4,8 x 6 mm, length 14 cm, for rigid endoscopes with 7230BS
direction of view 30°

Sheath for rigid sinuscope HOPKINS for suction and irrigation,
oval, size 4,8 x 6 mm, length 14 cm, for rigid endoscopes with 7230FS

11 ms

HPPHTAIMOBHEIN, OBARBHKIL, paanep 4,8 X 6w, Amima 14 cu, ix 7230FS direction of view 45°

XOCTKHX IHAOCKONOB C HANpARACHAEM EafmoeHRs 45° Sheath for rigid sinuscope HOPKINS for suction and irrigation,

Tybyc Ans secTroro cunyckona HOPKINS acmipanmonnsssit & oval, size 4,8 x 6 mm, length 14 cm, for rigid endoscopes with 7230CS
nppmmomﬁ,mammﬁ,pasmp48x6m,ml4mm 7230CS direction of view 70°

3R AIPABICH onerEs 70° Sheath for rigid sinuscope HOPKINS for suction and irrigation,

1’y6yc oo XECTEOIO cnnycmm HOPKINS SCTIHPAIHOHHBIN | oval, size 4,8 x 6 mm, length 14 cm, for rigid endoscopes with 7230AES
UPPHTALTEOHABIH, OBANEHEM, pazmep 4.8 x 6 M4, AnuEa 14 oM, AAa 7230AES direction of view 15°-

WECTKHX FHAOCKONOB C HANpanneRreM Babmonecana 15°-90° Sheath for rigid sinuscope HOPKINS for irrigation, diameter 4,8 1241AS
TyGyc ana wectxoro cunyckons HOPKINS BppHranuoREsil, mmaMerp mm, length 14 cm, for rigid endoscopes with direction of view 0°

4.8 v, anuna 14 oM, AN AECTKHX IBROCKOIOB C HATIPABICHHCM T241AS Sheath for rigid sinuscope HOPKINS for irrigation, diameter 4,3
| natmoncnux 0° mm, length 14 cm, for rigid endoscopes with direction of view 724)BS
Ty6yc mux xectTxore curyckom HOPKINS upparanmonunfi, AnaMeTp 30°

4.8 Nn, A 14 ¢M, D18 XECTERX HAOCKOTIOR C HANPAaBACHHEM 7241BS Sheath for rigid sinuscope HOPKINS for irrigation, diameter 4,8
| Bafmoaenus 30° mm, length 14 cm, for rigid endoscopes with direction of view 7241FS
Tybyc mna xectroro curycxons HOPKINS mpprranmo=ERi, xgaMeTp 45°

4,8 MM, AERa 14 OM, A1 KECTXHX YHROCKONOD ¢ HANPARNCHAEM 7241FS

malimonenns 45°

IL. Accessories
IL. YIpmeaAaexHocTs Name REF
Hanmenonaune REF Tube for suction channel cleaning of sheath, length 24 cm 723527L

Tpy6xa A4 YHCTKH SCIHDALIOHHOTO kauana Tybyca, Anana 24 oM 723527L Tube for suction channel cleaning of sheath, length 23 cm 723540L
Tpyxa qua THCTKH ACTIMPAIHOHHOTO KaBana TyGyca, amaua 23 oM 723540L Flatbmshforclw 15 cm — 5 pe./pack 27652-05
1lleTxa MIOCKAR /N OYHCTKA, Amann 15 oM — 5 mir./yn. 27652-05 Adapter for instruments cleaning with 10-speed coupling, 8295391
Ananmep Ans THCTKH HECTPYMOHRTOB C ASCATANOHIBOEROH Mydoit, 8205391 | diameter 11 mm

1.3. Hazuagsenne/Intended use

Tybyca s ecTroro canycxons HOPKINS npeasanaienn A4 CO3MREEA AOCTYII,
JAIATH SHAOCKOIE, & TRIOKS N HOZATH B/HAH YAANCHNA OMLBAIOmeH XEAKOCTH B
TPAHCHASANEEON XUPYPIHK OXONOHOCOBHIX MA3YX H XHDYPIEH OCHOBAHEN Jepena. TyGycn

Sheath for rigid sinuscope HOPKINS are intended to provide access, protect the
endoscope, supply and/or remove lavage fluid in transnasal sinus and skulf base surgery.
Sheaths are intended for short-term use in both surgical and diagnostic procedures.
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NpeAEAIBAYEHM IS KPATROBPEMEHHOTO ECTIONLIOBAHHS KAK OPH XHPYPrHIecKuX, TAK H
| NP} NEArHOCTHYCCKMX NPORCAYPAX.

1.4. ﬂomnlllndig_aﬁons

MMpaseRenne NOKA3AHO B TOM CIYYAe, €CHH ¢ TOUKH 3PCHHA JICSRIICIO BPAYA MOKAIAHL
XHPYPIHS OKOJOHOCOBAIX DAIYX HNH CONAHEC TPAHCRASANBHOTO JOCTYTIA AN XHDYPrHM
OCHORAHES YePena HAPYXHEIM A0CTYNIOM. K 3TOMY OTHOCSTCA, B YaCTHOCTH, AHATHOCTHER M
JeUCHEE B CICHYIONMX CTyIasx:

- OCTpEI¢, XPOHEICCKHE HITH PEIBEAHBHDYIOINKS BOCHANEHNA OXONOHOCOBLX MAYYX, BRIIOYAL
DOJIEIOG HOCE, XOSHANLHEI® NONANE H MHKO3H.

- JPEHREPORAHEE MA3YX PH MYKOLeNE, MIOULNS, FKIedanonene H NHCBMATOMEINE.

- IATPY/BCHAOS HOCOBOE JMBIXAHRS, NGO DONHOS HAPYNICHHAE HOCOBOTO JLIXAHNA, BANPAMED,
Apa xucTO3HOM $HEOpose

- opOETANLHKE OCIOXKECHHA B Pe3yNLTATE STMOMIHTA/OCIOKHCHHA XPOHHICCKAX CHHYCHTOB
- XHpypIuieckEil AOCTYR K TMasHENG H (OPMEDOBAHHN «EOPHAOPR» B BANDABICHHH
ranodmsa, nepexHelt MAM 3agBel GCPOMHON AMM, KPJIOBMAHOHCOHOM aMKE HIH
MOABHCOYHOMN AMXE - OIMyXOJIA GOXOBHX CTCHOK HOCA H OROAOHOCOBBIX MA3YX

- yCTpaBeHRS NHKBOPEH NpH NOBPEXACHEH POMETIATOH KOCTH

- opfaTansHuit abcnecc

- HHBCPTHPOBAHHAS IANMILTOMA

- obecneucHie AOCTYIIA IPH XHPYPIHH rHNOdH3a

Mempnickae mnemns «Tyfyc ans mectxoro cumycxona HOPKINS = sapmamTax
HCTIOJIHCSHNL, ¢ IPHEAIEXHEOCTANI HCIONE3YIOTCA HMOHHO JUIN CO3JAHAS TPAHCHAIAILEOTO
LOCTYI, & TAKES X XUDYPIEE OKOJOHOCOBEX MasyX (BRanpMuep, KNHHOBHAHOH) mpH
ONCpANMAX BA OCHOBAHHY YCPEI, 4 He JUIH XAPYPIHH HENOCPEACTBEHHO HA FONOBHOM MO3Te.
Hassauense H3Ie/THA HE IOAPEIYMEBaCT NpAMOl KOHTAKT ¢o cTpykTypans LTHC,

The use is indicated if, from the point of view of the attending physician, surgery of the
paranasal sinuses or the creation of a transnasal access for surgery of the scull base with
an external access are indicated. This includes, in particular, diagnosis and treatment in the
following cases: _

- acute, chronic or recurrent inflammation of the paranasal sinuses, including Polyposis
nasi, choanal polyps and fungal infections.

- Sinus drainage for mucocele, pyocele, encephalocele and pneumatocele.

- difficult nasal breathing as a result of, for example, cystic fibrosis

- orbital complications due to ethmoiditis/complications of chronic sinusitis

- surgical access to the orbit, as well as a “corridor” towards the pituitary gland, anterior or
posterior cranial fossa or Fossa pterygopalatina or Fossa infratemporalis

- tumors of the lateral machine of the nasal cavity and paranasal sinus system

- elimination of liquorrhea in case of damage to the ethmoid bone

- orbital abscess

- inverted papilloma

- providing access for pituitary surgery

Medical devices “Sheath for rigid sinuscope HOPKINS in versions, with accessories” are
used specifically for creating transnasal access, as well as for surgery of the paranasal
sinuses (for example, sphenoid) during operations on the base of the skull, and not for
surgery directly on the brain. The purpose of the product does not imply direct contact with
the structures of the central nervous system.

1.5. lpoTueonoxasaans/Contraindications

MprMesicERe MPOTHBONOKA3AHO, CJIH N0 OLSHKE NCYAMEro BPava ONCPAIMOHHEIR METOR
OpOTHRONOKA3AH HAH €CNH BBHAY OGUIEro COCTOSHHS DAIACHTA Y HENO OTCYTCTBYET
cnoCOSHOCTS K NEPEHSCCHAIO YHAOCKOMIIECKOl ONEPalME RIH HAPXOsa,

HBCTpYMeHTHl IS MONOCTHOM XHPYPIHE M COSNAHHA TPARCBESANBHOTO NOAXONR Mk
PHOIHEH XHDYPIMH OCHOBBHHS 9ePCMa HONBIN BCOOUL30BATH JUIN  OPONERYP B
senocpeacTeennoM konraste ¢ IIHC (uenrpamsnolt Hepamoll cacTenol) # DeHTpanEHOH
CepACIHO-COCYIHCTOH cHeTeMOl.

Kpose TOT0, HMEIOT MOCTO ClICAYIONTEE NPOTHBOTIOKA3AHEA:

. CXAOHHOCTD K KDOBOTCYCHMIO M BapyNICHHO CBCPTHBACMOCTH KPOBH, KOTOpHE
OXASHBAIOTCH HEOGPATHMEIMH M HEEATCYAMHME. Pememme 0 TamecT 3alomepanms H
POMOXHEIX PHCK2X ONCPANNE NPEEEMACT BPad HCXOXA H3 KOHKPETHMX NAGOPaTOpHRX B
KIHARYCCKHX NPASHAKOR RARAOIO DAIRCHTS HHARBHAYATLEO.

