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SIO RZ O6uwasa nHpopmaynsa

KARL STORZ-END O 5K0PE

1 O6waa nHopmayms

1.1 O3HaKOMJ/lIeHUe C MHCTPYKLUMEe No akcnayartayumn

Mpu Heco6l0AeHNN HACcToAWel NHCTPYKUUM Mo 3KCM/lyaTaluun CyLecTByeT pUCK TpaBMUpPOBaHUS
nauMeHTa, Nnosb3oBaTens Win Apyrux ny, a TakKe onacHoOCTb NMOBPEXAEHUS U3aenus.

» BHMMaTEe/IbHO MPOYTUTE MHCTPYKLUIO MO 3KCMyaTauum u npuMmnTe BO BHUMaHWE Bce
cofepxxalmecs B Heli yKazaHusi Mo TeEXHUKE 6€e30MacHOCTU 1 NMpeaynpexaeHus.

» BepexHo XpaHuTe MHCTPYKLMIO MO aKCr/yaTaynm.

1.2 O3HaKOM/IeEHNE C UHCTPYKUMAMKU MO 3Kcnayatauunum
n3gesinn, NpUMeHseMblX B KOMOUHaUNN C JaHHbIM
n3penvem

npu Hecob6NIAEHUN UHCTPYKUMIA MO aKcnayaTauMm KOMOUHUPYEMbIX U3AeNuii cyliecTByeT pUck
TPaBMMPOBaHUSA MauueHTa, NMosib30BaTesNs UM APYFUX /ML, a TaKXKe OMacHOCTb NMOBPeXAeHust
n3genus.

» BHMMaTEesNIbHO MpoYnTaiiTe MHCTPYKLMN NO 3KCNyaTauMm KOMGUHUPYEMbIX U3LENNi U NpuMnTe
BO BHMMaHWe BCe cofepXkalynecss B HUX yKasaHusi N0 TeEXHMKe 6e30MacHOCTU U
npeaynpexaeHus.

1.3 O6nactb nencTBus

[JaHHas MHCTPYKUMS Mo aKcnyatauum AeiicTByeT /18 cnefyowmnx nsgenmu.

HauwmeHoBaHMe nsgenunsa ApT. Ns

BuaeoypetepopeHocKkon FLEX-X 091271-01
BupeoypetepopeHockon FLEX-XN" 091271-06
BupgeoypeTtepopeHockon FLEX-X'N 091279-01
BuaeoypetepopeHockon FLEX-X™M 091279-06

N3-3a paanmqmﬁ B YC/1OBUAX AO0MNYyCKa nepedncrsieHHbole n3genna MmoryT ObITb HeAOCTYNHbI
B HEKOTOpPbIX CTpaHax.

1.4 O6wme 3HaKU N CUMBOJIbI

3HaKN 1 CUMBOJIbI, NCMO/b3yEMble B 3TOM [JOKYMEHTE, UMEIOT creaytoliee 3HaueHune.

MpakTnyecknii coBet
(X) [aHHbIll 3HaK yKa3biBaeT Ha MOJE3HYI0 Y BAXKHYI0 MHOPMaLMIO.

Heobxoaumble aencTBus
[elictBue, cocTosiliee N3 HECKOJIbKMX LUAroB.
YcnoBue, KOTOpoe A0/DKHO ObiTb COGMIOAEHO Nepes BbiNO/IHEHNEM AENCTBUS.
1. Warl
<= MpoMeXyTOUHbIi pe3ynbTaT AeicTBus
2. Wwar 2

Pe3ynbTaTt 3aBepLUeHHOro aeiicTeumsa

WNHCTpyKLMa no akcnayaTtauun « Mbkuii BugeoypeTtepopeHockon FLEX-XC1
MTPOO3 RU V3.0 07-2022 IFU CE-MDR

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



SlORZ O6wana nHpopmayna

KARL 5TORZ—ENDOSKDPE

[encTBnA, onncaHHble B yKasaHUsX No TeEXHMKe 6e30MacHOCTU WM BbINOJ/IHAEMbIe 3a O4WH Liar.
» LWar 1

cnuckun
1. HymepoBaHHbIi CNNCOK
- HeHywmepoBaHHbIV cnncok, 1-i yposeHb

- HeHyMepoBaHHbI CNNCOK, 2-i1 ypoBEHb

1.5 [JeTanbHada vHpopmauma o npeaynpexaeHunax

B Uendax npeporepawieHnsa onacHOCTU TpaBMmnpoBaHUA mo,u,e|7| N NPUYNHEHNA MaTepunasibHOro
yu.l,epﬁa HeOﬁXO,D,VIMO COﬁﬂlO,anb npegynpexaneHma n ykasaHma no tTexHunke 6e3onacHocTu,
npuBefieHHble B MHCTPYKLMN NO 3Kcnyatauun. lNpeaynpexxaeHnsa ykasbiBaloT Ha ONMcaHHble HuKe
YPOBHN OMNacHOCTW.

A MPEAYMNPEXOEHWE

NMPEAYMNPEXOEHWE

YKasbiBaeT Ha cuTyauuto, Kotopas MOXeT npeAcTaB/iATb ONacHOCTbL. Ecnn ee He NpefoTBpaTtuTTb, OHa
crnocobHa npmBecTn K CMepTn nin TSOKenom TpaBmMe.

A OCTOPOXHO
OCTOPOXHO

YKasblBaeT Ha cuTyauuto, Kotopas MOXeT NnpeactaBnATb OMacHOCTb. Ecnn ee He npefoTBpaTtuTb, OHa
MOXXeT NpnBecTn K NIerkor nnn HesHauuTenbHOM TpaBMme.

BHMMAHWE
BHVNMAHWE

YKasblBaeT Ha CUTyauuio, KoTopasi MOXKeT NMPUBECTU K MaTepuanbHoMy yulep6y. Ecnu ee
He NpefoTBPaTUTL, BO3MOXHO MOBPeXAeHUe U3Lenunii.

WHCTpyKuus no akcnnayatauumm « Mmékuii BugeoypetepopeHockon FLEX-XC1
MTPOO3 RU V3.0 07-2022 IFU CE-MDR
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STO RZ MpnmeHeHMe NO HasHayvyeHutro

KARLSTO RZ-iINDOSKOPE

2 lNpyMeHeHue No HasHa4vYeHuto

2.1 LleneBoe Ha3HayeHue

MMbKre BUAEOYpPETEPOPEHOCKONbI MCNOMb3YHTCS 415 BUsyannsaumn. Mekue
BUE0YypeTepOPEHOCKONbl C MHTErPUPOBaHHbLIM pa6oynM KaHa/loM TakK)Xe NMo3BOMSAIT UCMONb30BaTh
rnékue BCnoMoraTesibHble MHCTPYMEHTbI. TMGKNEe BUAE0ypeTepopeHOoCKOomnbl OTHOCATCS K Knaccy
XUPYPruyecknx MHBa3uBHbIX MeAULIMHCKUX U3Aennii KpaTKOBPEMEHHOIO NMpYMeHeHUs.

2.2 [loka3aHug

ATV MeANLUHCKNE U3LeNns NOAXOANAT A8 NMPUMEHEHUS NPU 3HAO0CKOMMUUYECKNX
ornepaumsix Ha BEPXHUX MOYEBbLIBOAALLMX MYTsIX.

2.3 lpoTnBonokasaHunsa

MeguymnHckne nsgenus sanpeujaetcs UICNOAb30BaTb B HENocpeAcTBEHHOM KoHTakTe ¢ LIHC
(ueHTPaNbLHOW HEPBHOW CUCTEMOW) U LEeHTpasibHOM cUCTEMO KpoBoobGpalieHnsa. NMommmo
nepeyvyncrieHHbIX, Apyrmx NpPoTMBONOKAa3aHUM K MPUMEHEHUIO, KOTOPble HanpsiMy OTHOCATCS
K JaHHOMY MeAULVHCKOMY U34eNnto, He CyLllecTByeT.

2.4 LUeneBble rpynnbl Nnosib3oBartenei

Vicnonb3oBaTbk MeAVLMHCKOE U3fenne paspellaeTcsa TO/IbKO BpayaMm u accucTupyrowemy
MeAVNUMHCKOMY NepcoHasty, KOTOPble MMEIT COOTBETCTBYIOLLLYO NMPOMEeCCUOHaNbHYIO
KBanMpukayuto.

2.5 lNonynauna nauneHToB

ANns AaHHOro u3aenmsa oTCyTCTBYHOT OFpaHMYeHusi B OTHOLIEHUM Tpynn nayneHToB.

Mpu Bece naumeHTa MeHee 5 Kr (11 yHTOB) 3anpeLaeTcs NpeBbiWaTb MAKCUMaAbHO AONYCTUMYHO
ANYrrenbHoCTb NpUMeHeHUs 60 MUHYT.

MHCTpyKLMA no akcnnyaTauum « Mmbknii BugeoypetepopeHockon FLEX-XC1
MTPOO3 RU V3.0 07-2022 IFU CE-MDR
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S-l-Gn/\Z Be3onacHOCTb 1 nNpegynpexaeHue

KARL STOItZ-ENDOSKOPE

3 Bes3onacHOCTb 1 NpeaynpexaeHne

A MPEAYMNPEXOEHWE
OnacHOCTb Npu Heco6NOAEHUN NpeaynpeXaeHnii nykasaHuii no 6esonacHocTu!

B faHHOI rnaBe cofepXXaTcs npefynpexaeHus 1 ykasaHusi No TexHuke 6e30nacHoCTu, KoTopble
KNaccuuUnpyoTcs Mo ONacHOCTAM U PUCKaM.

»  Bce npegynpexgeHusa n ykasaHusa No TexHuke 6e3onacHoOCTU cnegyeT TwaTeNbHO NpoynTaTth U
cobnaath.

» Cobnogante yKasaHusa No NopsaKy LencTBUIA.

3.1 Cepbe3Hble nNpoucwecTeud

K «Cepbe3HbIM MPOMUCLIECTBUSAM» OTHOCATCS COObITUS, KOTOPbIE MPSIMO UM KOCBEHHO UMEKT Un
MOTYT MUMETb criefytolne NocneacTBus:
- CcMepTb NauueHTa, Nosb3oBaTesns Uau Apyroro mua;

- BpemMeHHOoe nnun He06paT|/|M0e cepbe3Hoe yXxyauleHne CoCToaHnA 340p0oBbA NauneHTa,
nonb3oBaTtesid nan Apyroro nmua;

- cepbe3Hada OonacHOCTb A/1A 340P0OBbA HaceneHus.

» 060 BCex cepbe3HbIX MPOUCLUECTBUAX crieqyeT coobuaTb U3rOTOBUTE/IO U KOMNETEHTHbIM
opraHaw.

3.2 Hapgnexauiee obpauieHne c nsgesimemM m ero npoBepka

Mpu HeHagnexalem o6palleHnn ¢ N3genmem cyLecTByeT pUCK TpPaBMUPOBAHUS MaLMeHToB,
nosb3oBaresneil UNN Apyrux nuu,.

» K pa60Te C nsgenunem gonycKakmTCA TOJIbKO Nnua, nMerwumne cooTeeTCcTeyrollyio MeanuynHCKYH
KBaJ'IVICbVIKaLI,VHO N HaBblKN NMPUMEHEHNA U3OeNTNA.

» TMMepeg BbiNo/MHeHVEeM npouenypbl y6eamtech, UTo faHHoe u3genne NpurogHo Ans
3anfaHMpoBaHHOIO BMeLlaTe lbCTBa.

» [,0 ¥ nocne KaxAoro npMMeHeHUs U3fenusi NpoBepsiiTe crefyoliMe XapaKTepucTUKmu:
- UCNpaBHOE COCTOSIHME.

- nospexaeHue;

- WU3MEeHeHWne MoBepxHOCTU;

- NPV HAIMYNN HECKOSIbKMX KOMMOHEHTOB: KOMM/IEKTHOCTb U MPaBuU/IbHOCTb CO0PKMU.

» 3anpeuiaeTcsa UCMNO/b30BaTh MOBPEXAEHHbIE N3Aenus.

»  YTunusupyiite nsgenve Hagnexawmm o6pasom.

» He ocTaBnsiiTe B Tene NauneHTa OT/IOMUBLUMECH KOMMOHEHThI.

» He nopBepralite nsgenve ypesmMepHbIM MeXaHUYECKUM HarpysKam.

» Ecnv uagenve norHysnock, He NbiTaiTech ero pasorHyTb U BEPHYTb B MCXOAHOE COCTOSIHUE.

3.3 N3pgenne ogHOpPa3oOBOIro UCNOJIb30BaHUA

[aHHoe nsgenve MoXeT 6biTb UCNOMb30BAHO TO/ILKO 0A4MH pa3. Mpu NOBTOPHOM MCMO/b30BaHUNK
n3aenus cyuecTByeT PUCK 3apaXKeHUsl U 0NacHOCTb TPAaBMUPOBAHUS NauuveHTa, nonb3oBaTtensa u
TpeTbero nvua.
»  YTununsupyiite nsgenve Hagnexauwmum o6pasom nocsie o4HOKPATHOro MCMNosib30BaHUs U He
MCMonb3yiiTe ero NOBTOPHO.

WNHCTpyKkuma no akcnnyaTtaunu ¢ Mmbkuii BugeoypetepopeHockon FLEX-XC1
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KARL STORZ-B«>OSKDPE

3.4 CtepunbHoe nsgenuve

[aHHoe nsgenve ctepunbHo. MNpu HapyLleHUN CTepusibHOl 6apbepHOil cucTeMbI CylecTByeT
OMacHOCTb MH(PULMPOBAHUSI.

» BcKpblBaiiTe cTepunbHyto 6apbepHyl0 CUCTEMY HenocpeacTBEHHO nepen UCrno/ib3oBaHuem
nspenus.

» TMepea Mcnonb30BaHWEM MPOBEPbLTE AaTy UCTEUEHUS] CPOKa FOAHOCTU U3genus.

» TMepep NpUMEHEHUEM BbINOJHUTE BU3yaslbHY MPOBEPKY CTEPU/IbHOM 6apbepHO CUCTEMBI
MU3[enusa Ha Ha/lnume NoBpeXxAeHni (TakMx Kak pasolelnecs WBbl, pa3pbiBbl, AbIPKU,
n3MeHeHue ugeta). NpoBepsawWwnii 4oKeH 061agaTb HOPMasIbHOW OCTPOTOW 3pEeHust, nau
OCTpOTa ero 3peHns Ao/HKHa OblTb CKOPPEKTUpPOBaHa Npy NOMOLLLM OYKOB WU NMH3. MNpoBepkKa
[O/MKHA OCyLEecTBNATLCA MPU A0CTAaTOYHOW OCcBeLWeHHOCTU ¢ paccTtossHusa 30-45 cm.

Ecnn cpoK rogHoOCTU UCTEK U CTepusbHas 6apbepHaﬂ cuctemMa HapyuweHa, CTepuUIbHOCTb n3genns
Heé rapaHTnpoBaHa.

» He mncnonblyiTte mnsgenve.

»  YTunmsupyiite nsgenve Hagnexawmm o6pasom.

3.5 CoyeTaHuMe c gpyrmMmm KOMMNOHeHTaMu

CoueTaHuve uU3genns ¢ HenoAXoAsWMMU UHCTPYMEeHTaMn U npuéopamm MoXKeT NpuBecTr
K HEKOHTPONMPYEMbIM C60AM U TPABMMUPOBAHMWIO NalyeHTa, Nofb3oBaTens U TpeTbux nuu,.

» PaspelwaeTtca BHOCUTb U3MEHEHUNSA B U3JeNIMe TO/IbKO B TOM C/ly4ae, ec/in OHU A0oNyLWeHbl
KARL STORZ.

3.6 Mogudukauna migenuns

MoAnULMPOBaHHbIE N3AENNA MOTYT MPUUYUHUTL Bpes NauneHTy, No/ib30BaTeN0 U TPETbUM SnLaMm.

- MO,D,VIC*)VILI,I/IpOBaTb n3genve s3anpeweHo. He gonyckaeTcsa BHeceHue N3MeHeHU B n3penuve.

3.7 TopAaune KOMMNOHEHTbI
BcneacTteme BbICOKOW MHTEHCUBHOCTU CBeTa ANCTaslbHbI/i KOHEL, 3HA0CKOoMa MoXeT HarpeTbes. Mpu
KOHTaKTe nauneHTbl, nosib3oBaTtes/in U TpeTbn nnua MoryT nony4vnTb OXKOr.

» W3beraiiTe KOHTaKTa Cc ANctajibHbIM KOHLOM 3HAOCKOMAa.

3.8 BbicOKass UHTEHCMBHOCTb CBeTa

BblCOKass MHTEHCMBHOCTb CBETOBOIO MOTOKA, M3/ly4aeMoro MCTOUHMKOM CBeTa, MOXeT Bbi3BaTb
Heob6paTUMOe MOBPEXAEHWE [/1a3 UMW CIIenoTy, a TKaHU 1 NpeaMeThl, Haxoaswmnecs nepen CBeTOBbIM
OTBEpPCTUEM 3HAO0CKOoMa, MOTyT HarpeBaTbCs.

» He cMoTpuTe B CBETOBOE OTBEPCTME 3HAOCKOMA.

» CobnofaiiTe HEO6XOAMMYO AUCTAHLMIO MEXAY CBETOBbIM OTBEPCTMEM 3HAO0CKOMNA U TKAHAMU U
XVUPYPrUYecKMMU NpUHaANEeXHOCTAMN.

3.9 TOKM yTeuknm Ha naumeHTa

Mpn oAHOBPEMEHHOM NCMNO/Ib30BaHUN HECKOJIbKUX 31EKTPUYECKUX I'IpVI60pOB TOKU YTE€YKUN
Ha naymeHTa MOryT cymmupoBaTbca. Npn 60/IbLLINX 3HAYEHUAX TOKAa yTedkn BO3MOXHO
TpaBMMpoBaHMe nayueHTa.

» PekomeHayeTCcs COBMECTHOE UCMO/ib30BaHue U3[ennii ToNIbKO O4HOro Tuna, 0CO6eHHO ecnn
TpebytoTca usgenmsa tuna CF.
(i) Ecnn nspgenune nogknw4vaetcsa K reHepartopy Tuna BF, nsgenue takxe nepexogut B Tun BF.

MHCTpyKuma no akcnnyatauum « Mmbkuin BugeoypetepopeHockon FLEX-XC1 «
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3.10 OnacHOCTb NOopaxXeHns 3TEKTPUYECKUM TOKOM

Pa6oune yacTtm, Ha KoTopble NofaeTcsi TOK, NpPU CAy4YaliHOM KOHTaKTe MOTYT HaHEeCTU Cepbe3HbIii
Bpea NauuveHTy U Nnosb3oBaTerio.

» Tlepepn TeM Kak MOMIOXUTb 3HAOCKONM, BbIK/KOUYMUTE €r0 U HUKOrAa He Knagute psifoM ¢ NnauneHToMm
(cornacHo M3K 60601-1-1).

3.11 OnacHOCTb MOJIydeHnsa TpaBM Npu akcnayataunm
BbICOKOYACTOTHbIX MHCTPYMEHTOB

M3genve He o6nagaeT xapakKTtepuctMkamm, o6ecrnevymBaromMn U30M8LUNI0 0T BbICOKOYACTOTHOTO
HanpsbkeHus. Mpu ncnosb3oBaHUN BY-MHCTPYMEHTOB MOXXHO TPaBMMPOBaThL Nosib30BaTeNs
VNN NauMeHTa, a TakXKe NMoBpeauTb Usgesnve.

