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iéi Urkundenrolle UR 292 / 2021 Uz 381/2021

Astrid Harant-Strecker * Tel. +4974619659700 * Fax +4974619659720

Notarielle Beglaubigung

Vorstehende, vor mir volizogene Unterschrift von

Herr Karim Djamshidi,
geboren am 20.04.1985,
geschaftsansassig in 78532 Tuttlingen, Dr.-Karl-Storz-StraUe 34,

- persdnlich bekannt -
! beglaubige ich hiermit offentlich.

Tutflingen, den 09.02.2021

rant-Strecker
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HanmeHoBaHMe MegULLMHCKOTO M34enns
Uexnbl 3alUTHbIE 0fHOpa3oBble Karl Storz B BapMaHTax UCMOMIHEHUSA:

1. Yexon 3awuTHbIA ogHopa3oBblin Karl Storz gna kamep ¢ 31acTUYHbIM
KoHuMKoM 040169-40. B cocTase:

- Uexon 3aWwmTHbIN ogHopa3oBblii Karl Storz ana kamep ¢ 31acTUYHbIM
KOHYMKOM - 40 wWr.

- THCTpYKUKMA MO NPUMEHEHMUIO - 1 LWIT.

2. Yexon 3aluTHbIN ogHopa3oBbiii Karl Storz gna megmactuHockona
041171 -40. B cocTase:

- Uexon 3awuTHbIn ogHopa3oBblil Karl Storz gna megnactnHockona - 40
LuT.

- IHCTpyKLMa No npuMeHeHuo - 1 WT.

3. Yexon 3almnTHbI ogHopa3oBblil Karl Storz gns 18" moHuTopa Touch
Screen 041265-20, B cocTaBe:

- Yexon 3aWinTHbIA ofgHopa3osbli Karl Storz gna 18" moHuTopa Touch
Screen - 20 wr.

- IHCTpyKUmMs no npuMeHeHnto - 1 wr.

4. Yexon 3awuTHbIA oAHopas3oBbii Karl Storz gns 21.5" moHuMTOpa
Touch Screen 041365-20, B cocTaBe:

- Yexon 3awnTHbI ogHopa3oBbli Karl Storz gns 21.5" moHuTopa Touch
Screen - 20 wr.

- IHCTpYKLMSA NO NPUMEHEHUIO - 1 wWrT.

5. Uexon 3alinTHbIA 0gHOpa3oBblii Karl Storz ans 24" moHuTtopa Touch
Screen 041465-20, B cocTaBe:
- Uexon 3awmnTHbI ogHopa3oBbliii Karl Storz gns 24" moHuTtopa Touch

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

Name of the medical device
Karl Storz single-use protective covers in variants:

1. Karl Storz single-use camera cover with elastic telescope opening
040169-40, consisting of:

- Karl Storz single-use camera cover with elastic telescope opening - 40
pcs.

- Instructions for use - 1 pc.

2. Karl Storz single-use protective cover for mediastinoscope 041171-
40, consisting of:
- Karl Storz single-use protective cover for mediastinoscope - 40 pcs.
- Instructions for use - 1 pc.

»
3. Karl Storz protective single-use cover for 18 "Touch Screen monitor
041265-20, consisting of:
- Karl Storz protective single-use cover for 18 "Touch Screen monitor -
20 pcs.
- Instructions for use - 1 pc.

4. Karl Storz single-use protective cover for 21.5 "Touch Screen monitor
041365-20, consisting of:

- Karl Storz protective single-use cover for 21.5 "Touch Screen monitor
- 20 pcs.

- Instructions for use - 1 pc.

5. Karl Storz single-use protective cover for 24 "Touch Screen monitor
041465-20, consisting of:

- Karl Storz protective single-use cover for 24 "Touch Screen monitor -
20 pcs.



Screen - 20 wr.
- IHCTpYKLMA MO NpUMEHEHUo -1 WT.

6. Yexon 3awuTHbIN opHopasoBbiit Karl Storz gna dukcupyrowmx
cuctem 041150-20. B cocTaBe:

- Uexon 3aliMTHBIN ogHOpa3oBblil Karl Storz gns gmkenpyrowmx cuctem
- 20 wr.

- IHCTpYKLMA NO NPpUMEHEHUIO - 1 wWrT.

HasHaueHne MeaNLNUHCKOTO NU3aenms
MpefHa3HayeHbl ANS CTEPUILHOIO0 HaKpbiBaHUS MOHMTOPOB, KaMmep C

3NMaCTUYHbIM KOHUYMKOM, MeMacTUHOCKONA 1 (PMKCMPYHOLLUX CUCTEM, C
Lenblo 06ecneyeHnWss M COXPaHeHMs CTEPU/ILHOCTY OMepaLMoHHOro
nons.

NMokasaHuA
1. Yexon 3aWMTHbIN ogHOpPa3oBbIin Karl Storz ona Kamep ¢ 31acTUYHbIM
KoH4Ynkom 040169-40

MpuMeHeHne Yexna Ans BUAEOKaMepbl He 3aBUCUT 0T 0COGbIX
nokasaHmii. OH CNYXXWUT B KauecTBe MPUHAANEXHOCTU U UCMONb3yeTCs
B C/lyyasx, Korja Heo6X04MMO CTEPU/IbHOE YKPbITHE
3HA0CKOMNYECKNX BUAEPCUCTEM.

2. Yexon 3aluTHbIA oaHopa3oBblii Karl Storz gns meamactTuHockona
041171-40

MprMeHeHVe Yexna A8 BUAEOKaMepbl He 3aBUCUT OT 0CO6bIX
nokasaHuii. OH CMY>XUT B Ka4eCTBe NPUHALNEXHOCTU U UCNONb3yeTcs
B C/yyasix, Korja Heo6XoaumMo CTePUIbHOE YKpbITUE
3H0CKOMUYECKNX BUAEOCUCTEM.
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- Instructions for use - 1 pc.

6. Karl Storz single-use protective cover for fixation systems 041150-20,
consisting of:

- Karl Storz single-use protective cover for fixation systems - 20 pcs.

- Instructions for use -1 pc.

Purpose of the medical device

Intended for sterile covering of monitors, chambers with an elastic tip.
mediastinoscope and fixation systems in order to ensure and maintain the
sterility of the operating field.

Indications
1. Karl Storz single-use camera cover with elastic telescope opening
040169-40

The use of camera covers is independent of special indications. They are
intended as accessories, and are used when sterile covering ofendoscopic
video camera systems is required.

2. Karl Storz single-use protective cover for mediastinoscope 041171-40
The use of camera covers is independent of special indications. They are
intended as accessories, and are used when sterile covering of endoscopic

video camera systems is required.

3. Karl Storz protective single-use cover for 18 "Touch Screen monitor
041265-20



3. Yexon 3aWmnTHbIN ogHopa3oBblii Karl Storz gna 18" moHuTopa Fouch
Screen 041265-20

MpyvMeHeHWe 4exna AN MOHWUTOpPA He 3aBUCMT OT CreluanbHbIX
nokasaHuii. OH CNYXWT B Ka4ecTBe NPUHAANEXHOCTM U UCNO/b3YyeTCA B
Cnyyasix, Korja Heo6Xxo0MMo CTEPU/IbHOE YKPbITE CEHCOPHOTO 3KpaHa.

4. Yexon 3awuTHbIA ofHopa3oBbli Karl Storz gna 21.5" moHuTOpa
Touch Screen 041365-20

MpuMeHeHWe 4exna ANS MOHWTOPA He 3aBUCMT OT CreluanbHbIX
nokasaHuit. OH CNYXWT B Ka4ecTBe NPUHAANEXHOCTU U UCNOMb3YETCS B
Cnyyasx, Korga Heo6Xxo04MMo CTePUNbHOE YKPbITUE CEHCOPHOTO 3KpaHa.

5. YUexon 3alnTHbI ogHopa3osblli Karl Storz gns 24" moHuTopa Touch
Screen 041465-20

MpuMeHeHWe 4exna AN MOHWTOPA He 3aBUCMT OT CheluanbHbIX
nokasaHuit. OH CNY>XWT B Ka4eCcTBE NPUHAANEXHOCTU 1 UCNO/b3YyeTcA B
Cnyyasix, Korga Heo6Xo4MMOo CTePU/IbHOE YKPbITE CEHCOPHOTO 3KpaHa.