The use is contraindicated if, in the opinion of the attending physician, the surgical method
is contraindicated or if, dus to the general condition of the patient, a successful operation
or anesthesia is not possible.

Instruments for abdominal surgery and creating a transnasal approach for external skull
base surgery cannot be used for procedures in direct contact with the CNS (central nervous
system) and the central cardiovascular system.

In addition, there are the following contraindications:

- Tendency to bleeding and bieeding disorders, which are ireversible and incurable. The
decision about the severity of the disease and the possible risks of the operation is made
by the doctor based on the specific laboratory and clinical signs of each patient
individually.

1.6. Bosmommnie gofoannie 3ddexTnl H ocxnomueuna/Possible adverse events and complications
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H3BecTHH BOIMOXHNE PACKH (N0GOYHEIE SEBNCHNR), IPRCYIIHS NPOUCAYPAM XHPYPIHH
OKONIOBOCOBHIX NA3YX HIIH CO3/IAHHA TPAECEAIANTLHOTO JOCTYNA ANIN XHPYPTHH OCHOBAHHS

* VTeqka CIMHEOMO3NOBOH XRIKOCTH
* BHyTpHYCPCIHbIC OCAOXHOHHA (HANp. MEHRHIHAT, A0CIOCC MO3ra, NOBPEKACHHC
runodpusa, MHepMOnCPamH)

» Boxs B 3y6ax H ryfax R ONyIeHRe IIyX0Thl
l'hnecmm (xpumnpeuemo)

Possible risks (side effects) associated with procedures for sinus surgery or transnasal
access for external skull base surgery in general are known:

» Bleeding (inchuding nasal, postoperative)

* Orbital ecchymosis/surgical emphysema

» Orbit damage

» Damage to Lamina papyracea

+ Epiphora (lacrimation - impaired lacrimal drainage)

* Infections, wound infection, abscess

» Formation of crusts in the nasal cavity

= Liquorrhea

» Intracranial complications (eg meningitis, brain abscess, pituitary damage,
pneumocephalus)

» Pain in the teeth and lips or numbness

« Hypoesthesia (short-term)

« Scarring of the nasal passages/abnormal scarring; adhesions/adhesions

Description

1.7. Onncanne umonmmm H COCTABEBIX 'mcrell (yinos) meannuncxoro maenus \Key Functional Elemeats and Componenu (Units)

Ty6yc mux mecTxoro cunyckoms HOPKINS acrnupanmioHHEi B HppRIamoRuKi, opaxbasd / Sheath for rigid smusoopc HOPKINS for suction and irrigation, oval: 7219AS,
7219BS, 7219FS, 7219CS, 7220AS, 7220BS, 7220FS, 7220CS, 7230AS, 7230BS, 7230FS, 7230CS, 7230AES

TpyOsa Ans YRCTER acuEpalHoHHOr0 xanana tyGyca/ Tube for suction channel cleaning of sheath: 7235271, 723540L

TpyOxa Aix TECTKH aCOHPRIHOHHOIO KAHANA Ty0yCa HCIOME3YeTCH Mn
ofecneacHnt >PPEXTHRROCTH MANMEHON OTHCTXKH K SCIHAGOKINE.

Tube for suction channel cleaning of sheath is used to ensure the effectiveness of
machine cleaning and disinfection.
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ILleTxa IWIOCKAS JUIN OTHCTXH, Amuua 15 e — 5 mrr./yn./ Flat brush for cleaning, length 15 cm - 5 pe./pack: 27652-03

leTxa MIOCKAA UIA CYHCTKHE NPEAHA3HAICHA A PYIHOH OVBCTKR AHCTATLHOTO Flat brush for cleaning is intended for manual cleaning of the distal end of the
KOHIA SRAO0CKOIE OT 3ArPAIHCHEH. endoscope from dirt.

AZATTep JNN THCTKH HECTPYMEHTOB ¢ ACCATHTIOSHIMOAION Mydroit, muametp 11 mm/ Adapter for instruments cleaning with 10-speed coupling, diameter 11 mm: 8295391

AJIAITep I YHCTKH HECTPYMEHTOR ¢ JASCATEIIOSHINOREOH Mydroll, xuametp 11 Adapter for instruments cleaning with 10-speed coupling, diameter 11 mm is

MM OpeAHASHATCH 1A NOAKIIOYCHES HHCTPYMOHTOB K MOMOIE- intended to connect instruments to a washer-disinfector machine to ensure rinsing.
ACSHHPEIEPYIOIMEMY ARTOMATY, Y106k 05ecnieauTs IpOMEBaHES. YeTananiusactes | Installed on the proximal end of the instrument.

HA MPOXCHMANBHE! KOBCL HECTPYMORTa.

1.8, OcHOBHLIC TEXHEMECKNE H GYNKIHOBAILHEIE XapakTepacTHRR/Main technical and functional characteristics

TyGyca/Sheaths

X5:1

D e |

Homep miaeans o |OGmas sxmua (A), | Jmma paGouelt uacTn | Hapyxunill passmep BuyTpesmmii ABAMETD IseToBOC
e KATANOTY MM (B), »M (CxD), MM snametp (E), Mma PaSHEMOB AR | o vmaqenme Maces, r
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QOuter diameter
REF Total I:In:tll (A), [Working length (B), mm QOuter s::‘ (C1D), lnae(ll'; ;l,i:;eter :m ti?:, Color code Weight, g
mm
1)) 7220AS 150 105 4,83x3,76 3,1 5,65 Senenniii 37,5
2) 7220BS 150 105 4,83x3,76 3.1 5,65 Kpachnit 374
3) 7220FS 150 105 4,83x3,76 3,1 5,65 YepHnaii 37
4) 7220CS 150 105 4,83x3,76 3,1 5,65 Kesrruit 374
5) 7230AS 184 139,9 4,83x6 4,1 5,65 3eneanit 40
6) 7230BS 184.4 140,4 4,83x6 4,1 5,65 KpacHulii 40
7 7230FS 1832 139,1 4,83x6 4.1 5,65 Yepumiit 40,4
8) 7230CS 180 140 4.83x6 4,1 5,65 Kemwrsif 40,1
9) 7219AS8 195,5 1513 4,83x3,76 2,9 5,65 Jenenniit 39
10) 7219BS 197 1528 4,68x3,6 29 5,65 Kpachuiit 389
11) 7219FS 197,6 1534 4,65x3,45 28 5,65 Yepunit 38,6
12) _T219CS 196,1 151,9 3,47x1,72 2,8 5,65 Kemrrsuik 39,2
13) 7230AES 181,45 1373 6,08x4.9 4,6 3,65 3oxoroli 40
14) 7241A8 182,7 137,07 438 43 5,65 Senenmii 36,74
15) 7241BS 181.6 135,97 43 43 5,65 KpacHuit 43,2
16) T241FS 180,9 135,27 48 43 5,65 YepHbiit 36,67
Jlonycxm cocragnmor + 10 % / Tolerances are + 10 %
Illepoxonarocts Be Sonee Ra 3,2 MkM / Roughness not more than Ra 3.2 ym
Teepaocts Be menee 50 HRC / Hardness not less than 50 HRC

LipeToBas KOAAPOBKA CIIYXKHT Kid obAerdcHEs BACHTHOHKAIMA coMecTHMOcTH TyOyca 1 Snzockons. Kaxzuilt upeT COOTBETCTRYCT ONPEACACHHOMY 3BAYCHIIO YINA

BANpanIeHEA HAGMOACHKA 3aAocKom. Hudopmamss o cOOTBETCTBIH [BeTOBO0M XOABPORKH H 3HSYCHANM YTAIA BANPABICHIA Ea0/IOACHHA NPEACTAR/ICHA B HECTPYKIMAX HO
IKCIUTYATAIHH HA COOTBETCTBYIOMEC SHAOCKOMEL
The color coding serves to facilitate identification of the compatibility of Sheath and Endoscope. Each color corresponds to a specific viewing angle of the endoscope. Information
on the correspondence of color coding and viewing angle values is presented in the operating instructions for the corresponding endoscopes
HALICXHOCTR/Accessories
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Jmna: 236,6 yoé Length: 236,6 mm
Paboqag wema: 186,1 M Working length: 186,1 mm
Hapy=snii auamMetp: 2,5 NM Outer diameter: 2,5 mm
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Macce: 24,4 1 ' Weight: 24,4 8
Jonyckua cocrarasmor +10% Tolerances are £10%
TpyGxa AnS THCTKE SCONPANNOHHOTO KANATA TyOyea, Anuna 23 em / Tube for suction channel cleaning of sheath, length 23 em (723540L)
(]
J Z -
z, 45
Z £ —
_ 1818 -
L......._--...-___..«..... = 2 At S 84 1 10 S s 4 8 a1t m!jm,_-.. et e et s+ a— - r—— s
Jimna: 232,1 MM Length: 232,1 mm
PaGouax amna: 181,6 MM Working length: 181, 6 mm
Hapy=asifi raMeTp: 3 MM Outer diameter: 3 mm
Macca: 25,4 7 Weight: 25,4 ¢
Bonycka coctarnmoT +10% Tolerances are +10%
. TlieTxa BAOCKAN AN OUBCTM, AnuEa 15 eM — 5 urr./yn./ Flat brush for cleaning, length 15 cm — 5 pe/pack (27652-05)
152
i )
a +
- | ( ) [ {!} )
Jimaua: 152 Length: 152 mm
Hinpyma: 15 v Width: 15 mm
Macca: 12,71 Weight: 12,7 g
Jomycxn cocTapasior +10% Tolerances are £10%
AARNTEp I YBCTEH HHCTPYMOHTOB ¢ ACCATEROSHURORHOM My$TON, tuameTp 11 MM/ Adapler for instruments cleaning with 10-speed coupling, diameter 11 mm
{8295391)
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Jimnsa: 23 Length: 23 mm
IIwpuma: 11 mm Width: 11 mm
Macca: 10T Weight: 10 g
Homycxn cocrapnsor +10% Tolerances are +10%
| 1.9. Kimecnguxanns MH/Device classification
Knaccwurcanug Classification
Knacc B 38BHCHMOCTH OT IOTORIEANLHONO PHCKA 2a Class of potential risk for medical a
TIPHMCHCHHA MCANTMHCKOTO H3C/TAN device
KpaTHOCTE NIPEMCHCHNS Multiplicity of applications Reusable
CTepRNBEOCTS P —— Sterility Non-sterile, sterilizable
KnaccuAxaImas no BHAY KOHTAKTa ¢ OPTAHIIMOM Konraxrapyomgee ¢ .
qenonexa MATKHMH TEAHINE Contact Tissue
Kareropas A — mneinss
KinaccnHKAIES H3Acantt N0 NPOIOIKKTENLHOCTH XPATKOBPEMCHHOIO Contact Duration Less than or equal to 24 hours
KOHTAKTA xoHTaKTa (ne Gonee 24 Group depending on the perceived
S8C0B) mechanical influences in accordance | Group 3
Ipynns B 3aBRCHMOCTH OT BOCIPHHEMaCMBIX with GOST 50444
MEXaHUIeCKEX BosAeiicTpuit B coomsercraum ¢ NOCT I'pynma 3
50444 Suitable for oxygenated environments | Not suitable
TIpArOAHOCTS ARS FKCILTYATAINN B CPEAC ¢ HOBHIIMICHHEM | ¢y,
COACPRAREEM KHCIOPOA TIPHIOMEo
2. Hacrpyxuus no SesouacaecTw/Safety instructions
2.1. Canssons i nmpopraius o6 onscaocT/Symbols and hazard information
BHEUMATCARHC NPOITHTE ARHAYIO HECTPYXUHIO [0 SECIUIYSTAIHE B CTPoro colmoaaiire Please read this manual carefully and follow its instructions exactly. The words
yxazanui. Cropa «Iipeaynpexsenney, «Buumanme) N « YKAIAHEE) BMEIOT CHCIHARLHOO WARNING, CAUTION and NOTE convey special meanings. Wherever they are used
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musaauense. I'oe G5 OBH He BCTPEUANHCH B HHCTPYKIHH M0 SXCIUTYATAIHN, CHOAYST
BHHMSTeILHO NPCIHTATS CICAYIONTEH 32 HEMA TEXCT, Y106k obecneanTs GesonacHyio B

