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Symbol description

WARWWG6; Faeure toc*sen« may result
Mrryory or e w ldeath.

CAUTtON.' Faiftffe to obs&ve may resuff
In damage to or evendo~ctton ofthe
product.

NOTE: Special krfdrmedion on the
operation of the Instrument.

Consult Instructions for use

-
I J Manufacturer

MosicHeHne CMMBO/IOB

3 6E >

NMPea>'NIPe)»COEHUNE: Heco&BopaeHnB
Atoxker MPUBECTN K TpPaBMK(OBITUIO Unn
cmepTy.

OCTOPOXXHO: HecobntogeHne moxet
n/xsecrt KMNOBPBXXABHUIO U NMONOMKe
NAABNVS.

® YKA3AHWB: Ocobble cBegeHus no

30yTy3TalnUmM MHCTPANATS.
O6paTuTechb K UHCTPYKLMK No

npumMm”eHunto

N3rotoButens

98

(US) INSTRUCTION MANUAL

CMOS Video Rhino-Laryngoscope SSU
CMOS Video Esophagoscope SSU
-for single use -

L} ] 0913304)1. 091370-01

Videoscope conrrector
Sheath

Handle

Deflection lever

Distal tip

Serial port

E-BoK connector
Serial port 1

Serial port 2

Mains connection

<) On/Off button

® Charging Indicator tamp (orarkge)

P 66806066

U.S. Instruction

1 Intended use

Flexibie CMOS Video-Endoscopes SSU are eiiended

for visualization purposes during ENT fwocedures.

NHCTPYKUWMA NO SKCNNYATALNN

BugeopuHonapuHrockon CMOS, SSU
Bugeoasogarockon CMOS, SSU

- O[HOPa30Bblii -

L 091330-01, 091370-01

© CoeAvHUTENbHBIV LWTEKEP BMAEO03HAOCN3NA
©Tybyc

¢ PykosiTka

® Pblyar ynpasneHunii n3rn6om

¢ [ucTanbHbIN KoHew,

¢ CoepuHuTenbHOE rHe3no

¢ CoeguHuTenbHbI wrekep E-Box

¢ CoeauHutensHoe tTeago 1

¢ CoeanHuTEnbHOE rHesgo 2

® TloatoTHoYeHNe KanenpoceTtu

(fir KHOnKa BraTKMEHWIA/BbIKTHOUYEHNS

® KoHTponbHasa namnovh 3apspa (opaHxesas)

He pacnpocTtpaHsetcs Ha CLUA n KaHagy)

Ansa ntneHtos Ha tepputopun CLUA n KaHagbl
npegycmoTpeHa oTAenbHas MHCTPYKLMA No
akcnnyatauum B CLUA)

1 LleneBoe Ha3HauyeHue
PuHonapuHrockonusa (091330-01):

MMbKne 3HAO0CKONbI NpefHa3HadveHbl NS 3HAOCKO-
NMYECKOro OTOGPadKEHUST 1 Nepefayn n3o6paxeHus
ANA 3HJOCMMYECKOI AnarHoCTMK nonoctei Tena

clu
CMOS Ssu
CMOS SSuU

- LU -

LI 091330-01. 091370-01

8403ZX monitor/
MoHuTop 8403ZX/
Ui[|Sne403zX

AN

®wT
® «««E A B (E-Box)
o AauWw
® ana?2

TwhTawaszo** 1

(US instruction ) |

1 L L
* «« « ( 091330-01 )

ANABANK & A* ( 60 "« ) ft
VAW NONbIX OPraHoB Npu neyeHmmn JIOP-aaboneBaHuii.
K KMe »)AoCKOoNbl NpegHasHayeHbl NS BPEeMEHHOro
NPYMEHEHUA NPU XUPYPIUYECKUX U UHBIX UHBA3MBHbIX
BMeLLlaTeNbCTBax Yepes ecTecTBeHHble uanonoruye-
(>kvne oTBepCTUA.

330arockonus (091370-01);

Bupeoasodarockon npegHasHayeH 3L,00CHONNYECKOro
oK paXkemus v rropefayuv naobpawTa ana
3HAOCKOMNMYECKOIi AnarHoCTMKM nonocTteli Tena uam

No/bIX OpPraroB Npu BbINOHEHUM 3301>arockonnn. Kpome

WL N (09137001 )

2.3 6 >
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(U S) INSTRUCTION MANUAL MHCTPYKUMA NO SKCNNYATALUNN

BupeopuHonapumrockon CMOS, SSU 07,05 SSU
Bugeossodarck;kon CMOS, SSU CMOS % ? M «tssu

- O[HOpPAa30BbIli ~ - UL -

L 091330-01. 091370-01 W 091330-01. 091370-01

CMOS Video Rhino-Lai7 ngoscope SSU
CMOS Video EsophagoBcope SSU

- for single use -

w 091330-01.091370-01

Sma

roro, OH npegHa3HayeH 4N 0CMOTPa BEPXHMX W HUASLLIMX
[blXaTeNbHbIX NyTel, SHAOrPBXBaNbION NHTY6aLmN,

a TaKoKe FOHTPONS nonoxeHus Tybyca Bo Bpems PCT.
Bupeossodanxkon npegHa.lHauBH N5 KparkoBpGTMEHHaro
NpUMeHeTMst TPM MHBa3MBHbIX EMeluaTtensctBax yepes
«necTBeHHbIe (13KoNornieckne oTBEPCTUS, a Takoke Npu
MHBA3MBHbIX XMPYPrUYEcKmX i

2 Application area
Ears, TOSG and throat Te<iiclne.
NOTE; The lyoduct is sterilized us/ng HO .

bIOTE: lho prodiKt ispackaged individuaHy in
¢ protective packagitrg

(unnaneartina 60

[sterile]EOj

WARNING: Ihe productis intended fora“ngle 2
use on a single patient Otherwise, there /sa
risk ofemss contamination

O6nactb NpUMeEHEHNs

NleyeHne NOP-aabonesannii
YKA3AHWE: NagBnue ctepnnn3oBaHo OKEMIOM
aTuneHa.

o) YKA3AHWE: Kaxkpoe nsgenve ynetoBeHo i
VHAVBUAYANBbHYHO 3aLLMTHYIO YNaKoBKy.

NPEAYMNPEXAEHWE: N3penne
npegHasHa4yeHo N5 0fHOPa30BOro
MCMONb30BaHWs Y OfHOTO nagmeHTa. 8
NPOTMBHOM ciyuNe cyTaecTtayet OnacHOCTb
NnepeKpPecTHOro 3apaykeHus.

> @ °

3 Indications 3 NMokasaHusa _
The CMOS Video Rhino-Laryngoscope SSU PukonapuHrockonus (091330-01); 3 NNE

(091330-01) is intended to provide visualization of nasal AfiiHfll ( 091330-01 )
lumens and a ~ y anatomy (including nasopharynx and
trachea) dicing diagnostic procedures.

MPUMEHEHTIO BMAAOPVHOMAPUHICIOKONA NoKa3aHo, ecnm
N0 VMEHMIO Neyallero Bpade TpebyeTcs gnarHocTmka
1 IeYeHVe CTPYKTYp HOCA, OKOMIOHOCOBbLIX Nasyx,

HOCOI/IOTKM U TOpTaHu C Nert/ib30B3HNEM rmékoro
JHAocKona.

The E-80x serves as an adaptor for operating the flexible
sirrgie-use videoscope on the compatible CCU.
330arockonusa (091370-01):

MprviMeHeHne BUAeo330(arockona nokasaHo, ecnu
No MHEHWIo Nevallero Bpaya TpebyeTtcs nposejeHvie
330¢harockonuu. Ctoga, B TOM Yncne, OTHOCATCS
[MarHocTuka v nevyeHve cnefyroLmx cnyyaes:

* 303MHOUNLHBIV 330arnT:

- CTeHO3bl:

« [MarHocTMka npu 6onesHree NULLLEBOAA, TAKUX Kak
330(harnT, onyxonu, KpoBOTEUEHMS:
3HJOCKOMUYECKOoe yjaneHne npu onyxonsx
nuweBoAa/NN0CKOKNBTOUHBI KapLMHOMe.

*«9(091370-01 ) :
The CMOS Video Esophagoscope SSU (091370-01) is
intended to provide visualization of nasal stouses. larynx,
esophagus and gastro esophageal jum”kxi during
diagnostic proce”es.

The E-Box s”ves as an adaptor for operating the flexible
single-use videoscope on the compatible (X U .

o «w«««fit

e *«* | R»»K .Ne *«l .1tfl. LIO&
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C y ~ INSTRUCTION MANUAL

CMOS video Rhino-Laryngoscope SSU
CMOS Video Esophagoscope SSU

- for single use -

iM091330-01. 091370-01

4 Contraindications

RhtnolaryngoBcopy (091330-01):
The use the instfufrent set for parana”l sim» swgery
and f<w transnasal access for external skua base surgery
is contraindicated if, in tI>e {pinion of the attending
physician, the endoscopic surgical method as such is
contrakidicated, or if the patient is not able to undergo
surges™« anesthesia due to his <kher genwal cwKlition
Insttuments for paranasal sinus 51ka<ky and for
transnasa! aa;ess for externai skull base si*gery must
not be used for interventions in direct contract vaih the
cet/iral nervws system (CNS) and central cardkjvascutar
system.
The follov” contraindicattons also apply:
= /1 tendency to bleed and coagulation disorders which
can neither be reversed mx treated

Esophagoscopy (091370-01):

No contrakfoications relating to the product arc known.
Use of the rigid and flexible esophagoscopy is
contrairxficated if, in the opinion of the responsible
physician, the health of the patient is endangered by
such use, due to the general condition of the patient or if
the endosa:” method itseV is comraindicated
Esophagoscope and instrument sets must not be used
for interventions in direct contact with the central nervous
syst(»n (CNS) and cental cardiovascutar sy*em

The foHowirtg contraindications also ap)"y;

= Contraindications for general anesthesia

= Coagulation disorders

- ASA>3

= Mult” diverticula

- Esr~hageal stricture

5 Patient population
Men and women. Use is not limited to a certain patient
prthile (sex, weight etc ), exce(K for age.

NOTE; The ahending phystci® decides wNch
® patients to use the pnxhxt on.

WHCTPYKUWA no SKCMIYATALNA

BugeopunonapuHrockon CMOS, SSU
Bugeoasogarockon CMOS, SSU

- OfiHOPa30Bblii-

® 091330-01, 091370-01

4 MpoTnBonokasaHusa
PuHwapukrockonus (091330-01):
MprYMEHEeHVe MHCTPYMEHTOB /yTe XVpyprimn okononocoa;™
nasyx n 'haHeH3"\bItrT) 4 0 C T NPU XUPYPrm rapyxororo
OCHOBaHuA lJ(IbBI'Ia rMOTVEOTOKA3aHO. eCN MO MIOHUIO neva-
Lero B[Aua (ALMEeHTY NPOTMBOMNOKAaYKWN SHAOOrenMUBEKUii one-
paTI/IBHbIVI MB-N34 raysTma UM no npuynHe o6u.|,ero Licrosmusi
navHeHT He cnocobeH nepeHecTn onspaymo/Liapkos.
VIHCTPYMEHTbI 1051 XMPYPLUM OKOJIOHOCO»>rX Mnasyx v toanc-
Ha3arnbHOro focTyna npu X1Mpyprum Hapy>Horo ocHoaa«Ta
Yepena npelujaek» ncnonb3osartk 4os one|XXUWii B Heno-
CPe/ICTBEHHOM KOHTacTe C IEHTPaIbKOW HepBHOI cricTeMoi
(LHC) 1 ueHTpanbH(® cepAB'et-COCYANCTON CUCTBPUOIA.
Kpowme Toro, fel«nBytoT cne/ortolme npoTNBONOKasaHNs:
= CK/IOHHOCTb K KPOBOTEUYEHUAM 1 HapyLueHus
CBEpPTbIB"MOCTI KPOBU, IOTOPbIE O CAT
HeobpaT!MbIi XapaKTep v HeM3neunmsbl.

330arockonusa (091370-01):

MpoTrBONOKAa3aHWs, KOTOpble OTHOCATCA K U3Aenuto, He
N3BECTHBbI.

MpoBefeHWe XecTroit 1 N"Koi xodaroctonuu
NPOTMBOMOKa3aHo, eCNu, N0 MHEHWIO evallero Bpaya,
3TO COMPSHKEHO C ONACHOCTLIO JON NauMeHTa, Hanpumep,
BCNeAcTBYEe 06LLEero COCTOAHMA nauymeHTa, unm ecnm
nauneHTy NpoTUBOMNOKasaH 3HAOCKOMUYECKNA MeTo[ Kak
TaKOBOWA.

330harockonbl Y MHCTPYMEHTbI 3anpeLuaeTcs
1ncnonb3oBaTth ANst onepauuii B HeNnocpeLCcTBEHHOM
KOHTaKTe C LieHTpanbHoi HepBHoi cuctemoii (14HC) n
LleHTpanbHOl cepfeyvyHO0-CoCyANUCTOIN CUCTEMOIA.

Kpome Toro, feiicTBytoT cnegytoLime npoT1BONoKasaHus:
= MpoTMBOMNOKa3aHUA K 06LEeMy HapKo3y:

« HapyLlueHusi caepTbiBaeMoCT (DOBU:

- ASA>3;

« MHOXECTBEHHbIE AVBEPTUKY/bI;

B Cy)XeHvie nuwieBoge.

5 Monynauuna nadg leHTOB
B3pocnb|e naymeHTbl MY>XCKOro 1 >XeHCKOro nona,
a TaKKe leT 1 NogpocTku. OrpaHnveHnin gna
npuMeHeHusa y onpe,qeneHHOVl Kareropuy naymeHToB
(non. Bo3pacT, Bec UT. [.) He cyllecTByeT.
YKA3AHWE: PelwwieHne o npuMeHeHnn nsgenns
¢y COOTBETCTBYHOLLIErO NauyeHTa NprH1MaeT
neHaLumii BpaH.
MPEAYNPEXAEHWE: MakcumanbHas
A NPOOOMKNUTENBHOCTL NPUMEHEHVSY AeTel
MnajLue 2 neT He Jo/MKHA MpeBbIwaTh
BO MVHYT.

CMOS% ?n««m ssu
CMOS SSuU
-w N T-

® 091330-01, 091370-01

4
N«M g | ( 091330-01 )

*%01(091370-01 ) ;

m:1l:BA«"uUB!KNr;*

o AN«
* ABAR)«3

- *rxK

5
(141

(O}
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STORZ

Q jS ) INSTRUCTION MANUAL

CMOS Video Rhino-Laryngoscope SSU
CMOS Video Esophagoscope SSU
-for single use -

Ll 091330-01.091370-01

6 User qualification

KARL STORZ flcxibto videoscopes may only be used
by pereons with an appropriate medical qualification ai>d
who are acquainted wtth the Nexibie laryngoscopy and
esophagoscopy (Inciuding gastric cardia) techryque. The
instructKMis given in this manual are mere” a gjxie for
correct usage of the flexible videoscope They are not
intended as an intoduction to ttre techniques of llexibte
laryngoscopy and esophagoscr”.

7 Compatibility

E-Box TP 012

C-MAC’ Monitor 8403ZX

C-HUB™ Il camera control unit 290320
TELE PACK* TP101

8 Technical Data
091330-01:

Direebon of view: 0*

Angle of \«ewr 90"

Field of view: 110'

Working tor?jih; 30 cm
External diameter: 3.5 mm
Deflection up/down; 140*/140*

091370-01:

Direction of view: 0°

Angle of view: 90"

Field of viev/: 110"

Working length: 75 cm
External diameter; 3.5 mm
Deflection up/down: 210V140'

9 Safety instructions

WARNING; Rt.sk of injury and damage to the produds:

Failure to observe this instruction manual and the

instructions (or use ofproducts used in conMnation can

result in injury to patients, users and third parties, as well

as to damage to ffx? product. Please read aii relevant

instruction manuals end always foOow ttie in*rut®ions for

use precisely. Check the hmetioning of the products used

in combination. Combinations of medical devices ere only

assured to be safe if

< they are identifiedas such in the respedive instrudion
manuabor

- the intended use and trSeiiace specifications of the
products used in combination peimk this.

CFO) nuctpykuma NOaskcnnyataynm

BugeopuHonspuHrockon CMOS, SSU
Bugeoasodarocxon CMOS, SSU

- 0f4HOpa30Bblii -

i S 091330-01, 091370-01

6 KBannpukaka nonb3oBartens
rmékne BugeoaHgoctonbl komnaHt KARL STORZ pas-
pelwaeTca Ncnoib3oBaTb TO/IbKO nLam, KOTopblie UMerT
COOTBETCTBYIOLLYHO Mef. KBaMrKaLuio 1 BNagetoT TEXHU-
KOIi NPOB3AEHNA TMOKOI napuHrockonum n asotaroodnuu.
MpeacTaBneHHble B HACTOSLLEM PYKOBOACTBE yKa33H |«
cny>kaT UCXNKMUTENbHO ANA NpaBu/ibHOro o6pau.|,eva Cc
MMOKMM BUAEO3HAOCKONOM. OHM HEe NOATAAT PyXAocBoe-
HUSA TEXHUKN TMGKOI NapMHrocKonuu 1 330()Brocxonuu.

