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JononHeHne K pyKoBoACTBY MO aKcnsiyaraunum Ha MeauLMHCKoe nsaenve:

Miukpockon ornepaunoHHblin cepumn OPMI mogens PENTERO 900 ¢ npvHagneXxHoCTSIMM

Sopplement to instructions for use for a medical device:

OPMI series‘operating microscope model PENTERO 900 with accessories
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HanmeHoBaHve meguupnHcKoro mnsgenvsa / Name of the medical device

Mwukpockon — onepauoHHblidi  cepn  OPMI - mogens PENTERO 900 ¢ OPMI series operating microscope model PENTERO 900 with
MPVYHAAEXHOCTAMM, B COCTaBE;

1

accessories, includes:

MuKpocKon onepaumoHHbiid: cepum OPMI mogens PENTERO 900 Ha 1 OPMI series operating microscope model PENTERO 900 on

LUTATUBE Haro/IbHOM, B COCTABE:
1.1. Mukpockon onepauorHbIin cepum OPMI mogens PENTERO 900 Ha
LUTATMBE HAMOMbHOM = 1 LuT.
1.2. bnok DICOM (npuHeo6X0ANMOCTM) —L LLT.
1.3. JInueH3noHHbIA Kitod IOF/DTCOM (npu HeobxognmocT) —L L.
1.4. JINUEH3NOHHBIA- KoY And akTmeaumy yHKuumM  Multi Vision (npm
HeobxoaMMOoCTN) —L L.
1.5. JINUEH3NOHHBIA KoY Ans akTmauum dyHkuun-Autofocus/Autodrape
(Npv HeobxogMMoOCTK) - 1 um.
1.6. Kamepa Tpexunnosass PAE, BbICOKOrO paspeLleHms - 1 um.
1.7. Mogynb BUZAEO3anm1cK BbICOKOTO paspeLueHns (Mpy He0O6XOANUMOCTH) -
1um
1.8. KOMNnekT Ansa  yCTaHOBKM  CUCTEMBbI
HeobXaAUMOCTH) —1 LT,
1.9. Moaynb thnyopecueHTHbI BLUE 400, ‘8 cocTase:
- Mogynb dnyopecueHTHbIM BLUE400 - 1ur,;
- & JIMLEH3VOHHBIVA KUY 15 aKTUBaLMN MOLYyNs qulyopecLEeHTHOrO
BLUE 400- 1um.
1.10. Mogynb  (hnyopecLeHTHbIA
HE06X0AMMOCTH), B COCTaBE:
- Mogaynb tnyopecueHTHbIA INFRARED 800 (PAL) - 1 urm;
- JINLEH3VOHHBIVA KoY AAS.aKTUBaLMN MOAYNS qulyopecLeHTHOro
INFRARED 800-1 wum.
111 Mogaynb tnyopecueHTHbIM INFRARED 800 (PAL) cpyHKLMel
FLOW 800 (npv Heobxo4umocTw), B COCTaBe:
- Mogaynb qnyopecugrTHbIn INFRARED 800 (PAL) -=1ur.;
- Moayns FLOW 800 - | wm.;

HEPOMOHMTOPUHIa  (Npw

INFRARED 800 (PAL) (mpu
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floor stand, lincudes:

1.1. OPMI series operating microscope model PENTERO 900 on
floor stand —L1 pc.

1.2. DICOM (optional) —1 pc.

1.3. Upgrade License IOF/DICOM (optional) - 1pc.

14. License MultiVision (optional) —1 pc.

15-License Autofocus/Autodrape (optional) —L1 pc.

1:6.-High-Definition Camera 3Chip PAL - 1pc.

1.7.*Videorecording HD (optional) —1pc.

1.8. Neuromonitoring Kit (optional) - 1pc.

1.9. BLUE 400 Fluorescent module (optional), includes:
- BLUE 400 Fluorescent module - 1pc.
- BLUE 400 License - 1pc.
1.10. INFRARED 800 PAL Fluorescent module (optional),
includes:
- INFRARED 800 PAL Fluorescent module —1 pc.
- INFRARED 800 PAL License —1pc.
1.11. INFRARED 800 PAL Fluorescent module with FLOW 800
(optional), includes:
- INFRARED 800 PAL Fluorescent module — pc.
- FLOW 800 Module - 1pc.
- INFRARED 800 PAL License- 1pc.
1.12. YELLOW 560 Fluorescent module (optional), includes:
- YELLOW 560 Fluorescent module - 1pc.
- YELLOW 560 License —1pc.