» Hwukorpga He ,EI,OI'IyCKaVITe KOHTaKTa BbICOKOYaCTOTHbIX I'IpVIGOpOB C nsgennem min CUCTEMOVA.

3.12 HeuncnpaBHOCTb

Mcnonb3oBaHne HeUcrnpaBHOro rM6KOro aHA0CKOMa MOXeT NMPMBECTM K TPABMUPOBAHMIO NauMeHTa.

» Mpu o6Hapy>XeHUN HeucnpaBHOCTU 3HAOCKOMNA criefyeT He3ameaUTeNbHO NPeKpaTuTbL ero
ncrnosb3oBaHue.

» PacnosioXxuTb AUCTasbHbIN KOHEL, BUAE03HAOCKOoNa NpsiMo.

» OTNyCcTUTbL pbluar ynpaBneHus U3rnéom.

» MepfsieHHO U OCTOPOXXHO M3BJieYb BUAEO3IHAOCKON N3 opraHn3ma naymeHTa.

3.13 OnacHble ansa 340pP0BbA OCTaTOYHbIE rasbl

Mo nNpuunHe cTepunmsauMn B U3LesiMM MOTyT OCTaBaTbCs BpegHble A4/ 340P0Bbs OCTATOUYHbIE rasbl
(aTneHokcus, 3TUNEHXIOPIUAPUH).

» He mncnonb3yiiTe nsgenve, ecnn Bec nauveHta meHblwe 1,5 kr (3,3 dyHTa).

3.14 Cob6nrogeHne ycnoBUin oKpyxXXatouien cpeabil

Ecnu nsgenvne XpaHuTcsl, nepeBo3nTcs , MaUNeHThl,
nosib3oBaTenn WM TPeTbU NNLA MOTYT MOyUYUTb TPAaBMbl; CaAMO M3Ae/ne TOXe MOXeT 6biTb
NoBpeXaeHo.

» Heo6xoAuMO o6ecneunTs YCNOBUA OKpYyXalolleil cpefbl, yKazaHHble B UHCTPYKLN

WNHCTpyKLmMa no akcnnyaTtauuu ¢ Mmbkuii BugeoypetepopeHockon FLEX-XC1 10
MTPOO3 RU V3.0 07-2022 IFU CE-MDR

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



OnuncaHne nspgenusa
KARL STORZ—ENDOS5MOPE

4 OnucaHne n3genusa

4.1 OnuncaHwue nigenns

[ncTanibHbIA KOHELL Tybyc
Pbluar ynpasneHus n3rnéom 3awyta ot nepernda
Pykosatka MNepexoaHukm ¢ 3amkom LUER

CoeyHUTENbHBIN LUTEKEP

4.2 BO3MOXHble KOMOUHaLNNU

Mepep, MCNoNbL30BaHNEM U3AENMIA PEKOMEHYETCS MPOBEPUTL UX HA NPUTOAHOCTb [1/1S
npeAanoaraemMoro BMeLLATE NLCTBA. YUTUTE, UTO U3AENUs, NPUBEAEHHbIE B JaHHOM [0KYMEHTE, 13-3a
pasMunii B yCrIoBUsIX A0MycKa MOryT 6biTb HEIOCTYMHbI B HEKOTOPbIX CTPaHAX.

HavmeHoBaHue nsgenuvs ApT. Ni
E-BOX TCO028
TPO12
IMAGEL SX-LINK TC301
MoHuTop C-MAC 8403zZX
Monutop C-MAC 8404zZX
c-Hus 20290320
TELECAM C3 TC100
WHCTpyKUMs no akcnayataumu ¢ Mmbkuin BugeoypetepopeHockon FLEX-XCL e 11
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HanmeHoBaHne nsgenns ApT. Ns
TELE PACK + TP101
Kop3vHuaTblIli 3axBart A/is KamHei 27023LB
dukcaTop BOSIOKHA 11014Y
KnanaH 3HA0CKONMYECKuii 100010-10
AganTep Tuohy Borst 100040-10
3axsarbiBatoyie Wunupl 11275FE
LLvnubl gns éuoncun 112757E

MMBKWIA BOEOYPETEPOPEHOCKON MOXHO KOMBVHMPOBATL C /Ta3epHbIMI BOSIOKHAMU.

AganTepb! Tuohy Borst (100040-10) ABNSOTCA MeQULMHCKUMU U3AEMNAMM, UCNOMb3YEeMbIM

O NPOABKEHUST KATETEPOB WM ONTUYECKUX BOMOKOH pasmMepom oT 0 Ao 6 no LLapbepy,
npeaoTepaLLatoLyMM MPY 3TOM 06paTHbIA NOTOK XMUAKOCTU BOKPYT MHCTPYMEHTA, BBOAMMOIO Yepes
pabounii kaHas1 TMOKMX M KECTKNX YPETEPOCKOMOB.

VippuraupoHHble TpyOK/M MOXHO MOAKOUMTL K TMOKOMY BMAE0YPETEPOPEHOCKONY Yepes
aganTtepHoe coefnHeHve ¢ 3amMkom LUER.

4.3 TexHunyeckue xapakTepuUCcTUKn

XapakrepucTtuka 3HaueHve
HanpasneHve o63opa 0

Yron packpbItus 105°

Pabouasi gimHa 70 cm

HapyxHbIin gnaveTp 9 Wp.

[namveTtp pabouero kaHana 3,5 Lp.

OTKNOHEHNE Beepx 270°, BHu3 270°

4.4 CnMBO/bl Ha ynakoBKe

Cumson wosT aT
M3rotoBuTesnb

w N
Jarta n3srotosneHns

[~MAD
MepgpyupHckoe nsgenve (Medical Device)

REE Howmep apTukyna
Kopg, naptun
MHCTpyKumMa no akcnayatauumm « Mmbkuii BugeoypeteptopeHockon FLEX-XC1 iV
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CumBon

QTY

IUDI|

STERILE EO

OnncaHwve nspenua

3HauyeHune
Konnuectso n3genuii B ynakoBke

YHVKa/TbHbIA MaeHTUMKATOP 1M3aennst
(Unique Device Identifier)

Cob6ntogaiite MHCTPYKLMIO MO SKcnayaTauum {B ne4aTHOM WAn 3N1EKTPOHHOM
BMaE)

He gonyckaTb BO3AeliCTBUS COMTHEYHOTO CBETA

Bepeuyb o1 BNaru

YCoBYSi TPAHCMOPTUPOBKM

B 06LUEeM Nose C OXBATLIBAIOLLEH NMHME paMKii C CUMBOJIOM «YC/10BUS]
TPaHCNOPTUPOBKM:
BI@KHOCTb BO3/lyXa, OrpaHMueHne i1t TPaHCMNOPTUPOBKYA

B 06Lem nosie ¢ oxBaTbIBatOLWEN SIMHUEN paMKy C CUMBOJIOM «YC/I0BUS
TPaHCMNOPTUPOBKN»:
TemMNepaTypHbIi AyanasoH Ans TPaHCMOPTUPOBKM

Vicnonb3osatb A0

He ncnonb3osarb npy nospexaeHnm yrnakoBku

He cTepunn3oBats NOBTOPHO

3anpeT Ha NOBTOPHOE MPYMEHEHWE

Crepunzaumsi 3TUIEHOKCUAO0M

VHavBuayanbHasi cTepuibHas 6apbepHasi cuctema

MHCTpyKLMA no akcnayatauuu « M'bknii BugeoypetepopeHockon FLEX-XC1 13
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CnmBon

Nx only
C€

OnwucaHne nsgenna

3HaudeHue

VHpuBuayansHas ctepuibHas 6apbepHast CUCTEMa BHYTPU 3aLMTHON ynakoBs-
Kt

B cooTBeTCTBUM C dhefepasibHbIM 3akoHogartenbcTeoM CLUA (cornacHo
21 CFR 801.109) n3genue paspeLleHo npoaasaTh TO/IbKO Bpavam (MMeroLyM
JMLIEH3MIO) WM MO PeLienTy Bpava.

3Hak cooTtBeTcTBUS CE

Mapkupys CBOI NPOAYKUMIO 3TUM 3HAKOM, U3roTOBUTES b Aek1apupyeT
co6/1I0aeHNe COOTBETCTBYHOLLMX NpaBoBbIX HopM EC. Kog nocne 3Haka CE
yKa3bIBaEeT Ha YNO/IHOMOYEHHbIIA opraH no cepTudouKaLmn.

OTHOCSLUMECS K U3AEeNMo NpaBoBble HopMbl EC ykasaHbl B Jeknapauum cooT-
BETCTBUSA AnpekTBamM EC, TEKCT KOTOPOW MOXHO 3anpocuTh Y KOMMNaHUM
KARL STORZ.

4.5 YcnoBus okpyxawuen cpegbl

YCcnoBus TPaHCNOPTUPOBKY

Temnepatypa

0oT-18 “Cpo+40 X
(or-0,4 °F po +104 GH

OTHOCcUTEMbHAs BNaxkKHOCTL  15-90 %

BO34yxa
(6e3 koHaeHcaumn)

YcnoBusa xpaHeHuUs

Temnepartypa

or5“Cpo25-“C
(T4l “Fpo 77 P

OTHOCcUTENMbHAs BNaxkHOCTL  15-60 %

BO3AyXxa
(6e3 koHaeHcaumn)

YcnoBus akcnayatauum

Temnepatypa

0T110°C o 40 X
(ot 50 °F o 104 &R

OTtHocuTeNbHasA BNaXXHOCTb  15-80 %

BO34yxa
(6e3 koHaeHcaLmm)

Makc, BbIcOTa 3Kcnyara- 3000 m

Ly

MHCTpyKumMa no akcnnyaTtauum « Mmbkuin BugeoypetepopeHockon FLEX-XC1
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5 loarotoBka

5.1 PacnakoBka unsgenwus

1 OCTOPOXHO M3BNEKUTE U3AENIE U NPUHAAJIEXHOCTMI 13 YNAKOBKU.
2. TpoBepbTe NOCTaBKy Ha KOMM/IEKTHOCTb U Ha OTCYTCTBME BO3MOXHbIX NMOBPEXAEHNIA.
3. Mpu 0GHapyXeHU NOBPEXAEHWIA, CKPbITbIX AedIEKTOB N HEKOMIM/IEKTHOW NOCTaBKM
3apVKCUPYIATE IOKYMEHTA/IbHO VX B, U O6BEM, a 3aTeM HEME//IEHHO CBAXUTECH
C U3roTOBUTENEM WM MOCTaBLLIKOM.

5.2 TMopknwuyeHne moayna IMAGEL1 S X-LINK
1 MoacoegnHute E-BOX gns mogyna X-LINK k cucteme IMAGEL S.

2. BcraBbTe coegyHUTESNBHBIN LUTEKEP TMOKOTO BUAEYPETEPOPEHOCKONA B COEANHNTETBHOE
rHe3go E-Box gni mogyna X-LINK.

WHCTpyKuus no akcnayartauumm ¢ Mmbkuii BugeoypetepopeHockon FLEX-XC1 15
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5.3 lMopgknto4vyeHne moHutopa C-MAC

1 BcTaBbTe COEAMHUTESbHBIN LLITEKEP MMOKOTO BUAE0YPETEPOPEHOCKONA B COEANHUTE/IbHOE
rHe3no E-Box. Mpu aToM cnefyiiTe ykasaTtesio B BUae CTPE/IKM Ha Kopryce LLTeKepa.

2. BcraBbTe coeauHuTeNbHbIN Kabesb E-Box B coegmHuTenbHoe rHe3ao MoHmTopa C-MAC.

5.4 HacTpoiika 6anaHca 6esoro

MoBTOpHas HacTpoiika GasiaHca 6es1oro [O/MKHA BbIMO/HATLCSA MOC/IE 3aMeHbI 3HA0CKONA.

1 HanpaBbTe KOHew, r’Mbkoro BuaeoypeTepopeHockona Ha 6esyto YNCTYH0 NOBEPXHOCTb,
Hanpvmep Ha 6ey0 Mapsto.
2. Y6eputechb, YTO U3/y4aeMoro UCTOYHUKOM CBETa CBETOBOIO MOTOKa AOCTATOYHO
L7151 OCBEMAEHUS MOBEPXHOCTM.
~ Ha MOHWMTOpE MOXHO BMAETL COBEPLUEHHO 6E/10€e 1 XOPOLLO OCBELLEHHOE M300paXKeHNe
B pEXUME peasibHOro BPEMEHN.
3. Haxwmute kHonky Ban”c 6enoro.
BbINO/HSETCS HACTpOiika basiaHca 6enoro.
4. TpoBepbTe Ha MOHWTOPE, YCNELLHO SN BbINO/IHEHa HACTpolika 6anaHca 6esoro.

Mpn Heo6X0AMMOCTN NOBTOPUTE HACTPOIKY GanaHca 6enoro.

o

5.5 MpoBepka YyHKLNIA
MegnieHHo ﬂO,CI,BI/IraI\/’ITe pblyar ynpasneHus N3rnbom, YTobbl npoBeEPUTb, Kak n3rnbaetcs ,D.I/ICTafIbeIVI
KOHeL, (CM. rnaBy Cw. [MMABY McnonbsoBaHne pelyara ynpasaeHns M3arn6om [CTp. 17])

MHCTpyKUuMs no akcnayatauum « Mmbkuin BugeoypetepopeHockon FLEX-XC1 16
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6 Vicnonb3oBaHue

6.1 Vcnonb3oBaHWe pbluyara ynpassieHUst NU3arubom

A MPEOYNPEXAEHWNE

HenpaBunbHoe obpaweHne! OnacHoCTb TpaBMmmMpoBaHunsa!

EC/m nepemelLaTh pbiyar ynpas/ieHns U3rnboM C YCUIEM UK PbIBKOM, MOXHO TPaBMMPOBATb
nawLyieHTa Wi noBpeauTb 3nesnve.

» [iBuraiite pblyarom ynpaenieHusi U3rnbom o4eHb OCTOPOXHO.

A MPEAYNPEXAOEHWE

M30rHyThbli KOHely! OnacHOCTb TpaBMMpoBaHusA!

Ecnn ,EI,I/ICTaI'IbeIVI KOHeL, n3genna npu BBeJeHNN B OpPraHn3mM naumeHTa Wi npu U3B/ie4eHnn
N30THYT, NaUVNeHT MOXXET NMosy4YnUTb TPpaBMblI.

» [MpviBeauTe AVCTa/bHbIA KOHEL, M3AenMs B NPSIMOE MOJIOKEHNE.

He nepeHocute n3genve, gepxa ero 3a Tydyc. He TaHUTe, He nepekpy4ymBaiite Tyoyc u
He co3aaBaliTe B HEM MEXaHNYECKUX HaNPSHKEHWIA.

1 BosbmuTe usgenve B pyky.

6.1.1 YnpasneHue usgennamum 091271-01,091271-06
1. UTtobbl OTKMOHUTb ANCTa/TbHBIN KOHEL, BHU3, 60/IbLUMM NasibLEM NepeaBuHbTE phbivar
yrpasfieHnsi n3rnbom BBepx.

2. YT106bl OTKIOHUTb ,D,VICT&I'IbeIVI KOHeL, BBEpPX, 60/1bLLUIMM nasbUuem nepensmHbTe pblyar
ynpaBneHna N3rnéom BHU3.

3. Urobbl NpmBeCTV AUCTaIbHBIA KOHEL, B NPSIMOE NOJSIOKEHVE, NepeaBuHbTE B CepeinHy pblyar
yrpaB/ieHUst N3rnbom.

6.1.2 YnpaBneHune unsgenunamum 091279-01, 091279-06
1. Y106bl OTKNOHWTbL OUCTa/IbHbIA KOHEL, BBEPX, OOMLLUMM MasbLEM NEPeABUHLTE pbluar
yrpaBneHs U3rméom BBepX.

2. YT10Obl OTKNOHUTL ,D,VICT&I'IbeIVI KOHeL, BHM3, 60/1bLLMM nasibLeM nepeaBnHbTe pblyar
ynpasneHnsa N3rnbom BHY3.

3. UT06bl NpMBECTM AMCTasbHbIA KOHEL, B NMPSIMOE MOJIOKEHUE, NepeaBrHbTE B CEpeaVHyY pblyar
yMpPaBEHNsT N3rnbom.

WHcTpyKuusa no akcnnyataumm « Mbknii BugeoypetepopeHockon FLEX-XC1 e
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6.2 Ncnonb3oBaHne paboyero kaHana

1 BcraBbTe agantep (Hanpumep, 100010-10,100040-10) B nepBblii nepexogHuk ¢ 3amkoM LUER.
2. TlogcoegnHuTe MppUraumoHHy TPYOKY KO BTOPOMY NepexodHuky ¢ 3amkom LUER.

MHCTpyKLMA no akcnayataumm « MTmbkuin BugeoypetepopeHockon FLEX-XC1 ¢ 18
MTPOO3 RU V3.0 07-2022 FU CE-MDR
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STO RZ Texo6cny>KnuBaHue, peMoOHT, cogep>KaHue B pabouem

KARL STORZ-ENDOSKOPE COCTOAHUN NyTnansayms

7 TexobcnyxunBaHune, PEMOHT, coaepXaHune
B paboyemM COCTOAHUN 1N yTUIn3ayns

7.1 YTnnunsaumna nigenuvsa

Mpu yTUM3aLMM HEOBXOAMMO NPUHATL CIEAYHOLLINE Mepb.

1. Tocne ncnonb3oBaHKs U3ae/e Heo06X0AMMO NOABEPrHYTL MPOLECCY YTIM3ALUMM, KOTOPBbIN
OyeT 6e30MacHbIM, PEryMpyembiM, KOHTPOIMPYEMbIM 1 3310KYMEHTUPOBaHHbIM.

2. Cob6niogaiite aelicTBytoLLMe B CTPaHe Mo/b30BaTess 3aKoHbI U NPEANMCaHS.

WHCTp/MK:ums mo akcnnyaTtauun « Mmbknii BugeoypetepopeHockon FLEX-XC1 19
MTPOO3 RU V3.0 07-2022 IFU CE-MDR
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: ;l W 3!'IeKTpOMaFHI/ITHaFI COBMECTUMOCTb

KARiISTORZ-ENDOSKOPE

8 JSneKTpomMarHMTHasi COBMEeCTUMOCTb

8.1 Ob6wune ykaszaHus

OnucaHHoe 13aenne UCMbITaHo C YKasaHHbIMM HIDKE OCHOBHBLIMM NpuGopamm Kak cuctema. BaxHble
yKazaHusl Mo 3/1eKTPOMarH1UTHol coBmecTmocTy (AMC) NpMBOASATCA B r1aBe «neKTpoMarHuTHast
COBMECTUMOCTb (EMO>> B MHCTPYKUMAX MO 3KCryaTaumm 3Tux nNproopos..

Mputop Apr. Ns
IMAGEL1 SX-Link TC301
MonuTtop C-MAC 8403zX
MoHnutop C-MAC 8404zX
TELECAM C3 TCI00
TELE PACK + TP101
C-HUB i 20290320

YKa3aHHbIE B MHCTPYKLMSIX MO 3KCT/TyaTaL NprubopoB NpeaynpexaeHist oTHocuTelbHo SMC, Mepbl
MNPEO0CTOPOXHOCTY U yKa3aH!s, a TakkKe MPeaes/ibHbIE 3HAUEHNSI TOMEXOYCTONUNBOCTY U
MOMEXO3MUCCUN OTHOCATCS TAKXE K ONUCAHHOMY B JAHHOV MHCTPYKLIMM MO SKCTTyaTaLum U3aenuio.