6. Yexon 3alWWUTHbIA ogHopa3oBbiii Karl Storz gns dukcupyrouwmnx
cuctem 041150-20

MpuMeHeHWe CTepUbHbIX YeX/I0B He 3aBUCUT OT 0COObIX MoKasaHWiA.
OHW cnyXaT B Ka4ecTBe NPUHAAIEXHOCTEN U UCNONb3YHTCS B CAyYasX,
Korga Heo6XOoAWMO CTepuU/ibHOe YKPbITUE KOMMbHOTEPHbIX MbILLEN,
NyNbTOB AUCTAHLMOHHOIO YNpaBieHUs U gepxatenei.
MpoTnBONOKasaHuS
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The use of the cover is independent of special indications. It is intended
as an accessory and is used when sterile covering of a touch screen is
required.

4. Karl Storz single-use protective cover for 21.5 "Touch Screen monitor
041365-20

The use of the cover is independent of special indications. It is intended
as an accessory and is used when sterile covering of a touch screen is
required.

5. Karl Storz single-use protective eover for 24 "Touch Screen monitor
041465-20

The use of the cover is independent of special indications. It is intended
as an accessory and is used when sterile covering of a touch screen is
required.

6. Karl Storz single-use protective cover for fixation systems 041150-20

The use of sterile covers is independent of special indications. They are
intended as accessories, and are used when sterile covering of PC mice.
remote controls or holding arms is required.

Contraindications



MPUMeHeHe CTEPUILHOTO Yex/ia NPOTMBONOKA3aHOo B Clyyvae, ecnu no
OLiEHKE J/levallero Bpaya NPOTMBOMNOKAa3aH MeTof onepauun nn6o
OTCYTCTBYET BO3MOXHOCTb MPOBEAEHMUS OMepaLun UM NCnofb30BaHUs
HapKo3a BBUAY 06LLEr0 COCTOSIHWSA 3[]0POBbs MaLUeHTa.

CTepunbHble YeX/ibl He JO/MKHbI UCMONb30BaTHCA B HEMOCPELCTBEHHOM
KOHTaKTe C LeHTpanbHON HEPBHOW CUCTEMOIN U CepAeYHO-COCYAUCTON
CUCTEMOIA.

B03MOXHbIe 0C/TOXHEHNSA M MOOGOYHbIE 3PPEKTHI
NHpekumnsa / Peakumsa naumeHTa Ha UHOPOLHbIE Tena
CsefieHnsa o0 npousBognTene

MponssoanTens:

Kar! Storz SE & Co.KG, Germany
(«Kapn WTopy CE n Ko. KI'», l'epmanuns)

Dr.-Karl-Storz-StraBe 34. 78532 Tuttlingen, Germany
Afpec mecTa Npou3BOACTBa:

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

Ycnosua npuMeHeHuUs
MeauumnHckoe wu3genue npefHasHavyeHo AnA
CTaHAapTHbIX YCNOBUAX ONepaLnoHHON.

MNCNosib30BaHNA B

MoTeHUManbHbI NOTPe6UTENDb

MeAuLMHCKOe  M3aeNnMe  AO0/DKHO  WCMO/b30BaThCs  TOMBKO
KBaNM(ULNPOBAHHBIM MEAULMHCKUM MepcoHanoM, WMEKLWMUM OnbIT
MCMOMb30BAHMS  aHANOrMUHbIX  U3AENUA, UM MeAULUHCKUM
nepcoHanomM, npowegwum ob6yyeHne paboTe C  aHaNOrMUYHbIMU
n3genvusMun, noj PYKOBOACTBOM OMbITHOrO CReLManncTa, UMeKLero
OMbIT NUCNONb30BAHNS aHANOTUYHbIX U3[ENNiA
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The use of a sterile cover is contraindicated if. according to the attending”
physician, the method of operation is contraindicated, or the possibility

of performing an operation or using anesthesia is not possible due to the

patient's general health.

Sterile covers should not be used in direct contact with the central
nervous system or cardiovascular system.

Possible complications and side effects

Infection / Patient Reaction to Foreign Bodies

Information about manufacturer

Manufacturer:

Karl Storz SE & Co.KG. Germany

Dr.-Karl-Storz-StraBe 34. 78532 Tuttlingen. Germany ’

Manufacturing site:

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

Usage conditions

The medical device is intended for use in a standard operating room
environment.

Potential consumer

The medical device should only be used by qualified medical personnel
with experience in the use of similar products, or by medical personnel
trained in the use of similar products, under the guidance of an
experienced professional with experience in the use of similar products.



Y Ka3zaHUs No TEXHUKe 6e30MacHOCTH

MpeaynpexaeHue: MNepes NPUMEHEHNEM U3YUMTE MHCTPYKLUIO MO
aKcnayaTayuu.

MpeaynpexpgeHune: Mepen ykpbiBaHWeM KpoHwTeinHoB KARL STORZ
N3y4ynTe COOTBETCTBYHOLLYIO MHCTPYKLMIO MO aKcnayataunm ot KARL
STORZ.

MpegynpexpaeHne: OnacHOCTb TPaBMUPOBaHMA NaLMeHTa Unn
nonb3oBaTens u/uam NoBpexAeHna n3fenns Npyu Hecob104eHNI
MHCTPYKLMM NO 3KCNayaTaumm n npeaynpeanTenbHOi nHdopmaymu,
KacatoLLelics COBMECTHO UCnonib3yeMblx usgenunin! Cobnoganite
WHCTPYKLMIO NO 3KCnayaTauuv v npesynpesuTensHY0 MHopMaLuio,
KacatoLLlyrca COBMECTHO MCNO/b3yeMblX U3genuii! HesepHoe
KOMOWHUPOBaHNe MOXeT NPUBECTU K TPAaBMUPOBAHUIO MauneHTa 1
Monb30BaTeNia UK K NoBpexaeHunto nsgennsa. CoyetaHve pasnnyHbIX
Meq. U3fennii ABNaeTca TeXHUYeckn 6e30nacHbIM TObKO B CNyYae,
ecnm

- 3Ta KOMO6UHALMA onucaHa Kak TakoBas B COOTBETCTBYHOLLMX
MHCTPYKLMAX MO 3KCnayarayuu unm

- 3TO [ONyCKaeTca LeneBblM Ha3HaYeHUeM 1 cneyupukalmen
NHTepeincoB NCNOMb3yeMblX COBMECTHO MU3LENNA.

MpeaynpexaeHue: [JaHHOe U3genve npegHasHa4yeHo TONbKO ANs
MCMOMb30BaHUS B COOTBETCTBUM C YKA3aHHbIM LIENIEBbIM Ha3HAYEHUEM.

MpeagynpexaeHue: Mepes NPUMeHEHNEM MPOBEPbTE CPOK FOAHOCTM
n3genus. Takxke NPoBepbTe, He HapyLLeHa/NOBPeXAeHa M1 ynakoBKa
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Safety instructions

Warning: Observe the instructions for use carefully before use.

Warning: When covering KARL STORZ holding arms, observe the
appropriate KARL STORZ instructions for use carefully before use.

Warning: There is a potential risk of injury to the patient or user and/or
damage to the product if the instructions for use and warnings are not
observed for specific products intended

to be used in combination. Observe the instructions for use and warnings
for products that are used in combination. Incorrect combinations can
lead to patient injury, user injury or damage to the products.

Technical safety in the case of medical products used in combination
cannot be ensured unless:

- the compatibility of such products to be combined is described in the
corresponding Instructions for use or

- such combinations are feasible based on the intended use and the
interface specifications of the products used in combination.

Warning: This product is only intended to be used for the purposes
indicated.

Warning: Before use, check the use-by date, the packaging and the
product for damage. A damaged product and/or a product with an expired



M30EeNNS U He UMEeET NN NOBPEXAeHWiA camo naaenve. Kateropuuecku
3anpeLLaeTcs UCNoNb30BaTh NOBPEXAEHHOE U3aenue n/unu nagenue c
MCTEKL MM CPOKOM FOAHOCTW U/UNW NOBPEXAEHHON YNaKOBKOIA.