7 CoOBMECTUMOCTb

C-HUB 11 20290320

REF
HaunHas ¢ sepcun N0/

; 721V106

0913701/06

091370-01/-06 x(c/Aaa»Tpol2)

8 TexHuyeckue gaHHble
091330-01:

HanpaeneHue o63opa: 0°

Yron nons 3peHuns (no ropnsoHTann): 90
Mone 3peHus (guaroHans): 110"
Pa6oyas gavHa: 30 cm

Hapy>kHblii 0: 3.5 Mm

Yron usrnéa BBepx/suns: 140*/140
091370-01:

HanpasneHne 0630pa; 0°

Yron nonst 3peHus (rto ropnsoHtanm): 90"
Mone 3peHusa (guaroHans): 110"
Pa6ouas pgaiiHa: 75 cm

Hapy>HbIi 0: 3.5 Mun

Yron n3rmnba BBepx/BHu3: 210"/140°

9 YKasaHus no TexHnke 6e3onacHocTu
NPEAYNPEXLUELIWE: Onaotocrs TpaBuTpoBaHes 1
peeknoBpe3T»l s toaenuii. Hecobnka rue JaHHOM UH-
CTPYLLLL 1 MUCTPYKLLL NO 3KCITNyaralumr nprMeHsieMbIX B
KOMGMHALMN U3AENTi MO3eeT NpeBecT K TPIBMUPOB3LLID
nauyieHTa, nonb30Bartes v TPeTbUX/LL,. a TaKkkKe KNo-
apeXxpeHuto nsgenus. BHMareibHO NpoYTUTE BCE BaskHbIE
VHCTPYKLMM MO 3KCMlyarapru u Bcerga cobnkaaTs npu-
Be/IeHHbIE B HUK Tpe6oBaMI/L. MpoBepbTe (hyHKLMOHNPO-
BaHWe NPUMEHAEMbIX B KOMOUHaLWMN n3fB/»4. CovetaHne
pasNNyHbIX NeAULLAIOKUX 3TN TNAETCA TEXHNYECKN
6e3onaablM TONLKO B Clyyae, ecnu
= ara KOMOUHaLWsA onmncaHa Kak Takosasi B 000TBETCTBY-
Kuptx nHCTpLMAX NO aKcnyaTaunm, nim
*  3erofonycKaeTcs LenesbiM HasHaveHnem 1 cneuy-
hukaLmaMn HTEPgENCOB NCMONb3yeMbIX COBMECTHO
N3aenuii.

cMOs Ssu
CMOS SSuU
- wowT -

LI 091330-01, 091370-01

6

V«EM KARL STORZ

MoHutop/KAdA
C-MAC 8403zX

HauyunHaa ¢ Bepcuu NO/

X{c1l»lWl TPO12)

8
001330-01:
S0
SIHSII ( ) : 90*

a«a (N Aa) 110"
Ifr-fe* ; 30cm

;3.5 mm
«caf!r£/MT : 1407140"

091370-01:

1 0
a»Ttlh ( ) ;90"
««A (A44a ) :110"
Ifffca ; 75cm
Ne :35mm

17hah+£/NT ;2107140

9

TELE PACK +

e TP101
70441

Tw

AstinQm=:79at;iSt.ws "Faaffr, w w 7* +«Ne

Phone: "9 7461 708-0, Fax; *49 7461 708-105, E-Mail: inlo"karlstorzcom
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INSTRUCTION MANUAL

CMOS Video Rhino-Laryngoscope SSU
CMOS Video Esophagoscope SSU
-for single use -

iH 0913a)-01,09137041

WARNING: Risk bl kyisry: Incorrectly assembled

and damaged irrstniments can lead to tr*udes to the
patient Instruments and all of the accesscmes used in
cotblnason with them must be chedred immediate/y
before and after every use to ensure that they are
complete, free from damage, andm M working order
and have no unintentional rrxjgh surfaces, sharp corners,
burred edges or projecting parts. Care must be taken
not to leave missing or broken~bllcomponent inside the
patient.

WARNING rRisk of injury: Overloading the instrument by
exerting too much hrce may cause the medtal device to
break, bend, or malfunction, and consequently Injure the
patient or user. Da not overload the instruments. Do not
bend berrt instnjments back to their original position.

WARNING: Risk ofiryury: Incorrect appkcaiian of medical
Instruments poses a risk of injury for patients. Users of
medical in"merjfs must have an appropriate medKa!
qualification and be ecquainfed with Nee application.

WARNING: Risk bl ivAwy and risk of damaging the
fxoducts: The highly concentrated light energy can cause
(he distal end. adjacent components and tissue in front
of the i/gw emission window to heat up. This can cause
bums to the patient, user and siffgical accessories.

= Axmf direct tissue crmtact with the distal end.

= Do not rest the endoscope an the patient or where it
IS in direct contact with si*gica/accosswies.

m The tip of the device can be safely focused in one
siae'ofiary position when in crect contact with tis.-c
for a maximum duration of 5 seconds.

« If the tip of the dmice is more than 5 nm away from
tissue, th&e is no kmkto the length of time Hcan stay
focused in one statkinary position.

WARNING: Risk coinfection: Ri*ocessmg a disposaWe
prochja canjeopardize the ftjncfwia/rty and safety of the
product and lead to kifeaions. You must not reprocess
nilliroHable fwoducts. O1lwose of disposable proOuas in
accordance wfth fhe applsble regulations

WARNING: This product is only intended for the
specified purpose.

WARNING: Risk ofiryixy: Patient leakage currems

may accunn/IMe if endoscopes arwf endotherapy
devices suf”lied wkh energy are used together. This is
particularty wx>nanl fan endoscope wkh a Type CF
appliedpart is used. In this case, an end«/ierapy device
wfih a Type CF applied part must be used in order to
minimize the LLa! patient leakage current.

(9O) N-CIPKUAMDITTYATALM
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NPEOYM¥*BXAEHWE: Or&cHocTb TPBLUUPCEAHT:
HernpasubHO COBPaHHbIE H MOLLFOXA3HHbBIB MHCTPYMEHTbI
MOTYT M"MBBETN K TPABLUPOBAHWIO NamM1eHTa.
HenoopopcreBHHO PP 1 MOC/IE KaXKOro NPUMEHEHNA
VHCTPYMBHIOB 1 CMOMb3yEMbIX BMECTE C HULL
MPUHAEPTBXXHCCTEN HEOGXOAVMIMO NPOBEPUTL X OB3YNPBSAHOE
COCTOrb VB, PaboOCNIOCOBHOCTb U1 «3MMMNEXTM3CTb, &
TaloT NPoBEPUTL HaNpeAMeT OTCYTCTBYSA LLIEPOXOBATbIX
MOBEPXHOCTEN, OCTPbIXYT/10B, KPOMOK C 3ayCeHLiamu,
BbICTynatoLLyX AeTaneld. MoTtepssLuvecs unm oT1IoMaTmBCA
feTanu HefloNe»<bl OCraBeTbC» B Tene naupeHTa.
NPEAYTYMEAEHWE: OnacHOCTb TPBBMMPOBAHUP:
BO3/eliCTBME YPE3MEPHOM HI(Y3LL M O TT NPMBECTU
K NOMOMI, N3rnby M HO L e HM O YIAT | M3M3NBbHBIX
BO3MOXKHOCTe! MBAUTHCKOr O U3fenus . B pesynbTtate
K TpBant*CeBHMIO NnauvieHTannm nonb3osarens. He
rnogeepraiiTte MHCTPYMEHTbI MOLULLBHHLIM Harpy3kam. He
pasruGaiite CorHyTble MHCTPYMEHTbI B ICXOAHOE MOMOoMEHWE.
NPEAYNPEXAEHWE: OTCHOCT®L TpaTtrpoBaHus:
BCNeACTBNE HBNPaMbItOro NPUMeH&N« MPLMLIMHCKX
VHCTPYMEHTOB CYLIECTBYBT ONacHOCTb rPBBMMPOBAaTUS
naupeHTa. Mone>k>ar&i MeULIMHCKVIX UHCTPYMEHTOB
AOMKHbI UMETb HaBb ML, X NPUMEHEHNS N aXTBBTCTBYHOLLYHO
MEMMMMCXYHO KBaIAMKALMIO.
NPEAYNPEXAEHWE: OnacHOCTbL TpaBMUPOBaHNSA 1 pUCK
nospeajeHna n3aennii; BcneacTene BbICOXON aneanTu
(xeTagucTanLlblii KOHeL, NpuUneratoLLme getanm n
6vionornyeaare TKaHy, HaxcasiLmecs nepef oTBepcTmemM
VLW YBHWA CBETA, MOTYT CUIbHO Harpesarbest 310
MaxioTMPUBECTU X0oXery nauneHTa nonb30Bart&Tam K
BO3OPaHWIO OMBPBLIMOHHbIX MPUHAZIEXKHOCTENA.
< U36eraiite npamoro LLi4takra 61Monornyeckoil TkaHm c
ANCTaTbHBIM KOHLIOM.
=« He knagute 3HAOCKON Ha NauWeHTa 1 He fonyckaiite
NPSIMOrO «eXKrakta aHgocxKeAa ¢ onepalvoHHbIMN
NPUHALNE>KHOCTAMW.
NPEJYNPEXAEHWE: OnacHOCTb MHPULMPOBaHNS:
nosTopHas (CpaboTKa CLLUHOPA30BbIX N34eN1i MOTM3T
NPYBECTMN K CHMXKEHWIO (PYHKLIMOHaIbHbIX BO3MOYKHOCTE
1 6e30nacHOCTV N3enus, a Takke K MHMULMPOBaHUIO.
OpHopa3oBble usaenua sanpesgaercs ne s a Tb n0-
BTOPHOI 06paboTKe. YTunn3unpyiite oqHoOpasoBble n3ge-
NNA HaZnexallmm obpasom.
NreAYNPEXAEHWE; JaHHOB nU3genve npejoaatayeHo
TONIbKO /191 UCMO/IbXTB3HMA B COOTBETCTBUN C
>xasaHHbN@LeneBbIM Ha3HaYeHNeM.
NPEAYNPEXAEHWE: Onar3tocTb TpaBMUpOBaHUS:
TO T YTEUKM Ha NaLmneHTa MOryT CyMMMPOBAaTbCa
Mpu NPYMEHEHNN aKTUBHbIX 3HA0CKalOB BMeCTe C
aKTUBHbIMM 3HAOTEpaneBrnyecTMu npruéopamm.
Oco6€eHHO Ba>KHa yTTbIBBTb 3TO B TOM Clly4yaB, €Cn
MCMOoMb3yeTcs 3Hroaton ¢ paboyeli yactbto Tna CF. B
TakoM CllyyaB A5 arvXKeHWs 06LLEro Toka yTeuTsT Ha
nauvemMTa SHAorepanBBTUHECKUIA NP™"0p TaKkKe AOMKEH
ncnonb3oBarbcs ¢ paboyeii yactbto Tmna CF,

e 000 UMPMM @ INFU@CIRMI RU ®WWWGUSZDRAVNADZUR Ru‘ Co. KG. Or.-Kwl-"orr-51raBe 34, 78532 TuItIingen, Geimany, Phone: +49 7461 70B-0, Fax: +49 7461 708-105, E-Mail: info(g>karlst0rz.com
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10 Safely precautions when using
flexible videoscopes

The ftexibte vkXMscopes must only be used according

to the me«Scal rtfes and procedures of endoscr’y

recognised fw this method.
NOTE; The patient leakage current Hmit of the

® CF af”lication part may be exceeded when CF
appbcationpads {appfcafcn on heart) ate used in
conibination with other  application parts. In this
case, the retftjrtion of the patient leakage current
shouW be eKected using only CF apOcation parts
as far as this is poss©ie.

WARNING; Danger of explosion if flammable
gases are used in the immediate proximny bl
the flexible videoscope. The flexible videoscope
must not be used in the presence of flammable
«= combi~ftble media.

CAUTION: Do not altow any live comportents
or Instruments to come into contact with the
flexible videascope.

CAUTION: Do not place the vkleoscope on
ctevfces Ihal became i«»y hrt. Do ndl expose
the dewce fo direct sunlight or excessive heat,
to avc” damage to the device.

CAUTION: Do nof M Ibe dfefal Np of the flex/We
videoscope against hard obfects, and never use
a sharp object to remove dkl.

CAUTION: Do not squeeze the distal tip of the
fex1bB 'dderscope too tightly.

A

E

CAUTION: Never place lto.avwyot™as on the
sBx1ble videosaype.

CAUTION: Never clamp or (old the sheath
of the nexible videoscope. This can resuSin
damage to the videosccyse.

11 Electromagnetic Compatibility
This device has been tested and is fojnd to comply
with the EMC limit values as per EN/IEC 60t01-1-2:
CiSPRII Class B-

mHctpyapgna no SKCITYATALNN

BuaeopuHonapuHrockon CMOS, SSU
Buueoasogarockon CMOS, SSU
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10 Mepbl 6e3onacHocTh Npu paboTte
C WO6KNMMU BnageosHagocKonamu
NpuMmeHeHne rmbknx snae<»HAoa(OnoB AOMKHO
OCyU|eCTB/ATbLCA cornaaro npM3HaHHbIM B 3HAOCKONUU
MeAULIMHCXKbLL Npasuiam n MetogukKam.
YKA3AHUE: Mpu natonbaoBaHnm paboumx yacteii
©TVIﬂaC F (n(»«m»«HM e Ha cepLLe) B COHETaHUN C
LPYrInNpa6&ruw yectamu nuta BPNpTBNbHLIB
3HaYeHVs ToKayTeUKM Ha NaLLTeHTa pabounx yacTei
TvMna C F MOryT 6bITb MpeBbiLLeHbL. B aTom cnyyae
AN CUNTTA TOKAYTEUKMN Ha TBLIMBHTS JOMKHbI
1CaT1aTb30Ba7H0? TOMbIKO paboyne yactn Tuna CF.
OCTOPOXXHO: Haxopawuecs nca
Hanps>keHnem KOHCTPYKTUBHbIE ieTanun unmn
VHCTPYMEHTbI He JO/KHbI conpuikcartbes ¢
M6KMM M \peo3HjyxKonoM.
OCTOPOXXHO: He knagute ruokuia
BUE03MAOCTN Ha Np*"$opbl, KOTOPblE CUNBbHO
LI_I Harpesatotcsl. Bo usbexxaHve nospexaeHvs
npuéopa He NcLBepraiTe ero BO3AENCTBUIO
NpAMbIX COTEYHbIX y4Yeil U He XpaHuTe B
MecTax, NofBeP>KEHHbIX CUIbHOMY HarpeBaHuIo.
OCTOPOXXHO: He ypapsiite/yTcTanbHbil
KOHeL| rMbKoI0 Brie03HA0a<ona o Teepable
npeamMeTbl 1 H B KOEM Cllyyae He yfansaiite
3arps3HeHus octam u npegmetramu.
OCTOPOXHO: He gaBuTe cnmwkom CU/ILHO Ha
AVCTanbHBbIM KOHeL, ’MGKOro BMAe03HA0CE3Ma

(XTOPOXXHO: 3anpeLygetav Knactb TsXkenble
npeAMeTbl HA N~ U i engeoaHaockon.

OCTOPOXHO: Hu B koem cnyyae He
noxwumaiite n He cru™iite Ty6yc rmMokoro
B 03H0an3. 370 MOXeT NPUBECTU K
NOBPEXAEHMIO BUABO3HAOCKOMA.

11 ONeKTpomMarHnTHas CoBMecTMMOCTb
[JaHHblii npn6op MNEKOWen ncnbitaHus, NogTBEpANBLUNE
ero cooTeeTcTBune npepesibHbIM 3Ha4YeHUAM
31‘IEKI'pKJM61FHI/ITVIO!7I COBMECTUMOCTU cornacHo

EN/M3K 60601-1-2: CISPR 11. knacc B.
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12 Handling

It is recommended that the suitability of the devices
for the intended procedure be checked prior to use.
WARNING: Before use, ensure that the
packaging is undamaged. Pro”jcts with
damaged packaging may not be used.
WARNING: Before use, check the oxpiratioft
date. Pmducts which have expired must not be
used,

WARNING: Risk of infection: The use of non-
sterile products poses a risk ofinfectkin for
pat~fs Do not mnove the prodi«/s from foe
sterite packa”ng until immediately before use.

NOTE: When removing the pmdact Ifom the
primary packaging, the rates of aseptic handling
must be followed.

(0]
WARNING: The sirtgle-use product must only
be assembled in a sterile area.

> 3>

WARNING: A functional test must be perfyrmed
beftwe use on the patient.

12.1 General Information

CAUTION: Do not carry foe flexible videosoope
| by the sheath. Do notpall, damp or twist the
sheath of the flexible vider~ope.

NOTE: Do not apply lubricant to the lens, to avoid
clouding the mage and therebyprevent ri."s for
the patient!

WARNING: Iffoe~ge fafls or there is

A inter~renoe during use. put foe distal tip into
t/ie neutral posMlon and remove from the
pafienf's body slowly and carehitiy. Ifthe flexible
vteeoscrpe continues to be used in the patient
after the Image has failed or when there is
interference, this may resuft In serious injury to
the pafienf.

12.2 Connection to the E-Box TP012
Insal the cwinector of the flexible videosajpo © into the
serial port ® of the E-Box,
CAUTION: Note the an'ows on the conrwctix:
r the elevation fits exactly in the recess In the
serial port

2_1) MIHCTPYKLVIS no SKCMNYATALA

BugeopuHonapunrockon CMOS, SSU
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12 Jkcnnyataumsa
Mepej vcnonb3oBaHWeM W3fennii peKkoMeHayeTcs
NpPOBEPUTbL UX Ha MPUTOAHOCTb ANA
npeanonaraemoli onepauum.
NreayNPEXAEMMUWE- MNepes npuMeHeHnem
A HEeCXoMMO NPOBEPUTL YNartoBKy Ha npeamet
nospexa~nii. U3genns c no’\re>xaeHHoi
ynaKoBIOVi UCMO/Nb30BaTh 3anpeLLeHo.
NPEAYNPEXAEHWE: MNepeg npumeHeHvem
nposepbIB cpoKTO/fiocTM. ™ r A nns c UCreKLT
CPOXOM FrOIHOCTY MatoNibaoaaThb 3sipBLLEeHa
NPEAYIEXAEHWE: OnacHOCTb MHMLMPOBa-
A HVISE: ¢ 1 MCMOTH30BaHNN HECT MIMbHbIX N3B3NI
cyuiecr™ Ol&CMOCTb UHULMPOBaHWS NAMUEH-
Ta N3aBNX cnefyeT nssnekarb U3 CTepunbHON
>713X00» ronbIto HBMNOAKACI HHO Nepes nx
1CroMb30BaHNEM.
YKA3AHMWE: MNpu nssneveHnn nspenus ns
P NnepBUYHOL yNatoBKM HEOBXOAMMO cobntofaTb
npasuna acentmku.
MreAYNPEXAEHWVET Mepep npumMeHeHnem
A y nauveHTa cneflyeT NnpoBecTv NPOBEPKY
(hyHKUVIOHMPOBBUMSA.