MHCTpyKLMA no akcnayaTtauum « Mmbkuin BugeoypetepoperHockon FLEX-XC1 20
MTPOO3 RU V3.0 07-2022 IFU CE-MDR
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: ;lwz MpunHagne>xHoCcTn 1 3anacHble yactu

KARLSTM Z—B4DOSI60PE

9 lNpuHaaNeXxHOCTU M 3anacHble YacTu

9.1 TlpuHagnNexXHOoCTu

M3penve N& 15 3akasa
KnanaH aHA0CKONMYeCKuii 100010-10
Apantep Tuohy Borst 100040-10
WHCTpyKLMA no akcnayaTauun « Mmbkuin BuaeoypetepopeHockon FLEX-XC1 2

MTPOO3 RU V3.0 07-2022 IFU CE-MDR
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STORZ

KARL STORZ—ENDOSKOPE

10 dPunuanbi

KARLSTORZ SE & Co. KG

£/\.-Kart-Storz-StraBe 34, 7&532 TuttJingen, Germany
Postfach 230, 78503 TuWingen, Germany

Ten.: +49 7461 708-0, cpaxc: +49 7461 708-105
3n. noyta: info@kat1storz.com

KARL STORZ Endoskope Berlin GrbH
Schamhorstsir. 3,10115 Berlin/Germany
Ten.: +49 30 30 69090, dhakc: +49 30 30 19452

KARL STORZ Endoscopy Canada Ltd.

7171 Milicreek Drive, Mississauga, Ontario L5N 3R3 Canada

Ten.: +1 905 816-4500, cpaxc: +1 905 816-4599

BecnnarHbii 380HOK: Ten.: 1-800-268-4880 {Tonbko KaHaag), chakc:
1-800-482-4198 (tonbko Krrapa)

. noyra: info-canadatgitafistarz.com

KARL STORZ Endoscopy-America, Inc.

2151 East Grand Avenue, B Segundo, CA90245-5D17, USA

Ten.:+1 424 218-8100, chaxc:+1 424218-8525

Becnnartbliii 38oHOK: Ten.: 800 421-D837 (Tonbko CLLA), dpakc: 800 321-1304
(Tonbi(o ALLR)

3n. noyta: communicatlons@ksea.com

KARL STORZ Veterinary Endoscopy-America, Inc.

1 South Los Carneros Road, Goleta, CA93117, USA
Ten.: +1 805 968-7776, chakc: +1 805 685-2588
9n. nouta: info@karistorzvet.com

KARL STORZ Endoscopia Latino-America, Inc.

815 N W. 57th Avenue, Suite 480, Miami, FL 33126-2042, USA
Ten.: +1 305 262-8980, dhakc: - 305 262-8986

4. nouta; info@ksela.com

KARL STORZ Endoscopia Mexico SA. de CV.

Av. Ejercito Nacionai No. 453 Piso 2, Ctionia Granada, Alcaldia Miguel Hidalgo,
C.P.11520 Oudad de Mexico

Ten.:+52 (55) 1101 1520

. nouta: mx-info@karistor2.com

KARL STORZ Marketing America Do Sul Lida.

RuaJoaquim Rorlano, iR 413, 20° andar - Itaim Bthi, CEP-04534-011 Sao Paulo,
Brasil

Ten.: +5511 3526-4600, dhaxc: +5511 3526-4680

N nouta: br-info@Kkarlstor2.CDm

KARL STORZ Endoscopia Argentina SA

Zufriategoi 627 6° Piso, B1638 CAA- Vicente Lopez, Provincla de Buenos Alres,
Argentina

Ten,:+5411 47180919, chaxc: +54 11 47182773

. nopma info@kardstorz.com.ar

KARL STORZ Endoskt\Jl Norge AS
Stamveieni, 1483 Hagan, Nivway

Ten.: +47 6380 5600, chakc: +47 6380 5601
3n. noyra: post@karlstorz.no

KARL STORZ Endoskop Sverige AB
Storsatragrand 14,127 39 Skarholmen, Sweden
Ten.; +46 3 505 648 00

I noyta: kundservice@kartstw2.se

KARL STORZ Endoscopy Suomi OY

Taivaltie 5, 01610 Vantaa, Finland

Ten.: +358 (0) 96824774, dpaxc: +3581 1966247755
an. novta: asiak3spalvelu@kartstorz.fi

KARL STORZ SE & Co. KG

Representative Office

Zalgirlo S, 94, LT9300 Vilnius, Lithuania

Ten.: +370 5 272 0448, mo6.: +370 685 67 000
In. noyta: info-lt-lv@karlsIDrz.com

MHCTpyKLMaA no akcnnyaTauum « Mmbkuin Buaeoypetepop>eHockon FLEX-XC1

MTPOO3 RU V3.0 07-2022 iFU CE-MDR
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KARL STORZ Endoskopi Danmark A'S
Skowviytotten 33, 2840 Holle, Denmark
Ten.; +45 45162600, dhakc: +45 45162609
an. noyra; marketing@kaflstoa.dk

KARL STORZ Endoscopy (UK) Ltd.

415 Pertti Avenue, Slough, Berkshire, SL1 4TQ, United Kingdom
Ten.: +441753 503500, chakc: +44 1753 578124

3n. noyta: info-uk@kartstorz.com

KARL STORZ Endoscopie Nederland B. V.
Displayweg 2. 3821 BT Amersfoort, Netherlands
Ten,: +31 (0) 33 4545890

In. novta: info-nl@karlstorz.com

KARL STORZ Endoscopy Belgium N V.
Ten,:+31 (0)33 4545890
1 noura: info-be@karlstwz.com

KARL STORZ Endoscopie France S A S

12, rue Georges Guynemer, Ouartier de I'Eurr*e, 78280 Guyancourt, Frwice
Ten.: +331 30484200, chakc: +33 1 30484201

an. nodta: marketng-fr@karlstorz.com

KARL STORZ Endoskop Austria GmbH

LandstraBer Hauptstr. 148/1/G1,1030 Wien, Austria
Ten.: +43 171 56 0470, chakc: +43 171 56 0479
In. noyta: stoa-austria@katlstoa,com

KARL STORZ Endoscopia IbericaS. A

Pargue Empresan” San Fernando, Edlifldo Munich - Planta Baja, 28830 Madrid,
Spain

Ten.:+34 91 6771051, dhakc; +34 91 6772981

an. novta: info-es@karlstoa.com

KARL STORZ Endoscopia ItaliaS. r. I.

Via dell'Alligianato, 3.37135 Verona, Italy

Ten.: +39 045 6222000, dhaxc: +39 045 8222001
an, nouta; info-ita@karistoa.com

KARL STORZ Croatia d.o.0.
CapraSka 6,1 0000Zagreb, Croata

Ten.; +385 1 6406 070, chaxc; +385 16406 077
9n. noyta: info@kartstoa.hr

KARL STORZ Endoskopija d.o.o.

Cestav Gorice 34b, 1000 Ljubljana, Slovenia
Ten.: +386 1 620 5880, dhakc: +3861 620 5882
9N novTa; pisama@Kkartstoa.si

KARL STORZ Polska Sp. z 0.0.

ul. Bojkowska 47, 44-100 Glinice, Pcland

Ten.: +48 32 706 13 00, cpaxc: +48 32 706 13 07
. nouta: info-pl@karlstoa.com

KARL STORZ Endoszkbp Magyarorsz” Kit.

Toberek utca2.fsz. 17/b, HU-1112 Budapest, Hungary
Ten.: +36 195 096 31, dhakc: +36 195 096 3L

9n. noyta info-hu@karlstorz.com

KARL STORZ Endoscopia Romania srl

Sir. Prof. Dr. Antwi Coiorlan, nr. 74, Sector 4, 041393 Bukarest, Romania
Ten.: +40 (0) 31 4250800, cpakc: +40 (0) 31 4250801

. noyta: info-ro@kartstorz,com

KARL STORZ Endoskope Greece MEP.E. *

PatriartiDU Grigoriou E 34, 54248 Thessaloniki, Greece
Ten,: +30 2310 304868, duakc: +30 2310 304862

9n. nouta Info-gr@karistttfz.com

* Repair & Service Subsidiary

KARL STORZ Industrial **

Gedik Is Merkezi B Blok, Kat 5, D 38-39, Bagdat Cad. No: 162, Maltepe Istanbul.
Turkey

Ten.: +90 216 442 9500, chakc: +90 216 442 9030

" Sales for Industrial Endoscopy
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KARL SIORZMB«>0O SKOPE

OO0 «KAP/T LLTOPLLI— 3Hpgockorbl BOCTOK»
Derbenyevskaya nab. 7, building 4,115114 Moscow, Russia
Ten.: +7 495 983 02 40, chaxc: +7 495 983 02 41

9n. noyta: Info-ru@katlstot7.com

TOVLLC KARLSTORZ Ukraine

Avenue Geroyiv StaJingrada Str. 2D, office 717 Kyiv, 0421 OAJkraine
Ten,: +38 095 000-895-0, +38 097 000-895-0, +38 073 000-895-0
n noyra: marketing@karlsloa.com.ua

KARL STORZ SE & Co. KG Representation Office

Sabit Orudschow 1184, apt 23,1025 Baku, Azerbaijan
Ten.:+99 450 613 30 60

I nouta: info-a2@karistor2.com

KARL STORZ ENDOSKOre - East Mediterranean and Gulf (Offehore) S.A.LL

Spark Tower 1st floor Charles Helou St, Horch Tabet-Sin H R, Beirut, Lebanon
Ten.: +961 1501105, dpakc: +961 1501950

On. noyra: info@karlstoa-emg.com

KARL STORZ Endoscopy “outft Africa) (Pty) Ltd.

P.Q 6061, Roggebaai, 8012 Cape Town, Soubi Africa
Ten.: +27 21 417 2600, chakc: +27 21 421 5103

. nouta: info@karlstor2.co.za

TOO KARL STORZ Endoskopy Kasachstan

Satyarka, 6, BC “Arman®, oft. 910,010000 Nur-Sultan, Republic of Kazakhstan
Ten.: +7 7172 552-549, 552-788, dhaxc: -444

. novra: Info@Kkarfstoa.kz

KARL STORZ ENDOSKOPE East Mediterraiean & Gulf (branch)

Building West Side 7 A- Unit 7WA-3008, Dubai Airport Free Zone, P.0, Bok
54983, Dubai - United Arab Emirates

Ten.: +971 (0) 4 2958887, chaxc: +971 (0) 4 3205282

opsyas mMHUS Mo BoMpocam cepBurcHOro obcryxvsarmust: +971 (0) 4 3415882
. novra: info-gne@kalstor2-emg.com

KARL STORZ Endoscopy India Private Limited

11th Hoor, Dr. Gopal Das Bhawan, 28, Barakhamba Road, New Delhi 110001,
India

Ten.: +91 11 4374 3000, cpaxc: +91 11 4374 3010

9. noyra: corporate@karlstoa.in

K/yiL STORZ SE & Q0. KG

Interchange 21 Tower, Level 33, 399 Sukhumvit Road, North Wongtoey, Wattana.
10110 Bangkok, Thailand

Ten.: +84 28 3823 8000, dhaxc: +84 28 3823 8039

. novta: infovietham@kar1stor2.CQm

KARL STORZSE& Co. KG

Resident Representative Office

14th Hoor, MP1ara Saigon, 39 Le Duan, District 1, Ho Chi Minh City, Vietnam
Ten,: +84 28 3823 8000, dhakc: +84 28 3823 8039

. nodTa: tnfovieinam@karistor2.com

KARL STORZ Endoscopy China Ltd.

Room 2503-05.25F AXATower, Landmark East, No. 100 How Ming Street, Kwun
Twig, Kowloon, Hong Kong, People’s Republic of China

Ten.: +852 28 65 2411, dhaxc: +852 28 65 4114

. noyta: inquiry@Xkarlstoa.com.hk

KARL STORZ Endoscopy (Shanghai) Ltd., Beijing Branch

Room 1805-1807, Building B, 18F Beijing IFC, No. 8, Jianguomenwai Street,
Chaoyang District, 100022, Beijing, People's Republic of China

Ten.: +6610 5638188, chakc: +8610 5638199

9n. noura; info@karlstoa.com.cn

KARL STORZ Endoscopy (Shanghai) Ltd., Shanghai Branch

Room 701A Building 5 & Room 501 Building 7, No. 3000 Longdong Avenue, Pilot
Free Trade Zone, 201203, Shanghali, People's Republic of China

Ten.: +86 21 60339888, charc: +86 21 60339808

I noyta: info@karlstor2com.cn

KARL STORZ Endoscopy (Shanghai) Ltd., Chengdu Branch

Room 803-805, 8FJin Jiang International Building, No. 1 West Linjiang Road,
Wuhou District, 6100414, Chengdu, People's Republic of China

Ten,: +86 28 86587977, chakc: +86 28 36587975

9n. nouta: info@karistorz.com.cn

WNHCTpyKuma no akcnnyataunu « Mbkuii BugeoypeTtepopeHockon FLEX-XC1
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KARL STORZ Endoscopy (Shanghai) Ltd., Shenyang Branch

Room 2001-2005, 20F N-MEDIA International Center, No. 167 Youth Avenue,
Shenhe Disbhict, 110014, Shenyang, People's Republic of Clina

Ten,: +86 24 23181118, dpaxc: +86 24 23181119

9n. noyta: into@karlstoa.com.cn

KARL STORZ Endoscofv (Shanghai) Ltd., Guangzhou Branch

Room 02B & 03 & 04A, 35F Teem Tower, No. 208 Tianhe Road, Tianhe District,
510620, Guangzhou, People's Republic of China

Ten.: +86 20 87321281, chakc: +86 20 87321286

In. noyta info@karlslorz.com.cn

KARL STORZ Endoscopy Asia Marketing Pte Ltd.

No. 8 Commonwealth Lane #03-02, Singapore 149555, Singapore
Ten,; +65 69229150, chakc: +65 69229155

9n. nourta: infoasia@karlsterz.com

KARL STORZ Endoscopy Singapore Sales Pte Ltd

No. 8 CommonwealBi Lane #03-02, Singapore 149555, Singapore
Ten,: +65 69229150, chakc: +65 69229155

1 nouta; infoasia@karlstoa.com

KARL STORZ SE & Co. KG Representative Office Indonesia

Sinarmas MSI6 Tower Level 37, JI. Jend. Surdirman No. Kav. 21, Jakarta Selatan
K Jakarta 12920

9n. noyta: inteindonesla@kartstoa.com

KARL STORZ Endoscopy Korea Co. Ltd.

9F Hyowon-Building, 97, Jungdae-ro, Songpa-gu. 05719 Seoul. Korea
Ten.: +82 70 4350 7474, cpakc: +82 70 8277 3299

an nouta; infokorea@karlstoa.com

KARL STORZ Endoscopy Taiwan Ltd.

12F, Na 192, Sec. 2, Chung Hsin Rd., Sindian District, New Taipei City, Taiwan
Ten.: +886 933 014 160, duaxc: +886 2 8672 6399

In. nouta; info-tw@karlstoa.com

KARL STORZ SE & Co. KG Representative Office Philippines

1901 Picadllly Star Bldg., 4th Avenue, BGC, Taguig City 1636, Philippines
Ten.: +63 2 317 45 00, chaxc: +63 2317 45 11

an. nouta: fAillippines@Kkaristoa.com

KARL STORZ Endoscopy Japan K, K

Stage Bldg. 8F, 2-7-2 Fujimi, Chiyoda-ku, Tokyo 102-0071, Japan
Ten,: +81 36380-8622, chakc: +81 3 6380-8633

an. nouta; Info@kartstea.co.jp

KARL STORZ Endoscopy New Zealand

Ltd. 31 Morningside Drive Mt Albert Auckland, 1025, New Zealand POBox 56 511,
Dominion Rd Auckland, 1446, New Zealand

Ten.: +64 9 846 6044

BecriarHbii 380HOK: +64 508 84 84 34 (Tonbko Hosast 3eraHays)

I noyta: sales-nz@Kkarlstor2com

KARL STORZ Endoscopy Australia Pty, Ltd.

68 Waterloo Road, Macquarie Park NSW2113, PO Box 50 Lane Cove NSW 1595,
Australia

Ten.: +61 (0) 2 9490 6700, dpakc: +61 (0) 2 9420 0695

BecriatHbivi 380HOK; 1800 996 562 (Tonbko ABCTparvs)

. nouta: info@karlstofz.au

www.katlstoa.com
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JAonocaneHne K HHCTPYKIHM [0 NPHMEHEHMIO
HA MEAHLMHCKOE H3AE/THE:
«Buneoyperepopenockon rubxuii FLEX-XC1 oqnopa3oBblii B BApHAHTAX HCNOJIHEHHA»

Addendum to Instruction Manual
for medical device:
«Flexible Video Uretero-renoscope FLEX-XC1 for single use in variants»

Hudopmaumio, NpeaCTaBNEHHYIO B AAHHOM JONONHEHHH K WHCTPYKIIHK NO FKCITYATAUNHK, CHHTATL NPHOPHTETHOM Ha TeppuTopHu Poccuiickoit
Degepauny

The information presented in this appendix to the operating instructions should be considered priority on the territory of the Russian Federation

2024
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Hanmenonanue MeANNNHECKONO WIACARS

Nameof the medi  levice

Bupcoyperepopenockon rubxnii FLEX-XC1 oanopasonniif B BapEanTax
HCNOJNMCHEN:

1. Buneoyperepoperockon FLEX-XC1, no3uTHRHKH MEXAHH3M
OTK/IOHEHHS, B COCTABE:

- Buneoyperepopesockon FLEX-XC1, no3suTHBHbIR MexaHu3M
otknoHeHNA 3,00 mm/ 1,16 Mm x 70 cm (9 Fr/ 3,5 Fr x 70 cm) - 1
wr./yn. wan 6 wr./yn.;

— Apanrep E-Box TC028 ¢ utictpyxusmei no sxcnayarauuu — He
Gonee 3 wr. (NPH HEOOXOAHMOCTH);

- Anantep E-Box TP012 ¢ unctpyxumeii no sxcruryatauum — ve
Gonee 3 wr. (Npa HEOGXOAUMOCTH);

—  HHcTpyKuma no 3kcnyaraunu — 1 mrr.

2. Bupeoyperepopenockon FLEX-XC1, KOHTPNO3HTHRHbLIA MEXannim
OTKJIOHEHHS, B COCTaBE:

— BuaeoypeTepopeHOCKON, KOHTPNOZHTUBHEIA MEXaHW3IM
orinonerns 3,00 mm/ 1,16 mm x 70 cm (9 Fr/ 3,5 Fr x 70 cm) - |
wt./yn. wy 6 wr./yn.;

= Aaanvep E-Box TC028 ¢ uscTpyxuseil N0 3KCM1yaTauHH — He
Gonee 3 wr. (npu Heobxoaumocy);

— Aaanrep E-Box TP012 ¢ uHcTpyKuneit no 3kcnayataumuu — He
Gonee 3 wr. (npx HeobxoanmMocTH);

HUHCTPYKLMA NO 3KCNAYATALWH — | W7,

Flexible Video Uretero-renoscope FLEX-XC1 for single use in variants:

1. Video Uretero-renoscope FLEX-XCI, positive deflection mechanism,
consists of’

- Video Uretero-renoscope, positive deflection mechanism 3,00
mm/ 1,16 mm x 70 cm (9 Fr/ 3,5 Fr x 70 ¢m) - | pe./pack.
or 6 pc./pack.;

~ Adaptor E-Box TC028 with instructions for use — no more than 3
pes. (if necessary);

— Adaptor E-Box TP012 with instructions for use — no more than 3
pes. (if necessary);

— Instructions for use - | pc.