. Stereo coobservation tube with two joints (optional) - 1pc.



SRS

10.
11.

13.

- JINUEH3MOHHBIV KMHOY A5 aKTUBaLmN MOLyNs qulyopectieHTHOro
INFRARED 800-1 -
1.12. Mogayrb (h/lyOpPEeCLEHTHbII
HeobXoAMMOCTH), B COCTaBe:
- Mogaynb ¢nyopectieHTHbIn YELLOW 560 - 1w
- JINUEH3MOHHBIA KTHOY ANA aKTVBaLmm Mogyns (yOpecLeHTHOIo
YELLOW 560-1 wr.
YcTpoictBO  AnA FapannenbHoro
HeobxoaumocTK) - 1m,
OnTuKa Ans HabMogeHys Nog Yr/ioMm ¢ BpaLLatoLLMMCs COeAMHEHNEM THNa
«JTACTOYKMH XBOCT» =1 LLIT.
Mpsimoin Tybyc, POKYcHoe paccTosHue 170 MM, c-OKynspamu - | .
MoBOpOTHbIN Tybyc 180°, okycHoe paccTosiHue f= 170 Mmv - 1um.
CknafiHoi Ty6YyC |CO BCTPOEHHbIM MeXaHVU3MOM- BpaLLeHUs U (yHKLMeN
[ONONHUTENBHOrO yBenmueHns PROMAG, dqioKycHoe pacctosHue f =
170/260 mM —4. L,
CKknagiHoii Ty6yC C pOTOBbLIM MepeK/toyaTeniem, PoKycHoe paccTosiHue f =
170/260 MM (Mpy HEO6XOAMMOCTHI), B COCTaBE;

- CknagHoin Tybyc C OTBEPCTMAMMU <[/  KPEersieHuss pPOTOBOIO
nepek/tovarens 6e3 WHTErPUPOBAHHONO MeXaHW3Ma  BpaLLeHus,
(hokycHoe pacctosHue f= 170/260 vyv - 1.

- PaTtoBoii nepekntoyatesnb - 1 L.

KperyieHve poToBOro nepekntoyatenini Ang  npamoro Tybyca (Rpu
HeoGxoanmocTm) - 1 u.

3auuTHble NMH3bI 418 npotektopa  VisionGuard. 20 wm.\yn. —(npu
HeobxoammocTK) - 1yn.

Ky/MCHBI HOXHOIA NepekntovaTers (Mpy Heo6XoaMmocTy) - 1 L,

YELLOW ‘560  (npu

CTepeoHabroaeHs (npw

Fepekntoyatenb HOXHOM (MY HEEBXoAMMOCTH) - 1 L.

SFynbT HOYKHOM MHOMOQYHKLVOHa/bHBINA, NPOBO/AHOA (npwn
HeobxoAnmMocCTy) —1 .
MynbT  HOXHOM  MHOFOMYHKLUMOHaNbHBIA,  6ecnpoBogHOM  (npw

HeobxoaumMocTK) - 1.
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Angled optics with rotatable dovetail - 1pc.

Straight binocular tube f= 170 mm - | pc.

Tiltable binocular tube f= 170 mm, 180 degrees - 1 pc.
Foldable Tube fl 70/1260 inch rotate and PROMAG - | pc.
Foldable Tube M70/1260 inch PROMAG, only in combination
with mouth switch (optional), contains:

- Foldable Tube M70/1260 incl. PROMAG - 1 pc.

- Mouth switch — pc.

8. Mouth-switch mount for straight tube (optional) - 1pc.

9. VisionGuard replacement lenses, 20 pcs/pack (optional) - 1 pack.
10. Rocker switch, 2 functions, 3m cable (optional) - | pc.

11. One-Function Footswitch (optional) - 1pc.

12. 14 Fet Foot control panel, wired (FCP W P) (optional) - 1pc.
13. (4°Fct, Foot control panel, wireless (optional) - 1 pc.