MpeagynpexaeHune: [laHHOe n3genne npegHasHa4yeHo TONbKO ANS
0LHOPa30BOro NpumeHeHus. NMoBToOpHas 06paboTKa /MM NOBTOPHaS
cTepuansaumnsa MoryT NpMUBeCTM K MOSIOMKe M3L4enns n/mnmn K nepeHocy
60ne3Hei. B pesynbTate NOBTOPHOW 06paboTKM U NOBTOPHOW
CTepuaM3auunm cBONCTBa Cbipba/MaTepnanos, U3 KOTOPbIX CAenaHo
n3genvie, MOryT U3MEHUTLCA B OTpULLATeNIbHYO CTOPOHY. Ecnn Bce xe
n3genue nojBepraeTcs NOBTOPHOV 06paboTKe 1 MOBTOPHON
CTepuamM3aunmn, oTBEeTCTBEHHOCTb 3a 3TO /IEXKMT Ha NONb30BaTene.

MpegynpexaeHue: M3aenune 3anpeaeTcs UCNoAb30BaTh, eCAN
ynakKoBKa BCKPbITa UK MOBPEXAeHa.

MpeaynpexaeHve: V3enekainte nsaenve U3 cTepunbHoi ynakoBku
HEe3a/l0/1r0 40 NPUMEHEHNS U HE KNaAuTe ero Ha HeCTEPU/IbHbIE
NOBEPXHOCTH.

MpeaynpexaeHve: C60pKa M KpenneHue ofHOPa30BOr0 U3AENNs
paspeLleHbl TONbKO B CTEPU/ILHO 30HE.

YKazaHue: N3genne ynakoBaHo B OTAE/bHYIO 3aLUTHYH YNaKOBKY,
CTEpWIN30BaHO ramMMa-u3nyyeHeM 1 nNpesHasHauyeHo ans
04HOPa3oBOro MCNO/b30BaHMS y OAHOMO NauyueHTa. B npoTMBHOM
C/lyyae CyLleCcTByeT ONacHOCTb NepeKPecTHOr0 3apaXeHus.

YKasaHue: lMonb3oBatenb 4aHHOT0 NU3AENNA LO/MKEH
creumnann3npoBaTbCs Ha ero 06/1acTu NPUMEHEHNA U UMETb
AOCTaTOYHbIN ONbIT.
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use-by date and/or damaged packaging should not be used undeT
circumstances.

Warning: This product is intended to be used once only. Reprocessing
and/or re-sterilization can lead to the failure ol'lhe product and/or to the
transmission of disease. Reprocessing and re-sterilization can have a
negative impact on the properties of the raw materials used to
Manufacture the product. If the product should nevertheless be
reprocessed and re-stcrilized, the responsibility for this shall remain with
the user.

Warning: The product should not be used if the packaging has already
been opened or
damaged.

Warning: Do not take the product out of the sterile packaging until
shortly before application and do not place it on non-sterile surfaces.

Warning: The single-use product must only be mounted in the sterile
area.

Notice: The product is individually packed in protective packaging,
gamma-sterilized, and is intended to be used only once on a single
patient. Otherwise there is a risk of crosscontamination.

Notice: The user of this product must be specialized in this particular
area of application and have gained sufficient experience in this respect.



OCTOPOXHO: He XpaHUTb PAJOM C XUMUYECKUMMU, Caution: Do not store near chemicals, disinfectants or radioactive
AE3NHPULMPYOLWNUMMN CPeACTBAMU UM UCTOYHUKAMK pagnoakTMBHOro radiation.

N3Ny4YeHuns.
Caution: Do not place objects of any kind on the product and/or the

OCTOpPOXXHO: He cTaBUTb HUKaKKe NMpegMeTbl Ha U3fefine unmn Ha packaging.

YNakKoBKY.

MN306paxkeHne n onucaHne nsgenms Picture and description of device
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Puc. 1 Cxema OCHOMHEIX QYHKUHOBATBHBIX JICMCHTOB YEXJIA 3AMMUTHONO oAHOpasoBoro Karl Storz ana kamep ¢ anacTnunniM konunkom 040169-40
Fig. 1 Diagram of the main functional elements of the Karl Storz disposable protective cover for cameras with elastic tip 040169-40

1) Yexon samwrHuitf ogHopasoprilt Karl Storz ans xamep ¢ anacTHHBM
KOHYHKOM

2) Kneiikan 3enenas nexra

3) Spvuraox

4) DOnacTHaHBIH KOHTHK

1) Karl Storz single-use camera cover with elastic telescope opening
2) Adhesive green tape

3) Pulling Tag

4) Elastic tip
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Puc. 2 CxeMa OCHOBHBIX )y HKUHOHANBHBIX HMEMEHTOB ¥EXJIa 3aITHTHONO oaHopasosoro Karl Storz ans memnactunockona 041171-40
Fig. 2 Diagram of the main functional elements of the Karl Storz protective disposable cover for mediastinoscope 041171-40

1) Yexon 3aumutHi oanopasorsili Karl Storz ans MmeamacTHHOCKONA 1) Karl Storz single-use protective cover for mediastinoscope
2) SApuinuok 2) Pulling tag
3) JlBycTopoHHAA CXOTY-JICHTA 3) Double-sided tape
4) Knefixaa zenenad nenra 4) Adhesive green tape
i}
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Puc. 3 CxeMa OCHOBHBIX §YHKLIMOHANBHBIX HCMEHTOB HeXNa 3alitHTHOro oxHopalosoro Karl Storz nna 18" monuropa Touch Screen 041265-20, gexna
sawnTHOro oasopa3sosoro Karl Storz anx 21.5" mouuropa Touch Screen 041365-20, uexna sawutHoro ogHopasosoro Karl Storz ans 24" monnropa Touch
Screen 041465-20 wa npuMepe Yexna 3aHTHONO oaxopasosoro Karl Storz ans 18" monwntopa Touch Screen 041265-20

Fig. 3 Diagram of the main functional elements of the Karl Storz disposable protective cover for the 18 "Touch Screen 041265-20 monitor, the Karl Storz
disposable protective cover for the 21.5" Touch Screen monitor 041365-20, the Karl Storz disposable protective cover for the 24 "Touch Screen monitor
041465-20 on an example of a Kar| Storz protective di ble cover for 18 "Touch Screen monitor 041265-20

1) UYexon samutHbIf oxmnopazosuii Karl Storz ana mommmopa Touch | 1) Karl Storz protective single-use cover for Touch Screen monitor
Screen 2) Adhesive green tape
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Puc. 4 CxeMa OCHOBHBIX GYHKUMOHANBHBIX MEMEHTOB 4eXNa 3auTHOrO oaxopasosoro Karl Storz ans guxcupyrommx cucrem 041150-20
Fig. 4 Diagram of the main functional elements of the Karl Storz protective disposable cover for fixation systems 041150-20

1) UYexon zamwmmanil opmsopaszopmiti Karl Storz ana ¢uxcupytommx | 1) Karl Storz single-use protective cover for fixation systems
CHCTEM 2) Elastic tip
2) 3nacTHYHBIL KOHMHK 3) Adhesive green tape
3) Knelikaq sencHas neHra 4) Pulling tag
4) Apsurtiox
12
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MoAroToBKa K MCMOMb30BAHNIO

Cnocob npumeHeHUs
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Preparation for use

BCKpbITME CTEPUIbHOW YNaKOBKM

1. B BepxHeM npaBoM ¥ N1eBOM Yyrax ynakoBKMW yKa3aTe/ibHblM
nanbLem OTAeNNTe NAeHKy oT bymarn. (1)

2. Bo3bmuTe nnieHKy n 6ymary 3a cepefuHy 1 0OCTOPOXXHO 06enmm
pyKaMu BCKpOMTe 3aneyaTaHHbI WoB. (2)

3. N3BnekunTe n3genme U3 CTepUIbHON YNakoBKMW.

«

Mode of application
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MprMeHeHWe Yexna 3alnTHOro ogHopasoBoro Karl Storz gas™
Kamep C 3/1aCTUYHbIM KOHUYUMKom 040169-40:

1 BBOAuUTe CTepUIbHYO ONTUICY Yyepe3 TPYOKY c3a4K, NOKa pasbem
A1 CBETOBOAA He

OyfeT HaXoAUTLCA BHe Yexsa Ana BUAeOKaMepbl.