2. Buacoypertepopenockon FLEX-XC |, contrapositive deflection
mechanism, consists of:

- Video Uretero-renoscope, contrapositive deflection mechanism
3,00 mm/ 1,16 mm x 70ecm (9 Fr/ 3,5 Fr x 70 cm) - 1
pe./pack. or 6 pc/pack.;

— Adaptor E-Box TC028 with instructions for use — no more than 3
pes. (if necessary);

— Adaptor E-Box TP012 with instructions for use — no more than 3
pcs. (if necessary);

— Instructions for use — 1 pc.

Hepesens apruxysos maneami

REF list

Homep minenng no «aranory (REF) 3aBucuT or konuvectsa wigennii s
notpeburenbckoil ynakoske. CyliecTByeT 2 BapHaHTa MOCTaBkH Hiaenmit, Ecim
YNaKOBKA COAEGPXHT TOIbLKO OAHO H3ACNHE, TO B TAKOM CITYHAC HOMEp H3AENHA No
katanory Oymer 09127t-01 wam 091279-01 B 3aBHCHMOCTH OT BapHaHTa
HCNONHEHHS H3Aenna. Ecnn xe noTpeOuTentckas ynakoBka COAGPHKHT LUECTDb
wigenudt  091271-01 wan 091279-01, kaxpoe ®3 KOTOPHX YNAakoBaHO B
HHAMBHAYATLHYIO YRAKOBKY, TO B TAKOM cilyvae Ha NmoTpeOHTenhcKol ynakoske
Gynet yxasan Homep 091271-06 wiu 091279-06. Ho na xaxaoli HHAHBHAYANbHOI

The REF number of the device is based on the number of items in the package.
There are 2 delivery options. If the sales package contains only one item, then the
REF number will be 091271-01 or 091279-01 depending on product version. If the
sales package contains six items 091271-01 or 091279-01, which are packed in
individual packages, then the number 091271-06 or 091279-06 will be indicated on
the sales package. But each individual product packaging will have the number
091271-01 or 091279-01 depending on product version.

ynakoBke H3zaenua Oyner ykasad Homep 091271-01 unn 091279-01 s 3aBncumocTv Name REF
OT BAPHAHTA HCTIOTHEHWA WAASNHA. Video Uretero-renoscope FLEX-XC1, positive deflection
mechanism 3,00 mm/ 1,16 mm x 70ecm (9 Fr/ 3,5 Fr x | 091271-01
Haumenopanue REF 70 cm) - 1 pc./pack.
Bupeoyperepoperockon FLEX-XCI, no3utnsnbii 091271-01 Video Uretero-renoscope FLEX-XC1, positive deflection 091271-06
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Hanee no texcty: Buaeoyperepopenockon, Buaeoyperepopenockon FLEX-XCI,
JHAOCKON.

mexaHusm otionenus 3.00 MM/ 1,16 MM x 70 v Fr/ mechanism 3,00 1,16 mm x 70 cm (9 Fr/ 3,5 Fr x

3.5 Fr x 70 cm) - | wr./yn. 70 cm) - 6 pc./pack.

Buneoyperepopenockon FLEX-XC1, no3uTusHblii Video Uretero-renoscope FLLEX-XC |, contrapositive

mexanusm otknonenns 3,00 MM/ 1,16 mm x 70 cm (9 Fr/ 091271-06 deflection mechanism 3,00 mm/ 1,16 mm x 70 cm (9 Fr/ | 091279-01
3,5 Fr x 70 cM) — 6 wr./yn. 3.5 Fr x 70 cm) - 1 pc./pack.

Buaeoyperepoperockon FLEX-XC 1, koHTpno3uTHBHbBIH Video Uretero-renoscope FLLEX-XCI, contrapositive

mexaHusm otknonenus 3,00 mm/ 1,16 mm x 70 M (9 Fr/ 091279-01 deflection mechanism 3,00 mm/ 1,16 mm x 70 cm (9 Fr/ | 091279-06
3,5 Fr x 70 cM) - | wr./yn. 3.5 Fr x 70 cm) - 6 pe./pack.

Buneoyperepopenockon FLEX-XCI, koutpnosurnsxbii Adaptor E-Box TC028 - | pc. TC028
mexaHu3M otknoHenua 3,00 MM/ 1,16 MM x 70 c™M (9 Fr/ 091279-06 Adaptor E-Box TP012 - 1 pc. TPO12
3,5 Fr x 70 cM) - 6 wr./yn.

Anantep E-Box TC028 — | wr. TC028 Further in the text: Video Uretero-renoscope, Video Uretero-renoscope FLEX-
Aaantep E-Box TP0I2 — 1 wr. TPO12 XCl. Endoscope.

Haznauenue MeAHNBHCKOr0 H3AE/IHA

Purpose of the medical device

"'mbxue ypeTepopeHOCKOIIb! MPEAHAZHAUCHBI JUTA MONY4YEeHUs FHAOCKONHUECKOrO
H300pajkeHNA NOYEK H MOYCTOUHHKOB C LIENbIO AHAIHOCTHKH U NieueHns. | 'nbkue
BH€0Y PETCPOPCHOCKONbI ¢ HHTErPUPOBaHHbLIM PaboUuNM KaHANOM TaKxKe
NO3BOJIRIOT HCMOJIL30BaTh FHOKHE BCNOMOI'aTE/IbHbIE MHCTPYMEHTHI. HOKHe
BHACOYPETEPOPEHOCKONbI OTHOCATCA K KJIACCY XHPYPrHYECKMX HHBA3HBHBIX
MEAHLIMHCKHX M3/1eNHi KPATKOBPCMEHHOTO NPHMEHEHHA.

Flexible ureterorenoscopes are intended to obtain endoscopic images of the kidneys
and ureters for diagnosis and treatment. Flexible video ureterorenoscopes with an
integrated working channel also allow the use of flexible accessory instruments.
Flexible video ureterorenoscopes belong to the class of surgical invasive medical
devices for short-term use.

Iloxa3anns

Indications

MeauumHckue H3aeNUA MOAXOAAT IS WCNIONb30BAHMA APH DHAOCKONHYECKHUX
NpoleAypax Ha BEPXHUX MOUEBhIBOIAIINX MyTAX.

K noka3anuam oTHocATCS:

- bonee neranbHas AMarHOCTHKA NP 3aMETHBIX OTKIOHEHUSAX B
BH3yanHu3auuu/nedexTax 3anoJHEHHA BEPXHHX MOUYEBbIBOAALIKX NMYTCH Nnpu
BH3yalH3allHH.

- [NaTonoruyeckas UMTONOrMA 1IPY NPOMBIBAHUH 6€3 YKa3aHHs Ha OnyXoJiu
MOUEBOTO 11y3bIPs WK BEPXHHX MOYEBbIBOAALLMX ITyTCH B aHaMHe3e.

- Hesachas >tuonorus reMatypuu (Makpo-/MHKpOreMaTypHH).

- JlnarHocTHKa M JIeYEHHE MOYEBBIX KAMHEH B MOYETOYHHKE WIH B MOYKaX.
- JIHarHocTHKa 1 feueHne CTPUKTYP WIIK OnyXoneil MOUETOUHHKA.

- SiTporeHHO BBECHHDbIH MHOPOAHBIA MaTepHall.

- Y3kuii nuenoypetepanbHblii nepexon.

Medical devices are suitable for use in endoscopic procedures in the upper urinary
tract.

These include:

- More detailed diagnostics in case of noticeable deviations in
imaging/filling defects of the upper urinary tract with visualization.

- Pathological cytology on washing without indication of tumors

bladder or upper urinary tract in history.

- Unclear etiology of hematuria (macro / micro hematuria).

- Diagnosis and treatment of urinary stones in the ureter or in the kidneys.
- Diagnosis and treatment of strictures or tumors of the ureter.

- latrogenically introduced foreign material.

- Narrow pyeloureteral junction.
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IIpoTHROROKAIAHAS

Contraindication: :

INMpumenenne uinennit A YpEeTCPOPEHOCKONHH NPOTHBONOKA3AHO B TOM Cyyae,
€C/IH N0 OUCHKE NEYAILEro BPaYa XUPYPriueckuil MeTo NPOTHBONOKA3aH, WK C
YUETOM 00LUEro COCTOSHHA NAUHEHTA OH He CNOcO0EH NEpPEeHECTH ONEPaLIHIo HH
HapKo3.

MeaHUHHCKHE H3ACTHA HE JOKHBI HCIIONL3OBATLCA 1A BMEIATENLCTB MPH
HenocpeacTBeHHoM kouwrtakre ¢ LIHC (unewtpannHoil HepsHoll cucremol) H
ueHTpanbHolt cHeTeMoi kpoBooGpaieHRa.

Kpome 3Toro, HeT NPOTHBONOKA3AHHI K HCIONB3OBANUIO MEIHUMHCKAX Hiaenuil,
HEMOCPEACTBEHHO CBA3AHHLIX C HINGMHEM, HO HMEIOT 3HAYEHHE Chieayioumue
NPOTHBONOKAIAHHS, CBA3AHHDBIC C XMPYPTHYECKHM BMELIATEhCTBOM:

- Undexuna MouesHBOAMKX MyTeit.

- ¥Ypocencuc.

- Heneyentoe/neobuacHuMoe HapyllieHHe CBEPTBLIBAHHA KPOBK.

- [Iporusonokasanng AN3 TUTOTOMHYECKOH NO3HLIMH.

~ BEpEMEHHOCTS,

The use of devices for ureterorenoscopy is contraindicated if, in the opinion of the
attending physician, the surgical method is contraindicated, or, taking into account
the general condition of the patient, he is not able to undergo surgery or anesthesia.
Medical devices should not be used for interventions in direct contact with the CNS
(central nervous system) and central circulatory system.

In addition, there are no contraindications to the use of medical devices directly
related to the device, but the following contraindications associated with surgical
intervention are important:

- Infection of the urinary tract.

- Urosepsis.

- Untreated/unexplained bleeding disorder.

- Contraindications for the lithotomy position.

- Pregnancy.

Boamoxusie ocnoxuennsg i nobounnie 3dpdeTsl npa npamenenan MH

Possible complications and side effects

Ussectrhite no6ouHbie 3 PeKTH 1 HeReNaTeNbHbie ABICHHA, HENOCPEACTBEHHO
CBA3AHHBIE C MCTIONB30BAHWEM CAMHX BHICO3HAOCKONOB, OTCYTCTBYIOT. ECTh
TONIBKO OCTATOUHBIE PHCKM, MPHCYILUE METOAY, KOTOPHIE HEBO3MOMNKHO YCTPAHHTD:

There are no known side effects or adverse events directly related to the use of
video endoscopes themselves. There are only residual risks inherent in the method
that cannot be eliminated:

- Nospexaenus Tkauel. - Tissue damage.
- Makporemarypns, - macrohematuria,
- Kpoaoreuenue. - Bleeding.
- UduumupoBatne MovesbBoAAIMX Ny TeH, - Infection of the urinary tract,
- Jluxopazka. - Fever.
- TloBpexacHHE MOUETOUHNHKA. - Damage to the ureter.
- CTPHKTYpA MOYETOMHHKA. - Ureteral stricture.
- 3apepaKa MOUH. - Retention of urine,
- Bonu. - Pain.
| Chejiewns 0 NPONIBOARTENE MEANINNCKOTO HIIC/IRR Information about manufacturer of the medical device
PA3PABOTYHK: DEVELOPER:
Karl Storz SE & Co.KG, Germany («Kapa LLitopit CE n Ko. KI'», [epmanns) Karl Storz SE & Co.KG, Germany

Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
Tenedou: +49 7461 708-0

daxc: +49 7461 708-105

E-mail: info@karlstorz.com

ITPOA3BOTUTEID:
Karl Storz SE & Co.KG, Germany («Kapn LlItopu CE u Ko. KI'», Fepmanus)
Dr.-Karl-Storz-Strale 34, 78532 Tuttlingen, Germany

Dr.-Karl-Storz-Strafle 34, 78532 Tuttlingen, Germany
Phone: +49 7461 708-0

Fax: +49 7461 708-105

E-mail: info@karlstorz.com

MANUFACTURER:
Karl Storz SE & C0.KG, Germany
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
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Tenegon: +49 7461 708-0
®axc: +49 7461 708-105
E-mail; info@karlstorz.com

YNOJHOMOYEHHBIA HPEACTABATEAL IPOH3IBOAATEIA:
000 KIITI BOCTOK
115114, Mockea, JlepGeresckan nabepexnas, 7, cTp. 4

Tenedon: § (495) 983-02-40
E-mail: info{@karlstorz.com

MECTO ITPOH3BOACTBA:
1. KARL STORZ SE & Co. KG

Dr.-Karl-Storz-Stra8e 34, 78532 Tuttlingen, Germany
2. Kunststoff Helmbrechts AG

Pressecker Strae 39, 95233 Helmbrechts, Germany
3. KH Czechia s.r.0.

Vintifovska 1157, 357 35 Chodov, Czech Republic
4. KARL STORZ Imaging, Inc.

1 South Los Carneros Road, Goleta CA 93117, USA
S. Briltsch Elektronik AG,
Anthoptstrasse 6, 8222 Beringen, Switzerland.

Phone: +49 7461 7
Fax: +49 7461 708-105

E-mail: info@karistorz.com

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER:
LLC KSHTE WOSTOK

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

Phone: 8 (495) 983-02-40

Email: info@karlstorz.com

MANUFACTURING SITE:

1. KARL STORZ SE & Co. KG

Dr.-Karl-Storz-Stra3e 34, 78532 Tuttlingen, Germany
2.  Kunststoff Helmbrechts AG

Pressecker Strafie 39, 95233 Helmbrechts, Germany
3. KH Czechia s.r.o.

Vintifovska 1157, 357 35 Chodov, Czech Republic
4. KARL STORZ imaging, Inc.

1 South Los Carneros Road, Goleta CA 93117, USA
5. Briitsch Elektronik AG,

Anthoptstrasse 6, 8222 Beringen, Switzerland.

YcaoBER IPEMEREeRAS

Usage conditions

Menuumnckoe u3ACAME MPEAHAZHAYEHO ANA  WCNOAL3IOBAHWA B neuebuo-
NPOPHNAKTHYECKUX YUPEKACHHAX.

The medical device is intended for use in medical mstltutlons

Horensanam-umil norpebarens

Potential consumer

Hcnons3osaTe MEAHUMHCKOS H3EIME pA3PElUacTCA  TOABKO BpadaM M

The medical device may only be used by doctors and medical assistants with a

aCCUCTHPYIOIIEMY MEAHUMHCKOMY NEepCoHany, KOTOpH€ umelor | relevant specialist qualification.
COOTBETCTBYIOILYIO NPOMECCHOHANBHYIO KBAITHGHKALMIO.
Iomynsuns UANNENTOB Patient population

JUIA AaHHOTO W3AENHA OTCYTCTRYIOT OTPAHHMEHHS B OTHOLICHAW TPy NN NALHEHTOR.
Tpu Bece NauweHTa MeEHEE 5 Kr 3anpeluacTes NPEBLIATD MAKCHMANALHO
JONYCTHMYIO JUIHTENLHOCTD MPHMCHEHHSA 60 MHHYT.

There are no restrictions in terms of patient groups for this product.
For patients under 5 kg, a maxirum application time of 60 minutes must not be
exceeded.

Kasccugnxanug MOVENEECKOrO E1neins Classification of medical device
Knacc 8 3aBMCHMOCTH OT NOTEHUHANLHOTO 2a Class of potential risk for medical "
PHCKa IPUMEHEHHR MEIMLIMHCKOrO U3ACNA device a
KpatHocTs npumenenns Oanxopa3sosoe w3aenue Multiplicity of applications Singe use
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MPOACJRKHTENBHOCTH KOHTAKTA

CrepuibHOCTD Cref..._10e
Knaccudnkauns no BuAy KoHTaKTa C Uznenusa, npucoearnieMble
OPraHH3IMOM HENOBEKA - KATErOpUs H3BHE
Knaccudukaumus no BHAY KOHTAKTa C Y P—
OPraHH3MOM YesIoReKa

Kareropus A — n3genmns
Knaccrgmiauets aseml o KPaTKOBPEMEHHOTO KOHTAKTA

(ue Dostee 24 yacos)

TIpHroaHOCT: ANA IKCINTYATALIMHK B CPEAE C
NOBLIICHHLIM COACPIKAHHEM KHCTOpPOA

He npuroano

Knacc sammtst cornacio MOK 60529

IPX0

Sterility Sterile

Category External communicating device
Contact Tissue

Contact Duration Less than or equal to 24 hours
Suitable for oxygenated environments | Not suitable

Protection according to IEC 60529 IPX0

Knaccupuxauns cornacio MIK 60601-1-2022 npu pabore c coBMECTHMBIM

Classification according to IEC 60601-1-2022 when working with compatibie

electrical equipment:

WeKTPoobopy AoBaHHEM:
3awuTa OT NOpaKEHNs Jna Buneoyperepopenockona: inacc II mpn
EKTPHUESCKHMM TOKOM MCTIONIB3OBAHHH COBMECTHO C MOHHTOPOM

COOTBCTCTRYIOLIETO KNacca

Ans ananrepos E-Box TC028 u E-Box TP012:
Knace I

Pabouan vacrs, cTeneHs

BF, mapkvposka HaHeceHa Ha COBMECTUMOE

3ALWHTH OT NOpaXeHHs | anexTpoobopynosanme (cm. rnasy 9 «Cseaenns
MEKTPHYECKBM TOKOM O MAPKHPOBKEY)
PexxnmM paboThl [MpoaomkHTENbHBIA pexuM paboThl

Electric Shock For Video Uretero-renoscope: Class [l when
Protection used in conjunction with an appropriate class
monitor
For E-Box TC028 and E-Box TP012 adapters:
Class |
:rrc’)pt;ﬁ?ozazzza‘il:ge e of BF, marked on compatible electrical equipment
electric shock (see chapter 9 «Labelling»)
Mode of Operation Continuous operation

Anpanrepnl  E-Box TCO028 w E-Box TPOI2 sBnaoTcs  MHOMOpasoBbIMH

HECTCPHNBHLIMH H3ACHIHAMA.