2¢«peXTHBHYIO SKCIUTYRTALIHIO H3NC/IHE.

OPEIYTIPEXAEHME. «Ipexynpexacane» ofpamasT RHAMAHES HA CYMECTBYIOIIYIO
OIMCHOCTH /UIA DANHeHTa HiH Bpaus. HecoOmoneHe npenynpesicHES MOXET NPHBSCTH X
TPABMHUPOBAHHIO DAIHCHTS WIH BPAYA.

BHUMAHME. «Banmanne» o5pamaeT BHEIMAHRC HA HeoOX0AHMOCTS INOBCACHRAL
OTpeicICHHLIX MOCPONpEATHH N0 Tex05CNYKHBAHMIO HIIH IPHHATHA MEp 110 00ecneTeHHIO
Ge30macHOCTH, IT00H NPEAOTBPATATS NOBPEXACHHE H3SRA.

YKAZAHME. «YKASaHNe» COACDPRRT CICTHANBHYIO HHGOPMAIIO 10 05C/TYXHBAHHIO

| F3fieNBd BT PATEACHAST BAKHYIO HEGODMAIEHIO.

in this manual, the following text should be carefully reviewed
to ensure the safe and effective use of this instrument,

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

a Wamning 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, MncTpyxnum no Texnnxe GesonacnocTi/Safety instructions

Cephestbie HHIMACHTEI

Cornacuo [Monowemno o nmemwmEmcxEx H3geanax (MDR), «cepbesHuilt HEIEREHT»
BKINOYRET HHIMACHTH, XOTOpEIC MPAMO EIH KOCBCHHO HMENN BIIH MOTTH HMeTh oGoe w3
cnexyronmx nocaencteuli (MDR, crataa 2, e 65):

- CMepTh DALHCHTA, NONEIOBATEN] HIH APYTOIO YeH0BCKA

Hospexpnennkie H3ZCARS

TobpexAcHHLIC H3ACAHA NOTYT NPHBCCTH K TPABMAM NAIMEHTOB, DONL3OBaTOAeH WIH
TpeThax nux, Tlepes KawauM HCIONBSOBAHWEM NPOBepsiiTe BCC KOMIOHCHTH MIZICNAN HA
ApeaMeT NoBpexacHHi. He HCIom3yiTe NOBPEXACHHEC H3ACITHL.

Hpasausroe offpanienne
Henpamme oGpamam ¢ HIACNHEM MONET NPHBSCTH K TPasMaM IIALHCHTOR,
NONB30BATENeH H TpeTsEX XMm. PaloTaTs ¢ HEM MOryT TONBKO JHIR, ofnagaiommpie
peobxoaEMolt MemMEECKOM XpaEdHKMDEelt H 3HAXOMEE C NpAMCHOHREM I3xems. [lepes
mmumyﬁemmmmmmmmmmwnpommnmm

He noagepratite H3AemEe MEXAHHICCKOH BATPY3XS.
He surnfiaiite norayTue mAcARL 00paTHO B ACXONHOS HONCRECHHE,

Serious incidents

According to the Medical Device Regulation (MDR), a “serious incident” includes
incidents that directly or indirectly had, could have had, or could have any 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

Do not leave broken-off components inside the patient.

Do not overload the product with mechanical stress.

Do not bend bent products back to their original position.

Working in the field of vision
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PaGota B none 3peHEn

HCONb30BAHEE HIZCNHMY BHC NONA 3PCHNS MOKST NPHBECTH K NOBPEXACHHIO TKARCH WIH
NOBPERICHYIO HANCIHA.

Hcnom3yifre maense TOIbLKO B N101¢ IPCHAL.

Boneans Kpefingennara-Axoba

HaneAus, KOTOPH® BCTYDAIOT B KOHTAKT ¢ LCHTPANLHON HepBROH CHCTeMOH, MOTYT OHITH
3AIPASHCHM OPTAHWIECKHMH OCTATKAMH, COACPRAIMMH NpHOHH. [IpROAN DpEBOAST K
sspaxermo Gonesnnio Kpelimupemxra-fxoba. EC ARArHOCTHPOBARA HIH NOKOIPCBACTCA
Goaesap Kpehrndennoa-sixoba: yTAMEsHpylHTe NPONYKT HAAJICKAIDMM oOpasoM B He
OpoRoTxalTe ero HCNONE3OBATH.

Hecrepranamil EpoayKT

Hagese NOCTABIACTCA HeCTepWIBHEM. HononbiopaHBme BECTCPHNLHLIX H3ICNHHA CO3ASET
PACK 3aPAXCHEN JUIN DAMEHTOB, NoMklopaTenelt B TpeThux N OGpabortalite KanenHe B
COOTBETCTRHE ¢ HECTPYKIIMIMH N0 NORTOpHEOH 06paloTke HEpea NEPALIM HCMONL30BAHREN B
MPA KBXAOM HOCHCAYIOMEM HCTIONE30BAHEH.

VTRIHAIEA H OCTPOKOHEUNBIX maenail

EcAB OCTpOKOHCYHME DpeaMeTH He YTHEHSHPOBATH B NOMXOANIEX KOHTeHHEpaxX Ang
OTXO0/I0B, CYMISCTBYCT PECK NONyIeHRS TPABM H HHORIHPOBAHNN.

Bubpackpalite 0CTpaIC NPCAMETH TONREO B NOAXOAANNEE KOHTERHEPR! A7 OTXOAO0B.

Paccesinie VIOKAUCCTBSHHLIX KIETOX
B cayvae CYMISCTBYIOMMX NOXAMCCTBOHHLX 3800ncEaNHE TXAHH, B KOTOPYK BEOAMTCA
MeHIMECKOC HABC/IHE, CymecTsyeT BSPOSTHOCTh Npanndepampi KIETOK BO BpPeMA

nponeaypsl. OOBICHATe BOSMOXHLIC PHCKH XNETOTHOH NpONHGEpauEd FPH CKPRITHIX
3N0KAYCCTBEHHBIX 3050/ICBAHRAX.

B ciysae NOAOSpEHNHA HAH NOATBCPRACHAA 3IOKAYCCTRGHHMX 3abonesanuit Txanu
TIDATONHHO BIBECHTe COOTHOMCHHE PHCKA H NOMLIN. PemeEme «38» WIH «IPOTHBY
BMEIIATCTECTRA ABANETCH O0AZAHHOCTHIO NETAINCr0 BPAia ¢ HEGOPMEPOBAHHOIO COINACHN
DAIHEHTA.

Us:ﬁlg the product outside the field of vision can cause injury to tissue or can damage the
product. ] )
Only use the product in the field of vision.

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 prodwet

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.

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.

Secattering of malignant cells

In the case of existing mahgnantd:seasesofthetargemssue,thmzsthepussibihly of cell
proliferation during the procedure. Explain the possible risks of cell proliferation in occuit
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. Horemmmansuniil notpefurens/Potential consumer

MeaHuEBRCKEe K3ACNES MOIYT HCIONb30OBATECH TOILK0 BPAYAMHE H BPAYAMH-8CCHCTOHTAMH,
HMEHOIIENH COOTBETCTBYIOMYIO CHCIHANN3HPOBAHHYIO KBATHGHKAINIO H NPOMEAIIMME
0 BCTIONL30BAHHIO MO, ixdii

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

_medical devices.

2.4. Ycnopas npamenennn/Usage conditions

MeAMuEECKEE H3ASTAS, BRAIOYAL NOAKMOUCHR0S 060pY 0BAHNE, MOXCT HCIOIb30BATLCA
mnmmmmnmymmmoﬁwymm

Modical devices imchuding the cquipment 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. Coeftennn 0 cocTan mmw:fomaﬁon about the medicines included in the medical device

| He npmsonumo

| Not applicable

2.6. CheAcHRY 0 MATEDEAIAT XEBOTHOTO/SeNIOBETECKON0 Hpoucxomaesna/Information about materials of animaVhuman origin
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He nonmeHumo Not applicable

3. O6pauweHue c nsgenmem/Handling
3.1. PacnakoBka/Unoackins

1. AKKYpPaTHO M3BNEKNTE U3AeNMe U NPUHAAIEXHOCTM 13 YNAKOBKN. 1. Carefully remove the product and accessories from the packaging.