14. 3m or 6m cable for 14 Fct foot control pedal (optional) - 1 pc.
15, Lamp Container Superlux 330, 300W - 1pc.

165 Widefield, push-in eyepiece 10x- 2 pcs.

17. Widefield, push-in eyepiece 12.5x-2 pcs.

18. 3-step magnification changer (optional) - 1pc.

19. Fluorescence Target BLUE 400 (optional) - 1pc.

20. Fluorescence Target INFRARED 800 (optional) - 1pc.

21. Fluorescence Target YELLOW 560 (optional) - 1pc.

22. Sleeve for tubes with screw thread - 2 pcs.

23. External Mini HDD USB 3.0 1TB- 1pc.

24. USB 3.0 Memory Stick 64GB - 1pc.

25. Component HD YPbPr Cable, 10m (optional) - 1pc.

26. Video Connecting Cable YPbPr, out, 10m (optional) - 1pc.
27. Video Connecting cable Y/C in, 10m (optional) - 1pc.

28. Video Connecting Cable Y/C out, 10m (optional) - 1 pc.

29. HD-SDI-Video cable 75 Ohm 2xBNC pins 5m, IOm or 15m
(optional) - 1 pc.

DVI monitor cable, 2m (optional) - 1pc.

No ok ow

30.



14

15
16
17

18. TpexcTyneHYaTbIi NepeKntoUaTeNb YBennyeHus (Mpu HeabxoammocTu) - 1

19

20.
21.
22.
23.
24,
25.
26.
27.
28.
29.

30.
3L
32.
33.
4.
35.
36.
37.

38.

39

- Kabenb 3anacHoii 419 naHenu ynpasieHns HOXHOW, 3 M uin 6 m (mpu
HeobxoaMMoCTK) - 1 .

. Mogynb nctouHnka ceeta Superlux 330, 300 BT - 1um.

. LLInpoKoyronbHble BCTaBHbIE-OKYNApbI ANA MUKpockona 10x- 2 L.

. LLIMpoKOyrofbHble  BCTaBHble  OKy/nApbl 418 MUKPOCKoMa
actepuyeckume - 2 L.

12,

L.
. MuweHb thnyopecueHTHas BLUE 400 (npy HeobxoaumMocTi) —L .
MwweHb nyopecueHTHas INFRARED 800 (npv HeoGxoaumocTu) - 1L,
MwweHb dnyopecuerTHas YELLOW 560 (npu HeoGxoaumocTi) —L L.
AfanTepbl 41 BCTABHbIX OKY/IP0B —2 LLIT.
BHeLuHWIA xecTkulAanek USB 3.0, 1TB - 1um.
®new-HakormTes USB 3.0, 64 6 - 1um.
Kabenb KomnoHenTHbIn HD (YPbPY), 10 m (npwn Heob6xoaumocTu) - 1.
Bupaeokabenb-YRbPr, out, 10 M (Npn Heobxo4uMocTy) - 1 L.
Bupoeokabens.Y/C in, 10 M (npy Heo6xoaMmocTi) —L .

Bupgeokabesb Y/C out, 10 m (npy HeobxoamumecTy) —I L.
Buaeoka6ens HD-SDI SDI 75 om 2x kKoHTakTa BNC, ginHoin 5 M, 10m nim
15 M (NpW.HeobXoAMMOCTI) - 1 L.
Kabenb DVI ans moHuTopa, 2 M (Mpn HeoBbXoAMMOCTK) - 1.
Kabenb-apantep DVI-D, 0,2 m (npn HeOBXoAMMOCTH) - 1 L.
Bugeokabens DV1-D, 5 m (npu HeobxoaymMocTi) —| L.
Kabens’'BNC-BNC, 10 m (npy Heobx0aymocTy) - 1.
CeteBoli kabenb CAT6, 10Mm- 1 wm
CeTeBoii Kabenb, 6 M- 1um.
Uexsibl CTepusibHbIe, 0AHOPa3oBbig (5 wT./yn.) - 1yn.
Yex/ibl CTepusibHbIe, O4HOPA30BbIe~C MPeLyCTaHOB/IEHHbIMA 3aLUATHLIMM
AUH3amu 415 npoTekTopa VisionGuard (5 wr./yn.) (Npy HeO6XOAUMOCTY) -
lyn.
Uexon NblnesamTHbIA —1 LT
. Kelic TpaHCMopTMPOBOYHbIA (MPU HEOOXOAMMOCTY) - 1.