E-Box TC028 and E-Box TP012 adapter are reusable non-sterile devices

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




GGGSE————_—_—_—_—_———————SSeSSEE ST

OcHoBHbIe TEXHEYECKHE H QYHKIHOHAILHbIC XA

ePHCTHKH | Main technical an

nctional characteristics

Buaeoyperepopenockon FLEX-XC1 / Video Uretero-renoscope FLEX-XC1
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IIapamerp Data 3nauenne/Value
O61as anuua (A), Mm Total length (A), mm 940,19 + 10%
PaGouas anuna (B), Mm Working length (B), mm 700 = 10%
BHewHwit anameTp, MM QOuter diameter, mm 3+ 10%
Hanpaeneuune Habnonexus, © Direction of view, ° 0+ 10%
[osne 3peHus, ° Field of view, ° 105 £ 10%
Vron usruba seepx, ° Deflection up, ° >270
Yron uirnba Bum3, ° Deflection down, ° >270
Jluamerp pabouero kanana, MM Working channel diameter, mm 1,16 + 0,05 (3,5 Wp./Ch.)
Tun cencopos Sensor type CMOS
Pa3ipeusenue, nuxc Resolution, px 400x400
I'ny6uHa pe3kocTH n3obpaxeHus, MM Depth of view, mm 5-50
Macca u3genns, r Device weight, g 105 £ 10%
E-Box TC028
IlapameTtp Data 3nauenne/Value
nuHa, MM Length, mm 95,2 + 10%
BbicoTa, MM Height, mm 32+ 10%
LlIupuHa, MM Width, mm 73 £ 10%
Pabouee Hanpsxenue, B Operating voltage, V 15+ 10%
MakcumassHag norpebnsemas MOLHOCTS, BT Maximum power consumption, W 1,15
Macca u3genus, r Device weight, g 93 + 10%
E-Box TP012
7




MapameTp Data 3HaueHneANalue

O6wwaa annHa, Mm Overall length, mm 457,5 £ 10%
[nuvHa kabens, Mv Cable length, mm 200 = 10%
BbicoTa Kopryca, Mv Housing height, mm 24+ 10%
LLinpuHa Kopnyca, Mm lousing width, mm 30 = 10%
Paboyee HanpspkeHune, B Operating voltage. V 5+ 10%
MakcumasibHas NoTpebnseMas MOLLHOCTb, BT Maximum power consumption. W 0,95
Macca nsgenus, r Device weight, ¢ 93 + 10%

MeguunHCKME M3Leninda U N3LeNndA, He dABnfdowWMeca MefumumHckumun, HO Medical Devices and Non-Medical Device, to Be Used in Combination with
npesycMOTPeHHbIe AN MCMNONb30BaHUA B KOMOGUHauuum C 3asaBneHHbIM  Medical Device Submitted for Registration
MeANLMHCKNUM U3aenmem

HanmeHoBaHue Name Homep no katanory (REF) Py/RC
Brok Bugeokamepbl 3HAOCKOMMYECKON Endoscopic Video camera TC301
IMAGBI SX-LINK control unit IMAGEI S X- P3H 2015/3274 ot/from 12.08.2019

LINK

MoHuTop C-M/1e Monitor C-MAC 8403zX P3H 2019/9503 OT/from 18.07.2023
MonuTtop C-MAC 8404ZX Monitor C-MAC 8404ZX 8404zX P3H 2019/9503 oT/from 18.07.2023
B]lm,qeOKamepa 3Hfockonmyeckas C-HUB Endoscopltl:_i\l/chéecj)lcamera C- 20290320 DC3 2012/12443 o1/from 19.12.2017
Bnok ynpasneHuns BuaeoKaMepol Video camera control unit TCI00
TEBPFAMC3 TC 100 TELECAM C3 TC 100 P3FI 2021/15728 oT/from 25.11.2021
Bugeocnctema KoMMakTHas Compact endoscopy system TPIOI
aHgockonuyeckad TELE PACK + TELE PACK+ P3H 2021/16021 OT/irom 13.12.2021
3axumbl (Bug 181440) Stone Basket 27023LB P3H 2015/2518 oT/from 21.12.2017
duKcaTop na3epHOro BOSIOKHa Laser Fiber Fixation 11014Y $C3 2012/13032 OT/from 14.11.2022
knana€! SHAOCKOMUYECKMA, Endoscopic Seal, disposable, 10 100010-10
0fIHODA30BbIA. K) W / yn. (100010-10) pes/pack (100010-10) P3H 2016/3646 oT/from 27.06.2022
LLinnubl rnbkme 3axeaTbiBatoLLye, ¢ 2-Ms Grasping Forceps 11275FE
NOABMXXHbIMW GpaHLwamu, 3 Fr, annHa ®C3 2012/13032 OT/from 14.11.2022
100 cm
Hasgai[uc B PP LLpnubl rmbkume Biopsy Forceps 11275ZE
6MONCKiiHbIE, C 2-MS1 NOABUKHbLIMM ®C3 2012/13032 OT/from 14.11.2022

6paHwamu, 3Ir, 100 cm
CBefieHMA 0 NeKapCTBeHHbIX CpeAcTBax BXOAALLMX B cOCTaB MeAMUMHCKOro Information about the medicines included in the medical device

n3genus

He npumeHnmMo Not applicable

CsefleHMA 0 MaTepuanax >XMBOLIOro/4esi0BEHECKOro NPOUCXOXAEHNSA Information about materials of animal/human origin
He npumeHnvo Not applicable
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YcnoBus IKCIAYATANHA MEAHIAHCKONO H3A€JIHE

Operating conditi  of the medical device

Jina Buneoyperepopenockona rudkoro FLEX-XC1:

For Flexible Video Uretero-renoscope FLEX-XC1:

Pa6ouyas yacTb H3a€eaMs NpeHa3HAYeHa A1 HCTIONb30BaHHUA BO BHYTPEHHEI cpeac

Temnepartypa +10°C ... +40°C Temperature +10°C ... +40 °C
OTHocHTENBHAs BAQXKHOCTb BO3AYXA 15... 80% Relative humidity 15 ... 80%
Jlarnenune Bo3ayxa 700...1080 rlla Air pressure 700 ... 1080 hPa

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

OpraHu3Ima. body.

Jina Apantepo E-Box TC028 u E-Box TP012: For Adapters E-Box TC028 and E-Box TP012:
Temneparypa 0°C ... +40°C Temperature 0°C...+40°C
OTHOCHTEILHAA BNAXKHOCTb BO3/TyXa 30... 70% Relative humidity 30... 70%
JlaBaenue Bo3ayxa 700...1080 rlla Air pressure 700 ... 1080 hPa

YcioBus TPAHCNOPTHPOBKH H XPAHCHHA MCIHUMHCKOro HIACIHNA

Storage and transportation conditions

YC0BUA XpaHEHHS:

s Buacoyperepopenockona rubkoro FLEX-XC1:

For Flexible Video Uretero-renoscope FLEX-XC1:
Storage conditions:

Temneparypa +5°C ... +25°C Temperature +5°C ... +25°C

OTHOCHTEIbHAR BJIAKHOCTb BO3AyXa 15 ... 60% Relative humidity 15 ... 60%

JaBneHue Bo3ayxa 700...1080 rlla Air pressure 700 ... 1080 hPa
YcnoBHs TPaHCIIOPTHPOBKH: Transport conditions:

Temnepartypa -18°C ... +40°C Temperature -18°C ... +40°C

OrHocuTenbHas BIDKHOCTbL BO3AYyXa 15...90% Relative humidity 15...90%

Jasnenune Bo3uyxa 700...1080 rfla Air pressure 700 ... 1080 hPa
Hna Anantepos E-Box TC028 u E-Box TP012: For Adapters E-Box TC028 and E-Box TP012:

Temnepartypa -10°C ... 460 °C Temperature -10°C ... +60 °C

OtHocHTENbHAA BIAKHOCTL BO31yXa 5...95% Relative humidity 5...95%

JlaBnenue Bo3ayxa 700...1080 rT1a Air pressure 700 ... 1080 hPa
Cocras HizeaRs Medical device contents

HCNOJIHCHHA?

OTKJIOHCHHS, B COCTABE!

Buaeoypetepopenockon rubkuit FLEX-XC1 oanopa3osblii B BapranTax

1. BuaeoyperepopeHockon FLEX-XC1, no3uTHBHbIH MexaHn3M

— Buaeoyperepoperockon FLEX-XC 1, no3uTHBHbI! MeEXaHW3M

Flexible Video Uretero-renoscope FLEX-XC1 for single use in variants:

I. Video Uretero-renoscope FLEX-XC1, positive deflection mechanism,
consists of:
- Video Uretero-renoscope, positive deflection mechanism 3,00
mmV/ 1,16 mm x 70 cm (9 Fr/ 3,5 Fr x 70 cm) — 1 pe./pack.
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oTknoHeHns 3,00 mm/ 1,16 Mm x 70
wt./yn. uny 6 wr./yn.;

Anantep E-Box TC028 ¢ uncrpykuueit no skcrutyataumm — ve
Gonee 3 wit. {(Npu HeobxoANMOCTH);

Anantep E-Box TP012 ¢ nHeTpykumei no 3xciutyatauny — He
Gonee 3 wir. (Npy HeOOXOAUMOCTH);

HHCTpYKUMS N0 3KCIUTYaTaunn — | wr.

3Fr/3,5Frx 70 cM)—1

2. Bupeoyperepoperockon FLEX-XCI, KOHTPNO3HTHBHBIH MeXaHH3M
OTKAOHEHHA, B COCTABE:

BiaeoyperepopeHOCKON, KOHTPNOIHTHEHBIHA MEXaHW3M
otknoHenua 3,00 mw/ 1,16 MM X 70 cm (9 Fr/ 3,5 Frx 70 cm) ~ 1
wWT./yn. uay 6 Wr./yn.;

Ananrep E-Box TC028 ¢ HHCTpYKuMeii no JKcIuTyaTaumy — He
Gonee 3 wr. (npy HeoOXO0AMMOCTH);

Apnanrep E-Box TP012 ¢ uncTpykuneit no skcnmyaraunn — He
Sonee 3 wiT. (Npy HeOBXOAUMOCTH),

HHcTpyKima no axcnayaranun — | wr.

MpeaycMoTpeHo obpaleHHe MEANIACIRH, BXOAAILMX B COCTAB
MEAULIMHCKOTO M3/IEAHR, KAK B COCTABE M3ACINA, T.€. AHHBIM
KOMILIEKTOM, T8K H B OTACILHBIX YNAKOBKAX.

or  ./pack,

Adaptor E-Box TC028 with instructions for use — no more than 3
pes. (if necessary);

Adaptor E-Box TP012 with instructions for use — no more than 3
pes. (if necessary);

Instructions for use — | pc.

2. Bwuaeoyperepopenockon FLEX-XCI, contrapositive deflection
mechanism, consists of:

Video Uretero-renoscope, contrapositive deflection mechanism
300mm/ L1I6mmx70ecm (9 Fr/ 3,5 Fr x 70 cm) - 1
pe./pack. or 6 pe./pack.;

Adaptor E-Box TC028 with instructions for use — no more than 3
pes. (il necessary);

Adaptor E-Box TP012 with instructions for use — no more than 3
pes. (if necessary),

Instructions for use — 1 pe.

Products, that are part of a medical device, can be delivered both as part
of the product, i.e. as single set, and in separate packages.

PaciuindpoBra CHMBOJIOB, IPHMEHEMbIX HIPH MAPKHPOBAHHK
MEANLUWECKOTO H3AC/IHA:

Explanation of symbols used in labelling the medical product:

Cumsoa

Oupeaedenne

Symbol

Definition

wl

Msrotosurens

wl

Manufacturer

]

Jlara w3roTorNeHus

ND)

Meanumnckoe wineaune

REF

Homep no katanory

]

Date of manufacture

| M D \ }Medical Device

REF

Catalogue number
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Vcnonb3oBsatb A0 Use-by date

1lle ncnonb3oBaTh NPY NOBPEXAEHVN YMAKOBKN 0 not use if packaging is damaged
Hc cTepnnn3oBaTh NOBTOPHO Do not resterilize
3anpeTt Ha NOBTOPHOE MPUMEHeHue Do not reuse

STERILE EO| CrepunusaLus OKCUAOM 3TWICMEA STERILE EQ| Sterilized using ethylene oxide

CucTema € 0OMHapHbLIM CTepU/IbHbIM 6apbepOM Single sterile barrier system

CvcTeMa C 0fiHapHbIM CTepusibHbIM 6apbepoM 1 ¢ 3aELIVTHON . . ) . ) i
O yMaKOBKOIA CHApY>KIA Single sterile barrier system with protective layer on the outside

He gonyckaTb BO3AeicTBUS Bnaru Avoid exposure to moisture

lemMHepaTypHbIii Anana3oH Temperature range

[nanasoH ai MocthepHOro aeneHuns )
Atmospheric pressure range
13cooTBeTCTBUM C theaepasibHbIM 3akoHoAaTeNlbecTBOM CLLIJT
R)(Q’]ly (cornacHo 21 G K 801.109) nsgenue paspeLLeHo npojasatb deral (USA) law restricts this device to sale by or on the order of

TO/MbKO BpayaM (MMeroLLMM NALEH3NIO) UK MO0 pPeLenTy Bpava. sician.

3Hak cooTBeTcTBUA anpekTmBe liC mark

[
12
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He BLIKHABIBATR C OOLMMH OTXOJAMH

[ONEXTPAYECKHE H INEKTPOHHBIE NPHGOPHI HEB3A YTHIH3HPOBATD
Kk 00biutbie GprroBbie omxoak. [Tonoca noy kouTelitepom s
COpa 03HAYAET, YTo nNprGop Obin "seeaeH B 0Gopot” nocne 13

srycra 2005 roza.

Cvimpos E (RoHS Kuraa)

Do not dispose with general waste

Do not dispose of electrical or electronic devices along with normal
domestic waste. The bar beneath the garbage bin icon declares that
the device was "put into circulation™ on August 13, 2005.

E-Symbool sticker (China RoHS)

Meroanp 6 cpeacTea AcsnaGernun

Methods and means of disinfection

Ae3nadexnnn npoTapanEeM Aa8 apantepos E-Box TP028 » E-Box TP012
Pyunaa aesundexims ¢ npoTHpaHHeM He RBIAACTCS YTBePXACHHOK npoueaypol
noeTopHoit 0GpaboTru.

Heobxoaumbie MaTepuanb:

— Oanopasopas candieTka ¥ AS3HHPHLMpYIOUISE CPeCTBO

B kauecTBe anbTepHATUBLY TOTOBAR K MCNONLIOBAHMIO AC3HHOUUMpYIOWAs
canderka.

- Cyxasa 6e3sopcoBas TkaHb

YBEJOMJEHUE

TMospexaenue u3-3a MONAAZHKUA KHAKOCTH!

lNonapanue XKUAKOCTH BHYTPb H3ACNHA MOXET BbIZBATL KOPOTKOE 3aMbiKaHHE,
KOTOPOE MOMKET NPUBECTH K NOBPEAICHUIO H3ACTNS.

He xpanuTe xKAKOCTH HA MINCTHH, HAZ HHM WITH PAZOM C HHM.

He pacnpinsiite MpoAyKT HENOCPEACTBEHHO BO BPEMS Ae3HH(EKLHH.

B cnyvae nonasaRHA KMAKOCTH BHYTPb HWIACNHA BLIKMIOHHTE H3Aeaue,
OTCOCAHHHTE €ro

OT HCTOYHHKA NHTAHUA W ZaiTE eMY NOAHOCTLIO BLICOXHY Th.

YBEJOMJIEHHE

IToBpexaeHHe H3-32 KOHTAKTA ¢ AC3HHPHLIMPYIOWHM CpeacTBoM!
Jeannduunpylouiee  CPeacTBO  YXYAWAET MPOBOAMMOCTb  DJIEKTPHYECKHX
COCARHEHHIA.

Hene3s aonyckats nonagaHus Ae3WHGHLMPYIOLIETO CPEACTRA HA MIEKTPHYECKUE
COSAUHEHNA.

1. Tlepen aezundexuueii canderko BLIKNIOYHTE YCTPOHCTBO M OTKIOUHTE €10 OT

Wipe-down disinfection for E-Box TP028 and E-Box TP012 adapters

Manual wipe disinfection is not a validated reprocessing procedure.

Requisite materials:

- Disposable cloth and disinfectant

Alternatively: ready-to-use disinfectant cloth

- Dry, low-lint cloth

NOTICE

Damage due to ingress of liquid!

Liquid ingress into the product can cause a short-circuit which would damage the
product.

Do not store any liquids on, above, or close to the product.

Do not spray the product directly during disinfection.

In the event of ingress of liquid into the product, switch off the product, disconnect
it

from the power supply, and allow it to dry completely.

NOTICE

Damage due to contact with disinfectant!

Disinfectant impairs the conductivity of electrical connections.

Disinfectant must not be allowed to get into electrical connections.

1. Switch off the device before wipe disinfecting and disconnect from the mains.
2. Use a disposable cloth moistened with disinfectant or a ready-to-use disinfectant
cloth.

wipe the external surfaces of the product.

3. Take up any excess moisture with a dry low-lint cloth.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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cetu.
2. Wcnonb3yilTe 0AHOPA3OBYK) TKaHb, CMOYEHHYI  [e3MHPULMPYIOLLM
CPeLCTBOM, W FOTOBYHO K MCMO/b30BAHWIO Ae3VH(ULMPYIOLLYIO TKaHb, YTOObI
NPOTPUTE BHELUHWE MOBEPXHOCTU U3LENUA.

3. CobepunTe NIMLLHIOK Biary Cyxoi 6e380pCOBOI TKaHbIHO.

MeToabl U ycnoBua ctepunmsaumm w antepos E-Box

Apantepbl B-Box TC028/E-Box 'P012 nocraBisictcst HECTEPUbHLIM U He

noanexxnT CcTtepunnsadmin.

Mepes 1CNob30BaHNEM W3AENVE NOANEXUT PYyUHOI Ae3MHDEKLMN MyTeM
NPOTUPaHMs, CNOCOGOM, OMMUCAHHBIM BbiLLE.

CpoK rogHocTu

Ona Bugeoypetepopenockona FLEX-XC1

W3genve ssnsetca oaHopa3osbiM. Cpok 104HOCTU cocTasnsge! 1,5 roga.

Ona Apantepos E-Box TCO028/E-Box TP012

Cpok cny>kbbl cocTaBnseT 3 roga.

Tpe6oBaHUA K FeXHUYECKMMY OOCNY>XMBAHWUIO N PEMOHTY MefULUHCKOrO
nsgenusa

Ona Bugeoypetepopenockona FLEX-XC1

Hc noanexxut TeXHNYecKomy 06CNY>KMBAHUKO 1 PEMOHTY.

Ona Apantepos E-Box TC028/E-Box TP012

1 lNpoBepbTe NPOAYKTbI MO CAeAYOWMM MyHKTaM:

- Bugnmble 3arpsasHeHmns

- lMoBpexkaeHus 1 Kopposus

- LlenocTHoCTb

- CyxocTb

2. Bce nzgenvs ¢ BUAMMbIMU 3arpsasHEHVSMU MOABEPrHYTH eLlle OAHON NOJHOM
OUMCTKE W NpoLeccy Ae3nHpeKLmn.

3. YTnnmsumpyiite noBpeXXaeHHbIE U MPOPXKaBEBLLME MeAVLMHCKME YCTPOCTBA.

4. YTUNU3NPYITEe HEKOMMNNEKTHbIE MEAWLMHCKME YCTPOMCTBA WM 3aMeHTe
HefoCTaloLLMe YacTu.

5. Mpn HeobXo4MMOCTHY BbICYLUWTE U3ZENNe BPYUHY!HO.

PeMOHTHble paboTbl MOTYT BbIMOMHATLCA TONLKO (upMoit KARL STORZ wnm
thupmoii, ynonHomodeHHon KARL SIORZ.

Mopagok ocywecTeneHna YTMnm3aunm megnyMHCKOro nsaennsa

Ona Bugeoypetepopenockona FLEX-XC1

Mpn  y'1iwnuzaumm ocobble Mepbl  He TpebyroTcs.
BHYTPUIOCYapCTBEHHbIE NPEeANNCAHNSA/ (LLIKOHbI.

CnenyeT cobnogatb

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

Sterilization methods for E-Box adapters
E-Box TCO028/E-BOX TPOI2 Adapters is supplied non-sterile and cannot be
sterilized.

Before use, the product is subject to manual disinfection by wiping.

Shelf life

For Video Uretero-renoscopc FLEX-XCI

Device is disposable. Shelf life is 1,5 years.

For E-Box TC028/E-Box TP012 adapters

Service life is 3 years.