2. MpoBepbTe MOCTaBKY Ha MpeaMeT Hef0CTalOLWMX NPeaMeETOB 1 MpU3HaKkoB nospexaeHus 2. Check the delivery for missing items and evidence of shipping damage.

npwW TPaHCMOPTUPOBKE. 3. in the case of damage, hidden defects, and short deliveries, document their nature and
3. B criyuae NOBPeXAEHUi, CKPbITbIX 4eheKTOB U HEAOMOCTABOK 33f0KYMEHTUPYITE UX extent and contact the manufacturer or supplier immediately.

XxapaKkTep 1 06beM 1 HEME[/IEHHO CBSXKWUTECH C NPOU3BOAMTENEM U NMOCTABLLVKOM.
3.2. YcnoBuAa TpaHCNOPTUPOBKU M XpaHeHUsa/Storage and transportation conditions

Temnepartypa -20°C ... +60°C Temperature -20°C ... +60°C
OTHOCUTENbHAA BNAXXHOCTb 10% .. 90% Relative humidity 10% ... 90%
BO3AYXA Air pressure 700 ... 1060 hPa
[aBneHue Bo3gyxa 700... 1060 rfa
3.3, YcnoBusA skcnnyaTtayun/operating conditions
Temnepartypa +10°C ... +40°C Temperature -bl0°C ... +40 °C
i 1di 0, 0,

OTHOCKTeIbHasA BIXXHOCTb 30% ... 70% Relative humidity 30% ... 70%
BO3fyXa Air pressure 700 ... 1060hPa
[aBneHue Bo3gyxa 700...1060 rMa

The working part of the medical device is used in the internal environment of the body.
Pa6oyas yacTb n3genusa npegHasHayveHa 415 UCNonb3oBaHNS BO BHYTPEHHEN cpeje

opraHusma.

3.4. Cpok rogHocTu/cpok akcnnyaTtauumu/Shelf life/Service life
MPUrogHOCTL M3ENMA B 3HAUMTENbHON CTeneHM OnpeaensieTcs Mo aKcnayaTauuoHHomy 1 he suitability ofa product is largely determined by operational wear, the presence and
W3HOCY, HAIMYMIO 1 XapaKTepy BO3MOXHbIX MOBPeX/eHMIA 1 3aBUCUT OT BblGopa MeTogos hature of possible damage and depends on the choice of processing methods and
06paboTKM 1 XMMUYECKIX CPeAcTB. OxuaeMas cpefHsisa HapaboTKa Ha 0Tkas-1000 yuknos. chemicals. Average mean time between failures (M TBF)- 1000 cycles.

Oxungaemblii CPoK cnyx6bl - 5 net Expected service life - 5 years

3.5. Vcnonb3oBaHue/Application
MPEAYNPEXAEHWE. VIHCTPYyMEeHTbI NOCTaBNSAOTCS HECTEPU/IbHBIMU, MO3TOMY UX WARNING: Instruments are not sterile when delivered and must therefore be cleaned,
HE06X04MMO OUMLLATL, Ae3UHPULIMPOBATL U CTEPUIN30BATL Nepes NepsbIM disinfected and sterilized prior to initial use and each subsequent reuse.

Mcnosib3oBaHMEM N KaxKabIiM nocnegyrouwnm noBTOPHbIM NCMNO/1b30BaHUNEM.

Homep usgenus no Momep nzgenuns no Katanory CoBmecTmoe o6opygoBaHue f3FtU)CkULIU 0 T mKa) PY coBmectumnt
KaTanory REF (Ty6ycbl)/ REF (npuHaanexHocTs)/ Compatible device (.eiiJo'.LupL's (iptu.s) néup>.T(BBaHMA 14 of
KH- (shcadu RHF number (ALCF'-'-uric'i) compatible device
7229AA Cunyckon >kecTkuit HOPKINS, HanpaBneHue Habnogenuns 0°, guameTp NoP3H 2023/21216
7219AS 2,7 MM, AnnHa 18 cM; om/from 27.09.2023
7219BS 7229BA Cunyckon >kecTkuit HOPKINS, HanpaBnerue Ha6nogenus 30°, guameTp NbP3H 2023/21216
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7235271 2,7 mM, druna 18 em; om{from 27.09.2023
7219CS 7229CA Cunycxon acecmuuii HOPKINS, nanpoaenenue naGmodernus 70°, duamemp M P3H 2023/21216
2,7 mm, oasrea 18 eM; om/from 27.09.2023
1219FS 7229FA Cunycxon acecmuuii HOPKINS, nanpasnenue natimodenus 45°, duavemp M P3H 2023/21216
2,7 Mm, OBUHG 18 CM, WUDOKOY2ONBHAR ONINUKT; om/from 27.09.2023
T220AS 7220AA Cunycxon acecmicusi HOPKINS, nanpasnenue natmodenus 0°, duamemp M P3H 2023/21216
3 am, Onuna 14 cm; om/from 27.09.2023
7220BS 7220BA Ciorycxon acecmuuii HOPKINS, nanpasaenue nabriooenus 30°, duamemp M P3H 2023/21216
3 am, Oauna 14 cm; om/from 27.09.2023
7220CA Cunycxon acecmxusi HOPKINS, nanpasnenue natmodenus 70°, Ouamemp M P3H 2023/21216
3 Mm, Onuna 14 cm; om/from 27.09.2023
7220FS T220FA Cunycxon acecmuuti HOPKINS, nanpasrense nabnodenus 45°, duamemp M P3H 2023/21216
3 aem, Onuna 14 o, om/from 27.09.2023
7230AES 7230AE Cunycxcon acecmxuii HOPKINS ENDOCAMELEON ENT, pezyaupyemoe M P3H 2023/21216
nanpaerenue nabrodenus 15° - 90°, ouamemp 4 mw, dzwma 18 cm om/from 27.09.2023
T230AA Cunpexon acecmxuts HOPKINS, nanpaerenue natimodenus 0°, duamemp M P3H 2023/21216
7230AS 4 mm, Oanna 18 cm; om/fiom 27.09.2023
723540L 7230AWA Cunycxon acecmiuii HOPKINS, nanpaeanenue nabmodenus 0°,
Ouamemp 4 mm, dauna 18 cm; WUPOKOY20RLHAR ONMURA
7230BA Canycxon acecmxusi HOPKINS, nanpasaesue naGumodenus 30°, duamemp Ne P3H 2023/21216
7230BS 4 mm, Ontina 18 om; om/from 27.09.2023
7230BWA Cunycxon acecmxuit HOPKINS, nanpasaenue nabnodenuz 30°,
Ouamemp 4 MM, ORUNG 18 CM, WIUDOKOY20RBRAR ONMILKG;
7230CA Cunycxon acecmuuii HOPKINS, nanpaarenue nabiwodenus 70°, ouamemp M P3H 2023/21216
123008 4 um, Onuna 18 cm; om/from 27.09.2023
7230CWA Cunycxon acecosdi HOPKINS, nanpaenense nabaiodenus 70°,
ouamemp 4 um, Qruna 18 oM, WNHPOROY20RLHAR ONMUKA,
7230FA Cunycxon acecmuuii HOPKINS, nanpaanenue nabuodenus 45°, ouavemp M P3H 2023/21216
1230FS 4 2w, dnuna 18 cm; om/from 27.09.2023
7230FWA Cunycxon acecmaii HOPKINS, nanpaenenue nabmodenus 45°,
Ouamemp 4 wxm, Omnia 18 cm, IKNPOKOY2ORDHAR ONMIA;
7230AA Cunycxon acecmauii HOPKINS, nanpaasenue natiwodenur 0°, duamemp M P3H 2023721216
1241AS 4 mm, ORunG 18 om; om/from 27.09.2023
7230AWA Cunycxon acecmcusi HOPKINS, nanpaenenue nabmodenus 0°,
Ouamemp 4 Mm, OXuRa 18 cM; MUPOROY20NOHAR ORMUKD
7241BS 7230BA Cusiycxon acecmxnii HOPKINS, nanpasnenue nabmodenur 30°, ouamemp M P3H 2023/21216
7241FS 4 »m, dnuna 18 cm; om/from 27.09.2023
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7230BWA CuHyckon >kecTkuit HOPKINS, HanpaBneHne Habnwo geHuns 30°,
avnameTp 4 MM, AnvHa 18 cm, WMPOKOYronbHasa onTuKa;

7230BVA CuHyckon >»kecTkuit HOPKINS, HanpasneHue HabntogeHmsa 30°,
AvnamMeTp 4 MM, AnvHa 18.cm, NOAKNIOYEHNE CBET 0BOJA CBEPXY;

PY LWP3H 2021/15707

Momna ENDOMATSELECT B cocTase, B BapuaHTax UCNONHEHUA C
oT/from 04.12.2023

Bce nsgenna/AW devices
NMPUHALNEXK HOCT AMM

4. MoHTax / Assembly

1. NppuraunoHHbIli pasbem LO/MKEH HaX0AUTbCS B MOMOXEHUN «12 4acoB», Kak MokKasaHo 1. The irrigation connection should be located in the 12 o’clock position as shown on the

Ha pUCYHKe. image. _ _ _ _

2. CoeMHNTE NOAXOAALLYIO ONTUKY. BO Bpems coefMHEHNA ONTUKK C TY6YCOM 06paTute 2. Insert the suitable telescope. When inserting the telescope in the sheath, make

BHMMaHWe, 4To6bl OTMETKM pacnonaranncs HanpoTuBe Apyr Apyra (0TMeTKa B BUAe WwTpuxa  sure, that the marks are aligned with one another (line mark on sheath and 0 mark on
telescope are lined up).

Ha Tybyce A0o/DKHa COBNAacTb C OTMeTKOM «O» Ha ONTUKe).
3. 3aKpoliTe 3aMOK A1 ONTUKM, MOBEPHYB ero Mo YacoBol CTPEKe. 3. Close the telescope lock by turning clockwise.