2. N10THO coefMHMTE Yexon ANs BULeOKamepbl CO CTePUIbHOWA
ONTWUKOW Npy NOMOLLM

3NaCTUYHOW KNelKon neHThl. (3)

3. OTNoXKnTe Yexon ANs BULeOKaMepbl Ha3af, YToObl OKynsp
HaxoAW/cs BHe yexna Aans

BUAeoKamepsbl. (4)

4. duKcaumsa BuLeoKamepbl CO CTEPUIbHON ONTUKOWA BbINONHAETCS
nepcoHanoMm n
HecTepu/IbHOW 30Hbl. HaTAHUTe Yexon Ha BUAeOKaMepy U CBETOBOA.

YkasaHue: Mpy CANWKOM CUbHOM PacTsXXEHWUW Yexa OH MOXeT
nopBaTbCs.
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MNMpnmeHeHWe Yexna 3alLMTHOro ogHopasosoro Karl Sto”
MegmacTmHockona 041171-40:

1. BBeguTe CTEPUIbHYIO ONTUICY cnepeamn TaK, YTOObI BbICTYNalo WU
yron (a) yexna ana Buageokamepbl npuneran K CTOPOHE C KHOMKaMm
ynpaeneHus (b) Buaeoronosku. (3)

OCTOpOXHO: Mpy HENPaBU/IbHOM pasMeLLeHnmn yexna ans
BMAEO0KamMepbl BO3MOXXHO pacrniaB/ieHne Yexaa u NoBpexzaeHune
MeAnacTuHOCKonMa.

> Y6eanTecb, 4TO YexXon A8 BUAEOKaMepbl PACNOOXKeH MPaBusibHO,
KaK nokasaHo Ha puc. 4 n 5.

2. MINOTHO coeAnHUTE YEXO0N ANA BUAEOKaMepbl CO CTEPUIbLINON
ONTUKOM NPU NOMOLLU 3NaCTUYHON KNENKOW NeHThbl. (6)

3. HaTaHuTe yexon Ha BuAeokamepy n cBetosog. (7)
4. TNofcoenHUTe BUAeoKamepy K megunactuHockony. (8)

YKaszaHue: Mpu CAULKOM CUNbHOM PacTsXXEHUU Yyexaa OH MOXeT
nopBaTbCs.
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TIpEMeHeRne 9EX1A 3AMNUTHOTO 0BOPA3oBoro Karl

moRETOpR Touch Screen 041265-20, wuexna samuTHOTO
oznopasosoro Karl Storz ans 21.5" monutopa Touch Screen
041365-20, uexna samuaTHOro oguopazosoro Karl Storz aas 24"
mouuTopa Touch Screen 041465-20:

1. OTkpoiiTe ynakosky.

Ipumedanne. Ha maneoii cropode 041165-01 puaxa waanucs «Touch
Screen Side».

2. CynyTs pyKH B MAHXeTy KPHIIKH. (3)

Ipumeuanme: npuMedaHHe <BCTABBTE 3ACCH PYKY» NOKa3aHO Ha
041165-01. ,

3. HataanTe KpHINKY Ha MOHHTOP ¢ CCHCOPHBIM JKPAHOM H 3aKPEIHTE
¢ o0paTHOH CTOPOHH NUINKOH JICATOIH. (4)

l'lpnuetlaune: KPHIIIKA MOXET IIOPBATECH, €CMIH € NOTAHYTh CIIHIIKOM
CHJIBHO.

IIpumMenenNe Jexia 3amuTHOrO oxHopasosoro Karl Storz pas
$nxcapyromux cucrem 041150-20;

1. Yro0M Ha#ETh 9€X0 HAa KOMIBIOTEPRYIO MBIIb HIH ITYJIBT
JECTAHIIMOHHOTO YIIPABJCHHASA, BBEAMTE HX Y€pe3 OTBEPCTHE B YEXIIE.
3

IIpn yxprBaann kpormrelisop KARL STORZ sanenrTe crepunbHLi
9ex0Jl Ha KPOHIITCHH ¥ Pa3MCCTHTE NACTHYHbIA KOHell moBepX
6uicTpoaeiicTyiomero 3aMka KSLOCK (tun «mama»). TlpokonuTe
INTHGHTOM 3aKAMHOM KOJNOAKH NMACTHYHEL KOHEll YexJa.

16



WMHdopmaumsa o6 ouncTke, [JesvHMeKunm u  cTepuansaumm
MeAULMHCKOro n3genusa (418 CTepuinsyeMblx U3genuin), nopsgke
[eliCTBUIA NpU HapyLleHUW CTepuUIbHON yNakoBKW (415 mU3genui,
NoCTaB/IiEMbIX B CTEPU/ILHOM BU[E)

N3nenne noctaBnsieTcs cTepunbHbiM. CTEPUAN3YeTCS pagualmeit.

KaTeropuuyecku 3anpelLaeTcs MCNOMb30BaTb MNOBPEXAEHHOE MU3Lenne

n/vnn n3genvie ¢ UCTEKLMM CPOKOM TOLHOCTU WU/ NOBPEXAEeHHOMN

YyNaKoBKOA.

TexHMYecKoe 06cnyxmnBaHune

He npumeHnmo.

OCHOBHble TeEXHUYeCKMe N PYHKLNOHAIbHbIE XapaKTepPUCTUKMN
Article Length, cm

040169-40 251 135
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Width, cm

2. TloTaHyB 3a BCMOMOTaTe/bHbIA 3NEMEHT ansa o6neryeHmns
HageBaHWAd, HaTAHNTE CTepVIfIbeIVI 4yexos Ha Kabesnb unm KpOHLIJTGVIH.

(4)

Information on cleaning, disinfection and sterilization of a medical
device (for sterilized products), the procedure in case of package
appears damaged (for sterilize products)

The product is supplied sterile. Radiation sterilization.

A damaged product and/or a product with an expired use-by date and/or
damaged packaging should not be used under any circumstances.

Maintenance

Not applicable.

Main technical and functional characteristics
Thickness, mm

0.05

Weight, g
34.7



041171-40 316 11.5 0.05 34 in

041265-20 7 48.5 0.05 23.7
041365-20 88 48.5 0.05 27
041465-20 89 49 0.05 25.3
041150-20 164 42 0.05 8l

Tolerances: + 5%

HanmeHoBaHue AnvHa, cm LLnpuHa, cm TonwmrHa, cm Macca, r
040169-40 251 13.5 0.05 34.7
041171-40 316 115 0.05 34
041265-20 7 48.5 0.05 23.7
041365-20 88 48.5 0.05 27
041465-20 89 49 0.05 25.3
041150-20 164 42 0.05 81

Tolerances: + 5%
ONeKTPOMarHMTHasa COBMeCTUMOCTb Electromagnetic compatibility
He npnmeHumo. Not applicable.

OnucaHve nNpuHagnexHocTel, MeanumHcknx unsgennii  mnnn Key accessories, medical devices or non-medical devices, to be used
N3LeNniA, He ABNAIOLWNXCA MEAULMHCKUMU, HO MPeAyCcMOTPEeHHbIX in combination with medical device submitted for registration

ANA MCNONb30BaHMSA B KOMOUHALMWN C 3aABNEHHbBIM MEAULMHCKAM

n3genvem
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HavnmeHoBaHve nsgenuvs
Uexon 3aWUTHbI OAHOPa30BbIii

Karl Storz pgna Kamep ¢
31aCTUYHbIM KOHYMKOM 040169-
40

Uexon 3aWuTHbIA 0AHOPA30BbIiA
Karl Storz gns megnactmHockona
041171-40
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CoBMeCTUMOCTb
CoBMeCcTUM co BCEMM
pacnpoCcTpaHeHHbI MK

9HAOCKONUYECKMMU BNUAeOCNUCTEMAMMN.

Mogxoount ana cnefyownx
Bugeoronosok IMAGE | DCI®

e 20262030 DCI® Il opgHoumnoBsas
BUEOrosoBKa DC1®, uBeToBas
cuctema PAL (PY NedC3 2011/10573)
e 20262130 DC1® I
DCI®, LBeToBas
cuctema NTSC (He 3aperucTpupoBaHa)
* 22260031-3 IMAGE 1 D1

ogHoymnoBas
BMAeorosioBka

ofHouunosas Bupgeoronoska DCI®.
usetosas cucrtema PAL (PY NedC3
2011/10573)

*22260131-3 IMAGE 1 D1
ofHouunosas Bupgeoronoska DCI®,

usetoBasa cuctema NTSC (PY NedC3
2011/10573)

BunaeoronoBky MOXHO MCMNO/Mb30BaTh B
coyeTaHum co cnefyoWwuMu
MeAMacTUHOCKOMamm (He

3aperucTpupoBaHbl):

* pa3fBUXHOI BUAEOMEAMACTUHOCKON
10972 SP KARL STORZ

* pa3fBUXXHOI BUAEOMEANACTUHOCKON
10972 SPS KARL STORZ

Device
Karl Storz single-use camera cover

with elastic telescope opening
040169-40
Karl Storz single-use protective

cover for mediastinoscope 041171-
40

Compatibility
Compatible with all commonly used
endoscopic video cameera systems.