12.1 O6was uHgpopmaymus

OCTOPOXXHO: He nepeHocute rubkuii Bege-
I 03r«tf0C«xT, B3s8LUKa. 3a Tybyc. He TAHUTE,
He pacTarvBaiite n He /Teps)g:*veaiite Ty6yc
rK~0ro BUABIXLLAOCXONB.
YKA3AHWE: He HaHaarteB cMaxy Ha JIMH3y,
4rc” nsbexarb NOMyTHEHWNSI U306PadKEHUA W.
TEM CaMbIM, OnacTioCcTUina naupeHTal
NreAYNPEXAHMUWE; MNpu ncyesHoseHnn
A n3obpaxdHua NN NCKaKEHUM ero nomexamm
BO BpeMms NPYIMEHEHVy nauueHTa npusegure
AVCTaNbHbI KOHEL, B HETPanbIroe nonoXxeHue.
Me/IEHHO 1 OCTOPOXKHO U3BIEKNTE €ro U3
Tenanayu”~ra. Ecnv rmbkvii BUABO3MAOCKOM,
HEeCMOoTps Ha ncyesHoBeHve nl06paxeHns
VNN Ha MoMexu, 6yaeT naanblle BBOAUTLCA B
naLmeHTa, T0 aro MOXBTBbI3BaTb CEPbe3HOe
TpaBMVpOBaHVe nauneHTa.

12.2 MNopknwo4vyeHne KE-Box TP012
BcTaBbTe coenHUTENbHBIN LW Tep rMbkao Befeosefoctona
¢ BcoeanHuT®lbMae rHesgo @ E-Box,
OCTOPOXHO: Cneante 3a cTpenkamu Ha
LiTekepe, nas To4YHO nejaojart K BbieMKe Ha
COeAVHUTENbLIIOM rHeaje.
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12.3 Connection to the C-MAC* monitor
The ftexibte videoscopc can be used with the

KARL STORZ C-MAC* monitor 8403ZX, The instmction
mamiai for the monitor must be observed (see manuai
960760080).

Older monitor models (8402ZX/8401ZX) are not
compatible.

Insert the E-Box ajnnectcw ® Into one of the monitor's
serial ports® ord.

The connectors ¢ and ¢ can be connected or
disconnoaed during operation, tf necessary, connect the
cord of the power supply up to the corresponding serial
port ® ofthe C-MAC* monitor and plug it Hilo the power
supply. The pow« cord can be fixed to the serial port
usng the union nut

The banerty Is charged automatically as soon as the
C-MAC™* monitor is connected to the power supply.

This is indicated by the tighling up of the orange
charging indicator lamp ®

Functions of the C-MAC* monitor
8403zZX

A more detailed d™aiption of the operation and
functions of the monitor 8403 ZX can be found in the
corresponding instruaion marmai supplied with every
monitor (see manual 960760080).

12.4

12.5 Connection to the C-HUB* Il

The C-HUB™* Il (20290320) is a plug & play devee for
processing and transmitting image and control signals
to external devices m medical video endoscopy The
flexible videoscope can be used in combination with the
C HUB* It and an external monitor

To do so. insert the connector of the E-Box ® into the
serial port of the C-HUB™ Il

A more detailed description of the operation and
functions of the C-hAJB* Il can be fourxl in the
corresponding manual (sec manual 962065290)

NHCTPYKUWMA NO SKCNNYATALNN

BugeopuHonapuHrockon CMOS, SSU
Bugeoazodgarockon CMOS. SSU
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12.3 TlogknwoyeHne K MoHutopy C-MAC*
6T BUABO3HAOCION MOXET MCMONb30BATLCS C
MoHuTopom C-MAC* 8403ZX nomnarHum KARL STORZ.
Heobxoanmo cobntogatb MHCTPYKUMIO rio 3knnyatayuu
MOHUTOpa (CM. MHCTPYtoanto 960760080ER).

MoHuTopbl 60nee crtapbix Mogeneit (8402ZX/8401ZX)
necosmectMil.

BctaBbTe coeuHUTENbHbIV WwTekep E-Boxd B 0AHO 13
coeanHUTEeNbHbIX THe34 (D nan @ Ha MoHUTOpe.

Mpu Heo6XoANMOCTU BCTaBbTe Kabenb 610Ka NUTaHNs
B COeAnHUTENbHOE rHe340 ® moHuTopa C-MAC* un
nogkntoumnTe 610K NMTaHNA K INEKTPUYECKO pO3eTKe.
Kab6enb aneKTponuTaHns MOXHO 3aMKCUpoBaTth B coe-
AVHWTENBHOM THe3fe Npu NOMOLLM HAaKUAHOM raiku.
3apsgka akkyMynsitopa NpovicXoAuUT aBToMaTUyecKu,
KaK TO/IbKO MOHUTOp C-MAC* NOAKTCHaBTCHA KCETU.

06 3TOM CUTHaNU3NpyeT CBETALLMIACS OpaHXeBblIii
ceetemavog 2.

12.4 ®yHKUMM MOHUTOpPa C-MAC™*

8403zX

yHKUMN MOHUTOpe 8403 ZX v cBefjleHns no ero
akcnnyatalm nogpo6bHO onmcaHbl B COOTBETCTBYHOLLEN
VHCTPYKLMUW, NpunaraeMoii K MOHUTOPY (CM. MHCTPY |wyio
96076008DER).

YKA3AHWE: B cnyyae yTepu nHcTpyKummn Bol

MOXKETE 3arpy3uTh ee C Halleno cainta

wwiM. kartstorz.com.

12.5 MNogknwoyeHne K C-HUB*H
C-HuB™* Il (20290320) - 31O (MGOTAIOLLUIA THO NPUHLMNY
Plug & Play npu6op gns 06pabotku 1 nepegaiun
CUrHaN0B N306PadKEHNA U yNpaBAeHUsi Ha BHeLUHWe
YCTpPOICTBA B MEAULIMHCKOWN BUAEOSHAOCHONUW. TUOKUIA
BUAEO03H0CS0N MOXET UCNO/b30BaThCs B COUETaHUM C
C-HU8* Il 1 BHELUHM MOHUTOPOM.
[Nna 3TOro BCTaBbTe COEAVMHUTENbHbIN WTeKep E-Box ¢
B coefiHuTenbHoe rHesfgo C-HUB™ |l
®yHKUUKM C-HnB™* Il n caefeHuns no ero aKcnayaraymm
6onee NoApo6HO onuncaHbl B COOTBETCTBYIOLLIE
VNHCTPYKLUMM MO 3Herryatauny (CM. MHCTPYKLMIO
96206 S29DER)
YKA3AHWE: B cnyyae yTepu nHcTpyKuum Bl
MOXKeTe 3arpy3uTb ee C Hallero canTta
www.karf orz.com.

CzhD
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MW C-MAC*
KARL STORZ C-MAC* KA A

e403ZXK««ffi.
(tt«f :960760080 ).

7A«#1N04>10 K«a (6402ZX/8401ZX ) .
EBox)M3AA O ANK«B»AA
PAAADD.

rcMm .4y~"® aaan CMAC*raeasnaasan

12.3

WC-MAC* A AArda«a)s

12.4 C-MAC* 8403zX P}LU
TAANAAS 6403ZX (Tuy
96076006D)

) www.karistotz.com LLITT T,

125 37~C-HuB*lilW W~ $1"4a
C-HUB* Il 51 & B«£ 8 1 (20290320)

N4y, C-HuB*113A"9KAA1B
( E-Box ) 8/34AA%1r o s n C-HuB* Il A

C-Hus* Il A A » «£ 10neffliftBTS (Tu
96206529D)

ib4S
qJ www.Karistorz.com LUTTT.
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12.6 Deflection mechanism

The deflection lever can be used to anglo the distal tip
of the flexible videoscope. To do so. the deflection lever
needs to be moved upwards (tip angled downwards) or
downwards (tip angled upverds) usirtg the thumb

NOTE: The neutiel position of the dist” lip is
straight wMhout any deflection whatsoever

WARNING: The deflection (ever most never be
operMed with force or abruptly to avoid iryuring
die parent ordama”ng the device!

WARNING: Before removing the fexiijle
videoscope from die patient the di*af Ap musi
be putinto the netflraf position, as otherwise
i/yuries Nethe pabers or damage to the
instrument may occur.

WARNING: If~  distal dp can no longer

be properly controlled (sticking etc.) via the
deflection lever, orifthe deflection medianism
develops any oNeer fault, the flexible endoscope
must not be used.

WARNING: ffthe flexebto videoscope
malfunctions during use on the patiem,
discontinue use inmiediateiy’. Place the distai tip
of the flexible videoscope in the neutral position
and remove the flexibte Wdeosci” stowfy and
carefully froin the patient.

CAUTION: The re~ance that can be feit when
dedeedng the distal tip using the deflection lever
increases as the angle of deflection increases.
Actuate the deflecdon gently and carefully,
wkhout any sudden orjerky inoveinents. as far
as the AmA stop
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12.6 MexaHu3Mm ynpaaneHus narm6om

C MOMOLLIO pblyara ynpasneHus n3rnbom MOXHO OTKO-
HAlb AMCTanbHbI KOHeL rmbkoro Bujeoaungoclia. Ans
3TOro pblyar ynpasneHns nsrnbom Heo6xoAMMo nepe-
Mellatb 60bWNM NanbLuem BBepX (KOHeL, OTKNoHsAeTCs
BHU3) UM BHU3 (KOHEL, OTK/IOHAETCA BBEPX).
YKA3AHWE: B HeliTpanbHOM NONOXKEHWUN fnC-
rBAbHbIN KOHEL, MeeT npamonunelinyto popmy,
6e3 Kakoro-nM6o HaknoHa.

NPEAYNPEXAEHWE: Npu BBEAEHUN TMOKOTO
BHOBO3HA0AONB B NauneHTa ANCTanbHbIN KO-
HeL, rmM6Koro BMoeo3Hgoacona AonkeH 6bITb B
HelTpasibHOM NONOXKEHUN.
NPEAYNPEXAEHWE: He npunaraiite K pbl-
yary yt~taeneHus nsrn6om 60NnbLIOro ycuana n
He HabK»«wmaiTa Ha Hero CAMLLKOM Pes3Ko, YTo6bl
He HaHecTn Bpej nauneHTy 1 He NoBpeanTb
npubop!

NMPEAYNPEXAEHWE: Nepep n3sneyeHvem
rmbKoro BUAeoaHgockona u3 tena nauveHTa
npuBeanTe AUCTanbHblli KOHeL, B HeTpaTk HoB
NONOXKEeHNe, NHavye MOXKHO HaHeCTN Bpe/ nauu-
E€HTY NN NOBPEAUTb UHCTPYMEHT.
NMPEAYNPEXAEHWE: Henb3a rpogomkars
non>30BaTbCs rMOKNM BUJA0IHA0AIONOM. eCnn
He yflaeTcqa ynpasnsaTh JUCTaNbHbIM KOHLLOM C
NOMOLLbIO pblyare ynpasneHns n3rnbom (3aknu-
HUBAHWE W I. 1.), UM €CNN BO3HUKAN APYIO
HEUCNPLWHOCTN MeXaHn3ma ynpasneHuns n3-
rméom.

NPEAYNPEXAEHWE: B cnyyaB BO3HUKHOBE-
HUS HapyLueHuii B paboTe rmékoro enaeosH-
foctona BoO BpeMs NPUMEHEHUs Ha nauneHTe,
cnefyeT HeMeANeHHO NPEKPBIUrb NpoLleaypy.
MNpuBegnTe ANCTaNnbHbIN KOHEL, rM6Koro Bu-
[BO3HAOCKOMNA B HeliTpanbHOe NonoXeHue,
MeANEHHO 1 OCTOPOXKHO U3BNEKUTE TMOKUIA BU-
fleoaHjoaaxT U3 Tene naumeHTa.
OCTOPOXHO: C ysennyeHnem yrna HaknoHa
Bo3pacTaeT OLyTMoe CONpPoTUBAEHNE NPU Cru-
6aHUN UCTANBbHOTO KOHLA C MOMOLLbIO pblyara
ynpasneHus n3rmb6om. NMosopaunsaiite pblyar
ynpasneHus nsnt6om nnasHO U OCTOPOXKHO, 6e3
6bICTPbIX NN PE3KUX IBUXKEHW JO OCTAHOBKMN
B ynope.
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12.7 Switching the flexible videoscope

On/Off
Pressing the On/Off button ® on the C-MAC™* monitor
switches on the Oexibic videoscope with the integrated
LED light source. When using the C-HUB™ II. the flexible
vidooscopc switches on automailcaliy once the cnemal
monitor is activated.

WARNING: fAsk of burns end glare.' Never
look direeffy into the light emitted by the flexible
videoscope The LED light emirred through the
flexible v*eoscope may cause glare or high
temperatures, and thereby bums, at the distal
light outlet

WARNING: The integralod LED HgM source
A will warm up during operation of the flaxibla
videoscope. Switch off the flexible videosaspe
before putting k down. anddono”fflicsitintho
VKinity bl the patient (as per /ECW60MJ.
wore; The C-MAC* monitor can be switched on
P of offby pressing the On/Off button”. The flexible
videoscope does not have its own On/Off button.

Pressing and holding the On/CXX button switches off the
monitfv together with the conncood cndosc(XNe. If the
softkey is actuated only briefly duing operation, the
monitor wifl switch to standby mode. This is indicated by
the flashing LED on the monitor.

NOTE: The mage focus is athbl e g automaticatty.
Marwa! adjustment is not necessary.

cgr”™ unctpykyua NO IKCMNIYATALNN

BugeopuHonapuHrockon CMOS, SSU
Bugeoasodarockon CMOS, SSU
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12.7 BK/lOYEeHUEe U BblK/HOYEHUE

rmékoro BuaeosHAgoCcKona
TMbkunii BUAeo3aHA0O0dPN CO BCTPOEHHBIM CBETOANOAHbLIM
WUCTOYHUMKOM CcaeTa BK/IK4YaeTCcAa HaxKaTueM KHOMKU
BK/IOYEHUS/BbIKNIOYEHVss ® Ha MOHuUTOpe C-MAC™.
Mpw ncnonb3osaHun C-HUB™* Il rnbkuii BMAOO3HAOCKOMN
BK/KOYaeTCcsa aBToMatnyeckn npm aktmpauum BHeLIHeEro
MOHUTOPA.

MPEAYNPEXAEHWE: OnacHoCTb nonyveHus
A OXOroB 1 ocnennexnuns/ HUKorga He cMmotpute

NpsIMO Ha Namy4BeMbIii CBET r’MGKOro BUAB-
09H/K>CcoK>Ma. ManyyaBMbIii TM6TM BUAEO-
3HA0CKOMOM CBETOANOAHBIN NOTOK CBEeTa Ha
AncTaJbHOM CBETOBOM BbIXO/IE MOXKET BbI3BaTb
ocnenneHve unm cosgatb BbICOKYIO TeMnepary-
Py 1. TeM camMbIM, IPUBECTN K OXKOraMm.

MNPEAYNPEXAEHWE: Mpwn 3kcnayaragmm
A BCTPOEHHbI/i CBETOANOAHbIN UCTOYHMK CBE TA

HarpeBaeT rM6Kuii BUABO3HAOCKON. MNepef

TeM KaK MoNoXK1Tb TOKUI BUABO3HAOCKONM.

abX/1unTe eron HAKOrAa He Knragute psaom ¢

naumeHTom (cornacHo M3K 60601-1).

YKA3AHWE: Ana BktoueHUs/BbIKNHOYEHWS
©cny>o<m KHOMKa BKMIOUENNs/BbIKIIOUBH/S® Ha
MoHuTOpe C-MAC*. CaM rnb6art BUaeo3HA0CKoN
HE MMEET OIOrMnN BKIKOUYEHNUA U BbIKITHOYEHNS.
Mpu AANTENBHOM HaXKaTUM Ha KHOMKY BKIOYEHNs/
BbIK/NKHOYEHUA BbIKNKOYaeTCAa MOHUTOD, a Takke
NOAKNOYEHHbI K HEMY 3HAO0CKONM. MNPy KOPOTKOM
HadKaTM Ha MHOTO(hYHKLMOHa/IbHYO KHOMKY BO Bpems
aKcnayaraymm MOHUTOP NEepexoanuT B PEXXUM OXNaaHusA.
Ha ato YyKa3blBaeT MuraHme ceetogmoa Ha MoHuTope.
YKA3AHWE: PerynupoBka pe3kocTtu
¢ N306paKeHNs MPOUCXOAUT aBTOMATNHECKN.
PyyHas dokycmpoBka He TpebyeTcs.

2. Co. KG, Dr.-Karl-Storr Strafle 34, 78532 Tuttlingen, Geirnany. Phone +49 7461 708 O, Fax; *49 7461 708-105, E-Mail; info("'k»Istori.com
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12.8 Connection to the TELE PACK-**

12.8.1 Switching on
To switch on the device, press the ON/OFF key on the
front of the device ar>d hold down for approx. 2 s,

12.8.2 Connecting the camera head/
light cable/videoscopes

Insert the camera connector into the cotrespt)nding

socket, Insert the light cable into the designated

connection.