4. TI0[COEAMHUTE KOHHEKTOP C 3aMKOM LUER acnupaLuoHHOro v uppuraLMoHHoro/ 4. Connect the LUER-Lock connector of the suction and irrigation/irrigation sheath to
NPPUTaLMOHHOrO0 Ty6yca K acnupaLoHHOMY Y MPPUraLMoHHOMY/ UPPUraLuoHHOMY the suction and irrigation/irrigation connectors of compatible devices (see p 3.6 of the
pasbeMy COBMeCTUMbIX 13aennii (cM. n 3.6 MHcTpyKumm) ¢ 3amMkom LUER. Instructions) with a LUER lock.
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5. Y6emaTeTes, 9T0 COSAHHECHHE BLINIOAHEHO BEPHO.

Vxasanse: CneayeT cOOMOAATS HECTPYKIHH IO KCIUTYSTAIME DPAMEHACMOTO
HppHraMonHoro npuéopa.

Veasaame: CHMBONE « 5 MM «|» HA H3ACIHA YEA3HBAIOT HANPARNCHEC ITOTOKR
| aCTIHpAUME/ HPPHIALH.

5. Make sure that it is connected correctly.
NOTE: Please observe the instructions for use for the irrigation device used.
NOTE: symbols «» wm «» on the devices shows Suction/irrigation flow direction

5. Pasbopxa / Disassembly

Pasfopxy caelyeT POBOINTS B OOPATHOM MOPAKe

| Disassembly should be done in reverse order

6. O0paGoTia. Crenenms 06 ouncTie # sesungexunn MH / Reprocessing. Information abouat cleaning and disinfecting of MD

MPEAYNPEKIEHHE: Pack NONySCHEN TPABM H TORPCKACHEN H3enui: RecoSmoncHue
AAHHOM HECTPYKIJHH IO SKCITYATABE H HECTPYKI[HH IO SKCIUIYXTAIHE COBMECTHO
HCTIONESYEMBIX H3ACHI MOXKCT PHBCCTH K TPABNAM MAIMEHTOB, HOJIL30BATENSH H TPETLAX
NHIL, & TAKAE K NOBpeaaeHsio wmanenuit. [Toxany#HicTa, BENMATENLHO NpoIRTANTE BCS
COOTBETCTBYIONIHE HECPYKIME 0 KCIDIYATAIMH H BCETAA TOTHO CiieAyATe PHBSACHHEIM
aN. [TpoBepsTe GYHKIMONMPOBAHNE NPOAYKTOR, HCTIONESYEMLIX B KOMGHBALINH.
NPEAYVIPEXJAEHHE: Pack NONYyICHEN TPABMBL: HEIPABHILEO COOpARHLIC A
NOBPER/ICHELIC HHCTPYMCHYH MOTYT IPHBSCTH X TPaBMaM nanmenTa. MBCTpYMeRTs H Bee
AKCECCYapEl, BCTIONE3YEeMAIe B COYCTAHEE ¢ HUMH, AOMKHL! OPOSEPATECA HEMOCPE/ICTBCHHO
1O B IOCHE KRKKON0 HCIOE30BAHME, TT00H YOCANTHCA, YTO OHM KOMIUICKTHS, He HMCIOT
NOBPEAACHRH B HAXOAXTCA B NO/HOM PaGoTeM COCTORHHH, & TAKEE HC HMCIOT
HeNPEAEAMEPEHEO MEPOXOBATHIX NOBEPXHOCTEH, OCTPLIX YTIIOB, 3aYCEHICE HIH
BuICTYDRIONTEX TacTelt. HeoGxoxumMo COGAIOAATE OCTOPOAXHOCTS, TT006 HE OCTABHTE
OTCYTCTRYIONEE HIH CIOMAHHEI® KOMIIOHeHTH BHYTPH NANRCHTA.
NMPEAYTIPEXJAEHME. Pucx sapaxenns. [Ipa NOCTABKE 3TH HECTPYMEHTH He
cTepRILIEL HCNONs30BaHHe BECTEPMILHEIX HACTPYMEHTOS MPOICTARINCT PACK 3APAKCHEN
MAIACHTOR, NONb30BATENSR H TPeTHEX ANl OCMOTPHATE MECTPYMCHTR HA BATHTHO
BRANMEIX 3ArpEeHni. BrapMie arpasusHin SBIMIOTCA TPHIHAKOM TOTO, 910 05paborka
He MPOBOANACH ANH Ghina NpoBe/icRa BeNPABWILHO. O5palaTLiBaliTe HECTPYMCHTE NEPeX
NSPPOHATANLHLIM HCTIONEI0BAHKEM, 8 TAKKS 210 H MO/ KAKIOTO NOCASAYIONMEro
HCTIONL30BAHNS ¢ ACTIONEAOBANMEN YTBCPAACHHEIX NPOLCAYD.
NPEAYTIPEXAEHHE. Pack nonyucEan TpasMil. [Teperpysxa HECTPYMCHTa H3-32
DpEIOXCHAS YPEIMEPHOH CANE MOXKET IPUBECTH K NIONOMKe, HSTROY B HeNPaBAIEHOHK
paboTe MEARIMACKOr0 HISAEA H, KAK CICACTRHC, K TPABMC MAIHCHTA SUIH NONL30BATCNR.
He neperpymatite arcTpyMenTH. He pasrubatite CorayThie HHECTPYMCHTH B HCXOAHOS

NMPEAYTIIPEXAEHHE: Puck nIyacHRES TPABM: HENPABHIEHOE HCHOIBIOBAHNC
MCMIMBCKEX HHCTPYMCHTOB MOXST NPHBECTH K TpaBMan mammesmos. Ilonssosareny
MEHUHACKAX EECTPYMCHTOB AONKHE HMOTH COOTBETCTBYIONIYIO MEHIHHCKYIO
KBANRHEKALEO H GEITH OIHAKOMNCHE C IPHMCHCHRACM.

BHAMAHME: Ilpa nparoTORICHEHE H HCTIIL30BAHKE PACTBOPOB ClieAylHTe
cnenHHEKAIM TPOKIBONHTEIL XHMBENCCKEX CPEACTB, YAEINE 0c0560e BHHMAHNE
NPARKILHON XOHTICHTPAIAN, BPEMEHH BodAelicTREA H CpoXy Cryabul. [TposomxHTeMLEOC
NOIpy&eHne 8 BOAY ¥ HONPABHNLHAN KOHIWHTDAIAS MOTYT NPHBCCTH K NIOBPCRACHMEIO.

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 accessaries 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 comers, burred edges or projecting parts. Care must be taken not to leave
missing or broken-off components inside the patient.

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

procedures.

WARNING: Risk of injury: Overloading the instrument by exerting too much force may
canse 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
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
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TomuuTe 0 MUXPOSBOIOTHIECKOM THANASOHE ACHCTBMA HCMIONEIYEMMX XHEMHICCKAX

CPEACTD.
BHHMAHME: OnacHOCTh HOBPERACHHN METRNMECKHEX YCTPOICTR: BCHONb30ORAHNE
XHMEIecKHX cpeacTs, He onobpermiix KARL STORZ, MoxkeT IDHBECTH K [OBPEXICHHIO
MEIHIMICKHX YeTpoiicTs. Henonssylite Tomxo 0n06peHHEE XHMETCCKHE CPEJCTRE.
YKA3SAHME: Ilepeaenh pexoMeNAyeMbIX TRCTSIIEX ¥ ACINBGHNHPYIOHINX

ess B Mpmaomenny 1.

| PACTBOPOR HPCACTABJICH
6.1, IloaroTosxa k ouscTke B Acsandexuun/ Preparing for cleaning and disinfection

Paifopxa
Tlepen oumcTRoli B Acammdeximaell MOIMIEECKOS HIIGNEEC HEOGXOMMO OTXDHTH H/HIM
paso6paTh Ba OTACABHEES KOMIIOHCHTH, RACKO/ILKO 3TO BOIMOXHO.

HoaroToRKa K 09BCTKE H ACIEHGEKUNN

TpyGsic SarpaiBcHnd, BRILBAOMHEEG KOPPOGHIO DACTBOPHI M JICKAPCTBCHHEIC CPOACTBA
CIIelyeT YHANATH ¢ MOEIHHCXOTO I3CNHA Cpasy nocue oro npuMeHeHES. Jid IToro
MEIRIHHCKEE WIRCNHA CREAYeT NMPEABAPHTCABHO OUHCTHTL, HAamp., NyTeM NPOTHPAHRA K
npomsisasan. Koumauns KARL STORZ pexomeaznyer Beersia NPOBOXATS NIPCABAPHTEMLHYIO
OWHCTEY DYUHLIM CTIOCOGOM DIOA CTPYell XONOZROH BOAK.

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.

6.2. Pyunsu npeasapurennean oaserka / Manual precleaning

Ouncrxa nosepxnocTell meToR

BuapMue win Tpy0bie sarpasueHAs BeoGXOXHMO YAMISTE ¢ MOBEPXHOCTeH moA CTpyeH
XOIOZEOH BOAK ¢ HOMOMSIO DIETOK NOJXOASIIEX PA3MEPOB OT PAITHIHLIX NPOAIBOAMTENCH.
Ouncrxa noxocredl meTicoM

Jinx yRaxeHHR BCSX BEUTHMAIX arpAeHE paboumil KAHAN B IOROCTH TyGyca NONKHE GHTH
NPeIBADHTENLHO OYHICHR NOJ, CTPYeH XOmOAHOK BONM C NOMOIIBIO METOK NOMXORYMIHX

Jns ynyumeHMS XagecTsa
06paboTXy yIETpassyxoM. Bpems BoaselicTRA JOIXEO COCTARIATS He MeHee 10 MEHYT npH
gacTore OoKONO 35 Ki'm, Ilocae sToro ana Helfrpammanuy Heo(GXOMMMO NPOMEIBAHWE
xonoaRoit BooIL

Brushing the surfaces

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

In order to remove all visible contamination, the working channel, lumina and hollow
spaces of the sheath must be precleaned under cold running water with the aid of a suitable
brush.

Auxiliary pretreatment with altrasound

To aid preliminary cleaning, an ultrasound treatment must be performed. The exposure
time must be at least 10 minutes at a frequency of approx. 35 kHz. The

device must then be rinsed with cold water to ensure neutralization.