The camera cover fits the following
IMAGE 1DCI® camera heads:

» 20262030 DCI® Il I-Chip DCI®
camera head. PAL color system (RC
XodC3 2011/10573)

* 20262130 DCI® Il I-Chip DCI®
camera head, NTSC color system (not
registred)

» 22260031-3 IMAGE 1 D1 I-Chip
DCI® camera head, PAL color
system (RC NedC3 2011/10573)

» 22260131-3 IMAGE 1 D1 1-Chip
DCI® camera head. NTSC color
system (RC NedC3 2011/10573)

The camera head may be used in
with  the
mediastinoscopes (not registred):

combination following

» 10972 SP KARL STORZ distending
video mediastinoscope

e 10972 SPS KARL STORZ
distending video mediastinoscope

» 10971 MV KARL STORZ DCI®
video mediastinoscope

» 10971 MVS KARL STORZ DCI®
video mediastinoscope



Uexon 3aliMTHbIA 0AHOPa30BbIli
Karl Storz pna 18" moHuTOpa
Touch Screen 041265-20

Uexon 3alliMTHbIA 0HOPa30BbIi
Karl Storz ana 21.5" moHWTOpa
Touch Screen 041365-20

Uexon 3almTHbIA 04HOPA30BbIi
Karl Storz pna 24" wmoHuTOpa
Pouch Screen 041465-20

Uexon 3aWwmTHbIA OA4HOPa30BbIii
Karl Storz pns ukcupyroLmx
cuctem 041150-20

e BugeomegmactuHockon 10971 MV
KARL STORZ DCI®
e BugeomeamactmHockon 10971 MVS
KARL STORZ DCI®
KARL STORZ 18" n 19" MoHWTOp
Touch Screen (PY Ne dC3 2009/05464)

KARL STORZ 21.5" moHuTOp Touch
Screen (PY NeP3H 2016/4101)

KARI, STORZ 24" moHuTOp Touch
Screen (PY NeP3H 2016/4101)

KARL STORZ ENDOCRANE® (PY
NeP3H 2015/2518)

KARL STORZ VERSACRANE™M (B
npouecce pernctpauum)

KARL STORZ POINT SETTER® (PY
NoP3H 2015/2518)

MexaH14eckne CUCTEMbI  KPemnieHns
KARL STORZ
KARL STORZ IMAGE1 PILOT c

MEXaHWNYECKOM CUCTEMOI  KpenieHns
(PYNeP3H 2020/10039)

CBeAeHMH 0 J1eEKapCTBEHHbLIX cCpeacrteax BXoaAWWMX B COCTaB

MeAWUUWNHCKOIo n3fenus
He npumeHumo.
CBepfeHnga 0
NPOUCXOXKCHUA
He npumeHumo.

MaTepunanax

YXVUBOTHOI0/UennoBeyecKoro

YcnoBus aKcnayaTauMm MeguunHCKoOro nagenms

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

Karl Storz protective single-use
cover for 18 "Touch Screen monitor
041265-20

Karl Storz single-use protective
cover for 21.5 "Touch Screen
monitor 041365-20

Karl Storz single-use protective
cover for 24 "Touch Screen monitor
041465-20

Karl Storz single-use protective
cover for fixation systems 041150-
20

KARL STORZ
screen  monitors
2009/05464)

(RC Ne &Cs

KARL STORZ 21.5" touch screen
monitor (RC H2P3H 2016/4101)

KARL STORZ 24" touch screen
monitor (RC NeP3H 2016/4101)

KARL STORZ ENDOCRANE®
(RCNeP3H 2015/2518)

KARL STORZ VERSACRANETM
(not registred)

KARL STORZ POINT SETTER®
(RCNeP3H 2015/2518)

mechanical holding systemsfrom
KARL STORZ
KARL STORZ IMAGEI PILOT

with a mechanical holding system
(RCX«P3H 2020/10039)

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
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YcnoBua skcnnyaraumm Operating conditions
TemnepaTypa 0T+10 go +35°C Temperature range from+10to+35°C
OTHOCKTENbHAA BNaXKHOCTb 10 80% 6e3 kKoHfeHcauuu (npu 25°C) Relative humidity range up to 80% non-condensing (at 25 ° C)

YcnoBus TpPaHCMNOPTUPOBKKN N XpaHEHUsT MeANLMHCKOTO nsgenna  Storage and transportation conditions

YcnoBua xpaHeHus Storage conditions
TemnepaTypa ot -50 go +40 °C Temperature range from -50 to +40 °C
OTHocuTeNbHas BNaXXHOCTL 40 98% (npu 25 °C) Relative humidity range up to 98% (at 25 °C)
Y CcnoBua TpaHCMOPTUPOBKHU Transportation conditions
Temnepatypa ot -50 go +50 °C Temperature range from -50 to +50 °C
OTHOCMTENbHas Relative humidity range up to 100% (at 25 °C)
B/IXKHOCTb 40 100% (npu 25 °C)
CocTaB ynakoBKMU Package contents
1. Yexon 3alMTHbIA 0aHOpa3oBblii Karl Storz ana kamep ¢ anactuunbim 1. Karl Storz single-use camera cover with elastic telescope opening
KOHUYMKom 040169-40. B cocTaBe: 040169-40. consisting of:
- Yexon 3aWMTHbIA ofgHopa3oBbllii Karl Storz ans kamep ¢ anactuuHbiM - Karl Storz single-use camera cover with elastic telescope opening - 40
KOHYMKOM - 40 wT. pcs.
- IHCTpYyKUMA No NpUMeHeHnto - 1 wT. - Instructions for use - 1 pc.

2. Uexon 3aWuUTHbIA oaHopas3oBbiii Karl Storz gns megmactuHockona 2. Karl Storz single-use protective cover for mediastinoscope 041171-

041171-40, BcocTase:' 40, consisting of:
- Yexos 3alMTHbIA ofHopa3oBbiit Karl Storz ans megmactuHockona - 40 - Karl Storz single-use protective cover for mediastinoscope - 40 pcs.
LUT. - Instructions for use - 1 pc.

- IHCTpyKUmMa no npuMeHeHunto - 1 wT.

3. Karl Storz protective single-use cover for 18 "Touch Screen monitor
3. Yexon 3alnTHbIA ogHopa3oBblii Karl Storz ans 18" moHutopa Touch 041265-20, consisting of:
Screen 041265-20, B cOCTaBe:; - Karl Storz protective single-use cover for 18 "Touch Screen monitor -
- Yexon 3awmTHbIA ogHopasoBblli Karl Storz ana 18" moHuTopa Touch 20 pcs.
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Screen - 20 wr.
- IHCTPYKLMA MO NPUMEHEHUIO -1 wWrT.

4. Yexon 3awuMTHbIA oaHopasoBbii Karl Storz gna 21.5" moHuTOpa
Touch Screen 041365-20, B cocTaBe:

-Uexon 3aWwnTHbIl ofgHopa3oBblin Karl Storz gna 21.5" moHuTopa Touch
Screen - 20 wr.

- HCTpyKLMA NO NpUMeHeHuto - 1 .

5. Yexon s3awWnTHbIA ogHopasoBblit Karl Storz gns 24" moHuTOopa Touch
Screen 041465-20. B cocTaBe:

- Yexon 3awWnTHbIN ogHopa3oBbliii Karl Storz gns 24" moHuTopa Touch
Screen - 20 wr.

- MHCTpyKUKMA No npuMeHeHuto - 11T.

6. Uexon 3awuTHbIA opHopasosbll Karl Storz ana dukcupyrowmnx
cuctem 041150-20. B cocTase:

- Yexon 3aliUTHbIV ogHOpa3oBbii Kar! Storz ans gukenpyowmx cuctem
- 20 wr.