)

MOTE; Please note Ihal 2 cameras can bo
connected to Mie dovree at the same time;
however, only one camera am be displayed
Ityou have connected 2 cameras, you can .setoci
the relevatn image with die Swap Cameras'
button in the menu

bIOTE: The used original KARL STORZ bght
cables only is recommended Light cables from
other manufacturers may not be optimally adjusted
lot kght transmission

)

12.8.3 White balance
NOTE: Perform a while balance before every use.

The white balance can be performed drectiy after
connecting the camera head with the TELE PACK +
by pressing the White balance button in the menu.

C § 1) UHCTPYKLWSA MO SKCMNYATALUN

BugeopuHonapuurockon CMOS, SSU

Bupeoasogarockon CMOS, SSU
04HOpPa30BbIiA-
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12.8

12.8.1 BkntoyeHne

Ana BKNOYeHWst Npubopa HAKMUTE KHOMKY BKIKOYEHUS
Ha nepegHel naHenn npuéopa uygep>xxunsaite ee
Ha>kaToli B TeyeHune oK. 2 C.

MNogkntoyeHne KTELE PACK +

12.8.2 MoagkntoyeHne BNLeoronosku/
cBeTtoBoja /BNLE0O3HAOCKONOB
BcreBbTe LUTEKEP BUAEOKaMepbl B COOTBETCTBYIOLLEE
rHe3fo. BctaBbTe CBETOBO/, B COOTBETCTBYIOLLMIA
pasbem.
CD YKA3AHWE: YuuTbiBaliTe nepeyeHb
COBMECTMOro 06¢yj0B3uns (cM. rnasy 71
YKASAHUWE: MoMWTB. Y0 K NPU60PY MOXKHO
CyLHOBPBMEHWO MOAK/OUUTL 2 BUAEOKamepbl.
€LLHaKO N306pakeHne BbIBOAUTCA TONbIO C OAHOM
13 HUX. Npy NoAKNOYEeHUN 2 BujeoKamep MOXKHO
BbI6MpaTh COOTBETCIBYHOLLEE N306paKeHe B
MEHIO NOCPe/iCTBOM KHOMKM «Sw i Cameras»
(cmMeHuUTb Kamepy}.
YKA3MMUE: PekomeHgyeTcsa ncnonb3oBatb
TONBLKO OpuUrnHanbHble ceetosofbl KARL STORZ.
CBeToBOAbI APYTNX N3roToBUTENEN HE
obecneumBaloT oNTMManbHyto nepejady ceera.

rT\
/TN

12.8.3 6anaHc 6enoro

YKA3AHWE; Mepef KaxgbiM NpUMeHeHNeM
q) npoBaanTe HacTpoiiKy 6anaHca 6enoro.
HacTtpoiiky 6anaHca 6e10ro MOXXHO BbINOAHUTH
HenocpeacTBEHHO NOCNe COefMHEHUs1 enieoronoBKu
¢ npuéopom TELE PACKUY B MeHI0, HaXKaB KHOMKY
[BanaHc 6enoro}.

12.8.4 TlMopknoyeHne MuUKpodoHa
MogkntounTe MUKPOGOH Yepe3 BXOAHOE THe3/0 AnA
MUKPOCOHa.

YKA3AHWE: BO3KiOXXHO 0(htoBpEMEHHOE
q) nejKNlOYeHe MUKPOGoHa NS CTPO6OCKONUN U
06bIYHOT0 MUKPOCOHA.

Co. KG, Dr.-Karl-Storz-Strafle 34, 7B532 Tuttlingen. Gemnany, Phone +49 7461 708-0, Fax: +49 7461 708-105, E-Msii: intotfPkarlstorz com
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13 Reprocessing compatible devices
In order to reprocess competibic devices, please observe
the following insbuctions for use below;

« C-MAC* Monitor 8403ZX. IFU 96076008D

= C41UB™* II: IFU 962065290

= E-Box TP012: IFU 96266006D

= TELE PACK ¢ TP101: IFU 962860070

14 Operation and storage conditions
Store in the original packaging FVotect against rrxMsture
and direct and indirect sunlight or arty other fornn of UV
radiation

CAUTKM: Do notplace any ob/ects on the
product or the packaging.

L
CAUTION: Do not store in the proximity
I I I of chemicals, disinfectants or radioactive
emissions.
NOTE: The shelflife and storage period can be
@ foundon the label
15 Disposal

Dispose of the product accordir>g to instructions after
use. Niitlonal laws arxl regulations must be observed

16 Complaint shipments

In the interests of our employees' heaHh. only sterilized
or disinloctod products are accepted as return
shipments. These should be marked as such, otherviflse
no further processing may be performed

17 Standard compliance

Provides BF protection when used with KARL STORZ
E Box TP012 and the C-MAC* Monitor 8403ZX with
BF symbol on the connector.

18 Directive compliance

This medical device bears a CE mark in accordance with
the Medical Devices Direclive (MOD) 93/42/EEC

A code number aftor the CE mark Indicates the
responsible notified body.

°.Co, KG, Dr -Karl-Storz-Slrafle 34, 78532 Tultlingen, Germany.

(gy) VHCTPKU/Fno SKOVYATALYM

BugeopuHonapuHrockon CMOS. SSU
Bupeoasodgarockon CMOS, SSU
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13 O6paboTka COBMECTUMbIX
npnéopos

Ana nposegeHns 06paboTKM 0OEMEeCTUMbIX NPpU6opoB
CO6NrofakTe cnefytoLne VHCTPYKLMM MO 3KCITyaTauum:
= MoHuTtop C-MAC* 6403ZX: 96076008(KP:

= C-HuB* Il: 96206529DER

= E-BoxTP012:962B60060EP,

= TELE PACK* TP101:962860070EP.

14 Ycnosuna akcnayarayuu

n XpaHeHuns
XpaHuTb B {*"rnHanbHOl ynakoske. He fonyckartb BO3-
felicTBMS Bnarun, NpsMbIX NN HENPAMbIX COMHEUTbIX
rryei, a Tatoke pyroto ynbTpatroneToBoro U3nyyeHus.

OCTOPOXXHO: He ctaBbTe HUKakve npegmeTbl
He U3JeNne nnn He yrnaxkoBky

OCT<”OXHO: He KpeHuTe psgom cxumuye
CKHMW. Ae3NHMULUPYIOLWMMIN CPeAcTBaMun unmn
MCrOYMMKaMT PaavioakTUBHOTO U3MyYeHUN

YKA3MHE: CsefieHns o cpoke XpaHeHus u
¢ cpora rofiHoCTu ykasaHbl Ha 3TVIKETKe.

15 YtTunnusauunsa

Mocne ucnonb3oBaHns nsgenve newtemnr ytunnsaumm
B COOTBETCTBUM C NpefnucaHnamn. Cnegyet cobntogatb
feicTByloLLMe B CTPaHE r0Nb30BaTBNS 3aKOHbI U
npegnucaHus.

16 Bo3Bpat nsgenua B

cnyyae peknamal™u

B MHTepecax obecneyeHns 340POBbSA HaLUMX COTPYA-
HUWKOB BO3BpallaemMble n3gennsa npuHMMaroTca To/bKO,
€CNn OHU BbINN NPOCTEPUAN30BaHbl U NPoAe3annuLmn
poBaHbl. TakXXe n3genus LO/MKHbl UMeTb NMOMETKY, Noj-
rBepxLyatoLLyto 3T0. B NPOTUBHOM c/ly4vyae AanbHenwnii
npouecc 06 ("0TKUN peknamauun HEBO3MOXKEH.

17 CooTBeTCTBUE CTaHJapTam
Ob6ecneyvBaeT 3aluTy OT MOPBXKEHNS INEKTPUHECKUM
TOKOM Tune BF npu ncrkwbaossHumu ¢ E-Box TP012
KARL STOR2 1 moHutopom C-MAC* 8403ZX npu
Ha/Muum Ha pasbeme cumsona BF.

18 CooTBeTCTBUE AUPEKTUBAM
CoTacHo [IupekTtrBe 0 MeAULMUHCKUX U3LeNnsax

(MOD) 93/42/1e 3C. fjaHHOMY MeAULUHCKOMY N3Lenvio
npucBoeH 3Hak CE. Ecnu 3a 3Hakom CE cnepyet
HOMeEp, TO OH YKa3bIBaeT Ha YNONHOMOYEHHbI opraH no
CBPTX})MKaumn.

Ptr>e: *49 7461 708-0, Fax: «49 7461 708-105, E-Mail: Infoftfkarlstwz.com
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13

= C-MAC* KXX A1 6403ZX : 960760080
C-HUB* 1 «l :96206529D

- ( E-Box ) TPO12 962860060
TELE PACK ¢ TP101 : 962860070

14

natTa.

15

16

17

BF KARL STORZ MilithSa ( E-Box )

TP012 C-MAC* LUAA 8403zX BF

18

AEf7rai9«SrrBM HI-ft ( MOO ) 93/42/EWG . ttK
L, CE 1>FK. » CE «FTRjgM IfRn .
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19 Symbol description
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BugeopuHonapuHrockon CMOS, SSU
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19 MosAscHeHNe CMMBONOB
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3HaveHune

M3rotoButens

[aTta nsrotoBneHuns

Wcnonb3osartb 0

Kog naptuu

Homep rto katanory

CTepuinsaums OKCUAOM ITUNEHA

He ctepnnnsoBarb NOBTOPHO

3anpeTtuB MOBTOPHOE
npumeHeHvie

He ucnonb3osarb npu
NOBPEHLLEHNN YNaKOBKN

He gonyckatb BO3geiicTeust
CO/HEYHOrO cBeTa

Bepetls oT Bnarn

O6patntecb KMHCTPYKLMM MO
IX3/IMEHEHNIO

B cxx3TBETOTBUM C (heaepanbHbIM
3akoHogatenbctsom CLUA
(cornacHo 21 CFR 801.109)
n3genve paspeLueHo rpogaBatb
TONbKO Bpayam (Mp1etoLwmm
JMLEH3MI0) UK Mo peLenTty
Bpava.
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Instruction for Use for the Medical Device

Videorhynolaryngoscope CMOS, SSU single use

WHCTPYKUMS NO NPYMEHEHMIO MEAVNLMHCKOTO U3AeNns

BugeoopuHonapuHrockon CMOS, SSU ogHopa3oBblii
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78532 TytnuureH/repmakun
tOpuamnyeckmii agpec TyTIHIEH

ToproBblii peectp
LUtyTrapt HRA 450442
N rwarensiuka HAC DE 142931059

Per. >8 no upektnee EC 06 otTEoan
ANEKTPUIECKOTO U 3NIEKTPOHHOTO
o6opyaomHHs DE 74465858

MonHbI ToBapWLL,

KAP/ LLUTOPL, ®epaanbtyHrc CE (KARL
STORZ Verwaltungt SE)
[Op.-Kapg-LLtopu;LLirpacce 34

78532 Tytavmren/lepyiavHa
tOpuaryeckuii agpec. TyTIMHreH

Toprosbiii peectp LLTyTrapt HRB 762524
VcnosiHLLenbHble ayperropa

MHOroKparHbIii No4OrHbI AOKTOp Cnémn
LLiTopuy (Sybil StofzX Kapn-KpuctHan-LLiTopLy
(Karl-CMftiBn-SNe)

Mpepcenarens HabnoaaTen-HOro coeta:

MHOroKpaTHbIiA NOYETHBIN AOKTOP Crbmn
LLitopu, (Sybil Ston)



UZ 1398/2021

Actpia Xapaur-llirexep (Astrid Harant-Strecker) * Ten. +4974619659700 * Gaxc +4974619659720

HoTapuanbnoe 3aBepoenne

HacrosummM yaocToBepseTca NOANKCH, NOCTARACHRAN B MOCM NPHCYTCTBHH
T-nom Kapwnon Ixanernm (Karim Djamshidi),

Aara poxaenus 20.04.1985,

¢ aapecoM oCHOBHOTO MecTa paboter: 78532 Tyrmanren, Jip.-Kapn-lllropu-llltpacce 34,
- HIBCCTHBIM MHC JIHYHO -

Tyrmauresn, 08.06.2021

Mommcs/
Horapayc Actpun Xapant-1litexep (Astrid Harant-Strecker)

/Mleaars: Horapryc Actpua Xapant-Ilirekep (Astrid Harant-Strecker) Horapuyc B Tyaaurene/
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MepeBof AaHAOro TEKCTa BbIMO/HEH NEPeBOAUYMKOM MaxTyHOBbIM AneKceeM BnaavMnpoBuyem.

Poccuiickas ®epepayms
"opoa MockBa
OpmnHHaauaToro aBrycra fBe TbiCA4M ABajLaTb Nepsoro roga

1, Bepemuii FOnmsa MropesHa, BpeMeHHO UCNONMHAOWas 0653aHHOCTU HOTapuyca Kopci
Mapuun AnekcaHApoBHbI, CBUAETENLCTBYHO MOAIMHHOCTL NOANMCY NepeBOAYMKa

Bragvmmnposmya. s 0w O %=
Moanwuce chenaHa B MOEM MPUCYTCTBUN. .

JInyHoCTb NoANMCcaBLLEro JOKYMEHT YCTaHOB/IEHA.

3apermcTpupoBaHo B peecTpeMi77/2139-H/77-2021-

YnnayeHo 3a coBepw 8/ #$ 51 M0 1b|ro pevicteums: 400 py6. 00 kor. o v,v-N‘-’. 1.
FO.. Bepem!

Bcero npoluHypoBaHo, NPOHYMepoBaHo
1 CKpeneHo nevatblo 17 nuct(a)(oB)

BPWMO HoTtapuyca
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KARL STORZ- ENDOSKOPE

INLK)S(;0l»1 S U>m MmICINr AND TECHNICAL SCIENCE
INsmilMI NTS fOR oTo RHINO LARYNGOLOGY

00,

LI

YTBepxaeHo/approved bv

KAf<L 9rOM2 SE 4 Co- KG < PO Box 230 = 78S03 Tuttlingen/Germany

Karl Storz SE & Co0.KG, Oertany(«Kapn WTopy CE n Ko.KIM», MepmaHus)

McnonHnTeNnbHbI AUPEKTOP
Nno HOpPMaTUBHO-MPaBOBOMY perynmposaHuto /
Executive Director Global Regulatory Compliance

/ pomkHocT B/pos LLom)

n.B. Kapum Dxamwmngmn / i. Y. Karim Diamshidi
(rwsa/naTe)

/ (noanuck/signature)

AN2021

«aeHb» mecay, (uidpamm) / «day» month (numerals)

*,0\
L * \7s
% Germany
Addendum to Instruction for Use
for the Medical Device
Videorhynolaryngoscope CMOS, SSU single use
[0MofHeHNe K UHCTPYKLUUM MO NPUMEHEHNIO
MeNLIMHCKOro n3aenns
BuageopunHonapmHrockon CMOS, SSU ogHopa3oBbIn
Offic* AMrm»: Bank Accounts: Umitaci Partnerahip: Unlimited Panner
KARL STORZ Se 4 Co. KQ- Vokabank Schwaizwald-Donau-Nackar aG Kreissparkasse Tunhngan KARL STORZ SE 4 Co. KQ K>Nd. STORZ Verwaitungs SE
Dr.-Kari-Storz-StraB* 34 SWIFT: QENO OeSITUT SWIFT: SOLA DES 1TUT Dr.-Kari-Ston-StraBe 34 Dr.-Kari-Storz-StraOe 34
78532 TURKngwVQwmany mBAN: OE07 6439 0130 0000 7720 03 IBAN: DE79 643500700000 0013 22 78532 Tuttkngan/Gefmany 78532 Tuttimgen/Oermany
Phone: +48 (0)7441 7084) Conanerzbank AQ Tuttlingan Deutsche Bank AQ Tuniingen Place o> Bueneas: Tuttbh|}en Place bl Businaea: Tuttingen
Fax;  +40 <0)7461 708-105 SWIFT; COBA OE FF 643 SWIFT: DEUT DESS653 Comneroal Register Commercial Regnter Stuttgart HRB 762524
E-Mo4: Mo9Mna(orz.cont IBAN; DE69 6438 0011 0271 3305 00 IBAN: DED9 6537007S 0211 6390 00 Stuttgart HRA 450442 Managing Oirectora;
VAT40-NO. 06 142931059 Or. h. c¢. mult. Sybil) Storz. Karl-Chnstian Storz
& 000 UMPMI (&7 INFO@CIRMIRU @ WWW.GOSZDRAVNADZOR RU e ttss caiaror e Sumenoon soor

* Formerly trading as KARL STORZ QmtsH 4 Co. KQ Dr. h, c- mult. Sybill Storz



Urkundenrolle UR 2625 /2021 UZ 3239/2021
Astrid Harant-Strecker *Tei. +4974619659700 * Fax +4974619659720

Notarielle Beglaubigung

Vorstehende, vor mir volizogene Unterschrift von

It

Herr Karim Djamshidi,

geboren am 20.04.1985,
geschaftsansassig in 78532 Tuttlingen, Dr.-Karl-Storz-Stralie 34,

- personlich bekannt -

beglaubige ich hiermit offentlich.

Tuttlingen, den 15.12.2021

arafrbStrecker \
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NHopmaumio, NpeAcTaBNeHHYH0 B JaHHOM [LOMOMHEHUN K MHCTPYKLMM NO 3KCnayaTauun, cCHMTaTb NPUOPUTETHON Ha TeppuTopun POCCUIACKOIA
defepaumnu

The information presented in this appendix to the operating instructions should he consideredpriority on the territory o fthe Russian Federation

HaHmeHOBaHBe MeIBLUHBCKOI0O B3/e/1BS1

BugeopuHonapuHrockon CMOS, SSU ogHOpa30BbIil, B cOCcTaBe:

1 BuaeopuHonapuHrockon CMOS, SSU oaHopa3oBblIid - 1 wT./yn.
(REF 091330-01) nnu 6 wr./yn. (REF 091330-06);
2. VIHCTpyKUMS MO NPUMEHEHUIO.