6.3. Pyunas oumcrks / Manual cleaning

MeIHIBACKOe H3RCTHE CICAYeT MONHOCTRI0 NOIPY3HTh B Mowomuil pacreop. ITyrem

pasGOpKH H LEEHANPABNCHHONO SANOAHCHEN NOJIOCTe! HEOOXOAMMO YGCAHTECS, ITO AnKe

TPYABONOCTYTIHEEE LIOBCPXHOCTH NOXPHTH pacTeopoM (6e3 0GpasoBammEM My3HPHKOB

poayxa). o BcredeHAR BOOGXOMIMOTO BPEMCHH BO3ACHCTEHEN BRTIONHACTCY MCXAHNYOCKA

OYHCTEA NDH TOMOMM IICTOK MOAXONANEX DPAIMEPOB PANEUHLX MPOMSBOMATENCH

(noBepxpocTs, NOXOCTH) WM Fy6xa. Jinm HeifTpanmsammn HeoOXOXHMO 3aBcpHIAIONIcE
xouoanHolt BOROH.

The medical device must be complktely immersed in a cleaning solution. Through
disassembling the instrument and filling the lumina in a targeted manner, it must

be ensured that even surfaces with restricted access are covered and no air bubbles are
present. After the necessary exposure time, clean mechanically with the aid of suitable
brushes (surface, lumina) or a sponge. Finally, it must be rinsed with cold water to ensure
neutralization.

6.4, Pyuuau scsumdexnus / Manual disinfection

MeRIHECKOS W3eEe CHCAYST MONEOCTHIO MOIPYSHETE B ReSHEGHEHpyommil pacTeop.
TTyTen pasGOpER H DENCERANPARNEHHOTO SANOIHCHEA NOoCTeH HeOBXOMIMO YoeIHTECE, 4TO
AAKe TPYAHONOCTYNHRIS NOBEPXHOCTH MOKDHITE pacTeopoM (Ges ofpasopanm nysEIpEXoB

The medical device must be completely immersed in a disinfectant solution. Through
disassembling the instrument and filling the lumina in a targeted manner,

it must be ensured that even surfaces with restricted access are covered and no air bubbles
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Bo3ayxa). [To McTeueHEM BpPeMCHH BO3NCHCTBEN BEOOXOMHMO HECKOIBRO Pa3 NPOMETH
mmmmemmwmmﬁmmommwmnmmmmﬁ
BOAOH C LICNEIO YAANCHAN BCeX OCTATKOR XHMHKETOB. B 3aBepmICHIS NOMHOCTHO BHCYIIHTE
BCE [I0BOPXHOCTH, OTBEPCTHN, KAHAIK B IONOCTH MEARIHHCKIM CXATHIM BOSAYXOM.

are present. Following the exposure time, the medical device must be rinsed several times
with completely demineralized water or microbiologically pure, sterile water in order to
remove all chemical residues. Finally, all of the surfaces, openings, channels, and lumina
are dried completely with sterile compressed air.

| 6.5, Mammumaw wucTka u gesungesann/Machine cleaning and disinfection

anunhvpmmmumwmmm&u
MpeanosTuTemsEa TepMudeckas Acanadexuy. Jamauil MeTo1 BeOGXOXHMO BCICABL3IOBATS C
YUOTOM HAIMOHANBHEX ROPM ¥ moxazaresns A0, IIpa sxiGope MOAXOASMEro BLXBHXKHOTO
KOHTeliHOpA HWIH KpCIUiCHRS AN HECTPYMCHTa Be0OXOAMMO NMPOXOHCYNETHPOBATRCA C
H3TOTOBHTENIeM OGOPYAOBAHME C DEALI0 OGECHCYCHHEN OMBIBAHHA HNH HPOMLIBAHHA
MCTAIHECKON0 H3/IHS.

Ycasanse: npH HeoGXOAMMOCTE CleAyeT BPYTHYI0 ZOCYIIHTS HECTPYMEHT.

Jinn obecnevenus 3dHeXTHBHOCTH MAMIERHOH 0THCTKE I AcsHEQEKIHN TpebyeTca
DPOMBIBRA TIPH TIOMOIIA COOTBETCTBYIONMX CTPYHHEIX HACAROK.

Machine cleaning/thermal disinfection

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

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

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

6.6. CGopxs, nposepxa B yxon/Assembly, inspection and care

BHEsyansHO NPpoBEphTe OYRIEHR0S K NpoAcsHBGHIEPOBANHOC MERIMNECKOS H3ACMHe BA
YHCTOTY, KOMIUIEXTHOCTS, OTCYTCTBHO PHAMMLIX NOBPEKACHNH B CyXOCTS:

« EC/IH BCE e MMEIOTCH OCTSTKH 3ATPAHEHHI/MOIOINHX CPEACTR, TO MEHIHECKOS H3ICNHe
HeobXx0 MO DOBTOPHO 06paGoTaTs BPYTHYIO H I Pa3s HOABCPTHYTh NOTHOMY ITHKIY
OYHCTKH M AcSHH(CKIHM.

+ TTOBpEXNCHHEI® MITH DOPLECHHEIC KOPPOSECH MCTHITARCKHE H3/ACIHEA HODKHH G4
H3BATH 3 YHOTpeOneHns.

* Pean6y M CKONBISMMS NORSPXEOCTH HCOOXOMHMO CMALIBATH CMA30THRIM MACTIOM OT
PRSTHYHLX NPOEIBOAMTACH, & 38TBOP KpAHA CISHMANBHOME CMasKolt 114 KPaHOB OT
PasNMIHEIX NpOR3IBOARTENCH.

» Paso5paiimie MeRHHCKHS H3ASIES TIOMICKST cOopke.

» 3aTen HeoGXOMEMO BMACIHHTS NPoBEPKY PYHKIHORHPOBAHHA,

Vxalanne: Hcnoassyenoe A 37010 MACHO OT PETHIHMX NPOMBSOMHTENeH (B3 OCHOBE
mapaduEa HIH BA3CIHEOBOIO Macaa 6e3 Conepxans CHIHKOHA) AMDKHO GLTSH NPRTONHEEIM
| A% OPAMCHACMOTO METONA CTEPHIHIAINH.

The cleaned and disinfected medical device must be visually inspected for cleanliness,
completeness, damage and dryness:
+ If residues or contamination are still present, the medical device must be manuaily
cleaned and subjected to a full cleaning and disinfection procedure
once more.
» 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 oil used for this purpose must be suitable for the subsequent sterilization
procedure (silicone-free and paraffin- or white oil-based).

6.7. Crepinwsauus/ Sterilization

Yonosas cTePRIEGANEH

Komnamueit KARL STORZ ana fasHOr0 MESHIHECKOTNO H3ICAHA BA/THAEPORAHN H
YTBPKICHE ClICAYIOMHAS METOAL CTCPHNHSALIHAN

Crepuansanay napoM ¢ IpUNCRCHEEM $PAKTIROHNPUBAHAOTC POPBAKYYMBOIO
MeTOAR.

Yxasauue: CMa3aHHLe XOMIOBEHTH BCOOX0IHMO CTEPRIMIOBATS B pasobparron suje. JIns

CTEPRIMBAIMEN MCAHIHEHCKOTO IBenEx B cobpaimod BEge BHeOGXOMMMO ACTIONBIOBATH

WWWMW(DINEN[SO 17665-1) ¢ comoaeHMeNM
: 134 °C HA NPOTANCHHE 5 MUHYT.

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.

7. Cepancaoe obcaysusanne n pemonT/ Servicing and repair

| HestcipaBHie HECTPYMCHIS! AOMKHE 06CIIYXHBATHC B PEMOHTHPOBATECH HCKNIOUHTEILHO | Defective instruments must be serviced and repaired exclusively by persons authorized by
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YTIONHOMOSCHHKMH HAMH SHUAME, NPH MPOBEACHHA BCOX PEMONTHMX pabor HeoSxoammMo
BCTIOJIE30BATH TONBKO OPHTHEANLHEIC NCTARH.

PeMOHT H WIMCHEHHA HMHCTPYMOHT2 HCYNONHOMOUCHHEIME JNHUAMH HC PaspeilieHhl H
OCBODOEIRIOT H3NOTOBHTENN OT MOGOI0 POJA OTBETCTBEEHOCTH,

us; all repair work must employ genuine parts only.
The performance of any repairs or modifications to the
equipment by unauthorized persons is not permitted and
shall release the manufacturer from any liability.

8. TapanTea\Warranty

Cranpaprasi rapanTHiiHEi CPOK IXCIUTYaTANER H3JCHHA COCTABINCT 12 MECALCE C JATH
BBOAA NMPRGOPa B SXCRNYATALHIO, BO Be Gomee 15 MecamEs CO {HA OTTPY3IKH.

MeaHUBHCKOE H3ZISRe BCeraa CleAyeT OTNPABISTE B MECTHOS OTACICHHE, IAKe B TCICHHC
TapasTHItHOTO [EPHOAA.

Bexpurmae 050py/OBaREN WiH BHTINTHOHNE /IOOHX PEMOETHHX PafoT HNH MOMHGHKAIH
050pyAOBAHHA HEYIIONEOMOYCHHLIME THIAMK 0CBOGORAACT RAC OT M0G0l OTRETCTRCHHOCTH
3a ero paboty. Jiio6oe TaKoe OTKpLITHE, PEMOHT HAH MOABPHKAINA, BETIOIHCHHLIC B TeICHIe
TpasTHItHOIO NEPHOAA, AHHYIHPYCET BCIO FADAHTHIO.

O6mecTeo ¢ orpanmvennol oteercTaenHocTsio KAPJ INTOPL - 3upockoms BOCTOK
(000 KIIT3 BOCTOK)
115114, r. Mockna, JlepGenenckas naGepexaas, 7, c1p. 4.
Ten. +7 495 983 02 40
Fax: +7 495 983 02 41
Info-ru@karlstorz.com

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

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

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

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

115114 Moscow, Russia

Phone: +7 495 983 02 40

Fax: +7 495 983 02 41

Info-ru@karistorz.com

| 9. Yranmauns/Disposal

Mep He Tpefyorca.  Caeayer  cobmonaTs

Tpy yTR/IRGAIEE B31ETHA B8 TEPPHTOPHH Poocnicxon QeaepanuH ClieayeT
PYROBOACTROBATECA HOPMAME, KAOXCHHEMH B CanlTuH 2.1.3684-21. HeacnonksonansLle
HHCTPYMOHTH, 3 TAKKE YNAKOBOUHES MATCPHATM ClEflyeT YTHIHIHPOBAT KAK
HACMBOJIONAICCKH 5e30nacHRe OTXONH Kacca A.  HcnomsopaBHEE HRCTPYMEHTR

| cIeAYST YTHUHIEDOBATL XAK HMIHACMROXOTHYSCKH OMACHLIC OTXOMM Kxacca 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-hazardous wastes. Used instruments are disposed of as
class B epidemiologically hazardous waste.