- IHCTpyKUMA NO NPUMEHEHUIO - 1 LWT.

CpoK rogHocTu / cpoK akcnnyatauymnm
5 net

MopsagoK  ocywecTBneHNs
MeANLUNHCKOTO Nn3gennsa
[Mocne ncnonb3oBaHWUA N3genne NoANEXNUT yTUAN3aLnumM B COOTBETCTBUM
c npeanucaHuammn. CnegyeT cob6ni0gaTb BHYTPUroCyJapCTBEHHbIE
3aKOHbI 1 NpegnucaHus.

yTnnnsaymnn n YHNUYTOXEHNA

M3genus, nmesLine KOHTaKT c KPOBbIO n/ivnn

apyrmmn
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- Instructions for use - 1 pc. A

4. Karl Storz single-use protective cover for 21.5 "Touch Screen monitor
041365-20, consisting of:

- Karl Storz protective single-use cover for 21.5 "Touch Screen monitor
- 20 pcs.

- Instructions for use - 1pc.

5. Karl Storz single-use protective cover for 24 "Touch Screen monitor
041465-20, consisting of:
- Karl Storz protective single-use cover for 24 "Touch Screen monitor -
20 pcs.
- Instructions for use - 1pc.

1
6. Karl Storz single-use protective cover for fixation systems 041150-20,
consisting of:
- Karl Storz single-use protective cover for fixation systems - 20 pcs.
- Instructions for use - 1pc.

Shelf life / Service life
5 years
Disposal

This product should be properly disposed of after use. The specific state
regulated laws and provisions are to be observed.

Products that have come into contact with blood and / or other body
fluids are classified as medical waste, and waste disposal in accordance



610N0TMYECKUMU XNAKOCTAMU, OTHOCATCS K Knaccy b knaccugukaymm
MeANLMNHCKNX OTXOA0B, ¥ NOANEXAT yTUNMU3ALUN N/MAN YHUUTOXEHUIO,
COrIaCHO MPMMEHSIEMbIM HaLMOHa/bHbIM 3aKOHOAATe/IbHbIM HOpPMaM.

Hencnonb3oBaHHbIe U3AeNUs (He MMEBLLMNE KOHTAKTa C KPOBbO W/Unu
6MONOTUYECKMMU XKUAKOCTAMM) B T.4Y. C UCTEKLWIMUM CPOKOM FOAHOCTHU,
OTHOCATCA K Knaccy A Knaccupukauum MeauLMHCKUX OTXOA0B,
MOANEXAT YyTUNM3ALUN U/MAWN YHUUTOXEHUIO, COTNaCHO NPUMEHSIEMbIM
HaLMOHaMbHbIM 3aKOHO4ATe/NbHbIM HOPMaM.

MepeyeHb HALMOHANbHLIX U MeXAYHapOAHbIX HOPMaTUBHbIX

LOKYMEHTOB/CTaHAApPTOB, KOTOPbIM COOTBETCTBYET MeAWLMHCKOE
nsgenve
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with applicable national legal regulations. "

Unused products (not having contact with blood and / or body fluids)
inch expired, medical waste classification class, must be destroyed and /
or destroyed in accordance with applicable national legal regulations.

List of international regulatory documents/standards which the
medical device complies with



EN 556-1: 200!/AC:2006

EN 868-2: 2017-05

EN 1041:2008

ISO 11137-1:2005

ISO 11607-1: 2009

ISO 11607-2: 2006-AMD 1:2014
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Ctepunusauus MeANLMHCKNX
N3AeNnuii. TpeboBaHus K
MeANLUHCKUM n3genusm

Kateropum “"crepunbHble”. Yactb 1
TpeboBaHMA K MeAWULMHCKUM
n3penusam. noanexawum
(OMHULLHOR cTepunmsaymm

YnakoBka MeAULMHCKUX W3LeNuid,

nognexatymx (DMHULLIHOW
cTepuansaumnm. YacTtb 1
TpeboBaHuA K matepuanam,
6apbepHbIM cuctemam ans

CTEPUAM3ALMM U YMAKOBOYHbIM
cucTeMam

NHbopmaums, MoAroTaBiMBaemas
M3rOTOBUTENEM, COMPOBOXAAMOLLASA
MefMLMHCKNe NpUGopsI

Crepunusauus MeANLNHCKON
npoayKLUuN. PaguaLnoHHas
cTepuamsanms. YacTb 1
TpeboBaHuA K pa3paboTke,
BaMAALNN N TEKYLLEMY KOHTPOJIIO
npotecca cTepunusauunu

MeAWNLMHCKNX 13aenuii

YnakoBKa MeAMLMHCKNUX U3Lenui,
CTEPUIN3YEMbIX Ha 3aBepLUatoLLei
cTagum npoussogctea. Yacte 1

Tpe6oBaHUs K MaTtepuanam,
6apbepHbIM cucTemam
cTepunm3salum " cucteMam
YNaKOBKU

YnakoBKa MeAWLVHCKUX W3Lenni,
CTEpUNN3YyeMbIX Ha 3aBepLuatoLLeit
cTaguMmM npomussofcTea. Yactb 2.
TpeboBaHNA K OLEHKW MNPOLLECCOB
(hopmmnpoBaHuA, repmeTusaLun u

EN 556-1: 2001/AC:2006

EN 868-2: 2017-05

EN 1041: 2008

ISO 11137-1: 2005

ISO 11607-1: 2009

ISO 11607-2:2006 t AMD 1:2014

ISO 11737-1:2006 + AC:2009

ISO 11737-2:2009

Sterilization of medical
Requirements for medical devices
to be designated "STERILE" - Part
1 Requirements for terminally
sterilized medical devices
Packaging for terminally sterilized
medical devices Sterilization wrap.
Requirements and test methods
Information  supplied by the
manufacturer of medical devices
Sterilization of health care products
— Radiation — Part L
Requirements for development,
validation and routine control of a
sterilization process for medical
devices

Packaging for terminally sterilized*
medical devices - Part L
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 — Amendment 1
Sterilization of medical devices —
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



ISO 11737-1: 2006 i AC:2009

ISO 11737-2:2009

ISO 13485:2016

ISO 14644-1: 2015

ISO 14971: 2012

ISO 15223-1:2016

EN 62366-1: 2015 + AC:2015

ASTM F88/F88M; 2015
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c60pKM

Crepunusauusa MeANLNHCKNX
usgenuin.  MuKpobuonoruyeckume
METOAbI. YacTb 1 OueHka

nonynauum MUKPOOPraHW3MoB Ha
npogyKTax

Crepunusauus MeANLMHCKNX
nsgenuii.  Mukpobronormnyeckne
mMeToAbl. YacTe 2. WcnbliTaHUa Ha
CTEPUNbHOCTb, MPOBOAUMbIE  MpU

Basimgaunu npovecca
cTepununsaunu

W3genna mepuumHckme. CUCTEMBI
MeHePKMeHTa KayecTBa.

Tpe60oBaHUA K perynnpoBaHuio
YncTble NOMELLEHUA U CBS3aHHbIE C
HAMW  KOHTPO/SMPYeMble  cpegpbl.
Yactb 1 Knaccmdmkayms YmcToThbl
BO3/JyXa N0 KOHLEHTpaLUn YacTul,
W3gnenus MeULIMHCKME.
MprMeHeHVe MeHe[)KMeHTa pucka
K MEAULMHCKUM U34enam
M3penna megmumHckne. CUMBO/IbI,
NPUMeHSEMbIE MPU MapPKMPOBaHUM
Ha MeLNLMNHCKNX n3genunsx,
3TUKETKaX U B COMPOBOAUTENLHOM
JokymeHTauun. Yacte 1 O6wme
TpeboBaHus

M3genva meguumHckme. Yactb 1
MpoeKTMpoBaHue MeAULMHCKMNX
n3genui c YyYeToM
3KCNyaTayMoHHOM NPUrofHOCTH
CTaHfapTHbIA MeTof WCNbITaHWiA
MPOYHOCTW  YNJIOTHEHUSA  TUOKMX
6apbepHbIX MaTepuanos

ISO 13485: 2016

ISO 14644-1:2015

I1ISO 14971: 2012

ISO 15223-1: 2016

EN 62366-1:2015 + AC:2015

ASTM F88/F88M: 2015

ASTM F 1886/F1886M: 2016

ASTM F1929: 2015

ASTM F1980: 1999

Medical  devices - Qu~IN

management systems
Requirements ~ for  regulatory
purposes

Cleanrooms and associated
controlled environments - Part 1
Classification of air cleanliness by
particle concentration.