Requirements for Medical Device Maintenance and Repair

For Video Uretero-renoscope FLEX-XCI

Not subject to maintenance and repair

For E-Box TC028/E-BOX TPOI2 adapters

1 Check products for the following points:

Visible contamination

Damage and corrosion

Completeness

Dryness

2. Subject any products displaying visible soiling to another complete cleaning and
disinfection process.

3. Discard damaged and corroded medical devices.

4. Discard incomplete medical devices or replace missing parts.
5. Dry the product by hand if necessary.

Repair work may only be performed by KARL STORZ or by a company authorized
by KARL STORZ.

Disposal

For Video Urctero-rcnoscope FLEX-XCI

To dispose of these medical devices, no special measures are necessary. National
laws and regulations must be observed.
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lNMpu yruauzaunuu w3genuit na teppuropun Poccr il (Mesnepaunu cneayer
PYKOBOACTBOBATLCA  HOpMamM, uanoxeHubiMu B CaulluH  2.1.3684-21.
Hencnonb3oeanHble 3HAOCKONM ¥ HPHHALIENKHOCTH, & TAKKE YNAKOBOUHbLIE
MATEpPHATL] CNeAyeT YTHAH3NPORATH KAK OSnuaeMuonoruvecku GesonacHeie
orxofbl knacca A, Hcnoap3osalibie SHAOCKONb! H NPHRAANICKHOCTH  ClIEAYET
YTHAW3HPOBATH KaK MHACMHONOIHUECKH ONAacHbie 0TXObI Knacca B,

Jna Asanrtepos E-Box TC028/E-Box TP012

310 H3AenKue UMeET MAPKHPOBKY B cooTeeTcTBUM ¢ Esponeiickoii anpexTusoii no
YTHAHAUMH 3NEKTPHYESCKOrO W exTpoHHOro obopyaosanus (WEEE). Ilo
OKOHYAHHM CpoKa CAYXOb YTHIHIUPYHTC W3ACIHE KaK JCKTPOHHBIE OTXOABL.
O6patureck k KARL STORZ SE & Co. KG, nouepuemy npeanpusmiio KARL
STORZ, unw x ceoeMy OPHIMANBEHOMY AMNEPY O NYHKTax cOOpa B BallleM PerHoHe.
KARL STORZ SE & Co. KG B pamkax npuMeHeHHa JaHHOH JWpeKTHBLI HeceT
OTBETCTBEHHOCTD 33 HALISKALLYIO YTHIH3ALMIO FTOTO H3AEIHA.

For disposal of pr s on the territory of the Russian Federation, follow the
norms of SanPiN 2.1.3684-21. Unused endoscopes, accessories and packaging
materials are disposed of as class A epidemiologically non-hazardous wastes. Used
endoscopes and accessories are disposed of as class B epidemiologically hazardous
waste.

For E-Box TC028/E-Box TP012 adapters

This device has been marked in accordance with the European Directive on waste
electrical and electronic equipment (WEEE). At the end of its useful operating life,
dispose of the device as electronic scrap. Please ask KARL STORZ SE & Co. KG,
a KARL STORZ subsidiary, or your authorized dealer about the collection point in
your area. Within the scope of application of this Directive, KARL STORZ SE &
Co. KG is responsible for the proper disposal of this device.

IapsuTsiinsie o0zaavenneTna

Warranty

MeaHumHCcKoe HIeHe BCEraa CeyeT OTNPABIATL B MECTHOE OTAENEHHE, Ake B
TEUCHHE rapaHTHIiHOro Nepyoaa.

Orxpoithe o0OpyNoBaHMS WM BLIMONHEHHE NIOOLIX PEMOHTHMIX pabor Hian
moandmKaumii 060pya0BaHHS HEYNONHOMOMEHHLIMH JINLIAME OCBOCOKAAET HAC OT
moboii orercTeeHHocTH 3a ero pabory. JlioGoe Takoe OTKpLITHE, PEMOHT MK
MOAKMKALHA, BHNONHEHHBIE B TEYEHHE FAPAHTHIHHONO NEpHOAA, AHHYNHPYET BCIO
FapaHTHIO.

Tapanmuiinstit cpox Xpanenus uoenmuden CPOKy 20080CMH UIOEAUA,

O6wecteo ¢ orpannvenHoit orsercreennocTeio «Kapn Llropu — 3naockons
Bocrok» (OO0 «KLUTD BOCTOK»)

115114, Mocksa, Jlepbenesckan Habepexnas, 7, c1p. 4.

Ten. +7 495 983 02 40

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 lisbility for its
performance. Any such opening, repair, or modification performed during the
warranty period shall void all warranty.

The warranty period for storage is identical to the shelf life of the product.

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

115114 Moscow, Russia

Phone: +7 495 983 02 40

Fax: +7 495 983 02 41

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

lMopaaok npeanssneHua peknaMaupii W OTBETOB HA HUX  peryampyerca
TPRKAAHCKHM NPaBOM. PexnaMaus MOKET NPeXbABMATECE TONLKO N0 TAKHM
BOTIPOCAM, KOTOPBIC HE ARMANKMCH NPSAMETOM NPHEMKH TOBAPA, NPOH3BEACHHOMN B
COOTBETCTBMH C YCAOBHAMH A0rosopa.

ITo BceM Bonpocam, CBA3AHHBIM € OOCIYKHBAHHEM H3IAENWA, HEOOXOAMMO
00paTHTBLCA K YNONHOMOUCHHOMY NPeACTABHTENIO NPOH3BOSHTENA.

B cnyuae pexnamatin oGpawiaThes K NPOHIBOAWTENO M / WIH YIIONHOMOYEHHOMY
NPEACTABHTENK) APOU3BOAHTENS.

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.

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
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l1pounssoauTens:

Karl Storz SE & Co.KG, Germany («Kapn Litopit CE u Ko.KI'y, 'epmanns)
Dr.-Karl-Storz-Straie 34, 78532 Tuttlingen, Germany

Tel. +49 7461 708-0, +49 7461 708-105

info@karlstorz.com

YNoAHOMOUEHHBIH 1IPECTABUTENb 1IPOH3BOANTENN:

OG6iecTBO ¢ OrpaHu4eHHOH oTBeTcTBEHHOCTBIO «Kapn Lltopu — DHaockons
BocTok» (OO0 «KLUTS BOCTOK»)

115114, Mockea, [lepbeneBckas HabepexHas, 7, cTp. 4.

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

e-mail: info-ru@karlstorz.com

Manufacturer:

Karl Storz SE & Co.KG, Germany
Dr.-Karl-Storz-Strale 34, 78532 Tuttlingen, Germany
Tel. +49 7461 708-0, +49 7461 708-105
info@karlstorz.com

Authorized representative of the manufacturer:

Limited Liability Company “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

e-mail: info-ru@karlstorz.com

Ilepeuenb npEMEHHMBIX CTABIAPTOB

List of applied standards

Jns Buaeoyperepopenockona FLEX-XC1/ For Video Uretero-renoscope FLEX-XC1

1 [lepeuenn NnpuMeHAEMbIX CTAHJAPTOB

1 List of applied standards (Quality Process)

O6o3nauenneHaumenosaune lIdentification[Designation
1ISO 20417  |U3penna meanunuckuc. HHpopmauus, noctasnsemas [SO 20417 {Information supplicd by the manufacturer of medical devices
M3rOTOBHTENEM ISO 13485  Medical devices - Quality management systems - Requirements for
[SO 13485  [U3nenus meannmnckne. CHCTCMbI MEHEDKMCHTA KauecTBa. regulatory purposes
peboBaHug A7 Leneli peryiMpoBaHsus ISO 14644-1 ICleanrooms and associated controlled environments - Part 1:
[SO 14644-1 [Hucrble NOMELWEHUA U CBA3AHHBIE C HHMH KOHTPOJIpYEMBbIE Classification of air cleanliness by particle concentration
Jcpeubl. YacTb 1. Kntaccudmkaums uncTorsl Bosayxa no ISO 14698-1 [Cleanrooms and associated controlled environments -
KOHLICHTPALUHY YaCTHLL Biocontamination control - Part |: General principles and methods
1SO 14698-1 [YucTbic NOMELLEHHS M CBA3AHHBIE C HUMH KOHTPOJIMPYCMbIE 1SO 14698-2 (Cleanrooms and associated controlled environments -
cpeasl. Kourpons 6uosarpssienuii. Yacts 1. O6wwme npuHmmb 1 Biocontamination control - Part 2: Evaluation and interpretation of
METO/1bl biocontamination data
SO 14698-2 [UucrTbie noMeLicHHSE U CBA3aHHbIC C HUHMU KOHTPONUpYEMbIe I1SO 14971 edical devices - Application of risk management to medical
cpeabl. Konrponbs 6uosarpssHenunid. Yacts 2. AHaW3 aaHHbIX O m\’ices
OHO3arpA3HEHUAX ISO 15223-1 Medical devices - Symbols to be used with medical device labels,
1ISO 14971  [M3nenna meauumHckue. IlpumMeHeHne MeHeDKMEHTa pHCKa k E:belling and information to be supplied - Part 1: General
ME/IMUMHCKHM H3AENUAM equirements
ISO 15223-1 [U3nenns meanuunckue. CUMBONDI, NPUMEHSEMbIE TNIPH
MapKHPOBAHUH HA MEAHLHHCKHX W3AEAHAX, ITHKETKAX H B 2 List of applied standards (Product Design Specification)
CONPOBOANTE/ILHOM ToKymenTauun. Yacts 1. OcHOBHbIE lIdentification __[Designation
rpeGoBaHus ANSI AAMI ST [Bacterial endotoxin - Test methods, routine monitoring and
72 plternatives to batch testing
2 Tlepeuenn npumensieMbix CTaHAapToB (cnenndukauus paspaGorkn | ASTM D 4169  [Standard Practice for Performance Testing of Shipping
H3neaus) Containers and Systems
16
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VTEUEK B YNAKOBKe Ha BHYTpeHHee W3bbiTouHoe AaBleHHe
[vcnmTanue Ha oOpasosanne mysuipeii)

ICTaHIAPTHBIN METOA UCMLITAHKH IUTS CHITRI H30NALMK FHOKHUX

ASTM F 88/F88MMarepuanos 6aprepa

OGozaauenne  [HaumenoBanse ASTM D 4332 dard Practice for Conditioning Containers, Packages, or
KTePHANBHBIE IHAOTOKCHHBI. MeToabl HCTIbITaHHH, Packaging Components for Testing
ANSI AAMI ST  rekyuivii MOHUTOPHHT H &IBTEPHATHBL! MEPHOAUYECKOMY ASTM F 1886/  [Standard Test Method for Determining Integrity of Seals for
72 reCTHPOBAHUIO F1886M Flexible Packaging by Visual Inspection
ASTM D 4169  [VTeepicaeHHR TEXHONOrHMUECKHWH Npouece AnA ASTM F 1929  [Standard Test Method for Detecting Seal Leaks in Porous
TECTUPOBAHHS TIPOW3BOAHMTEIbHOCTH KOHTEHHEPOB AA Medical Packaging by Dye Penetration
[1ePEBO30K H CHCTEM ASTM F1980 Standard Guide for Accelerated Aging of Sterile Barrier
ASTM D 4332  [VTBepxacHHbil TEXHOIOrM4eCKnii Npotiecc Ana CO3RAHNS Rystems for Medical Devices
CcnoBuil KOHTERHEPOB, NAKETOB WK ynaxoBkH komnoHenTos | | (ASTM F 2096  [Standard Test Method for Detecting Gross Leaks in Packaging
1% TECTHPOBAHNS by Internal Pressurization (Bubble Test)
ASTM F 1886/  |CTanaapthbiii METOA MCNBITAHUIH AN ONPEASCHHS Standard Test Method for Seal Strength of Flexible Barrier
F1886M [ICAOCTHOCTH M30nauMi Ans rubkol ynakoBKH BH3YAIBHBIM ASTM F 88/F88MMaterials
DCMOTPOM EN 556-1 F{teriliulion of medical devices - Requirements for medical
ASTM F 1929  [Cranpaprbiii METOA HCNbITaHKHA A0 OOHApYKEHHA yTeuek vices to be designated "STERILE" - Part 1: Requirements
M3019UMA B TIOPHCTOM MEAMUMHCKOH ynakoBke ot terminally sterilized medical devices
[IPOHUKHOBEHHEM KPackH EN 868-2 Packaging for terminally sterilized medical devices - Part 2:
ASTM F1980  |CranaapTHOe PYKOBOACTBO JUTS YCKOPEHHOIO CTAPEHNAS Sterilization wrap - Requirements and test methods
ETEPANLHIX CHCTEM Baphepa ANS MEAHUKHCKHX YCTPOHCTB IEC 60601-1 edical electrical equipment -- Part 1: General requirements
ASTM F 2096  ICrannapTawif meToa ncnbitanHii ang oGnapyxenua rpyux 3.1 Edition or basic safety and essential performance

[EC 60601-1-2 4t
Edition

edical electrical equipment -- Part 1-2: General requirements
or basic safety and essential performance - Collateral
dard: Electromagnetic compatibility - Requirements and

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

EN 556-) TEPHAH3ALHA MEANLHHCKMX H3aenwi. TpeGobanua k [EC 60601-1-6  [Medical electrical equipment - Part 1-6: General requirements
EAMUMHCKUM H3ACAHAM Kateropun "crepunbibie”. Yacrs 1. | | Brd Edition tor basic safety and essential performance - Collateral
lpeboBaHuA K MCTHLIMHCKHM H3AEAHAM, MOLNEKALUM tandard: Usability
HHHMIWHON CTCPHITHAAUMA IEC 60601-2-18 [Medical electrical equipment -- Part 2-18: Particular
EN 8638-2 ATEPHANH ¥ CHCTEMBL 11 YRAKOBKH MEAMLMHCKHX Brd Edition Equivemems for the basic safety and essential performance of
IpHOOPOR, IMPeAHaZHAYEHHBIX ATS CTepUaH3auun. Yactsb 2. doscopic equipment
naxonka ana crepuanzauni. TpeGoeauua n MeToan IEC 62366-1 edical devices - Part 1: Application of usability engineering
NLITAHWH medical devices
IEC 60601-1 Esnenua MeAUUMHCKME IncKTpHueckre. Yacts |, Obmue IEC 62471 Photobiological safety of lamps and lamp systems
3.1 Uznanue BAHHA G€30NACHOCTH € YHETOM OCHOBHbLIX Photobiologische Sicherheit von L.ampen und
YHBKLMOHANbHBIX XapaKTEPHCTHK |_ampensystemen
JEC 60601-1-2 4thManenna meanunsckue anextpuueckure. Yacry 1-2. Obmue ISO 10993-1 Biological evaluation of medical devices - Part 1: Evaluation
H3nanne BaHNA 6e30MaCHOCTH C YHETOM OCHOBHBIX and testing within a risk management process
HKUWOHANbHLIX XapakTepucTHK. MNapannensuwit cranaapr. | | 1SO 10993-5 LI'Biological evaluation of medical devices - Part 5: Tests for in
IEKTPOMArHUTHas COBMECTHMOCTD, Tpe6osanna u itro cytotoxicity
nbITaHuA 1SO 10993-7 Biological evaluation of medical devices - Part 7: Ethylene
17




IEC 60601-1-6 CNHR MEAHLMHCKWe MiekTpud e, Yacts 1-6. OGwuue ¢ sterilization residuals
Brd Hapanwne BaHHA GC30MACHOCTH € YHETOM OCHOBHBIX 1SO 10993-10 LBiological evaluation of medical devices - Part 10: Tests for
HKLHHOHAIBHBIX XapakTepHCTHK. JlononHurenbHbiii rritation and skin sensitization
HAAPT. DKCIUTYATAUKOHHAS MPHIOAHOCTL 1SO 10993-11 LBioIogicaI evaluation of medical devices - Part | 1: Tests for
fIEC 60601-2-18 [Msnenus meanumnckue nektpuueckure. Yacre 2-18. YacTuse ystemic toxicity
Brd Hananue 8aHHA Ge30NMACHOCTH ¢ YHETOM OCHOBHBIX ISO 10993-12  |Biological evaluation of medical devices - Part 12: Sample
HKLHOHANbHbIX XAPAKTEPHCTHK K YHAOCKONHHECKOH reparation and reference materials
Nnaparype 1SO 10993-18  |Biological evaluation of medical devices - Part 18: Chemical
fIEC 62366-1 aenua MeauuuHckue, [TpoekTHpoBaHHUe MEAMLIMHCKIUX characterization of medical device materials within a risk
3aeAHA C YYETOM IKCMI1YaTALUHOHHOH NPHTOAHOCTH management process
[EC 62471 aMNbL ¥ 1amMnoBbie cHeTembl. CeeToluonornyeckas ISO 11135 Sterilization of health-care products - Ethylene oxide -
30NaCHOCTD Requirements for the development, validation and routine
[SO 10993-1 3nenus Meauumackre, Ouenxa SHONOrUYecKoro ackicTena control of a sterilization process for medical devices
eAHUHHCKIX H3aenui. Yacts 1. Ouenxa v HoCIe0BAHHA ISO 11737-1 Sterilization of health care products - Microbiological methods
SO 10993-5 3AENNA MeAHuMHCKHe. OueHKka GHONOTHYECKOro AeficTBHA - Part 1: Determination of a population of microorganisms on
Fennunncm winennid, Yacts 5. Uccneaosanua Ha roducts
MTOTOKCHYHOCTB: METOZAM in vitro 1ISO 11737-2 Sterilization of medical devices - Microbiological methods -
[SO 10993-7 nenna MeaHumHekre. OueHka GHonoruyeckoro aekcrens Part 2: Tests of sterility performed in the definition, validation
Eennuuucm u3gennit. Yacte 7. Ocrarounoe conepxanue and maintenance of a sterilization process
UAEeHOKCHAA Tiocnie crepunnsauny (¢ Monpaskoii) SO 11138-1 Sterilization of health care products - Biological indicators -
SO 10993-10 Hinenus meanumtckne. OLICHKE GMONOrHYECKOro AeHCTBHA Part 1: General requirements
CAMUMHCKHX Wiaenul. Yacte 10. Uceneaosanna ISO t1138-2 Sterilization of health care products - Biological indicators -
BAPAKAIOWErO K CencHOMIN3KpYtoLlero aefcTeua (¢ Part 2: Biological indicators for ethylene oxide sterilization
lonpaskoH) rocesses
1SO 10993-11 Ememm MeaMuHEckue. OueHka HHOMOrHYECKOro ASHCTBHE ISO 11607-1 Packaging for terminally sterilized medical devices - Part 1:
eauumHekrX wiaenuid. Hacrs 11. Uccnenosanus Requirements for materials, sterile barrier systems and
LUCTOKCHYECKOrD ACHCTEBUA kaging systems
ISO 10993-12  (MU3nenua Meanumickue. Ouexka Guonorudeckoro aefcTens 1SO 11607-2 Packaging for terminally sterilized medical devices - Part 2:
eMUMHCKNX n3aenuil. Yacrs 12. FipuroTornenne npob u Validation requirements for forming, sealing and assembly
OHTPOJIbHbIE OOpaA3LULL rocesses
ISO 10993-18  [Usaenus meaummnckue. Ouerka GHONOrHYECKOro aeicTema
eAHUMHCKYX W3nenuil. Yacts 18. Uccneaosanue 3 List of partially applied standards
WMHUYECKHX CBOICTB MaTepHanos Identification| Designation/ Applied parts
ISO 11135 TCPUAH3AUNS MEAWLIKHCKON NPOAYKUHM. ITAAEHOKCHA, IEC 60601-1- Medical electrical equipment - Part 1-9; General requirements for
peboBanua k paspaboTie, BANYAAUMK K TEKYLIEMY 9 ic safety and essential performance - Collateral Standard:
NPABNEHHIO NPOLECCOM CTEPHITU3AUHN MEANUMHCKHX equirements for environmentally conscious design
30eNHi
ISO 11737-1 E:epnnuaaum MEIHLIKHCKHX W3AETHRA.
nkpoOMonornyeckue Metoanl. Yacrs 1. Ouenka nonynsumu
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| MHKPOOPIaHHIMOB Ha NPOAYKHME

lISO 11737-2 CTEPUNU3ALIHA MERHLIKHCKHX H3AC/HIL.
MukpoGronoruueckue Metoasi. Hacts 2. Henbitanus ua
CTEPHIbHOCTD, NPOBOAHMEIE PN BANKAALUMM IPOLECCOB
CTEPUAN3ALHN