MepeycBb apTAKYNI0B U3LENNI

Homep m3genus no kKatanory (REF) 3aBMCMT OT KONMWYECTBa W3Jenvin B
noTpebuTeNnbCKoM ynakoBke. CylecTByeT 2 BapuaHTa MOCTaBKW W3AENWiA.
Ecnu ynakoBKa COAepXUT TOMIbKO OfHO M3fenune, TO B TaKOM Clyyae HoMmep
nsgenus no Katanory 6yget 091330-01. Ecnu xe noTpeduTesibCkas ynakoBka
coaepXuT wectb magennii 091330-01, kaxaoe U3 KOTOPbIX YMakoBaHO B
VHOMBUAYAbHYIO YMaKOBKY, TO B TaKOM C/lydae Ha MOTPeOUTEebCKOM
ynakoBke 6yfeT ykaszaH Homep 091330-06. Ho Ha Kaaol MHAMBUAYaNbHO

HawnmeBoBaHHe REF
BugeopuHonapuHrockon CMOS, SSU oaHopa3oBblii 091330-06
- 6 wr./yn.

Bl/llp,eOpVIHOJ'IapI/IHFOCKOI'I CMOS, SSU ofHopasoBblii 091330-01
- WwT./vn.

HasBaueBBe MeABLIBBCKOIr0 B3€NBS
BugeopuHonapuHrockon CMOS, SSU npefHa3HayeH 414 3HLO0CKOMMYECKOro
0TOOpaXKeHMA 1 Nepeaayn N306pakeHns Ans 3HAOCKOMNMYECKOM AnarHOCTUKN
MonocTen Tena WM MOMbIX OpraHoB nNpu neyeHun J1OP-3a6oneBaHuiA.
MpegHa3HayeH ANS BPEMEHHOro MPUMEHEHMUS MPU XUPYPrUUYECKUX U UHBIX
MHBA3MBHbIX BMELLATeNbCTBAX UYepe3 eCTeCTBEHHble  (PM3MONOTrNYecKue
OTBEPCTUS.
lNMokasaHuA

Vcnonb3oBaHMe BUAEOPUHONAPUHIOCKOMA MOKa3aHO, eCIM C TOYKN 3PeHUs
Nleyaulero Bpaya MoKasaHa [MarHoCTUKa WM JiedeHue CTPYKTYp HOca,
NPUAATOYHbIX Nasyx HOca, HOCOrNIOTKA W TFOpTaHW C MOMOLbH0 TMOKOro
3HfocKoMa.

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

Name of the medical device
Video Rhynolaryngoscope CMOS, SSU consists of:

1. Video Rhynolaryngoscope CMQOS, SSU - 1pc./pack (REF 091330-
01) or 6 pcs./pack. (REF 091330-06);

2. Instruction Manual.
REF list
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 091330-01. If the sales package contains six items
091330-01, which are packed in individual packages, then the number 091330-
06 will be indicated on the sales package. But each individual product
packaging will have the number 091330-01.

Name REF
Video Rhynolaryngoscope CMOS, SSU - 6 pcs./pack.: 091330-06
Video Rhynolaryngoscope CMOS, SSU - 1 pc./pack 091330-01

Purpose of the medical device

Video Rhynolaryngoscope CMOS, SSU is designed for receiving and
transmitting endoscopic images during diagnostic examination of body cavities
and hollow organs, when they are temporarily used during invasive procedures
or through natural orifices.

Indications

The use of a Video Rhynolaryngoscope is indicated if, from the point of view
of the attending physician, the diagnosis or treatment of the structures of the
nose, paranasal sinuses, nasopharynx and larynx using a flexible endoscope is
indicated.



MpoTuBONOKasaHmnA

MpUMeHeHNe 3HAOCKOMOB U WHCTPYMEHTOB A/11 XVMPYPruM OKOIOHOCOBbIX
nasyx W Co3daHWs TpaHCHa3albHOro A0CTyna ANs XUMPYPruM OCHOBaHWS
yepena Hapy>HbIM [OCTYNOM NPOTWUBOMOKA3aHO, €C/IN MO OLEHKE Nevallero
Bpaya OMepauLyOHHbIA MeToA NPOTMBOMOKAa3aH WAM €cnn BBMAY O6LLEro
COCTOSHMS MauueHTa Yy Hero OTCYTCTBYET CMOCOOHOCTb K MEepPEeHeCeHUto
3HA0CKOMUYECKOI OnepaLymn Nan HapKosa.

WNHCTpYMeHTbI ANA MONOCTHOM XWMPYPruM WU CO3AaHWSt TpaHCHa3abHOMo
noaxoAa Ans BHELLHel XMPYPrm OCHOBaHMSA Yepena Henb3s UCMo/b30BaTh A
npouesyp B HenocpeAcTBEHHOM KoHTakTe ¢ LIHC (ueHTpanbHOM HepBHOM
CUCTEMOIA) 1 LLeHTPaNIbHOW CepAeYHO-COCYANCTON CUCTEMOA.

Kpome Toro, MMerT MecTo CefytoLme NpOTNBONOKa3aHs:

- CK/IOHHOCTb K KPOBOTEYEHMIO W HapyLLeHWe CBEPTbIBAEMOCTU KPOBU,
KOTOpble 0Ka3blBatOTCA HEOOPATUMbIMUA W HEU3NEUNMBIMM.

B03MOXHble 0CNOXHEHUS H NO60YHbIE 3DPEKTbI NPV NpuMeHeHn MU
MN3BecTHble ~ NOOOYHblE  3(EeKTbl WM HeXenaTeslbHble  ABEHUS,
HEMOCPEeACTBEHHO CBfi3aHHble C WCMOMb30BaHMEM CaMUX  3HAOCKOMOB,
OTCYTCTBYHOT. ECTb TONbKO OCTaTOYHbIE PUCKK, NPUCYLLME METOLY, KOTOpbIe
HEBO3MOXHO YCTpaHWTb. [Mo/b3a MpeBbILLAET OCTATOYHbIE PUCKWU. Pucku,
CBA3aHHbIE C  MPUMEHEHWEM  MEAMUMHCKAX — U34eNMiA U Mepbl
MPefoCTOPOXHOCTN, HeobXoauMble AN UX MUHUMMU3ALMKW, OMNUCaHbl B
WHCTpYKUMM NO npuMeHeHUO B pasgene 9 «YKasaHUA M0 TeXHUKe
6e30MacHOCTU».

CBefeHMs 0 NPOU3BOAMTENE MEAULIMHCKOIO NU34enums
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Contraindications

The use of endoscopes and instruments for surgery ofthe paranasal sinuses and
the creation of a transnasal access for surgery of the base of the skull with an
external approach is contraindicated if, according to the attending physician,
the surgical method is contraindicated or if, due to the general condition ofthe
patient, he does not have the ability to undergo endoscopic surgery or
anesthesia.

Instruments for abdominal surgery and the creation of a transnasa! approach for
external surgery ofthe skull base cannot be used for procedures in direct contact
with the CNS (central nervous system) and the central cardiovascular system.
In addition, there are the following contraindications:

- Bleeding tendency and bleeding disorders, which are irreversible and
incurable.

Possible complications and side effects

There are no known side effects or adverse events directly associated with the
use of the endoscopes themselves. There are only residual risks inherent in the
method that cannot be eliminated. The benefits outweigh the residual risks. The
risks associated with the use of medical devices and the precautions necessary
to minimize them are described in the Instruction Manual in section 9 "Safety
instructions”.

Information about manufacturer of the medical device



PA3PABOTUUK:

Karl Storz SE & C0.KG, Germany («Kapn LLUTopy CE 1 Ko. KI'», MepmaHus)
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany

TenedoH: +49 7461 708*0

dakc:+49 7461 708-105

E-mail: info@k,arlstorz.com

NMPON3BOANTESb:

Karl Storz SE & Co0.KG, Germany («Kapn LLUTopy CE 1 Ko. KI'», M'epmaHus)
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany

TenedoH: +49 7461 708-0

dakc: +49 7461 708-105

E-mail: info@karlstorz.com

YMOJIHOMOYEHHbIV NPEACTABUTE/b NMPOVN3BOANTENSA:
000 «KLUT3 BOCTOK»

115114, MockBa, [epbeHeBckasi HabepexHas, 7, cTp. 4

TeneoH: 8 (495) 983-02-40

E-mail: info@karlstorz.com

MECTO NMPOM3BOACTBA:
«Karl Storz SE & Co0.KG», Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen,
Germany.

YcnoBust OpHMeHenBs

MeguumMHCKOe W3fenve npefHasHayeHo ANs WCMOoNb30BaHWSA B neyebHo-
MPOPUNAKTUYECKNX YUPEXKAEHMAX.

MoTeBLBaNbBbLIN NOTPEOBTENb

Mmbkune BuaeosHaockonbl KARL STORZ paspeluaeTcs UCnob30BaTb TOMbKO
NALAaM, KOTOpPblE UMEKOT COOTBETCTBYIOLLYIO Me. KBUIM(UKALMIO U BNagetoT
TEXHUKOI NpoBesieHNs MMOKOiA NapyuHrOCKOMuu.

MoBynauBA oauBeBTOB

B3pocnble naumMeHTbl MyXCKOro W >KeHCKOro rnona, a TakXe 4eTu 1 NMOoAPOCTKM.
OrpaHuyeHunii 419 NPUMEHEHNS Yy ONpesieNeHHON KaTeropynmn nauyeHTos (non,
BO3PacT, BEC M T. [l.) He CYLLeCTBYeT.

OCHOBHble TEXHNYECKMNE H (YHKLNOHA/TbHbIE XapaKTEePHCTUKN
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DEVELOPER:

Karl Storz SE & Co0.KG, Germany
Dr.-Kari-Storz-StraBe 34, 78532 Tuttlingen, Germany
Phone: +49 7461 708-0

Fax: +49 7461 708-105

E-mail: info@karlstorz.com

MANUFACTURER:

Karl Storz SE & Co0.KG, Germany
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
Phone:+49 7461 708-0

Fax:+49 7461 708-105

E-mail: info®,karlstorz.com

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER:
LLC "KLUT3 BOCTOK"

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

Phone: 8 (495) 983-02-40

Email: info@karlstorz.com

MANUFACTURING SITE:
«Karl Storz SE & Co.KG», Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen,
Germany.

Usafe conditions
The medical device is intended for use in medical institutions.

Potential consumer

KARL STORZ flexible videoscopes may only be used by persons with an
appropriate medical qualification and who are acquainted with the flexible
laryngoscopy technique.

Patient population

Men and women as well as children and adolescents. Use is not limited to a
certain patient profile (sex, age, weight, etc.).

Main technical and functional characteristics



MapameTp Data 3HaueHune/Value

O6was annHa (A), Mm Total length (A), mm 498 £+ 50
Pabouasn gnnHa (B), Mm Working length (B), mm 300+14/-0
BrewHuii gnametp (C), Mm Outer diameter (C), mm 3.5 +0.2/-0,3
HanpaBneHue HabnoaeHus, ° Direction of view, ° 0+ 15

Yron o63opa

N Angle of view (horizontal), ° 90+ 10
(ropu3oHTanbHbIN), ®
Mone 3peHus, ° Field of view, ° 110+ 10
Yron nsrnba ssepx, ° Deflection up, ® >140
Yron usrnéa BHu3, ° Deflection down, ° >140
Pabouwnin KaHan Working channel OTCYTCTBver/No
Twun ceHCOpOB Sensor type CMOS
PaspeLueHwue, nuke Resolution, px 400x400
Macca nsgenus, r Device weight, g 85+ 5%

MeanuMHCKMe M3aenus u nsgenus, He aenawwmecs megnumHckumm, Ho  Medical Devices and Non-Medical Devices, to Be Used In Combination
npesycMOTpPeHHbIe A8 WUCMONb30BaHUA B KOMOMHauMun C 3adBneHHbIM  with Medical Device Submitted for Registration
MEAULMHCKUM U3geNinem

HanmeHoBaHune PY Name RC
Apantep E-Box TP012 B npouecce peructpavuu Adapter E-Box TP012 In the process of registration
Buageokamepa 3HA0CKOMMYecKas Endoscopic video camera C- FSZ 2012/12443 from
C-HUB Il ®C3 2012/12443 ot 19.12.2017 HUB Il 10.12.2017

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



MoHuTOp 3HA0CKONUYecKuii C-
MAC

KomnakTHas cuctema ans
aHpgockonun TELE PACK+

P3H 2019/9503 o1 31.12.2019

P3H 2021/16021 ot 13.12.2021

Bnok ynpaeneHus
Bugeokamepoin TELECAM C3 P3H 2021/15728 o1 25.11.2021
TC100RU

CBefieHNs 0 J/1eKapCTBEHHbIX CpeAcTBax BXOAAWMX B COCTaB

MeANUVNHCKOro n3genus
He npumeHumMo

CBefileHMA 0 MaTepurasiax XXUBOTHOI 0/4eI0BESIECKOI0 MPOUCXOXKAEHUSA
He npvmeHnmo

YcnoBus aKCHAyaTaUHH MeAULVHCKOI0 U3genns

+10°C ... +40 °C
15 ... 80%
700... 1080 rMa

Temnepatypa
OTHOCKTeNbHAasA BNaXXHOCTb BO3AyXa
JaBneHve Bo3gyxa

Pabouas YacTb M3AeNus NpefHasHaueHa NS UCNO/b30BaHWs BO BHYTPEHHEN
Cpefie opraHu3ma.

YCNnoBus TPAHCMOPTUPOBKN N XpaHeHUST MeAMLMHCKOTO N3aenunst

+10°C ... 440 °C
15 ... 80%
700... 1080 rMa

Temnepatypa
OTHOoCcUTENbHAA BNaXXHOCTbL BO3AyXa
[asneHune Bo3ayxa

CocTaB ynakoBKu
BHaeopHHonapHHrockon CMOS, SSU ofHOpa3oBbIii, B cOCTaBe:

1 BupgeopuHonapuHrockon CMOS, SSU oaHopa3oBbIii, 6 wT./yn.
2. WHCTpyKLMA N0 NPUMEHEHWIO.

PaclwungpoBka CMMBOMIOB, MPUMEHSEMbIX  MpU  MapKMpoBaHWUU
MeAVLMHCKOr0 U3aenns
Cumson OnpegeneHne
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Endoscopic monitor C-MAC RZN 2019/9503 from

31.12.2019
Compact endoscopy system RZN 2021/16021 from
TELE PACK+ 13.12.2021
Video camera control unit RZN 2021/15728 from
TELECAM C3TC100RU 25.11.2021

Information about the medicines included in the medical device

Not applicable

Information about materials of animal/human origin
Not applicable

Operating conditions of the medical device

+10°C ... +40°C
15 ... 80%
700 ... 1080 hPa

Temperature
Relative humidity
Air pressure

The working part of the medical device Is used in the Internal environment of
the body.
Storage and transportation conditions

+10°C ... +40 °C
15 ... 80%
700 ... 1080 hPa

Temperature
Relative humidity
Air pressure

Package contents
Video Rhynolaryngoscope CMOS, SSU consists of:

1 Video Rhynolaryngoscope CMOS, SSU, 6 pcs./pack.
2. Instruction Manual.
Explanation of symbols used in labelling the medical device

Symbol Definition



M3rotoBuTtenb

Jara nsrotoeneHms

Vicnonb3osathb 40

LOT Kog naptum

REF Homep no karanory

QTY KonnuecTso n3aenuii B ynakoBke

STERILEIEQ! CTepunmnsaums oKCUAOM 3TUNeHa

He cTepunnsosaTb NOBTOPHO

3anpeT Ha NOBTOPHOE NMpUMEHeHNe

o)
He ncnonb3oBaTh Npy NOBPEXAEHUN YNaKOBKM
CMMBON Ba/MAMPOBAHHOIO CTEPULHOTO Gapbepa
CUMBO/ Ba/MAMPOBAHHOIO CTEPU/ILHOTO 6apbepa U
O 3aLLMTHOrO Ccnos
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1J

LOT]
REF

QTY
ISTERILE ECI

O

Manufacturer

Date of manufacture

Use-by date

Batch code

Catalogue number

Number of products in the product packaging

Sterilized using ethylene oxide

Do not resterilize

Do not reuse

Do not use if packaging is damaged

Validated sterile barrier symbol

Validated sterile barrier and protective layer symbol



He nonyckaTb BO3AeNCTBMS CONHEYHOrO CBeTa

bepeub OT Bnaru

T
]

iRxOnIvl B cooTtBeTCTBUM C (hegepanbHbIM 3aKOHOAATEIbCTBOM
y CLUA (cornacHo 21 CFR 801.109) nsgenve paspeLleHo
NpoAasaTb TO/IbKO Bpayam (MMEOLLMM NULEH3NIO) UK
Mo peLenTy Bpaya.

C€ 0123 3HaK cooTBeTCTBUS AMpeKTMBE EC

CpoK rogHocTs

Cpok rogHocTtu coctasnset 1,5 roga

MopsAoK OCYLLECTB/IEHUA YTUAN3ALUUN N YHUHUTOXEHUSA MeANLWNHCKOro
n3nenns

Mpn yTunmsaumm ocobble Mepbl He TpebytoTcs.
BHYTPUrOCYAapCTBEHHbIE NMPeLNNCaHNs/ 3aKOHbI.