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

Medical devices - Application of
usability engineering to medicaf
devices

Standard Test Method for Seal
Strength  of  Flexible Barrier
Materials

Standard  Test Method  for
Determining Integrity of Seals for
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



ASTM F 1886/F1886M: 2016 CTaHAapTHbIA  METOof WCMbITaHWiA
4N onpefieneHnst  LeNoCTHOCTU
YNAOTHEHWUIA  TUMBKOM  yNakoBKW
nyTem BM3ya/lbHOrO OCMOTpa

CTaHAapTHbIA MEeToA WCMbITaHWiA

ONs 0GHapyXXeHUst yTeuek uYepes

ASTM F1929: 2015

YNOTHEeHNS nopuCTO
MeLULMHCKOIA YNakoBKU rno
MPOHUKHOBEHWIO KpacuTens

ASTM F1980: 1999 CrtaHgapTHOe  PYKOBOACTBO MO
YCKOpPEHHOMY CTapeHunto

CTepu/ibHbIX  6apbepHbIX CUCTEM

AN MEAULMHCKNX M3AeNnnii
MapaHTuitHbIe 0653aTeNnbCTBaA
"apaHTWiiHble 0653aTeNbCTBA NpUBELEeHbI B OOLLMX YCN0BUAX KOMMEPYECKOW
JeatenbHocTn KomnaHum KARL STORZ.
OTnpasnsnTe MeAULMHCKOe U3genvie BCeraa B yNnoHOMOYEHHbIN (uanan (Cum.
rnaBy «®unmanbl»), B TOM YACNE 1 BO BPEMS FapaHTUIHOIO CPOKa.
CamM0BO/IbHOE BCKPbITWE, PEMOHT M U3MEHeHKe Nprbopa He YNoHOMOYEHHbIM
Ha TO MepcoOHa/IoM OCBOOOXJaeT Hac OT  OTBETCTBEHHOCTM 32
3KCMN/yaTaLMOoHHYH 6e30MacHOCTL npubopa. Bo Bpemsi rapaHTUIAHOIO CPoKa
NoA06HbIE AENCTBUA BNEKYT 3a COO0I NOMHYH NOTEPIO rapaHTUN.

MapaHTUINHbLIN CPOK:

CTaHfapTHbIA rapaHTUiAHbIA Nepuog B TedeHne 12 mecsiLeB C AaTbl BBOAA B
aKcrnnyaraumio, Ho He 6onee 15 MecALEB CO AHA OTIPY3KU.

Mpy HeO6XOAMMOCTM, AOTOBOP Ha MOC/MerapaHTUtHOe 06CNYXXMBaHWE MOXeET
ObITb 3aKNOYEH MNOCMe OKOHYaHWS Cpoka rapaHTuw. lMpyu 3TOM KoMMaHus
KARL STORZ rapaHTMpyeT Ha/mume HeobXOAMMbIX 3anacHbIX YacTei s
noajepxaHna pabotocnocobHOCTU 060pyAoBaHMS B TeueHMe 12 MecAueB ¢
MOMEHTa CHATUS aHHOW MoAenn npmbopa ¢ NPOU3BOLCTBA.

Peknamauyund
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Warranty

The warranty is stated in the KARL STORZ General Terms and Conditions of
Business. 1

Always send the medical device to an authorized branch (see chapter
"Branches'*), even during the warranty period.

Unauthorized opening, repair or modification of the device by unauthorized
personnel relieves us of responsibility for the operational safety of the device.
During the warranty period, such actions will result in a complete loss of
warranty.

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

If necessary, a post-warranty service agreement can be concluded after the end
of the warranty period. At the same time, KARL STORZ guarantees the
availability of the necessary spare parts to maintain the equipment in operation
for 12 months from the date of the discontinuation of the given model of the
device.

Reclamation



MopsaoK NpeAbABNeHNs peKnaMaluii 1 OTBETOB Ha HUX PerynupyeTcs
rpaXAaHCKUM NpaBoM. Peknamauus MOXeT NpeAbsBAATLCA TONbKO MO
TaKM BOMpocam, KOTOpble He SIBNSNNCh NPeaMeTOM NpUeMKK TOBapa,
Npou3BeAeHHOI B COOTBETCTBUM C YC/IOBUSAIMYW [0r0OBOpA.

Mo BcemM BOMPOCaM, CBSI3aHHbIM C OG6CAYXWUBaHUEM  W3[enus,
HeobXoAuMO 06paTUTbCA K YMNOAHOMOYEHHOMY NpeacTaBUTeNto
NPOn3BOANTENS.

B cnyuyae peknamauuu obpauiatbcs K NpousBoguTento u / uam
YyNONHOMOYEHHOMY NpeACTaBUTENO NPOM3BOANTENS.

MpoussoanTens:

Karl Storz SB & C0.KG. Germany

(«Kapn WTopy CE n Ko.KIM», M'epmaHus)
Dr.-Karl-Storz-StraBe 34. 78532 Tuttlingen. Germany
Tel. +49 7461 708-0, +49 7461 708-105
info@Kkarlstorz.com

YNOMHOMOYEHHbIN NpeAcTaBUTeNb NPON3BOANTENS:

O6LecTBO € OrpaHnMYeHHoOW oTBeTCTBEHHOCTbO KAPJT LUTOPL, -
3Hpockonsl BOCTOK (OO0 KWIT3 BOCTOK)

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

Ten. 8 (495) 983-02-40

E-Mail: Info-ru(2)karlstorz.com.

Pacwunpposka CcUMBO/IOB,
MeAVLMHCKOro n3fennsa

NPUMEHSEMbIX NPU  MapKUPOBKE
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The procedure for filing complaints and answering them is

civil law. Complaints can only be made on such issues that were not
subject of acceptance of the goods, made in accordance with the terms
of the contract.

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

In the event of a complaint, contact the manufacturer and / or an
authorized representative of the manufacturer.

Manufacturer:

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

Authorized representative of the manufacturer:

OO6LecTBO C OrpaHUYeHHO oTBeTCTBEHHOCTbIO KAPJT LUTOPL]
3Hpgockonsl BOCTOK (OO0 KWTS BOCTOK)

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

Ten. 8 (495) 983-02-40

E-Mail: Info-ru@Kkarlstorz.com.
Explanation of symbols used in labelling the medical device




Puc. 1 MapKnpoBKa nepBMYHOK YNaKOBKW Ha npumepe n3genns «Yexon saulmMTHbI ogHopa3oBblii Karl Storz gns Kamep ¢
3M1aCTUYHbIM KOHUYMKOM 040169-40»

Fig. 1 Primary packaging labeling on the example of the device " Karl Storz single-use camera cover with elastic telescope opening
040169-40"
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KARL STORZ SE & Co. KG

. . Dr.-Karl'Stofz-Slrafle 34
| J 78532 Tuttlingen Germany

SRSFI

KAILsroaz-M OM K

Uex/bl 3alUTHbIE 04HOpa3oBble Karl Storz B BapMaHTax HCUOJIBEHUSA:
Uexon 3alWmTHbIN ogHopa3oBbli Karl Storz ans Kamep ¢ 31aCTUYHbIM

KoH4Ynkom 040169-40

PYNe XXXXXX oTXXXXTr.