ISO 11138-1 CTeprnnsaltns MEARLUKHCKOM poaykumn, Bruonoruveckue

puankaTopst. Hacte 1. Texnueckue Tpebosanus

ISO 11138-2 TEPUIN3AUMA MEANUMHCKOA npoayKuun. Buonornueckue

HaukaTopbl. YacTb 2. Buonoruyeckue HHAUKATOPH ANl
H3aUnY OKCHAOM 3THneHa (c Tlonpaskoit)

[SO 11607-] MAKOBKA ANA MEAULIMHCKHX M3ACNHH, NOANEKALIHX
HHKUINHOK crepwnsaunm. Yacts |. TpeGopanna k
arcpHanam, GapbCpPHLIM CHCTEMAM UM CTCPHITH3ALIAN W
NAKOBOYHRIM CHCTCEMAM

I1SO 11607-2

uHHLWHON crepuausaunn. Yacts 2. TpeGosanna k Bannzaun
poueccoB GOPMUPOBAHHS, TEPMETH3ALNH H COOPKH

E’namm(a AN MEAULIMHCKHX M3AeNhi, noaaekKaLux

3 IlepeueHh TaCTHYHO APEMEHIEMLIX CTAHAAPTOB

06o3navienne] HaumenoBanue

1IEC 60601-1- PYanenna meanunnckue anextpryeckue. Yacts 1-9. O6wme
9 BaHWA 6E30MACHOCTH € YUETOM OCHOBHBIX (DYHKUMOHANILHELIX

apaktepucTak. JlononnurenbHeii cranaapr. TpeGosarus K
OHCTPYKLIHH C YHYETOM SKONOTHYECKHX npobnem

Jns agantepos E-Box/ For E-Box adapters
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Ofosnavenne [HaumMenoBanue [identification _[Designation
1SO 13485 W3nenun MeanuHHCKHE, CHCTEMBI MEHEKMEHTA KAYECTBA, ||SO 13485 edical devices - Quality management systems - Requirements for

TpeSopaHia s ueneit perynupoBaHua ulatory purposes
IEC 62366-1 M3nenus meauunHekpe. [IpoeKTHPOBAHKHE MEAHLIMHCKHX W3AENHI ¢ ||EC 62366-1 e@ical devices - Application of usability engineering to medical

€TOM IKCINYATAUHOHHOM NPUTOIHOCTH evices

IEC 60601-1 3-¢ M3nenua MequLmHCKUE 3nekTprvcckue. Yacts 1-1. Obume EC 60601-1 3rd Medical electrical equipment -- Part 1: General requirements for basic
Higanue rpefbosanug 0e30NacCHOCTH, ition fety and essential performance

H3neans MenuunHCKHE JneKTpryeckue, Yacts 1-2, Oburue EC 60601-1-2 edical electrica.l equipment - Part 1-2: General requirements for basic
TEC 60601-1-2 4-e TpeGoBanng 6e30MacHOCTH ¢ YUETOM OCHOBHLIX (YHKLUHOHANBHHIX th Edition fety and essential performance - Collateral standard: Electromagnetic
M3panvie xapakTepucThi. [lapannensHuii cranaapt. InexTpoMarHuTHas disturbances - Requirements and tests

COBMECTIMOCTH. TpeGOBAHAS H NCTILITAHRS ISO 20417 Information supplied by the manufacturer of medical devices
ISO 20417 Hznenua mepnuprnckue, Hadopmauwns, nocrarnsemas SO 14971 [Medical devices — Application of risk management to medical devices

H3rOTOBHTENEM IISO 15223-1 edical devices — Symbols to be used with medical device labels,
1SO 14971 [M3nenms meauumnckue. [IpumMeHeHne MEHEIKMEHTA DACKE K labelling and information to be supplied
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MELVILMHCKM V34eMNsM 1IEC60601-1-6 M lelectrical equipment - Part 1-6: General requirements for basic

W3penna megyumHekvie. CUMBOSBI, NpUMeHsieMble Mpy MapkuposaHun  3rd Edition safety and essential performance - Collateral standard: Usability
ISO 15223-1 Ha. MEAVLIMHCKVX W3LENNAX, N1 UKCTKaX Y B COMPOBOAUTENbHON IEC 60601-2-18 Medical electrical equipment - Part 2- 18: Particular requirements for
[JOKyMeHTaumn. Yactb |. OcHOBHbIe TpeGoBaHMs 3rd Edition the basic safety and essential perfonnance of endoscopic equipment
Vi3oenvst MeayLHCKVe anekTpyyeckyie. Yactb 1-6. ObLye IEC80001-1  Application of risk management for IT-networks incorporating
IFC 60601-1-6 3- TpeboBaHus 6e30MacHOCTH C Y4ETOM OCHOBHbIX (DYHKUMOHA/bHbIX medical devices - Part 1: Roles, responsibilities and activities
3aaHne XapaKTepUCTUK. J10NONHUTENbHbIA CTaHAAPT. SKCrUTyaTaLyioHHas 1O 8600-1 . . )
MPUFOZHOCTH Endoscopes - Medlc_ell endoscopes and endotlierapy devices
IEC 60601-2-18 3- Vi3oenva MeamUmMHCKVe aneKTprdeckme. Yactb 2-18. YacTHbie Part 1: General requirements

e VaaHIe TpeboBaHs 6e30MacHOCT U C y{ETOM OCHOBHbIX (DYHKUMOHA/TbHBIX
XapaKTepUCTUK K 3HAOCKOMMYECKON anmnaparype
IEC 80001-1 WHdhopmar v3aLws 300poBbs. MeHeKVEHT PUCKOB B
VH(hOPMALIMOHHO-BbIYNCIUTENBHBIX CETAX C MEALHCKVMA
npuopamn. Yactb 1 Porn, OTBETCTBEHHOCTU U AEACTBMS

1SO 8600-1 OnTuKa 1 ONMTUYECKVE NPUBOPbI. SHAOCKONbI 1 MPUEopbI
3HfOTepaHeBTMYeCKVie MeauLm[ickve. YacTb 1 ObLLyie TpebosaHWA
ANeKTpoMarHUTHasi COBMeC TMMOCTb Electromagnetic compatibility
Tabnuua 1- YpoBeHb cootbcicibhh ana UCMbITAHUA HA NOMEXOYCTONYMBOCTb. PYKOBOACTBO M ieKnapaLumnsa U3roToBuUTens - 3fIeKTpoMarHnuTHas
MOMeX0yCTONYMBOCTb

K-Box TC028/E-BOX TPO12 npefgHa3Ha4eH ANa UCNOMb30BaHMS B 3/1EK3pOMAnrUrHoil 06CTaHOBKE, ONpeaeneHHol Hke. 110KynaTento unv nonb3osartento E-
Box TC028/E-BOX P012 cnesyeT obecrneuntb UX NpumMeHeHne B vKa3anHoii a1eKTpomMarHMTHON 06CTaHOBKe.

Vcnbl TaHMe Ha Vcubl inrenbiiblii ypoBeHb
MOMexoycToiuMBOCTb  cornacHo EN/M 3k 60601 YpoBeHb COOTBETCTBUSA AnekrpomarHmTHas 06CTaHOBKA - YKa3aHuA
dneKTpocTaTnyeckme E 8 kB KoH3aKrnblii paspsg E 8 KB KoHTaKTHbI pa3psag, Mon B nomeLLe™Mun 13 fepeBa, 6eToHa Un
paspsgbl (SCP) no IEC  E 15 kB BO34yLUHbIN pa3psj E 15 kB BO34yLUHbIV pa3pss Kepammnyecko Manrku. Mpu nonax, NoKpbIrbIX
61000-4-2 QMICLnycckum matepuanom. 0THOCU1CbHas
BIXKHOCTb BO3A4yxa - He Memce 30%

HavocekyHaHble E 2 kB ygm nnHWi anekTtponuTaHus  E 2 KB 419 IMHWIA anekrpomMmTanns  KayecTBO 3/1EK3PUYECKOI 3HEPT N B CETU B
UMNybCHble MOMexn HO E 1KB ans nMHWiA BBONa/BbIBOAA E 1 kB ans nuHuiA BBOAa/BbIBOA COOTBETCTBUM C TUMUYHBLIMK YCIOBUAMM
IEC 610004-4 MosTopeHme 100 Ky MosTopeHme 100 Ky, KOMMEPYECKON 1 601bHUYHOR 06CTaHOBKM
MWUKpOCeKyHHble E 1kB npu nogade nomex no cxeme E 1kB npu nogadye nomex no cxeme KauyecTBO 3NEKTPUUECKOI IHEPTUN B 3NEKTPUUECKON
UMMYNbCHbIE MOMEXU "nposognposog"” "nposognposos” CeTu cnepyet 06ecrneyns b B COOTBETCTBUM C
6O0NbLLONW 3HEprum TUNUYHBIMWA YCNOBUSMI KOMMEPYECKOW W
cornacHo IEC 61000-4-5 E 2 kB npun nogaye nomexu no cxeme E2 kB npu nogaye nomexu no cxeme 60/bHUYHON 06CTaHOBKM

"nposoa-3emng"” "nposog-3emnsa’™
MpoBasibl HanNpsXeHnda.  MageHve HaNPSHYKEHNS: MafeHVe HanpPsYKeHUA: KauecTBO 3/1eKTPMYECKOI 3Heprnm B CeTU - B
KpaTkoBpeMeHHble MoHmxkeHne go 0% Ha 1 umKn npu MoHwkeHve 40 0% Ha 1 UMKk iipn COOTBETCTBUM C TUMMYHBIMIA YCIOBUSMU
npepbIBaHWA u thazosom yrne 0° (hasoBom yrne Q° KOMMEPYECKOI MM 60MbHNYHOM
U3MEHEHNS HanpshkeHns TMoHxeHne 1o 70% Ha 25/30 umknos MoHnxeHne fo 70% Ha 25/30 uuKoB o6¢cTaHOBKM. Ecnm nonb3osatento H-Box TC028/E-Box
BO BXOAHbIX IMHUAX npv pasosom yrne 0° Fipn ¢pasosom yrne 0° TPOI2 Heo6x0oaMMO 06ecneynTb HeNpepbIBHYO paboTy
anekTponutaHua no IEC MageHune o 0% Ha 0,5 umkna MageHve go 0% Ha 0,5 umkna B YC/NOBUAX BO3MOXHbIX MPEPbIBAHNIA CETEBOTO
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61000-4-11

upy dazossix yraax 0°.45  °,
135°, 180°, 225°,270° 1 315°

TlpepbtBaHne HAUPHKCINA;

npu galoswx yrnax 0°, 45°, 90°,
135°, 180°, 225°.270° n 315°
| |pepLIBIHME HATIPSDKEHHA:

- DKCHMA, pekomen/yercs nutanke E-Box
[TCO028/E-Box TPO2 ocyinecTrasTe oT HCTOUHMKA
BecncpcboiiHoro nuranns wan Garvapen.

BECPOBOAHBIX BLICOKOMACTOTHRIX
DECKOHTAKTHBIX YCTPOHCTB

100% wna 250/300 unknos 100% na 25(/300 nuknos
MaruuTHOC NONE 30 A/m npu 50 I'uw/60 'y 30 A/m mpu 50 M'w/60 'y Y pOBHH MarHHTHOTO ONA NPOMBILINEHHOH YaCTOTH)
N1POMBIULTIEHHOM CiieyeT OOCCNCUHTD B COOTBETCTBHM ¢ THITHUHBIMU
riacTorst (50/60 ') no YCAOBUAMH KOMMEPpHECKOH #aH BonbHUYKO#H
|EC 61000-4-8 OOCTAHOBKH
PasinoyacToToe 3 B/m 8 nonoce or 80 MMu a0 2,7 B B/ m B nonoce or 80 MMy a0 2,7
hnektpomaruuraoe noae [T *Cwm, Tabanuy 2 waa T’y
no M3K 61000-4-3 MCTILITATENBHBIX YPOBNUCH A8 nonei

jaBeACHHblE

HOMACTOTHBIMH
ACKTPOMArHHTHBIMU
onamu o MIK 61000-
-6

OINYKTHBHbIE noMexk. 3 B (cpenneknaapatnuHoe IHavenue)

nonoce ot 150 kl'n a0 80 Mk
onynsuns | kl'y 80% AM
Bua B Avanazonax ISM

3 B (cpenHekBa/IpATHUHOE 3HAYCHUE)
nonoce or 150 xl'u no 80 MI'y
onynauua 1 ki'u 80% AM

By 8 auanazonax ISM

[Table 1 - Compliance level for Immunity tests Guidance and manufacturer's declaration - electromagnetic immunity

The E-Box TCO28/E-Box TP012 is intended for use in the electromagnetic environment specified below. The users of E-Box TC028/E-Box TP012 should
imake sure that it is used in such an environment.

Immunity tests

[ENAEC 60601 test level

[Compliance level

[Electromagnetic environment - guidance

Electrostatic discharge
K1:SD) acc. o
1:C 61000-4-2

- 8 kV Contact discharge
= | § kV Air discharge

- § kV Contact discharge
15 kV Air discharge

oors arc covered with synthetic material, the relative
umidity should be at least 30%.

Eloors should be wood. concrete or ceramic tile. If

voltage acc. to
11:C 61000-4-11

(luctuations of the supply angle

ip to 70 % for 25/30 cycles @ 0°
hase angle

ut to 0 % for 0.5 cycles

@ 0°, 45°,90°, 135°, 180°, 225°,

ngle
ip to 70 % for 25/30 cycles
@ 0° phase angle
pout to 0 % for 0.5 cycles
a) 0°, 45°, 90°, 135°, 180°, 225°,

Rapid transicnt elcctrical | 2 kV lor power lincs 2 kV/1 kV Fdains power quality should be that of a typical
Interferences/bursts acc. (& 1 kV for input and output lines = 1 KV for input and output lines ommercial or hospital environment.

To IEC 61000-4-4 100 kHz repetition 100 kHz repetition

Surges acc. to it | KV line(s) to {ine(s) 1 KV line(s) to line(s) l:'\dains power quality should be that of a typical
TEC 610600-4-5 2 kV line(s) to earth = 2 kV line(s) to earth sommercial or hospital environment.

Voltage dips. short Voltage Dip: Voltage Dip: ains power quality should be that of a typical
interruptions and ip 10 0 % for 1 cycles @ 0° phase ipto 0 % for | cycles @ 0° phase  [commercial or hospilal environment.

f the user of the E-Box TC028/E-Box TP012 require

continued operation during powcr mains interruptions,

it is recommended that the E-Box TC028/E-Box TP012
powered from an uninterruptible power supply ora
(tery.
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270° & 315° phase angles R70° & 315° phasc angles
Voltage interruption: Voltage interruption:
100 % for 250/300 ¢ycles 100 % for 250/300 cycles
agnelic field at the 30 A/m at 50 H2/60 Hz 30 A/m at 50 Hz/60 Hz [f image distortion occurs, it may be necessary to instalt
upply frequency the product further from sources of electromagnetic
50/60 Hz) fields or to install magnetic shiclding. Before the
cc. to IEC 61000-4-8 product is installed, the electromagnetic field should be
measured 1o ensure that it is sufficiently low.
iated, radio- B V/m 80 MHzto 2.7 GHz *Refer 3 V/m 80 MHz to 2.7 GHz
uchcy, table 2 for wircless Proximity
lectromagnetic field  [RF field test levels
immunity test ace. to
EC 61000-4-3
Immunity to conducted B Vrms on 150 kHz to 80 MHz B Vrms on 150 kHz to 80 MHz
isturbances. induced by [! kHz 80% AM modulation t kHz 80 % AM modulation
dio-frequency fields |6 Vrms in ISM bands 6 Vrms in ISM bands
c. to [EC 61000-4-6
Tabauna 2
Uenmiraremmnniil yposeus i noaeii npacyrerens Gecnporoansix yerpoiicrs BY-casmu
Ypobens ucabitannii na Yposenn
Tecrosasa, MI'n |[Tovoca, MI'n Pagnoceash Moayasnusg wesocupanyausocts B/ M | coorsercrans B / m
385 380 - 390 TETRA 400 Hunyascias moaynsuua 18 My 27 27
GMRS 460 FM £ 5 k" neemanun 1 kM
450 430470 FRS 460 CHHYCOWTA 28 28
710
745 704-787 LTE auanazonu 134 17 HUmuyascrias monynauna 217 My 9 9
780
810 GSM 800/900
870 800-960 | TETRA 800 iDEN 820 CDMA Wmnynberaa moaynsuma 18 Ny 28 28
930 850 lonoca LTE §
1720 GSM 1800:
1845 CDMA 1900;
1700-1990 GSM 1900. DECT; Umnynscras moaynauua 217 Mg 28 28
1970 Nonoca LTE 1.3,
4, 25; UMTS
Bluetooth
2450 2400-2570 | WLANB02.11 b/g/nRFID | HmnyascHas moaynauns 217 'y 28 28
2450 Honoca L.TE 7
22
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5240
5500 5100-5800 WLAN802.11a/n Mmnyabcnas moayasims 217 Fu 9 9
5785
Table 2
Test levels for Proximity fields from RF wireless communications equipment
Test I;:;;Tucncy Band MHz Service Modulation Immunity Test Level V/im Compl;la/l:c fevel
385 380 - 390 TETRA 400 Pulse modulation 18 Hz 27 27
GMRS 460 FM £ 5§ kHz deviation 1 kl1z Sine
450 430 - 470 FRS 460 Wave 28 28
710
745 704 - 787 LTE Band 13 & 17 Pulse modulation 217 Hz 9 9
780
810 (iSM 800/900
870 800 - 960 TETRA 800 iDEN 820 CDMA Pulse modulation 18 Hz 28 28
930 850 LTE-Band 5
1720 GSM 1800:
1845 CDMA 1900:
1700 - 1990 GSM 1900: DECT: Pulse modulation 217 Hz 28 28
1970 [.TE-Band 1.3,
4. 25 UMITS
Bluetooth
2450 2400 - 2570 | WLLAN 802.11 b/g/n RFID 2450 Pulse modulation 217 Hz 28 28
LTE Band 7
5240
5500 5100 - 5800 WLAN 802.11 a/n Pulse modulation 217 Hz 9 9
5785
Tabauna 3 - - HenniTaTebubtii ypoBens 119 HCHLITAHKE HA NOMEXOYCTOHUHBOCTL K HITYUaeMbIM H KOHIYKTHBHLIM NloMexaM PykosoacTso n
MICKJIAPALHA H3TOTOBHTEIR - NIEKTPOMATHHTHAR NOMEX0YCTOHYHBOCTH
E-Box TC028/:-Box TPO12 npeanazHaven ans HCHOILI0OBAHHS B HAEKTPOMArHKTHOH 0OcTaHOBKe. onpeae:ientoit unke. [lokynarenio uan noassosaremo E-
Box TCO28/E-Box 1TP012 cieayet obecncinTh HX IPUMEHEHNC B YKa3aHHOH H1eKTPOMariHTHON 06CTaHOBKE.
UcnbiTaTenbusbiit
HcubiTanue Ha ] Yposennb ‘
novexoycTOlSHBOCTS YPOBeHb COLIACHO | JAEKTPOMATHHTHAN 00CTAHOBKA - YKASAHHUSA
EN/IEC 60601
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B [epesockoe 1 MoSubHOe O0OPYLOBAHK  (MOMACTOTHOH CBA3H HE JOJLKHO HCNONBIOBATLCA
OHAYKTHRHBIE 313 ke K 1000# vacTh E-Box TCO28/E-Box TPO12, rkmovan kaGenu, ucm peKoMEHAOBaHHOE
NOMEXH. HaBeNeHHbie  Kcpeasekraipatwan | Por ka8 Ibaccrosiue, PACCUKTAHHOE H3 YDABIICHHA, IPHMEHHMOTO K YACTOTE 11CPCAATUMKA.