10. Baxusn m“m / Important Information

woﬁpmmﬁrmmnmnpemnpamemupmmmpymmuympom
mﬁxommommnmmﬂmmfcmpmommpenmmﬁnpwom
Mu ocTaBITeM 32 coboift NPABC BEPHYTHL 3AIPASHCHHLE MHCTpYMEHTH / ycTpoHcTna

OTTIPEBATCNIO.

PeMOHT, MOXHOEKAINE KIN H3MCHCHRS XOHCTPYKITHH, KOTOPAIC BHIOIANOTCE Be
xoumanmelt KARL STORZ ain cneuMATHCTaME, yroanosodenibiva KARL STORZ,
| aEHYIBPYIOT BCO TAPARTHHALIC 06X3aTEIELCTSE,

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 retum
contaminated instruments/devices to the sender.

Repairs, modifications, or construction changes which are not performed by KARL
STORZ or by experts authorized by KARL STORZ will invalidate all warranty rights.

11. Pacumdgponxa cumnonon/Explanation of symbols

Pacn$poBKa CEMBOROB, IPEMCHNEMbIX TPH MAPKNPOSAHHN METHRIMHCKOTO
H3neaNn:
[ Cummos | Oxpenenense {

Explanation of symbols used in labelling the medical product:

bol Definition
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‘ HsroToruTeNs J Manufacturer

M JlaTa E3roTORNEHMS d Date of manufacture
IMD | | Memummcros maense IMD Medical device

REF Homep no xaTanory REF Catalogue number

LOT| | Xoamsprau LOT| | Batch code

QTY| | Kommecrso wspemnti » ynaxoswe Number of products in the product packaging
@ VuuxansHui AAeHTAGHEATOp HIASNHA Unique Device Identifier

OGpaTHTeCh K HHCTPYKIVAH IO NPHMCHCHIO

Consult instructions for use

= -ap>EE

He crepansso Unsterile
! Xpynkoe, 0GpamaTCS OCTOPOXHO *** Fragile, handle with care ***
' ' Bepx *** Top ***
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Bepeus ot Bnarn ***

B coOTReTCTRHEH ¢ saxosofaTensc1BoM CIIA
(cornacuo 21 CFR 801.109) mzenne paspemeHo NpOSABATL
TOAbKO BpaTaM (HMEIONAN IMISHIHIO) HIH N0 PENENTY Bpada. |

{3

Mapxnposka CE

ITEM 3HAKOM NPOH3BOAATEHD IANRIAET O COOTRCTCTRHA YCTPOUCTB
JeHiCTBYIOIMUM CTRHIRPTAM H AMPCKTHBAM.

Hu B xoeM Clly3ac HE/EIA MO/ HIGPOBATE YCTPOHCTBO.

Keep away from moisture ***

Ce

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

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

The device must not be modified in any way

&% . CUMPOJIN HAHECCHS! HA TPAHCTIOPTHYIO ynaxosxy / Symbols are printed on the transport packaging

12. IlepeucHh BANHOHMILELIX H

20417

MOKAYHAPOAHLIX HOPMATERHLIX AOKYMEHTOB/CTABAAPTOR, KOTOPHIM COOTBETCTBYET MenNuMACcKoe Byrenne\List of international regulatory
documents/standards which the medical device complies with

i — EN IS0 20417 | Information supplied by the manufacturer of medical devices
ISO 13485 Hagenas MepmEackee. CHCTEMb] MCHOIEMEHTA KA96CTBA, ISO 13485 Medical devices - Quality management systems - Requirements for
TpeGoBaHHs s wenelt pery THPOBARKS regulatory purposes
ISO 14971 Huem ucmmuucm Medical devices - Application of risk management to medicat
ISO 14971 devices
ISO 15223-1 HsmmmmmCmmnpmmenpn Medical devices - Symbols to be used with medical device labels,
MapKHPOBANNH MCARIMHECKEX Hineanill, HA STHKSTKAX H B ISO 15223-1 Iabelling and information to be supplied - Part 1: General
CONPOBOANTENbEOH AoxymenTanui. Yacts 1. OcroBHnIe TpeGosanit requirements
150 17664 [ Crepmumauoes Memupmoxux wzesitt. Hespopaatvar, Processing of health care products - Information 10 be provided by
wmmmmmm DOTOpHOH ISO 17664 the medical device manufacturer for the processing of medical
BUIESAIIAW M TAUNACKHX M3ACIHii devices
Hapenns meaumpuckue. TIpoexTapoBanme MOAMIHECKHX H3nenEi ¢ r es - Part 1: Apolicati e -
IEC 62366-1 - sHoH 1p IEC 62366-1 ::;lﬁ :ll::: art 1: Application of usability engineering to
ISO 7153-1 ““"”y““""‘“"w‘m NATopean 1SO 7153-1 | Surgical instruments - Materials - Part 1: Metals
7 — w— S —_—————_" t— 1SO 10993.1 | Biological evaluation of medical devices - Part 1: Evaluation and
ISO 10993-1 w 1. Onena testing within a risk management process
HmmmmOmmemmmﬂcrm ISO 10993-5 Bnollogl.c:ilt!evalumonofmedacaldevm Part 5: Tests for in vitro
1501 5 e X 5 * ‘ 5 Biological evaluation of medical devices - Part 10: Tests for
IHTOTOKCHIHOCTh: METOMH ift Vitro ISO 10993-10 irvitation and skin sensitizati
150 10993-10 | B N e Foereisans comoas Biological evaluation of medical dovices - Part 11: Tests for
- MemEENCcKMX mneimii. Yacts 10. HocreA0BaRRA PRIPARIOMETO B ISO 10993-11 ic toxici
CERCHOWIMSUPYI0MEro AeHCTRAS SYStOmIC foXICIy - :
— Biological evaluation of medical devices - Part 12: Sample
1SO 10993-11 gmmmmw%lmmmmm 1SO 10993-12 preparation and reference materials
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ofmeToORCHIECKONO AeHCTRAS ISO 10993-17 Biological evaluation of medical devices - Part 17: Establishment
Hsaenns MeJAIEHCKEE. OneHKR GRONOTHIECKOTO AelcTBRS of allowable limits for leachable substances
ISO 10993-12 | memmumpucxux mnemnii. Uacts 12. [lpuroTopnense npol 1 ISO 10993-18 Biological evaluation of medical devices -~ Part 18: Chemical
KOHTPONbHAEE 06pas characterization of materials
Mapenus NeaamEHckue. ONSHKA GHOIOTHIECKOTO AeiicTBIA Sterilization of health care products - Moist heat - Part 1:
ISO 10993-17 | mexmmmHckux wsaesmit. Yacs 17. YorasonneHne noporossx ISO 17665-1 | Requirements for the development, validation and routine control
3BAvCHMH ANA BHIMEIBACMEIX BEIISCTR of a sterilization process for medical devices
Hsaenna meampanckae. Onenka GBonoraseckoro achcrsus ISO 11737-1 Sterilization of medical devices. Microbiological methods. Part 1.
ISO 10993-18 | memammBcKEX Ryzenmit. Yacts 18, MccrieoBanme XMMATOCKHX Estimation of population of microorganisms on products
CBOHCTB METCPHAIIOB Sterilization of medical devices. Microbiological methods. Part 2.
MOEMIHMHCKOMH HpoAYKIHH. CTePHIIBAIAN TapOM. ISO 11737-2 Tests of sterility performed in the validation of a sterilization
ISO 17665-1 Yacts 1. TpeGosammx x paspaboTee, BAMHFALME A TOKYIICMY process
KOHTPOJIO NPOISCCa CTSPRIM3AINN MeANIMECKHX H3Ae/Hii GOSTR Medical instruments, apparatus and equipment. General technical
Crrepumsawns MeTAIHHCKAX mnemml. Muxpobuanormueckne 50444 requirements
ISO 11737-1 MeToxM. Jacts 1. OneHxa HONyANIEE MEKPOOPTaHH3MOB Ha GOST 19126 | Medical metallic instruments. General specifications
TNPOAYKIAH GOST R ISO Standardization in the Russian Federation. Medical devices.
CrepHARAIER METHIMHCKEX I3aemait. Mixpobnonorusockse 109932 Biological evaluation of medical devices. Part 2. Animal welfare
ISO 117372 meronnl. YacTs 2. HCIHTaHMS HA CTEPHILHOCTS, IPOBOAAMEC IIDH reguirements
TipuGops obopy. O6mse
, SIMAPATH B AOBAHES MCIHIAHCKHE.
TOCT P 50444 TeXHHMOCKHS Tpedonanua
TOCT 19126 HBCTpyMEHTH MERMITERCKHE MeTATHIeCKRe. OOLIMe TEXHHIOCKHS
YCHROBEN
FOCT PHUCO Haaenan Meammuckne. OneExa Guonorageckoro aclicreat
10993-2 Wx?mm.qmzmeﬁomxoﬁpammc
KHBOTHRIM

13. Pexnsmaung/Reclamation

Mopanox npeXEIBXCHUR PEKAAMANE}K H OTBETOB HA HAX PEryIHPYeTCA IPaRIRHCKEM NPABOM.
Pexmauaiys MOXST DPEXBABIATHCS: TONLKO M0 TAKAM BONPOCAM, KOTOpHIC HE SBIANHCH
OpeaMeToM NPHEMKH TOBEPA, NPOH3BCACHEOH B COOTBETCTRHE C YCIOBHEAME JOTOBOpA.