Mpu yTransaummn n3gennii Ha Tepputopun Poccuiickoin depepaummn cnegyet
PYKOBOACTBOBATLCA HOpMamu, W3NOXKeHHbIM B CaHlnH  2.1.3684-21.
Hewncnonb30BaHHbIE 3HAOCKOMbI UM NPUHAAIEXHOCTH, a TaKXe YMNnakoBOYHbIe
maTepuasibl CrefyeT YTUIN3MPOBaTh KakK 3nugeMUoniornyeckm 6esonacHble
oTXofbl Knacca A. Vcnonb3oBaHHble 3HAOCKOMNbI M NPUHaANEXHOCTH
crieflyeT yTUAnM3nMpoBaTh Kak arnunaemMuonornyecku onacHble oTxoAabl Knacca b.
MepeueHb HaLMOHa/IbHbIX n MEeXIYHapOAHbIX HOPMAaTUBHbIX
[OKYMEHTOB/CTaHAPTOB, KOTOPbIM COOTBETCTBYET MeAULIMHCKOE U3fenme

O6paTUTECh K MHCTPYKLMM
Mo NPUMEHEHMNIO

CnepyeT cobnogatb

O603BayveBHe HaBmeBOBaBBe

EN 1041 W3genua meguuuHckme. ViHgopmauwms,
npefocTas/semas U3roToBUTENEM

ISO 13485 3genusa meguumHekune. CUCTEMbl MEHEIPKMEHTA

KauecTBa. TpeboBaHUMA 415 LeNiel perynmpoBaHus
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Keep away from sunlight

- V.
T Keep dry
T Consult instructions for use

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

Ce 0123 CE mark
Shelf life
Shelflife is U5 years

Disposal

To dispose of these medical devices, no special measures are necessary.
National laws and regulations must be observed.

For disposal of products on the territory of the Russian Federation, follow the
norms of SanPiN 2.1.3684-21. Unused endoscopes, 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.

List of international regulatory documents/standards which the medical device
complies with
1 List of applied standards (Quality Process)

Identification Designation

EN 1041 Information supplied by the manufacturer of medical
devices

ISO 13485 Medical devices - Quality management systems -

Requirements for regulatory purposes



ISO 14644-1

ISO 14698-1

ISO 14698-2

ISO 14971

ISO 15223-1

UncTtble NOMeLLEHNS U CBA3AHHbIE C HAMM
KOHTponupyeMble cpegbl. Yacts 1 Knaccugukaums
[uncToTel BO3MAYXA MO KOHUEHTPaLUM YacTuly

UncTble NOMeLLEHNS 1 CBA3AHHbIE C HAMU
KOHTpONMpyeMble cpefbl. KOHTponb 6ro3arpsasHeHuii.
UacTb 1 O6Lue NpyHUMNBLI U METOSbI

UuncTble NOMELLEHNS 1 CBA3AHHbIE C HAMY
KOHTpO/MpyeMble cpefbl. KOHTponb 61o3arpssHeHuil.
YacTb 2. AHa/IM3 JaHHbIX 0 61M03arpsi3HEHUAX
W3gennsa megmumHekue. MNMpuveHeHe MeHeXXMeHTa
pUCKa K MeULIMHCKNUM U3AEeNnam

W3pennsa megnumHekve. CUMBOSIbI, MPUMEHSAEMbIE NPY
MapK1pOBaHUN Ha MeLULMHCKNX U3LENUAX, ITUKEeTKax
4 B CONPOBOANTENbHOW JOKYyMeHTaumm. Yactb 1
OCHOBHble TpeboBaHWS

2 MepeyeHb NpUMEHSIEMbIX CTaHAapTOB (crneuudukaumns paspaboTKu

O603HayeHne
ANSI AAMI ST 72

ASTMDA4169

ASTM D 4332

ASTM F 1886/

FI886M

ASTM F 1929

ASTM F1980

HanmeHoBaHwue

BakTepuanbHble 3HAOTOKCUHbI. MeTO/Abl NCMbITaHWUIA,
reKyLyin MOHUTOPUHT U anbTepHaTUBbI
NepuonMYecKoMy TECTUPOBAHWIO

YTBepPXKAEHHbIV TEXHONOTMYECKNiA npoLecc AN
recTypoBaHus NPON3BOANTENLHOCTN KOHTEAHEPOB A/
1€pEBO30K U CUCTEM

YTBEPXKAEHHbIN TEXHONOMMYECKMIA NpoLiecc ANns
:03[]aH1A YCNOBUIA KOHTEHEPOB, NAaKeTOB WK
/NakoBKWN KOMMOHEHTOB /19 TECTUPOBaHNS
CTaHaapTHLIA MeToA UCNbITaHWIA ANa onpeaeneHns
[EeN0CTHOCTU U30NALMNIA ANA TMOKONM YNakoBKM
BM3yaslbHbIM OCMOTPOM

CTaHAapTHbI MeTO/, UCMbITaHWI AN 06HAPYXKEHNS
[/Teyek nM3onauymn B MOPUCTON MEANLIMHCKONM YNaKoBKe
[POHNKHOBEHMEM KPacKu

CTaHaapTHOe pyYKOBOACTBO A1 YCKOPEHHOro
CTapeHus CTePUIbHBIX cucTeM Gapbepa Ans
MeAULMHCKNX YCTPOIACTB
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ISO 14644-1

ISO 14698-1

ISO 14698-2

ISO 14971

ISO 15223-1

H f

Cleanrooms and associated controlled environments - Part
L Classification of air cleanliness by particle concentration

Cleanrooms and associated controlled environments -
Biocontamination control - Part 1: General principles and
methods

Cleanrooms and associated controlled environments -
Biocontamination control - Part 2: Evaluation and
interpretation of biocontamination data

Medical devices - Application of risk management to
medical devices

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

2 List of apDlied standards (Product Design Specification)

Identification
ANSI AAMI ST
72

ASTM D 4169

ASTM D 4332
ASTM F 1886/
F1886M
ASTM F 1929
ASTM F1980

ASTM F 2096

Designation

Bacterial endotoxin - Test methods, routine monitoring and
iltematives to batch testing

Standard Practice for Performance Testing of Shipping
Containers and Systems

Standard Practice for Conditioning Containers, Packages,
)r Packaging Components for Testing

Standard Test Method for Determining Integrity of Seals
br Flexible Packaging by Visual Inspection

Standard Test Method for Detecting Seal Leaks in Porous
Medical Packaging by Dye Penetration

Standard Guide for Accelerated Aging of Sterile Barrier
Systems for Medical Devices

Standard Test Method for Detecting Gross Leaks in
Packaging by Internal Pressurization (Bubble Test)

ASTM F 88/F88M Standard Test Method for Seal Strength of Flexible Barrier

Materials



ASTM F 2096

ASTM F 88/F88M

EN 556-1

EN 868-2

IEC 60601-1
3.1 VspgaHmne

IEC 60601-1-2 4th
W3paHve

IEC 60601-1-6 3rd
W3paHne

IEC 60601-2-18 3rd
W3paHne

IEC 62366-1

IEC 62471

CTaHfapTHbIN METOA UCMbITaHU NS 06HapYXXeHNs
rpy6bIX yTeYeK B yNakoBKe Ha BHYTPeHHee
136bITOYHOE AaBneHune (MCMbITaHe Ha 0bpa3oBaHue
ny3blpei)

CTaHfapTHbI METOA MUCMbITaHWUIA 418 CUNbI N30NALMN
rMOKUX MaTepuanos 6apbepa

Crepunusayms MeguumMHCKNX naaennii. TpebosaHus K
YeAULMHCKUM U3LeNNAM KaTeropum "cTepusbHble”.
Uactb 1. TpeboBaHUSA K MeLULVHCKUM U3LENNAM,
noA/eXxallnm (UHULLIHON CTepuIn3aummn

Martepuasbl U CUCTEMBI NS YNAKOBKW MeAULIMHCKUX
np1oopoB, NpefHa3HauYeHHbIX 415 CTepUI3aLmn.
UacTb 2. YNakoBKa Ana ctepunmsaumn. TpeboBaHus 1
4eTobl UCNbITaHWI

M3penna MeguUUHCKIME 3neKTpuyeckme. YacTs 1
O6Lwye TpeboBaHKsA 6€30MacHOCTH C YH4ETOM OCHOBHbIX
(DYHKLMOHANbHBIX XapaKTepUCTMK

W3nenna MeguuUmHCKME aniekTpuyeckue. Yacts 1-2.
O6Lume TpeboBaHNA 6€30MaCcCHOCTH C YYETOM OCHOBHbIX
(hYHKUMOHaNIbHBIX XapaKTepucTuK. MapannienbHbli
CTaHAapT. ONieKTpoOMarH1MTHas COBMECTUMOCTb.
Tpe6oBaHWS 1 UCMbITaHNS

W3penua mefmumHCKMe anektpuyeckume. Yacts 1-6.
O6wwye TpeboBaHNsA 6e30MacHOCTU C YYETOM OCHOBHbIX
(hYHKUMOHaNbHbIX XapaKTepUCTUK. [LONONHUTENbHbIN
CTaHAapT. JKCnyaraumMoHHas NpurogHoCcTb

W3pennsa megmumHekue anektpuyeckue. Yacts 2-18.
YacTHble TpeboBaHMs 6€30MacHOCTM C YYETOM
3CHOBHbIX PYHKLMOHA/IbHBIX XapaKTEPUCTUK K
XLOCKOMNMYECKOo annapatype

W3genusa megmumHckme. MNpoekTuposaHme
YeAMLIMHCKMX U34eNNIA C yYETOM 3KCMN/yaTalyOHHOM
1PUTOAHOCTN

Mamnbl 1 naMnoBble cucTeMbl. CBeTOGKUOOTYECKas
5e30MacHoCTb
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EN 556-1

EN 868-2

IEC 60601-1
3.1 Edition

n t

Sterilization of medical devices - Requirements for
nedical devices to be designated "STERILE" - Part 1.
ilequirements for terminally sterilized medical devices
Packaging for terminally sterilized medical devices - Part
2: Sterilization wrap - Requirements and test methods
Medical electrical equipment —Part 1. General
requirements for basic safety and essential performance

IEC 60601-1-2 4th Medical electrical equipment —Part 1-2: General

Edition
IEC 60601-1-6
Jrd Edition

IEC 60601-2-18
)rd Edition

IEC 62366-1

IEC 62471

ISO 10993-1
ISO 10993-5
ISO 10993-7
ISO 10993-10
ISO 10993-11
ISO 10993-12

ISO 10993-18

requirements for basic safety and essential performance -
Collateral standard: Electromagnetic compatibility -
Requirements and tests

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

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

Medical devices - Part 1 Application of usability
engineering to medical devices

Photobioiogical safety of lamps and lamp systems
Photobiologische Sicherheit von Lampen und
Aampensystemen

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

Biological evaluation of medical devices - Part 7: Ethylene
oxide sterilization residuals

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

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

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

Biological evaluation of medical devices - Part 18:
Chemical characterization of medical device materials
within a risk management process



ISO 10993-1

ISO 10993-5

ISO 10993-7

ISO 10993-10

ISO 10993-n

ISO 10993-12

ISO 10993-18

ISO 11135

ISO 11737-1

ISO 11737-2

ISO 11138-1

Neagenuna meauumHckue. OueHKa 610N0rMyYecKoro
1eMCTBMS MeANLMHCKNX n3genuin. Yactb L OueHKka un
1ccnefoBaHNsA

{30enms megmupmHckme. OueHKa 61MoNornyYeckoro
[eCcTBYSA MeAULMHCKMX n3genuin. YacTb 5.
'1ccneoBaHMs Ha LFTOTOKCMYHOCTb: METOAbI in Vitro
W3penva megmumHekme. OugHKa 6Monornyeckoro
[eNCTBMA MeANUMHCKMX U3aenunid. YacTb 7.
3CTaToYHOE CofepXKaHue aTUNEHOKCHAA Nocre
cTepunmsauum (c Monpaskoii)

3oenva megmumHekue. OueHkKa 61onormnyeckoro
LerCTBUA MeSULMHCKMNX n3genuii. YacTb 10.
WccnenosaHusa pasgpaxkaroLero u
ceHcmMbmnmanpytoLlero geincTans (c MonpaBKoii)
W3pennsa meauumHckme. OLeHKa 61010rnyeckoro
feiicTBMA MeaMUMHCKMX n3penuii. Yactb 11,
VccnenoBaHUs 06LLETOKCMYECKOTO AECTBIS
W3penns meguumHckne. OueHKa 61onormyeckoro
[ENCTBUA MeAULMHCKMX n3genuid. Yactb 12.
Mpurotos/ieHve NPob N KOHTPO/IbHbIE 06pasLbl
W3penma meamupmHckme. OLieHKa 610N0rnyeckoro
[eNCTBUA MeANLMHCKUX n3genuid. Yacts 18,
WccnepoBaHvie XMMUYECKMX CBOMCTB MaTepuasioB
CTepunmsaums MeauLMHCKON NPOoAYKLUMN.

STuneHokema. TpeboBaHMs K pa3paboTke, BaMAaLn 1

rekyLLemy ynpas/ieHu1o NpoLeccoM CTepunmnsaLmn
MeAULMHCKNX U3[eNni

Crepunmsaums MeauLUHCKNX U3LENNIA.
Aumkpobronoruyeckue Metodpl. HYactb 1 OueHka
nonynauum MUKpoOpraHM3mMoB Ha NpoayKLmK
Crepununsaums MeauLMHCKUX U3LeNNA.
Mukpoburonormnyeckune MetTofbl. Hactb 2. VicnbiTaHms
LL, CTEPUNLHOCTb, NPOBOAMMbBIE MpY BaMaaunu
3pOLeCCoB CTEPUM3aLIUN

Crepunusaums MeaULUHCKON NPOAYKLMN,
ononormnyeckue MHAMKaTopbl. YacTb . TexHnyeckune
rpe6oBaHms
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ISO 11135

ISO 11737-1

ISO 11737-2

ISO 11138-1

ISO 11138-2

ISO 11607-1

ISO 11607-2

X

Sterilization of health-care products - Ethylene oxide -
Requirements for the deyelopment, validation and routine
control of a sterilization process for medical devices
Sterilization of health care products - Microbiological
methods - Part 1. Determination of a population of
microorganisms on products

Sterilization of medical devices - Microbiological methods
- Part 2: Tests of sterility performed in the definition,
Validation and maintenance of a sterilization process
Sterilization of health care products - Biological indicators
- Part 1. General requirements

Sterilization of health care products - Biological indicators
* Part 2: Biological indicators for ethylene oxide
sterilization processes

Packaging for terminally sterilized medical devices - Part
1 Requirements for materials, sterile barrier systems and
packaging systems

Packaging for terminally sterilized medical devices - Part
2. Validation requirements for forming, sealing and
assembly processes

3 List of partially applied standards

Identiflcation

Designation/ Applied parts

IEC 60601-1-9 Medical electrical equipment - Part 1-9: General

requirements for basic safety and essential performance -
Collateral Standard: Requirements for enyironmentally
conscious design



ISO 11138-2 Crepunusaums MeAULUHCKOM NPOAYKLMN,
6ronornyeckme MHAMKaTopbl. Yactb 2. bruonoruyeckue
WHAMKATOPbI AN15 CTEPUAN3aLMM OKCUMAOM 3TuneHa (c

lonpaBkoit)

ISO 11607-1 YnakoBka 418 MeAUUMHCKUX N3NNI, NOLNeXaLLNX
[y)MHWWHOW cTepunmnzayun. Yactb 1 TpeboBaHMs K
faTepuaiam, 6apbepHbIM CMCTEMaM A1 CTePUIM3aLmm
1 YNakoBOYHbIM cyCTEMaM

ISO 11607-2 YnakoBKa 419 MeAULMHCKMX U3LEeNWIA, NOANEXALLMNX

[y)MHWWHOW cTepunmnsauun. YacTb 2. TpeboBaHus K
LLhmpaumm npoueccoB popMUPOBaHMSA, repmeTn3aLmm
1 CO0pKM

3 lMepeyeHb YaCTUYHO NPUMEHSAEMbIX CTaHLapTOB
IdentiHcation Designation/ Applied parts
IEC 60601-1-9  WN3penns mefMumMHCKMe anekTpuyeckme. Yacts 1-9.
O6LLme TpeboBaHMS 6e30MaCHOCTM C YHETOM OCHOBHBbIX
(hYHKLMOHANbHBIX XapaKTepuUCTUK. [LONONHUTENbHbINA
cTaHgapT. TpeboBaHWsA K KOHCTPYKLMMW C y4ETOM
YXONnornyeckunx npobsem
apaHTuiiHble 0653aTeNbCTBA
MeauumHCKOe u3fenvie BCerga cnefyet OTNPaBNATb B MECTHOE OTAENEHMe,
AaXe B TeYeHve rapaHTUHOro neproga.
OTKpbITYE 060pYA0BaHNSA WX BbINOHEHWE /THOObIX PEMOHTHbLIX PaboT wm
MoAM(UKaLuin 060pyLOBaHUA HEYNOSIHOMOYEHHbIMU NULAMKU 0CBOGOXaeT
Hac OT NoOOoV OTBETCTBEHHOCTW 3a ero paboTy. J1lo60e Takoe OTKpPbITME,
PEMOHT UM MOAN(MKALMSA, BbINMONHEHHbIE B TEUYEHME rapaHTUMHOrO Neproaa,
aHHY/IMPYET BCHO rapaHTuio.
FapaHTUiAHbIV CPOK XpaHeHUs UAEHTUYEH CPOKY FOAHOCT N U3LeNus.

O6LLEeCTBO C OrpaHMYeHHON 0TBETCTBEHHOCTbIO «Kapn LLTopy, - SHAOCKOMbI
BocTok» (000 «KLUTS BOCTOK»)

115114, MockBa, [lepbeHeBcKas HabepexHas, 7, cTp. 4.

Ten.+7 495 983 02 40

Fax: +7 495 983 02 41

Info-ru@karlstorz.com

Peknamauus
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Warranty

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

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

The warranty periodfor storage is identical to the shelflife ofthe 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
Info-ru@karlstorz.com

Reclamation

»



MopsgoK NpeabsBNeHUs peknamauuii U OTBETOB Ha HUX perynupyercs
rPaXAaHCKUM NpaBoM. Peknamauysi MOXET MPeAbsBASTLCS TONbKO MO TaKUM
BOMpOocaM, KOTOpble He fBMS/MCL  MPEAMETOM  MPUEMKM  TOBapa,
Mpou3BeaeHHOI B COOTBETCTBIM C YC/IOBUSMM [0rOBOpA.