KARL STORZ SE a Co. KQ
Dr.-Karl-Stofz-Slrafle 34
l M I 78532 Tuttlingen Germany

MpowussoguTens

YNONHOMOYEHHbINA
NpeaAcTaBuUTeNb Ha
TeppuTopun P®

3

Karl Storz SE & Co. KG
Dr.-Karl-Storz-Strape 34, 78532, Tuttlingen.
Germany (lepmaHus)

OOLLeCcTBO C OrpaHNYEHHO
oTBeTCTBEeHHOCTLI0O KAP/T LUTOPL, -
QHpockonsl BOCTOK (000 KWT3
BOCTOK) Poccus.
115114, r. Mocksa, [epbeHeBckas
HabepexHas, 7, cTp. 4

WWW.XXXX.ru



Puc.2 Maker uaplmpomm HA PYCCKOM S3hIke HA pHMepe n3aeans «Yexon 3amuTHLIH oanopazosbiil Karl Storz s xamep ¢
IACTHYELIM KogankoM 040169-40»

Fig. 2 Layout of Russian-language labeling on the example of the device "' Karl Storz single-use camera cover with elastic telescope
opening 040169-40"
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CE

REF

LOT

jSTBVLE R

Only

M3rotoBuTesNb

Cumeon Oupektusbl EC

Homep no karanory

O6patTeCb K UHCTPYKLUWK no
NPYMEHEHUIO

He ponyckaTb BO3AE/CTBMS COMHEYHOTO
cBeTa

Koga naptum

He wcnonb3oBaTb Npu  MOBPEXAEHWN
yNaKoBKM

PafuaLmMoHHas cTepunm3auys

Vcnonb3oBatb 4o
3anpet Ha NOBTOPHOE MCMO/b30BaHMe

He cTepnnn3osaTb NOBTOPHO

Tonbko peuentypHoe nsgenve (CLUA)

[laTta BbInycka 1y nepecmoTpa MHCTPYKLUA

08.2021I
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CE

REF

LOT

&

iAAOnNly

Manufacturer
EU Directive Symbol

REF number

Refer to instructions for use

Avoid exposure to sunlight

LOT number

Do not use ifthe package is damaged

«

Radiation sterilization

Use by
Do not reuse

Do not resterilize

Recipe only (US)

Date of issue or revision of instructions

08.20211



[MepeBaz ¢ aHMIMIACKOr0 M HEMELIKOTO S13bIKOB Ha PYCCKMIA SI3bIK/

/2HAO0CKOMbI A4J11 MEANLMHCKOrO N HAYYHOIo NPUMEHEHNSA $ I'O K r

KARL STORZ- ENDOSKOPE

MHCTPYMEHTbI g na OTOPUHOJAPUHIONOI NN

KAP[, LUTOPL, CE yw Ko. KI' (KARL STORZ SE & Co. KC) a/s 230 78503 Tvi i.im cm Fepmarms

WE SUPPORT

McnonHmTeNbHbIN AUPEKTOop Mo
HOpPMaTMBHO-NPaBOBO Nogacpxke/Executive Director
Global Regulatory Affairs

(momkHocTb/position)

Kapum Dkamwmam /Karim Diamshidi
(nms/name)
/nognnce/
(nognuce/signature)
« » 2021 r.

«fieHb» Mecal (uudpamn) / «day» month (numerals)

M.nJStamp

/MeyaTb: KAP/T WWTOPM CE yHT Ko. KI' (KARL STORZSE  Co. KG) Ap.-Kapn-LUTo0u-
LTpacce 34 78532 TyTanHren/I rpmanunsa/

Instruction for use

NHCTPYKUWA MO SKCTJTYATAUUN

«Karl Storz single-use protective covers in variants»

«Yex/bl 3alWUTHbIE 0fHOPa3oBble Karl Storz B BapraHTax UCMO/THEHWS»

DUrrnycCKIi «opec

KAP/ LLUTOPL, CE yHT Ko KI
(KARL STORZ SE/1 Co KO)*
Ap -Koxpn-LLitopu-LLitpkcce 34
71S32 TYTAMH /T UMUHHA
TenedhoH «49 (0)7461 70»-0

duc «49(0)7461 709-10S
3. noute info~kiriKorrcom
WAWKeritton com

BeHKOBCKYIE PEKBUBUTBI
dasbKcheHK LLIBapneaan-SloHBy-Hekap el

SWIFT GENODESITUT
IBAN DE9764390130 0000 7720 0)
KommepnbeHB Al™ TyT/HHIeH

SWIFT COBA DE FF 643
[BAN DE69 6438 00110271 330S 00

2021

KoMMaHMTHOE TOBapULLIECTBO MonHbIV ToBapULL,

PaiioHHas cGeperatenbHast Kacca TyTnHHreH  KAPJ LUTOPL, CE yHT Ko KIF KAP/1 LUTOPL ®epsanbTyHre CE (KARL
(KARL STORZ SE& co KC) STORZ Verwaltungs SE)

SWIFT SOLADES | TUT [p «Kapn-LLitopu*LLitpacce 34 Ap -Kapn-LLtopu-LLitpacce 34

[BAN DE79 64350070 0000 0013 22 78532 TyTmHreH/MepMaHus 78532 TyTnuHreH/MepMaHns

[oitue BaHk ST 9Deui>cKe Bank AC) HOpuanyeckuii aapec; TyTanHren Hopuayyeckuii agpec TYTAHHreH

TYTNHHreH

SWIFT DEUTDESS653 ToproBblii peectp Toprosbiii peecTp LLTyTrapt HRB 762524

IBAN DEQ9 6537 007S 02116390 00 LLitytrapt HRA 450442 VicnonHuTenbHbIe AvpexTopa

M nnetensluxa HAC OE 142931059  MHOrOKpaTHbIV NOYeTHbIN AoKTOp Crbmn
LLiTopu, (Sybil Slorz), Kapn-Kpuctvan-LLiTopy,
(Karl-Christian-Siorz)

Per Ne no Aupektvise EC 06 oTxopas [Mpefcedarenb HabntoaaTeibHOro coBeTa

3NEKTPUYECKOTO 5l 3EKTPOHHOTO

060pysomMHHA DE 74465858
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PeecTp permctpauuy HoTapuanbHbiX geinctenii UR 292 / 2021 Uz 381/2021

AcTtpug XapaHTt-LUTtekep (Astrid Harant-Strecker) * Ten. +4974619659700 « dakc +4974619659720

HoTapuanbHoe 3aBepeHUue

HacTtodawmm ygocTosepseTcd NoAMNUCL, MOCTaBNEHHAA B MOEM MPUCYTCTBUK
M-Hom Kapumom Opkamwungmn (Karim Djamshidi),

Jarta poxgeHnsa 20.04.1985,

C apecom OCHOBHOro mecTa paboTbl: 78532 TyTnuHreH, Ap.-Kapn-LWTopy-LU tpacce 34,
- N3BECTHbLIM MHE JINYHO -

TyTtnundren, 09.02.2021

/Mopgnucs/
HoTapuyc AcTtpug XapaHT-LL Tekep (Astrid Harant-Strecker)

/MevaTb: HoTapuyc Actpug XapaHT-LTekep (Astrid Harant-Strecker) Hotapuyc B TyTnnHreHe/
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MepeBos faHHOrO TEKCTA BbIMOJIHEH MepeBoAYNKOM [MNaxTyHOBbIM AfnekceeM Bnagumumposuyem

noanmcob

Poccuiickas ®depepaumns
Nopog Mocksa
[JBafuatb BOCbMOr0 UOMA ABe ThiCAYM ABajLUaTb NEpBOro roja

A, Bepemunii KOnma ropeBHa, BPEMEHHO MCMOSMHSIIOLLIaS 00513aHHOCTI HOTapuyca ropoga Mockebl Kopcrk
Mapun AviekcaHpOoBHbI, CBUAETENLCTBYHO MOA/IMHHOCTL MOAMUCK MepeBofymka [MaxTyHoBa Asiekces
Briagmmmposmya.

Moanuce caenaHa B MOEM MPUCYTCTBUN.

JINYHOCTL MOANMCaBLLIENO AOKYMEHT YCTaHOB/IEHA.

3apervcTpmpoBaHo B peectpe: Ne 77/2139-H/77-2021-

YnnayeHo 3a coBepLLeHME HOTapuasbHOro aerictaus: 400 pyo.

noanuchb MepboBas nevatb MewoBas
HoTapuyca r. MocKBbl HOTaplcaf* MoCKBblI
Kopcnk M.A. Koi® kK'M.A. 7
FO.N. Be

Bcero npoLUHypoBaHo, NMpoHyme,  Ho
M CKpervieHo neyareto 34 nuct(-a, ).

BPWO HoTapuyca: noannm

Poccuitickaa Pegepauuns
Nopos MockBa
JBajuaro BOCbMOro MAA ABe ThiCAYN ABajuaTb NepBoro roja

A, Bepemuii KOnms ropesHa, BpeMeHHO UCMOMNHSIOLLRS 06513aHHOCT HoTapuyca ropoga Mocksbl Kopcrk
Mapui AnekcaHApOoBHbI, CBUAETE/LCTBYHO BEPHOCTL KON C NPEACTaB/IEHHOrO MHE JOKYMEHTA.
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