Tlo BeeM BODPOCAM, CBA3AHALIM ¢ OGCHyXMBaHHOM HAJCNHS, HeoGxXOAEMO OGPATHTLCE K
YHONEOMOYCHHOMY NPECACTABRTCAIO MPOHIBOTHTEAN.

B ciysee pexmamamii ofpamaTici X OPOMBOIMTENO H / HIH YIOXHOMOYCHHOMY
MPEACTABATENIO NPORIBONETENA.

IIpousroanTeNs:

«KAPJ IHTOPILL CE 1 Ko. KT'», l'epmanis (KARL STORZ SE & Co. KG)
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany

Tenedon: +49 7461 708-0

®axc: +49 7461 708-105

E-mail: info@karlstorz.com

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

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

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

Manufacturer:

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

Fax: +49 7461 708-105

E-mail: info@karistorz.com
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115114, Mocksa, Jlepbencnckas 7,c1p. 4.
Tean. +7 (495) 983-02-40, daxc: +7(495) 983-02-41
¢-mail: info-ru@karlstorz.com

Rus Eng

YnonmHoMoueHHRI IpeACTABATEND NPOHIBOAUTENAA: Authorized representative of the manufacturer:

O6mecTso ¢ orpaHEueHBOl otReTcTBeRHOCTHO KAPJI INTOPLL — Sraocckomu BOCTOK | Limited Liability Company KARL STORZ - Endoskopy WOSTOK (LLC KSHTE
(OO0 KIIIT3 BOCTOK) WOSTOK)

Derbenyevskaya nab. 7, building 4

115114 Moscow, Russia

Phooe: +7 (495) 983-02-40, Fax: +7 (495) 983-02-41
e-mail: info-ru@karlstorz.com

| 14. Ceeaenms o npomasoxutene / Information about manufacturer

PA3ZPABOTYHK:

«KAPJ ILITOPL CE = Ko. KI'», Fepmanms (KARL STORZ SE & Co. KG)
Dr.-Karl-Storz-Straie 34, 78532 Tuttlingen, Germany

Tenegon: +49 7461 708-0

®daxc: +49 7461 708-105

E-mail: info@karlstorz.com

IMPOHIBOJHTEND:

«KAPJI LLITOPL] CE u Ko. K, l‘epmm (KARL STORZ SE & Co. KG)
Dr.-Karl-Storz-Strafe 34, 78532 Tuttlingen, Germany

Tenedom: +49 7461 708-0

Qaxc: +49 7461 708-105

E-mail: info@karlstorz.com

YIIOJHOMOUYEHHBHH NPEACTABHTEJL MIPON3BOAHMTEJLA:
000 KIIITS BOCTOK

115114, Mocxsa, JlepGencackan Habepexuad, 7, c1p. 4
Tenegou: 8 (493) 983-02-40

E-mail: Info-RU@Kkarlstorz.com

MECTO HPOH3BOACTBA:
1. KARL STORZ SE & Co. KG,
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany

DEVELOPER:

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

Fax: +49 7461 708-105

E-mail: info@karlstorz.com

MANUFACTURER:

KARL STORZ SE & Co. KG, Germany
Dr.-Karl-Storz-Strafe 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@Xkarlstorz.com

MANUFACTURING SITE:
1. KARL STORZ SE & Co. KG,
Dr.-Karl-Storz-Strafie 34, 78532 Tuttlingen, Germany
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Ilepeviens peKoMenIyeMbLIX THCTHINNX H Ae3HEHINDPYIONINX pacreopos / List of recommended cleaning and disinfecting solutions

Pyunas ouncTks H Ac3un@exnus / Manual cleaning and disinfection

Yucrsmue pacrsophl / Cleaning agent

Jesandunrpyome pacreopbl / Disinfectant

IpomsoanTeas / Toprosoe Banmenopasne / | IIponssoaurens / Topronoe Haumenonanse /
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 Deutschliand 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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Ouncria B AcsEN(exmHs B Molome-Ac3NNuuEpyomuY MamHHaX / Machine cleaning and disinfection

Yucramue pacrBopsl / Cleaning agent

Jesamduuapyiome pacrsopsl / Disinfectant

Hpomzsomarens / Manufacturer | Toprosoe nanMenosanne / Tpomssoautens / Manufacturer | Topronoe EanMenoBanme /
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®

UncTsiimue cpeacTsa, TOMEIEHHEE *, IOKA3aIH cBoi0 3diexTaBHOCTS MpoTHB nproHoB / Cleaning agents that are marked with*: These cleaning agents

are proven to be effective against prions
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[[Tepesoo ¢ nemeyrozo u anzauiickozo A3wiK06 Ha pycckuii A3biK)

[Ha 6aanuxe xomnanuu «Kapa llimopy — Sudockony)

DopMApyeM BMeCTe GYAYINee FHIOCKONHHA HA MPOTsHkeRAH Gonee 75 net

«KAPJI LITOPL| CE u Ko. KI'» (KARL STORZ SE & Co. KG) * a/2230 * 78503 TymmmrenT epmManus
(PO Box 230 » 78503 Tuttlingen/Germany)

YTBEPXIEHO

Hcnonnarenbaniil JHPEKTOP N0 HOPMATHBEO-IPABOBOMY PErY.THPOBAHHAID
MEXKIYHAPOANOTO OT/CIA N0 3X0POBLIO NANHEATOR H HOPMATHBHO-NPABOBOMY PEryIHPOBAHEI0

no nopysenno, A-p Berruna Xaden

«Kapa llIvopn CE n Ko. KI'»
Ap.-Kapn-IlIropn-LliTpacce
34, 78532, Tyrnaures,
TCepManus
(Dr.-Karl-Storz-Strafle

34, 78532, Tuttlingen
Germany)

{nodnuce/
(noanucs)

12 mapmag 2024 2.
(nenn, mecan (wadpamu))

(Ulvamm)

[[Tesamy xomnaruu «Kapn HImopy — Sudockony)

HHCTPYKIIHA IO MIPHMEHEHUIO

Tybyc ans meerxoro caryckona HOPKINS, B BApHAHTAX HCIIOTHEHAS,
¢ NPRBSAICKEOCTIME

Hazpauue MEARIMACKOTO H3ACNAS

2024 r.
Daxrwmecknil apec: Basixoncane «llofive  Basx Al Kommanaumhoe osspuaniecrso  TIommilh XOMIEHEOH
«KAPJ I.I.ITOPI.I CE ¥ Ko. pexmnuTui; TyTaupre» «KAPJI ITOPLE CE «KAPJI LIITOPIL{
KI'» dO!pramlr Baux SWIFT: a Ko, KI'» Oepranstynrc CE»
Jp.-Kapn- Al» DEUTDESS653 -Kapn-Lilropu-llitpacce 34 Jp.-Kapn-Ilropu-1lhpacce
Ihopar-1lpacee 34 SWIFT: IBAN: DE09 6537 0075 78532 TyvaunrcwTepmanmn 34,
78532 TyraunrenTepmanis HYVEDEMM473 0211 639000 xomnasan. 78532 Tyramuren/Tepuatiua
Tenehon: +49 7461 708-0  [BAN: DE62 6002 r. Tyrmnwen
Daxc: +49 7461 708-105 Toprossilt peectp: KOMMAHUN: I, TyTMHTeH

0290 0034 5326 05  Hapoauutt Gaax
«llIsapupansn-,

In. noTa: Tonay
info@karistorz.com «Kpajtcmnapxacce Hexxap ol»
www.karlstorz.com TyrmEmres» SWIFT: GENODESITUT
SWIFT: IBAN: DE97 6439 0130
SOLADESITUT 0000 7720 03
IBAN: DE79 6435
0070 6000 6013 22
9370321, ep. 4.1
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r. lirymrapr, HRA 450442 peecTp:
Hpewr. e naremeamnxa HJC: . Whywrapr, HRB 762524

DE 142931059 VYnpasnmompi IMpexTop:
Hupestuza o6 ymummaps Kapa-Kpucrua [ltopu
AEXTPUISCROTO Tpesconarens COBCTA
H 3NEKTPOHROND JEPEKTOPOB;
ofopyaossiing, MEOTOKpOTHRIN — NORCTHMHA
per. e DE 74465858 moxrop CuGinn Hltopu



UZ 620/2024

lm xmmmemep . Te.n +4974619659700 * daxc: +4974619659720
HoTapuanbHoe yA0CTOBEpEHHe

Tlonnuch, NOCTABACHHAS BRINEC B MOSM NPHCYTCTBHH, SBISCTCH NOAMHUCHIO

r-xu g-pa berranst Xaden,

zata poxacHuA: 09 cenTadpa 1982 .,

cayxeOnuit anpec: 78532 r. Tyrnmnren, Ap. Kapn-1lItopo-Lllrpacce 34,

— H3BECTHOH MHE JINYHO —

9T0 51 HACTOSIAM OQHIMANEHO YAOCTOBEPAIO.

r. Tymmnren, 20 mapra 2024 1.

/noonucs/
Horapuyc Actprn Xapant-Lltpexkep

[Tevamb nomapuyca)
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TeKCT [JaHHOTO AOKYMeHTa nepeBén nepeBofuynk Paxumkynos dnbaap Cepkannesny. 3HaHMe NHOCT PAHHOTO
A3blKa NOATBEPXK 4al0. BbINONHEHHbI NepeBos ABNAETCA NPaBUNbHLIM, TOYHbLIM U MONHbLIM.

Poccuitickas depepauns
[opopg MockBa
YeTBepToOro anpens ABe ThiCAYN fBajuaTb YeTBepPTOro roga
L0 Toukun AmMuTpuii Banepbesuy, HOTapuyc ropoaa MOCKBbI, CBUAET ENbCTBY0 NOANMHHOCTLW
nepesofjuynka Paxumkynosa dnbfapa Cepkanuesunya.
Mopgnuce caenaHa B MOEM NMPUCYTCTBUN.

NINYHOCT b NOANUCABW Er0 AOKYMEHT yCTaHOBNEHA.

3aperucrtpupoBaHo BpeecTpe: No 77/2079-H/77-2024-

YnnaueHo 3a COBEpL eHUE HOT apuManbHOro

0.B. TOYKUH

Bcero npowHypoBaHo, NpoHyme”
W CcKpenneHo nevyaTblo __ 32

HoTapuyc
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