Mo BCceM BOMpOCaM, CBSI3aHHBIM C OGCMYXXMBAHWEM W3AENNS, HE0OXOAMMO
06paTUTLCS K YNONHOMOYEHHOMY MpeACcTaBUTENO NMPOU3BOAUTENS.

B cnyyae peknamauum o6pawatbCs K npousBoguTento M/ wum
YNONHOMOYEHHOMY MpeACTaBUTENO NPOU3BOAUTENS.

Mpou3BouTeNb:

Karl Storz SE & Co0.KG, Germany («Kapn LUTopy CE 1 Ko.KIM», NepmaHuns)
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany

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

info@karlstorz.com

YNOMHOMOYEHHbIN MpeACTaBUTe/Nb NPON3BOAUTENS:

O6LLEeCTBO C OrpaHMYeHHO OTBETCTBEHHOCTLIO «Kapn LLTopu, - SHAOCKOMbI
Boctok» (OO0 «KLUT3 BOCTOK»)

115114, Mocksa, [lepbeHeBckas HabepexHas, 7, cTp. 4.

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

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

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

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

Manufacturer:

Karl Storz SE & Co0.KG, Germany
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
Tel. +49 7461 708-0, +49 7461 708-105
info@Kkarlstorz.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@Kkarlstorz.com



[MepeBop C HEMELIKOTO M aHIIMICKOTO S13bIKOB Ha PYCCKMIA S3bIK]

[MepeBog Hapnucein, neyaTeir M HOTApPUaNbHOrO 3aBepeHUs Ha [AOKYMeHTe «[OrnosiHeHne K
WHCTPYKUMN MO NMPUMEHEHUNIO MEAULIMHCKOrO wmsgennsa ,,BuaeopuHonapuHrockon CMOS, SSU
0[HOPa30BbIN""», NPeACTaBeHHOM Ha aHrIMACKOM, HEMELLKOM U PyCCKOM fi3blKax.]

[Ha 6naHke komnaHun «Kapn LLUTopy CE n Ko. KI'»]

AHAOCKOMNblI MEANUNHCKUWE N HAYYHO-TEXHVNYECKOE OBOPY AOBAHWE ANA
OTOPUHONMAPUHIONOINA

«KAP/T LUTOPL, CE nKo. KI'» CKARL STORZ SE & Co. KG'") >a/a 230 m78503 TyTnuHren/l'epmanusa (PO Box 230
*78503 Tuttlingen/Germanv)

Ad)ec:

«KAP/1 WUITOPL, CE un Ko.
KI»*

A-p Kapn-LTopu-LUTpacce
34,

78532 TyTnuHreH/lepmaHus
TenedoH: +49 (0)7461 708-0
dakc:+49 (0)7461 708-105
ON. nouTa;
info:i"karistorz.com
www.karlstoiz.coin

baHKoBCKue
PeKBU3NTI;
«®PonbKcbaHK
LLIBapuBasb-foHay-
Hekkap ul»

SWIFT:
GENODESITUT
IBAN: DE97 6439
0130 0000 7720 03

«KommepubaHk Al
TYTAVHTEH»

SWIFT:

COBA DE FF 643
IBAN; DE69 6438
0OO0r 0271 3305 00

[NoroTwun:

MbI noggaepxunBaem MnobdanbHbIn gorosop OOH]

/nognuce!

15 pekabps 2021 r.

[MevaTb komnaHuK «Kapn WTopy CE n Ko. KIM»]

2021 r.

«Kpaiiclunapkacce
TYTNUHTEH»
SWIFT:

SOLA DES 1TUT
IBAN: DE79 6435
0070 0000 0013 22

«[loiive BaHk Al
TYTNUHTEH»
SWIFT:

DEUT DESS653
IBAN: DEQ9 6537
0075 0211 6390 00

MapTHepCTBO C OrpaHUYeHHoIA

OTBETCTBEHHOCTbHO
«KAP/1 WTOPL CE wn
Ko. KI»

A-p Kapn-LTopuy-LUTpacce 34.
78532 TyTnuHren/l'epmaHns
MecTo BeneHms gesTenbHOCTU:
r. TyTavHrex

Toprosblii peecTp:
r. WryTrapT, HRA 450442
MaeHT. Ne nnatenblymka HAC:
DE 142931059

[vipektea 06 yTuAMsauum
3/1EKTPNYECKOTO n
3/1eKTPOHHOr 0 060pyA0BaHNUS,
per. Noe DE 74465858

» [leaTenbHOCTb paHee ocyLlecTBAsnack Nof HassaHnem «KAPJT LUTOPL, Fm6X yHn Ko. KM»

9370321. Bep. 2.6
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MapTHepcTBO C
HeorpaHn4eHHoM
OTBETCTBEHHOCTbIO

«KAPJT LLUTOPL,
®depBanbTyHrc CE»

[-p Kapn-LWTopuy-LUTpacce
34.

78532 TyTnuHreH/I'epmaHms
MecTo BefeHUs feaTeNbHOCTU:
r. TYTNMHreH

Toprosbiii peecTp:
r. Wrytrapt, HRB 762524
YnpasndaoLwme qupekropa:
MHOFOKpaTHbI noYeTHbIN
LOKTOp Cunbunn LLTopu,
Kapn-Kpuctuan L Topy,
Mpepfcenartens
HabntogaTenbHOro coseTa:
MHOTOKpaTHbI MOYeTHbIN
fokrtop Cubunn LWTopy,



PeecTp HoTapuasbHbIX aelicTBuiA UR 2625/2021 UZ 3239/2021

AcTtpupg XapaHTt-LU Tpekkep * Ten.: +4974619659700 * dakc: +4974619659720

HoTapuanbHoe y40CcTOBEPeHME

Moanuck, NocTaB/ieHHas Bbllle B MOEM MPUCYTCTBUM, AB/IAETCA NOAMUCHIO
r-Ha Kapuma xamwimngm,

farta poxgeHus: 20 anpena 1985 r.,

pabounin agpec: 78532, r. TytnuHreH, A-p Kapn-LUTopuy-LLTpacce 34,
—3BECTHOIO0 MHE SINYHO -

YTO A HACTOALUMM YAO0CTOBEPSIO,

r. TyTnuHreH, 15 gekabps 2021 .

/noance/
HoTapuyc AcTtpung XapaHT-LLTpekkep

[PenbedoHas neyaTsb HoTapuyca}
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llepeeejia 'pomoBa AnekcaHapa MU TpreBHa

Poccuiickas deNEépaums
"opos MockBa
[BafuaTb BOCbMOro sHBaps fBe ThbICAYN fBajLaTb BTOPOro roga

A, Koponb BukTopma AsiekceeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENbILLBMIO
NOA/IMHHOCTb NOANUCK NepeBogUmka I"pomoBoii AnekcaHapbl AMUTPUEBHBI.

Mognuce caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTb NoAnmMcaBLLEro JOKYMEHT yCTaHOB/eHa.

3apeructpupoBaHo B peecTpe: Ne08/82-H/77-2022

I YnnayeHo 3a coBepLUeHNe HOoTapuasbHoro felicteus: 400 py6. 00 kon.

3o0Basi neyaTtb
loTapuyca

MpOLLIHYPOBaHO, NPOHYMEPOBAHO M CKPEN/IEHO NeYaThbio

Mn O.ﬂ'n NCb Fep6oBas neyatb |

HoTapuyca \

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



Poccuiickas
l'opog MOOKB4
AsgaigTs  BOCLTTO aBapA j-fr; Sfr:pc; rx3
7, Koponib Buktopus AnekceeeHa, Hotapuyc ropoga MockBbl,
CBUJETENbCTBY BEPHOCTb KOMUU C NPEACTABMEHHOrO MHe
[OKYMEHTa.

3apeructpuposaro Bpeectpe: N 06/82-H/77- 2022
n py6.
B.A. Koponb

YnnayeHo 3a CoBepLUeHne HoTapuanbHoro AeincTens;
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KARL STORZ-ENDOSKOPE

ENDOSCOPES FOR MEDICINE AND TECHNICAL SCIENCE
INSTRUMENTS FOR OTO-RHINO-LARYNGOLOGY

xCo

KARL STORZ SE & Co. KG « PO Box 230 « 78503 Tuttlinsen/Germany

WE SUPPORT

YTBep>xaeHo/approved by

Karl Storz SE & Co.KG, Germany («Kapn WTtopy CE n Ko.KIM», Mepmaxus)
NcnonHUTeNnbHbIN gUPEKTOp

no Bonpocam perncrpaymm MeguunHCKUX nsgennin/
Executive Director Global Regulatory Affairs

(fomkHocTb/position)

Kapum Dxkamwungm / Karim Diamshidi
(rTa/naTe)

X (mognuce/signature)

«NCH» 2021
«fleHb» mecay, (uupamun) / «day» month (numerab
M.I.
Addendum to Instruction for Use
for the Medical Device IgifLARL

ortany/ I*/

Videorhynolaryngoscope CMOS, SSU single use
L[lononHeHne K MHCTPYKLUMA MO NPUMEHEHNIO
MeANLUVHCKOro nsaenms

BuaeopuHonapuHrockon CMOS, SSU oaHOpa30BbIi

2021
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T~

Jononnenne K HHCTPYKIMH N0 NPUMEHEHHIO
Ha MEAHIMHCKOE H3Ae/IHE:
«Buaeopunoaapunrockon CMOS, SSU oanopa3soBblii»

Addendum to Instruction Manual
for medical device:
«Video Rhynolaryngoscope CMOS, SSU»

Mrdopmauuio, NpeacTaBACHHYIO B JAHHOM JOTNIOJIHENHH K HHCTPYKUHH 110 3KCTUIYATAUNH, CYMTATh NPHOPHTETHOSH Ha TeppuTOpHu Poccniickoii
Denepaunu

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

2021
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HavmeHoBaHWe MeAULNHCKOTO U3aenns
BuaeopuHonapuHrockon CMQOS, SSU oaHOpa30BbIii, B COCTaBe:

1. BuaeopuHonapuHrockon CMOS, SSU oaHopa3oBblid, 6 LT./yn.
2. VHCTpyKums no npvMeHeHuio.
MepeyeHb apTUKY/I0B U3henuii

HanmeHoBaHue REF
BupgeopvHonapuHrockon CMOS, SSU ogHopasosblii - 091330-06
BugeopuHonapuHrockon CMOS, SSU oaHopa3oBblii 091330-01

(eAVMHWYHOE M3aenve B COCTaBe YNakoBKM U3 6 LUTYK)
Ha3HayeHne MefMLMHCKOro n3genus
BupgeopuHonapuHrockon CMOS, SSU npefHasHayeH A/1s 3H40CKONNYECKOro
0TOGpaXKeHMA 1 nepefadn N306paxKeHNs Ans 3HLOCKONMUYECKOA AnarHOCTUKM
nonocTen Tena WAM MNOMbIX OpPraHoB npu neveHnn JIOP-3a6oneBaHuiA.
MpegHa3HayeH 415 BPEMEHHOrO MPUMEHEHUSI NPU XMPYPTrUYECKUX U UHbIX
MHBA3VBHbIX BMELUATENbCTBAX Yepe3 eCTeCTBEHHble  (IU3MONOrMYecKre
0TBEPCTUS.
lMNokasaHus
icnonb3oBaHMe BUAEOPVMHOMAPVMHIOCKOMA MOKa3aHo, eC C TOYKW 3PeHNs
Nlevallero Bpaya MoKas3aHa [MAarHOCTMKa WM JledeHue CTPYKTYp HOCa,
npugaToyHbEX nasyx Hoca, HOCOM/IOTKM W TOpTaHW C MOMOLLbHO TMOKOro
3HAOCKOMA.
lMpoTMBONOKasaHNA
MpVMeHeHVe 3HAOCKOMOB W WHCTPYMEHTOB A1 XUPYPrn OKOMIOHOCOBbIX
nasyx W COo3faHusi TpaHCHa3a/bHOro [OCTyna A8 XWPYPrum OCHOBaHMA
yepena Hapy>kHbIM AOCTYMOM MPOTMBOMOKA3aHO, eCc/in MO OLEHKe /levallero
Bpaya OnepauMoHHLE MeTof MpOTWMBOMOKA3aH WAM ecnn BBy OBLLEro
COCTOSIHMA MauUWeHTa Yy Hero OTCYTCTBYET CMOCOBGHOCTb K MepeHeceHnto
3HA0CKOMNMYECKON onepaumm NN HapKo3a.

WHCTpyMeHTbI /18 NOMOCTHOW XUPYPruv W CO3[4aHWS TpaHCHa3a/lbHOro
NoAxoAa 415 BHELLHEN XUPYPrin OCHOBaHWS Yepena Hefb3s UCNo/b30BaTh A1
npoueayp B HenocpeAcTBEHHOM KoHTakTe ¢ LIHC (ueHTpanbHOW HepBHOM
CUCTEMOIA) M LiEHTPaNbHOM CepeYHO-COCYANCTON CUCTEMONA.

Kpowme Toro, MMeroT MecTo CrefytoLive npoTUBONOKa3aHus:

- CK/IOHHOCTb K KPOBOTEYEHUIO W HapyLUeHWe CBepTbIBAEMOCTM KPOBM,
KOTOpble 0Ka3blBAOTCA HEOOPATUMbIMU Y HEN3MIEYNMbBIMU.
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Name of the medical device
Video Rhynolaryngoscope CMOS, SSU consists of;

1. Video Rhynolaryngoscope CMOS, SSU, 6 pcs./pack.
2. Instruction Manual.

REF list
Name REF
Video Rhynolaryngoscope CMOS, SSU 091330-06
Video Rhynolaryngoscope CMOS, SSU (single product 091330-01

in package of 6 pcs)
Purpose of the medical device
Video Rhynolaryngoscope CMOS, SSU is designed for receiving and
transmitting endoscopic images during diagnostic examination of body cavities
and hollow organs, when they are temporarily used during invasive procedures
or through natural orifices.

Indications

The use of a Video Rhynolaryngoscope is indicated if, from the point of view
of the attending physician, the diagnosis or treatment of the structures of the
nose, paranasal sinuses, nasopharynx and larynx using a flexible endoscope is
indicated.

Contraindications

The use of endoscopes and instruments for surgery of the paranasal sinuses and
the creation of a transnasal access for surgery of the base of the skull with an
external approach is contraindicated if, according to the attending physician,
the surgical method is contraindicated or if, due to the general condition of the
patient, he does not have the ability to undergo endoscopic surgery or
anesthesia.

Instruments for abdominal surgery and the creation ofa transnasal approach for
external surgery ofthe skull base cannot be used for procedures in direct contact
with the CNS (central nervous system) and the central cardiovascular system.
In addition, there are the following contraindications:

- Bleeding tendency and bleeding disorders, which are irreversible and
incurable.



B03MOXXHble 0C/TOXKHEHUSA U NO60UHbIe 3h(PeKTbI NpY NpMeHeHU MW
MN3BecTHble  MOGOYHble  3(eKTbl WU HeXenaTeslbHble  AB/EHMS,
HEnocpesCTBEHHO CBA3aHHbIE C  WCMONb30BaHMEM CaMUX  3HOCKOMOB,
OTCYTCTBYHT. ECTb TONLKO OCTATOYHbIE PUCKK, MPUCYLLME METOAY, KOTOpble
HEBO3MOXHO YCTPaHWTb. [1o/b3a MpeBbIAeT OCTaTOuYHble PUCKU. PuCKu,
CBA3aHHble C  MNPUMEHEHVWEM  MEAWLUMHCKUX  M34enmid U Mepbl
MpefoCTOPOXKHOCTA, HeobXoAuMble ANA WX MWHUMW3ALMK, OnucaHbl B
VHCTpYKUMM no  npumMeHeHUto B pasfene 9 «YKasaHuWA M0 TEXHWUKe
6e30nacHoOCTW».

CBefieHNs o NPoOn3BOANTENE MEANLIMHCKOrO U3fenns

PA3PABOTUMK:

Karl Storz SE & Co.KG, Germany («Kapn LLUTopy CE n Ko. KI», MepmaHus)
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany

TenegoH: +49 7461 708-0

dakc:+49 7461 708-105

E-mail: info@karlstorz.com

NMPON3BOANTENb:

Karl Storz SE & Co.KG, Germany («Kapn LTopy CE 1 Ko. KIM», F'epMaHuns)
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany

TenethoH: +49 7461 708-0

dakc: +49 7461 708-105

E-mail: info@karlstorz.com

YMNO/JIHOMOYEHHbIV MPEACTABUTE/1b MPOU3BOANTENSA:
000 «KLLUT3 BOCTOK»

115114, MockBa, [lepbeHeBckas HabepexxHas, 7, cTp. 4

TenetoH: 8 t495) 983-02-40

E-mail: info@karlstorz.com

MECTO NMPON3BOACTBA:
«Karl Storz SE & Co0.KG», Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen,

Germany.

Ycnosus NpUMeHeHUs
MeauuMHCKOe uM3fenne npefHasHayeHo ANnd MCNoNb30BaHUA B neyebHO-

NPO(MNAKTNYECKNX YUPEXAEHUSX.
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Possible complications and side effects

There are no known side effects or adverse events directly associated with the
use of the endoscopes themselves. There are only residual risks inherent in the
method that cannot be eliminated. The benefits outweigh the residual risks. The
risks associated with the use of medical devices and the precautions necessary
to minimize them are described in the Instruction Manual in section 9 "Safety
instructions".

Information about manufacturer of the medical device
DEVELOPER:

Karl Storz SE & Co.KG, Germany

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

Fax:+49 7461 708-105

E-mail: info@karlstorz.com

MANUFACTURER:

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

Fax: +49 7461 708-105

E-mail: inforakarlstorz.com

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER:
LLC "KLWUTS BOCTOK"

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

Phone: 8 (495) 983-02-40

Email: info@karlstorz.com

MANUFACTURING SITE:
«Karl Storz SE & Co0.KG», Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen,
Germany.