HOYACTOTHRIMMU OC 3HAUCHNHE) B HKoE EKOMEHAYCMOE PACCTOSHHE PAsALIeHHA.
.~ puauycHuc) B
MEKTPOMArHHTHIMK  [noioce oT 150 kTw | - o " oo |d = 1,2 JP
onsmu no M3K o 80 MI'n I"'u 20 80 MIuyfrae P - HOMHIANbHAS MOLIHOCTL Nepenatunka B Bavrax {Br)] B cootsercrum ¢ nudopmauyeii,
1000-4-6 penocTaBicHIoH NPOWIBOAHTENEM NepeaaTyiKa, a d - pekomenayemoe Ge3onacuoe
CCTOAHHE B MeTpax |M|.
ANPAKEHHOCTD 11014 0T pUKcHpoBanHbX PU-ncpeaaTunkoB, onpeaeneHnan
DIICKTPOMArHHTHBIM O0C/ICA0BAHNEM HA MeCTe®, 10/1kKHA ObITh HHXXE YPOBHR COOTBCTCTBHS B
[kaxnz10M uacToTHOM AManasoHe”,
AZAHOYACTOTHOS BB/ms

3 B/ B nonoce d = 124P Or 80 My 20 800 My

HEKTPOMArHUTHO monoce
ot 80 MI'u xo 2,7
oirle no M3K 61000- Iy 2178r0rhlfl"u 20 |7=23JP Or800 MIun02.5 111

Momexn MOryT BO3HHKATL sbaMs3n 060pyJIOBaHHI, OTMEUCHHOT'O ClIeAYIOWIHM CHMBOIOM:
(o))

[Ipumctanne. llpy 80 M u 800 MI'n npumenserca 6onee BbICOKHiT YacTOTHBIN AManasoH.

[IpaMetaHue. 3TH PEKOMEHAILIMH MOI'YT NPHMEHITBCR He B0 Beex cHTyauuax. Ha pacnpocTpaneHue 2IeKTPOMArHHTHBIX BEAHYMI BIHSIOT ROFNOWEHHS U
OTPaXEHHUS OT 333K, NpeAMETOoB | JnozeH.
) HanpskeHHOCTD 110/19 11PH PACTIPOCTPAHEHHH PAJTHORITH OT CTALIMOHAPHBIX PAZHOTICPEIATUHKOB, TAKUX KaK (a30Bbic CTaHUMK panHoTeeOHHLIX ceTeli
COTOBBIX/OECTIPOBOAHLIX ), M HAZEMHBIX NOABHKHBIX PAAHOCTAHUMHA, MOBHTENECKHX pagnocTanumi, AM u FM paanoreniatensbix 1€peaaTyHKoB,
NCBH3HOHHBIX 1ICPCAATUMKOB, HE MOXET GhiTb ONpe/Ie/icHa PACUETHRIM 1ty TEM ¢ AOCTATOYHOH TOYHOCTBIO. FTOITOMY AOMKNHLI GBITE OCYUIECTBAGHB
PaKTHUECKHE HIMEPEHHA HANPMKEHHOCTY NOJIA. Ecnd naMepennbie 3HaueHHs B mecie paameuteHns E-Box TC028/E-Box TP012, npeauiwaior npuMeHuMbie
POBHU COOTBETCTBMA, TO CEAYET NPOBOANTL HabmoneHHA 3a pabGoToit E-Box TCO28/E-Box TP012 ¢ uenvio APORESPKH HX HOPMAILIIOND
yHkuHoHHpoBanus. Eciim 8 npouecce HaGnoneHna BbIABASEICH OTKNOHEHHE OT HOPMATLHOO (PYHKUMOHHPOBAHHS, TO, BOZMOXKHO, HCOOXO0/IMMO IPHHATL
OlOTHMTENLHBIE MEPDI, TAKHE Kax NepeopHcHTpoBKa wan nepemetienue E-Box TCO28/E-Box TP012 unn uenoaszopars Gonee »pdexrusroe
KpaHHpoBaHHe.
} B avanazone uwacror ot 150 xl'u a0 80 M{'y HanpskesHocTb NONR AoMKHA Obith MenHee 3 B/ M.

Table 3 - Test levels for Radiated and conducted Immunity Tests Guidance and manufacturer's declaration - electromagnetic immunity

The E-Box 1TC028/E-Box TP012 is intended for use in the electromagnetic environment specified below, The user of E-Box TC028/E-Box TP012 should
imake sure that it is used in such an environment.

N/EC 60601 Fomplialce I
evel Electromagnetic environment - guidance

[immunity tests est level
Conducted RF s Tms Portable and mobile RF communications equipment should be used no closer to any part of the
disturbances acc. to IEC  [150 klIz to 80 150 kHz to 80 |E-Box TC028/E-Box TP012, including cables. than the recommended separation distance
61000-4-6 Hz Hz calculated from the equation applicable to the frequency of the transmitter.
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Recommended separation distance:
Radiated RF disturbances 3 V/m 3 Vim -
lacc. to BOMiz025 B0 MHzi02s [ M2 9P

IEC 61000-4-3 G GHy here P is the nominal power of the transmitter in watts [W] according to the information

rovided by the manufacturer of the transmitter and d is the recommended separation distance
in meters fm). |
“icld strengths from fixed RF transmitters, as determined by an electromagnetic site survey® |
hould be less than the compliance level in each frequency range®.

d=124P 30 MHz to 800 MHz

d=23JP 800MHzto2.5GHz
[Interference may occur in the vicinity of equipment marked with the following symbol:

()

Note: At 80 MHz and 800 MHz, the higher frequency range applies.
Note: These guidelines may not apply in all situations. The propagation of electromagnetic quantities is affected by absorptions and reflections of buildings,
objects, and persons.
) Field strengths from fixed transmitters, such as basc stations for radio (cellular/cordless) telcphones and land mobile radios, amateur radio, AM and FM
dio broadcast and TV broadcast cannot be predicted theoretically with accuracy. To assess the electromagnetic environment due to fixed RF transmitters, an
lectromagnetic site survey should be considered. If the measured field strength in the location in which the E-Box TC028/E-Box TP012 is used exceeds the
plicable RF compliance level above, the E-Box TC028/E-Box TP012 should be observed to verify normal operation. If abnormal performance is observed,
ditional measures may be necessary. such as re-orienting or relocating the E-Box TCO28/E-Box TPO12.
} Over the frequency range 150 kHz to 80 MHe. field strengths should be less than 3 V/m.

l:;ﬁ.mmla 4 - Kasce 7MHCCHH 8 rpynna

KOBOACTBO B ACKIIAPANNNA HITOTOBHTEIR  NICKTPOMATHHTHOE H3JIyYenne

E-Box TC028/E-Box TP012 npeanassascu A8 UCROALIOBAHAA 8 INEKTPOMArHHTHOI 06CTaHOBKE, onpeacicHHON Hike, [ToXyTiaTenio WM f10AL30BATCII
E-Box TC028/E-Box TPO12 cacayer 06eCHCHHTL HX TIPUMCHCHHE B YKA3AHHON JNCKTPOMATHHTHOW 00¢TaHOBKE,

Paauotiomexu no CUCTIP T ["pynna | L[:-Box TC028/E-Box TP012 ucnoabaylor panuovacTOTHYIO FHEPTHIO TOALKO ANS BLIMOIHCHWS
HYTPEHHHX (yHKUMI. Y POREHE IMUCCHH PATNOYACTOTHBIX TOMEX ABASETCH HHIKMM W, BEPOATHO,

HE NPHBEAET K HAPYHICHHAM (hyHKIHOHMPOBAHMA PACTIONMKEHHOTO BOTHIH 2NEKTPOHHOTO
000pyIORaHNA.
Panuonomexu no CUCTIP 11 [Knace A E-Box TC028/E-Box TP012 uoaxoadt ains HCnoAL30BaHUA Ha BeeX NPEANPUATHAX, BKNIOUAN
| apMOHHYECKHE COCTABASIONIHE TOKA NO |ICJmcc A OhiToBbIE, H T, KOTOPBIE HANPAMYIO NOKHOUCHE K OOIICCTBCHHON HUIKOBOALTHOM DICKTPOCCTH,
MDK 61000-3-2 KOTOpas NUTACT JAGHUA, HCONbL3YCMBIC AN% OLITOBBIX LieJIel.
oncOanns HanpskeHUa u pavkep no  CooTBETCTRYET
3K 61000-3-3
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E';able 4 - Emission class and group
videlines and manufacturer's declaration - electromagnetic cmissions

The E-Box TCO028/E-Box TPO12 is intended for use in the electromagnetic environment specified betow. The customer or user of the E-Box TC028/E-Box
I'P012 should ensure that it is used in such an environment.
RF emissions as per CISPR 11 Group | The E-Box TC028/E-Box TP012 uses RF energy only for its internal function. Therefore, its RF
emissions are very low and are not likely to cause interference in nearby electronic equipment.
RF Emissions as per CISPR 1] Class A T'he E-Box TC028/E-Box TP012 is suitable for use in all cstablishments including domestic and
[ larmonic emissions as per Class A those directly connected to the public low voliage power supply network that supplies buildings used
[EC 61000-3-2 for domestic purposes.
Voltage fluctuations/flicker Emissions as Complies
1EC 61000-3-3
abnuna §
eKOMEHAYEMbIE JRAYCHARA NPOCTPANCTBEHHON? PA3HOCA MEKAY HOPTATHBHLIME H NOABIXHHMMHA cpeacTeamu BY-causu u E-Box TC028/
Box TP012

oHTposmpytoTea. Mokynarens uan nonszosarens E-Box TCO28/E-Box TP0O12 moxer moMous mpeaoTRPaTHTD FAEKTPOMATHHTHEIE MOMEXM, NOAUEPIKUBAA
HHHUMAILHOC PACCTOSHHE MENKAY NOPTATHBHBIM H MOOH/IbHLIM BBICOKOUACTOTHMM KOMMYHIUKALHOHREIM 000pYaoBaHHeM (nepeaaTunkamu) ¥ E-Box
TCO028/E-Box TP012, kak peKOMEHAOBAHO HHAKE, B COOTRCTCTRHHI ¢ MRKCHMANLHON BHIXOXHOH MORIHOCTBIO KOMMYHHKAUHOMNOND 0B0pYA0BaLHA.

E—Box TCO28/E-Box TP012 npeanasHaven 1 HCROML3OBARKMA B NICKTPOMArHUTHOM 00CTAHOBKE, B KOTOPOI HINYYaeMbie BLICOKOYACTOTHLIE IOMEXH

[ [lpocrpaucTeenunnli painoc d [M], B 3ABRCAMOCTR OT YACTOTH! NEPEATIHKR

[HoMHAAILAAN MAKCHMANLHASR BLIXOANAR| g noaoce ot 150 xFu 20 80 | B nostoce or 80 a0 800 M B novioce o7 800 MI'u 10 2,5 I''n
MOILNOCTH NepenaTvnka |Br) Mrad = 1,2 VP d=12JP d=23JP
0.01 0,12 0,12 0.23
0.1 0.38 0,38 0.73
, 1.2 1.2 2.3
10 3.8 38 7.3
100 12 i2 23

[lpy onpeneneHHn PEKOMERAYEMBIX 3HAYCHWH NPOCTPAHCTRCHHOTO PA3HOCA VIS NEPEATHHKOR C HOMHHATLHON MAKCHMANBHOMW BLIXOAHON MOLLHOCTHIO, HE
yKa3aHB0H B TAONMIIE, B NPUBEACHHBIE BHIPRKCHNA 1VACTABINIOT HOMHHATTHHYIO MAKCHMAIEHYIO BRIXOHYK) MOWHOCTb B BATTAX, YKA3AHHYI) B
NOKYMEHTALIMH W3FOTOBHTENS NEpeaTInKa.

[ Ipumeyanne. Ha yacrorax 80 » 800 MI'u npumeHsioT Goibiuce 3HAYCHHE HANPMKCHHOCTH NONA.
{ Ipumcuanne., lpruaeaeHHLIE BRIPaKeHHS NPUMEHHMBI HE BO BeeX cay4asx, Ha pacnpocTpadeHse 3MeKTPOMArHUTHBIX BOAH BAWAET MOFNOLEHHE WK
o HHC OT KOHCTPVKIIH#H, 00BheKTOB 1 MoAeH.

able §
mmended separation distances between portable and mobile HF communications equipment and the E-Box TC028/E-Box TP012
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communications equipment.

The E-Box TC028/E-Box TP012 is intended for use
of the E-Box TC028/E-Box TP012 can help prevent electromagnetic interference by maintaining a minimum distance between portable and mobile HF
communications equipment (transmitters) and the E-Box TC028/E-Box TP012 as recommended below, according to the maximum output power of the

electromagnetic environment in which radiate

" disturbances are controlled. The customer or user

[Separation distance d |m] as a function of the transmitter frequency

ted maximum output power of 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.5 GHz
ransmitter [W) d=12P d=12F d=23JF
0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73
] 1.2 1.2 2.3
10 3.8 38 7.3
100 12 12 23

nanufacturer.

bjects and people.

ote: At 80 MHz and 800 MHz, the separation distance for higher frequency range applies.
ote: These guidelines may not apply in ali situations. The propagation of electromagnetic quantities is affected by absorptions and reflections of structures,

For transmitters rated at a maximum output power not listed above, the recommended separation distance D in meters (m) can be estimated using the equation
pplicable to the frequency of the transmitter, where P is the maximum output power rating of the transmitter in watts (W) according to the transmitter
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[[Tepe6oo ¢ nesmeyro20 u AH2AUUCKO20 A3BINOE HA PYCCKUL A3WIK]

[Ha Granxe xomnanuu « Kapa limopy — Indockon»)

DPopmupyem emecme GyOyuee IHOOCKONUU Ha npomadceruu boree 75 rem

«KAPJI LITOPL] CE u Ko. KI'» (KARL STORZ SE & Co. KG) * a/a230 « 78503 Tywinnren/T'epmanus
(PO Box 230 « 78503 Tuttlingen/Germany)

KTO)|

YTBepXKIACHO

«Kapa lHlropu CE u Ko. KI'», 'epmannna

110 HOpMATUBHO-IT

(AOMKHOCTBD)

fo nopyyeHsio, A-p berruna Xaden

[nodnuce!
{(noanuxce)

04 dexabps 2023 r.

AeHb, Mecall (undpaMu)

IlItamMn

[fTexamv xomnanuu « Kapzx Llimopy — 3ndockon»)

HucTpyKUNE NO NPHMERCHHI0
HR MEeTHIHHCKOE H3JeIHe

Buncoyperepopenockon rudkuit FLEX-XC1 oanopa3sobsiii B BApHAHTaxX HCMONTHEHHS

Dakruuccxndl anpes;
«KAPJ LIITOPL CE a Ko.
KI'e

Ap.-Kapn-

LWiropu-litrpacce 34

78532 Tyrasnurc/T epMasing
Tenedou: +49 7461 708-0
®axc: +49 7461 708-108
. nowra
info@karlstorz.com

9370321, sep. 4.1

Al

2023r.
Banskorckue «Jloktue B
POKBHIMTIL TyTAusreH»
«OmKpemir Banx SWIFT:
Al» DEUTDESS653

SWIFT:

HYVEDEMM473 0211 6390 00

IBAN: DE62 6002

02900034 532605 Hapoanui Gaex

ullleapumaa-flonay

«Kpalicmnapkacce
TyTauren»
SWIFT:

»

SOLADESITUT 0000 772003

IBAN: DE79 6435
0070 0000 0013 22
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IBAN: DEO9 6537 0075

Hexxap
SWIFT: GENODESITUT
IBAN: DEY7 6439 0130

KomMmanauTHoe ToBEpHLICCTED

«KAPJI LITOPU CE
nKo. K»
Ap.-Kapa-1lhopu-llltpacee 34
78532 TytaunrenwTepmaron
MECTOHRXOMACHHE KOMITAHNH!
r. TyTmmren

Toprosuiit peecTp:

r. Liitytrapr, HRA 450442
Uneur. Ne nareaimaxa HAC:
DE 142931059

Jdupexasa o6  yTIH3AUHH
INEKTPHHECKOTO

H INCKTPOHHOTO

obopy nozanun,

per. No DE 74465858

Mol koMmaHeOH
«KAPJI LITOPL
®cpransTyinre CE»
;I:.-l(m:—lllmpu—ll}rpwce
78532 TyTaunres/Uepmanna
MecToRaxoxacHHe
KOMMAaHMK: I. TYTIHHCH
Toprosui#t peecTp:

v, [Llrytrapr, HRB 762524
Yapasnwoumi  aupexTop:
Kapa-Kpucruas ilivopu
Mpeaxceaareats coveTa
ANPERTOPOR:

MHOrOKpaTHHIE  noucTHuit
Aoxrop Cnbunr Uiropu




Peectp HoTrapuansasix AeiicTanit UVZ 1745/2023 UZ 2239/2023
Acrtpuza Xapant-liiTpexkep * Ten.: +4974619659700 * ®axc: +4974619659720

Homaprasbnoe yAoCTOBEPeHHE
Hoanuce, mocTaBieHHANA BHIIE B MOEM NIPHCYTCTBHH, ABIACTCH MOAMHCHIO
r-xH a-pa Bertunn Xaden,
aara poxacHng: 09 cenrabpa 1982 r.,
ciyxeOnbiii agpec: 78532 r. Tyrnmunren, /lp. Kapn-Ilitopu-llitpacce 34,
— H3BECTHOH MHE JIMYIHO —,
YTO § HACTOAUIMM OGHIMANEHO YAOCTOBEPAIO.

r. Tyrmnren, 06 nexabpa 2023 r.

/noonucwv/
Hotapayc Actpra Xapant-IliTpekkep

[Peavegbnan nevame nomapuycal
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Texcm Oannozo doxymenma nepesen nepesoduux Paxumxynos Invdap Ceprannesuy. 3Hanue UROCMPIHNO20
RIWKA HOOMEEPICOMIO. Buinornennuil nepeeod AGAREMCR NPACUADHMM, IMOYHNM 8 RORHNM.

Poccuiickan Dedepayus
Topoo Mocxea
Tpuoyamozo ANEAPR 08 MMICRYK OLA0KAMS HEMEEPMD20 2000
A, Touxun Juumpuii Barepvesuy, nomapuyc 20poda Mockesi, caudemenbemeyio NOORURHOCMb ROORUCY
nepegodvuxa Paxumxynoea Invdapa Cepranuesuna.
ITodnucy cdenana 6 Moem npucymemeny.
JTunnocme nodnucasuezo QOKyMeHm YCmanoenena,
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