Usage conditions
The medical device is intended for use in medical institutions.



MoTeHumanbHbIA NOTPebuTenb

Mmbkue BnaeosHaockonsbl KARL STORZ paspeluaeTcs MCNo/b30BaTh TOMbKO
nMuam, KoTopble MMEKOT COOTBETCTBYIOLLYIO Mef. KBa/IM(IUKALUIO U BNajetoT

TEXHUKOI MPOBEAEHNS TMOKOW NapUHIOCKOMMMN.

Monynsiumsa NauneHToB

B3poc/ble NauyeHTbl My>KCKOTO M YKEHCKOTO M0/a, a TAKXKE AETW 1 NOAPOCTKM.
OrpaHnYeHunin NS NPUMEHEHNS Y ONPeeNeHHOl KaTeropum naLmeHToB (non,

BO3PACT, BEC U T. 1) HE CYLLIECTBYET.

OCHOBHbIe TEXHUYECKME U (DYHKLMOHA/IbHbIE XapaKTePUCTUKM

MapameTp
O6uwas anuHa (A), mm
Pabouas anunHa (B), mm
BHewHuin anameTp (C), Mm
HanpasneHue HabnoaeHus, °
Yron o63opa
(ropu3oHTanbHbIA), °
Mone 3peHus, °
Yron usrnba Beepx, °
Yron n3rnéa BHu3, °
Pabounin KaHan
Twun ceHcopos
PaspeLleHue, nuke
Macca n3genus, 1
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Data
Total length (A), mm
Working length (B), mm
Outer diameter (C), mm
Direction of view, °

Angle of view (horizontal), °

Field of view, °
Deflection up, °
Deflection down, °
Working channel
Sensor type
Resolution, px
Device weight, g

A

Potential consumer

KARL STORZ flexible videoscopes may only be used by persons with an
appropriate medical qualification and who are acquainted with the flexible
laryngoscopyte ch niqu e .
Patient population

Men and women as well as children and adolescents. Use is not limited to a
certain patient profile (sex, age, weight, etc.).

Main technical and functional characteristics

— e ~of—

3HadeHmne/Y alue
498 + 50
300+14/-0
3,5 +0,2/-0,3
0+ 15

90+ 10

IHOilO
>140
>140
OrcvTCTBver/No
' CMOS
400x400
85+ 5%



MeguumHcKne n3genna n U3genus, He aenqawowmecs megnumHcekumm, Ho  Medical Devices and Non-Medical Devices, to Be Used in Combination
npefycMOTPEHHble ANA UCNOMb30BaHUA B KOMOWHaUWUW C 3aaBneHHbIM  with Medical Device Submitted for Registration

MeANLUWNHCKUM n3gennem

PY
B MpoLiecce perncTpawum

®C3 2012/12443 ot 19.12.2017

HanmeHoBaHMne
Apantep E-Box TPO12
Bueokamepa sHLOCKOMMYecKas
C-HUB I
MOHMTOp 3HAO0CKOMUYeckuii C-
MAC
KomnakTHas cuctema g/is
aHpgockonun TELE PACK+

P3H 2019/9503 ot 3U 2.2019

B npovecce perucTpaunu

bnok ynpasneHus
Bnaeokamepoii TELECAM C3 B MnpoLecce permcrpalmm
TC100RU

CBefieHMa 0 JleKapCTBEHHbIX CpPeAcTBax BXOAAWMX B COCTaB

MeULIMHCKOT O U3aenns
He npumeHnmo

CsefieHNa 0 MaTepmanax XX1MBOTHOr0/4eN0BEYECKOTO NMPOUCXOXKAEHNSA
He npumeHnmo

Ycnosua akcnayaraumm MeguLMHCKOTo U3fenns

+10°C...+40 °C
15 ... 80%
700... 1080 rla

TemnepaTypa
OTHOCUTeNbHas BNaXXHOCTb BO34yXa

[laBneHve Bo3ayxa

Pa6ouast YacTb M3AENWs NpefHa3HayeHa Ans UCMOIb30BaHUsS BO BHYTPEHHEN

cpefie opraHv3mMa.
Y CnoBust TPAHCNOPTMPOBKN U XpaHeHNS MeAULMHCKOro 13aenms

+10"C...+40 °C
15 ... 80%
700... 1080 rla

TemnepaTypa
OTHOCcKTeNbHaA BNaXXHOCTbL BO34yXa
[JasneHne Bo3gyxa

CocTaB ynakoBKHU
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RC
In the process of registration
FSZ 2012/12443 from

Name
Adapter E-Box TPO12
Endoscopic video camera C-

HUB I 19.12.2017
. . RZN 2019/9503 from
Endoscopic monitor C-MAC 31122019

Compact endoscopy system
TELE PACK+

Video camera control unit
TELECAM C3 TCIOORU

In the process of registration

In the process of registration

Information about the medicines included in the medical device

Not applicable
Information about materials of animal/human origin

Not applicable
Operating conditions of the medical device

+10°C...+40 °C
15 ... 80%
700 ... 1080 hPa

Temperature
Relative humidity
Air pressure

The working part of the medical device is used in the internal environment of
the body.
Storage and transportation conditions

+10 X ... +40 X
15 ... 80%
700 ... 1080hPa

Temperature

Relative humidity

Air pressure
Package contents



BuaeopuHonapuHrockon CMOS, SSU oHOpa30BbIii, B COCTaBe:

1 BwuaeopuHonapuHrockon CMOS, SSU ogHopa3sosblid, 6 wwT./yn.

2. VIHCTpYKUMS MO MPUMEHEHNUHO.
PacluinpoBKa  CUMBO/OB, MPUMEHSEMbIX  NpU

MeANLMHCKOro usgenus
Cumson OnpegeneHve

M3rotoBuTenb

V\aT  Llata n3rotoBneHms

VMcnons3osathb 40

LOT Kog naptum

REF Homep no katanory

QTY KonnyecTso nsgenuii B ynakoBke

STERILEio| Crepunnsaums OKCUAOM 3TUNEHA

He cTepunun3oBaTh NMOBTOPHO

A3anpeT Ha NOBTOPHOE MPUMEHEHNE

He ncnons3oBa! b Npy NOBPeXAeHNM YNakoBKM
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MapK1poBaHUK

Video Rhynolaryngoscope CMOS, SSU consists of:

1. Video Rhynolaryngoscope CMOS, SSU, 6 pcs./pack.
2. Instruction Manual.

Symbol
| J

I

LOT
REF

QTY
STERILE £0]

Explanation of symbols used in labelling the medical device

Definition

Manufacturer

Date of manufacture

Use-by date

Batch code

Catalogue number

Number of products in the product packaging

Sterilized using ethylene oxide

Do not resterilize

Do not reuse

Do not use if packaging is damaged



CuUMBO/T BA/IMAMPOBAHHLL'O CTepUIbHOrO Gapbepa

\CvMBON BanMAMPOBAHHOTO CTEPUIBLHOIO Gapbepa U1
3aLMTHOrO cnos

He ponyckaTb BO3/e/CTBUS COMTHEYHOrO CBETa

bepeyb OT Bnaru

1 n
OGpaTUTECh K MHCTPYKLMK
Mo NPYMEHEHNIO

[1a
iRxOnNIvl B cooTBeTCTBMM C (hefepasibHbIM 3aKOHOAATE/IbCTBOM
Ylcwa (cornacHo 21 CFR 801.109) n3genue paspeLLeHo
npofjaeath TOMLKO Bpavam (MMeroLUM IMLEH3NI0) Uin
Mo peLenTy Bpava.

C€ 0123 3Hak cooTBeTCTBUA AnpekTuse EC

Cpok rogHoctu

Cpok rogHocTu coctasnset 1,5 roga

MopsALOK OCYLLECTBAEHUA YTUAN3ALUN N YHUUTOXEHNSA MeLULMHCKOro
nsgenus

Mpn yTunusaumy ocobble Mepbl He TpebyroTcs.
BHYTPUIOCYAapCTBEHHbIE MpeAnucaHns/ 3aKOHbI.

Mpn yTrAmM3aumMmn n3gennii Ha Tepputopmumn Poccumiickon defepaumnn cnefyet
PYKOBOZCTBOBATLCA HOPMamu, W30XeHHbIMM B CaHllnH  2.1.3684-21.
Heuncrnonb3oBaHHble 3HAOCKOMNbI U NPUHALANEXHOCTU, a TAKXKe YMNakoBOYHble
maTtepuanbl cnefyeT YTUAM3MPOBaTb Kak 3nNuAemMuonornyeckn 6esonacHble
oTXofbl Knacca A. icnonb3oBaHHble 3HAOCKOMbI U MPUHAL/IEXXHOCTM
crnefyeT yTUIM3nMpoBaTh Kak annaemMuonorMyecku onacHble 0Txofbl Knacca b.
FapaHTUiiHble 0643aTeNnbLCTBA

MeanumMHCKOe n3aenvie Bcerfa crefyeT OTNpaBATb B MECTHOe OTAE/eHue.

Cnegnyet cobnogatb
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Validated sterile barrier symbol

Validated sterile barrier and protective layer symbol
Keep away from sunlight

Keep dry

Consult instructions for use

0O a
. Federal (USA) law restricts this device to sale by or on the
iIRXOnlvl order of a physician.

C € 0123 CE mark

Shelf life
Shelf life is 1,5 years
Disposal

To dispose of these medical devices, no special measures are necessary.
National laws and regulations must be observed.

For disposal of products on the territory of the Russian Federation, follow the
norms of SanPiN 2.1.3684-21. Unused endoscopes, 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.

Warranty
The medical device must always be sent to your local subsidiary (see



ARKE B TEYCHHE FrapaHTHARONo NeEpHoaa.

OrxptiTie 06OpyAOBAHHA HIM BLUIONHEHUE MIOOBIX PEMOHTHBIX patoT WAk
Moaupuxaunii o6opyaoBaHHA HEYNOMHOMOYEHHBLIMM NHUAMH OcBOOOXKIRCT
Hac ot moboil orsercTBeHHOCTH 3a ero pafoty. JhobGoe Takoe OTKpuITHE,
PEMOHT HIH MOAM(HKALMSE, BHIKUIHEHHBIE B TEMEHHE FAPaHTHHHONC NepHona,
AHHY/NHPYET BCIO FAPAHTHIO.

Tapanmuiinuii Cpox XPaueHuR UOCHMUNEN CPOKY 200HOCIIR HIOCTUR.

O6mecTBo ¢ orpannueHno# orsercTserHocTIO «Kapa Liropu — naockons
Bocrox» (OO0 «KLUT2 BOCTOK»)

115114, Mocxea, Jlepbeneackan HaGepexnai, 7, crp. 4.
Ten. +7 495 983 02 40

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

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 98302 40

Fax: +7 495 983 02 41

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

TMopanok npenbABNCHHA peKlaMalMii W OTBETOB Ha HHMX peEryiHpyercs
rpaXkAaHCKHM nipaBoM, Pexnamanis MOXKET NPeAbABAATLCA TONBLKO MO TAKKM
BONIPOCAM, KOTOpbIE HE ABRAATHCL NPEAMETOM MNpPHEMKH TOBapa,
NPOH3BEACHHON B COOTBETCTBHH C YCNOBHAMH A0I0BOpA.

Ilo Bcem BonpocaM, cBA3AHHLIM ¢ obcnyxusaHueM w3aenus, Heobxoaumo
o6paTHTLCS K YNONHOMOUEHHOMY NPEACTABHTENIO NPOHIBOAKTENS,

B caydae peknamauMu ofpamiaTecs K NPOMIBOAMTENIO M/ WM
YTIOTHOMOHEHHOMY NPEACTABHTENO NPOU3BOAUTENA,

[Tpouseoanrens:

Karl Storz SE & Co.KG, Germany («Kapa Lltopu CE u Ko.KT'», I'epmanna)
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany

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

info@karlstorz.com

YIon#oMOMEHHBIH NpeCTaBHTENb NPOHIBOAUTENA:

O6mecTBO ¢ orpaHutuenHoil orsercTeesHocThI0 «Kapn Likropu — naockonst
Bocrox» (000 «KUITI BOCTOK»)

115114, Mocksa, JepGexenckan Habepexuasn, 7, c1p. 4.

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

e-mail: info-ru@karlstorz.com

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

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

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

Manufacturer:

Karl Storz SE & Co KG, Germany
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
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: jnfo-qu@karlstorz.com
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/IlepeBon ¢ aHTARHCKOrO ¥ HEMEIKOrO S3LIKOB Ha PyCCKHH S3BIK/

SHAOCKONIbI JUIS MEIMLIKHCKOTO H HAYYHOT'O ITPHMEHEHUSA Sm

HHCTPYMEHTH! A/l OTOPMHOJIAPHHTOJIOTHH KARL STORZ— ENDOSKOPE

(nodnucw/signature)
« 04 » 062021,
«Oenvy Mecay (yudppamu) / «day» month (numerals)

M.I1./Stamp
/Meamy: KAPJLLUTOPII CE yum Ko. KI"(KARL STORZ SE & Co, KG) [lp.-Kaps-Ilimopy-
Liimpacce 34 78532 Tymaunzen/I epmanus/

Addendum to Instruction for Use for the Medical Device
Videorhynolaryngoscope CMOS, SSU single use

Jonomenne k UacTpyKiun mo npaMeHEHMIO MEAMLMHCKOTO HIACTHA

Brcoopanoaapunrockon CMOS, SSU oanopazonniit

2021
Sexzwescamil anpec: Bamoucume poxssmnyi KOMMMMITEON TORPINICTIO. Tloanaall Tesapa:
KAPKINTOMICE ywr Ko KI'  @omaciemn Mvapumast-Ronsy-Hesap o Palicsnma ofepersrensiat xscoa Tyraamwren  KAPA IITOM] CE ywr Ko, KT KAPA IITOPL] Gepramrynrs CE (KARL
(KARL STORZ K & Co. KG)* {KARL STORZ 38 & Co. KG) STORZ Verwulnmgs SE)
Do -Kapa-1Svopu-ilivpeces 24 SWIFT: OENO DESITUT SWIFT: SOLA DES | TUT W” Jp.Kmpa-Iliropu-Hirpacce 34
78512 Tyvmewwa/l qpume IBAN: DES7 6439 0130 0000 7720 03 IRAN: DE?D 643$ 0070 #8900 9013 22 TyranmrenT spaoms 79532 TyvamrenY eprsinn
Temsbou:+49 (#)7461 7980 Kousputionx AT Tyrawwren Holree Sawx AT 9Deuwtnche Rank AG) M0peumrescinll sapec: Tyramren Wpswreccunil anpec: Tytwerren
Saus. +NOYM6) 208-103 SWIFT: COBA D& FF 603 SWIFT: DEUT DESSE5I Topromsli pescvp Toprossli pescey Ilrywrapr HRE 762524
3n. mre infoiiminorzoom IBAN: DE6S 5430 0081 027) 3108 09 BAN: DEOS 6537 0075 0211 6390 00 Wirysrepr HRA 450442 Hcmamuremnse:
www. keristorz com. 1 nanressuicas HAC DE 142931055  Maorexpttwall nosirwall acxrop Cwbun
'é Uvope: {Sybil Secrx), Kapa-Kpucreesdiivopn
Kard-Cwl
g Par. Mt 0o Jiwpextuee EC o cexomx [Mpemcemmrum welmoasramuonc cosera:
MMATPUNILKONS o
® @ 000 UHPMH () INFO@CIRMIRU & WWWGOSZIRAVNADZOR RU o xr- ofopymesims DE 763158 Mtrocgemadh ovicandl smmsep Cuins

Itropu Syl Sioz)



UZ 1399/2021

Actpua Xapanr-Llrexep (Astrid Harant-Strecker) * Ten. +4974619659700 * Qaxc +4974619659720

HoTapuanbioe sasepenne

Hacrosumm yaocrobepserca DOANKCH, NOCTABICRHAA B MOSM HPHCYTCTBHEH

I-noM Kapumom Jixavumuau (Karim Djamshidi),

nara poxaenus 20.04.198S,

C aapecoM OCHOBHOTO MecTa pabotni: 78532 Tyranures, Jp.-Kapa-Illropu-llitpacce 34,

= H3BCCTHEIM MHE JIHYHO -

Tyrmanren, 08.06.2021

Momnacy/
Horapuyc Actpua Xapaut-Llitexep (Astrid Harant-Strecker)

/Mlewars: Hotapuyc Actpaa Xapant-1lltexep (Astrid Harant-Strecker) Hotapnyc 8 Tyrimurene/
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lMepeBog 4aHHOMO TEKCTA BbIMNOSHEH NEepPeBOAYMKOM [MaxTyHOBLIM AsiekceeM Bnagnmmnposuryem.

Poccuiickas ®epgepayms
Mopog Mocksa
OAuHHaAuUaToro aBrycra iBe TbiCAYN ABaALaTb NEPBOro roga

1, Bepemuin FOnus ViropeBHa, BpeMeHHO MCNONHAOWas 0613aHHOCTM HOoTapuyca ropoga Mocksbl Kopcuk,
Mapun AnekcaHpOoBHbI, CBUAETENLCTBYIO NOAIMHHOCTL NOANUCK NepeBoAUnKa MaxTyHoBa Anekces
Brnagummposmya.
Mognuck caenaHa B MOEM MPUCYTCTBUN.
JInyHOCTbL NOANMCABLLETO JOKYMEHT YCTaHOB/IEHA.
1a
3aperncTpmpoBaHo B PeecTpe: \-
YnnayeHo 3a coBepLUeHmne b *<gpuanbHoro” s \icteus: 400 py6. 00 kon.

Bcero npoLuHypoBaHo, NPOHYMepoBaHo
1 CKpenJieHo neyatblo 12 nuct(a)(oB)
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