Perucrpanus MU B PocangpaBHamsope
www.nevacert.ru | info@nevacert.ru

31. Adapter Cable DVI-D ext., out, 0.2m (optional) - 1pc.
32. Video Connecting Cable DVI-D, Pins 5m (optional) - 1pc.

33.

34,
35.
36.
37.

38.
39.
40.

10 m BNC-BNC cable for RM-930 remote control (optional) - 1
pC.

Ethernet Cable CATS, black, 10m- 1pc.

Power cable (Europe) 6m - 1 pc.

Sterile drapes, type 26 (5 pcs/pack) - 1pack.

Sterile drapes with pre-installed VisionGuard replacement lenses
(5 pcstpack) (optional) - 1pc.

Dust cover - 1pc.

Bluebox shuttle container (optional) - 1pc.

Instructions for Use - 1pc.

Accessories:

1 (Camera objective lens for SLR camera, =340 - 1pc.

2. T2-Adapter for Canon EOS - 1pc.

3:~Control cable CANON EOS series with N3 socket — pc.
4. Set of cable binders (20 pcs/pack) - | pack.



40. PykoBoACTBO MO aKcnyaTauum -~ 1 .

MNpuHageXxHocTu:

1 JlnH3a pna SLR-Kamepel, oKycHoe pacctosHue f= 340 mm=-! wm.
2. TlepexofHoe KO/bLO Mof-BHELLHIOW (DOTOKaMepy —L L.

3. Kabenb ynpaBneHns BHELLIHE (hoTOKamepoin —L1 L.

4. ®ukcatopbl Kabenein (200wr./yn.) - 1yn.

(Janee no TeKcTy: annapat/ yCcTporcTBO / npubop / n3peive / MeANLIMHCKOE  (Further intthe text: device / medical device / OPMI PENTERO 900

nzpenve / PENTERO 9007 Munkpockon / onepauyoHHbIA MUKPOCKOM) / PENTERO 900 / microscope / operating microscope)

2  HasHauyeHve meguumHckoro nsgenuns / Purpose of the medical device
MuKpockon onepaumoxHblii cepyn OPMI mogens PENTERO 900 - ato OPMlIseries operating microscope model PENTERO 900 —is a
orepaLyoHHbI MUKPOCKON, NpejHa3HaueHHbIN A/1s OCBELLEHNS 1 surgical-microscope intended for the illumination and magnification
yBeNM4eHVs 061acTi MPoBeAeHNA onepaLyin 1 NOAAEPKKM BU3yanm3aLmn of the surgical area and for the support of visualization in surgical
XVUPYPrUYecKmnx BMELIATe/bCTB. procedures.

3 Knaccnmkauma megmumHekoro mnsgenusi/ Classification of the mec ical device

Knacc 3alwuTbl /0T NopaxeHns anekTpuyecknm-TokoMm no M3K 60601-1 - ‘Pretection class against electric shock per IEC 60601-1 - Class 1
Knacc |

CTeneHb 3alLUTbl OT NPOHMKHOBEHMUS BOAbI U TBEPABIX YacTu, Mo MIK 60529: ~Degree of protection against ingress of water and solid particles per
*  Mukpockon onepaupoHHbIi cepun OPMI mogens PENTERO 900 Ha. 1EC 60529:

LUTATMBE HaMobHOM - 1P20; e OPMI series operating microscope model PENTERO 900 on
*  Ky/IMCHbIN HOXXHOWM NepeksitoyaTess - IPX8*; floor stand - 1P20;
 Tlepekntoyatesib HOXHON —PX8%; * Rocker switch, 2 functions, 3m cable - IPX8%;

*  [YNbT HOXHOM MHOTO(YHKLMOHA/TbHBIA, NPOBOAHON - IPX8*;
* “FlynbT HOXHOI MHOIO(YHKLMOHAMbHbIA, 6eCrpoBOAHON —IPX8%,

One-Function Footswitch - IPX8%;
14 Fct Foot control panel, wired (FCP W P)- IPX8*;
» 14 Fct, Foot control panel, wireless - TPX8*.

* [pu-norpy>eHnn B BoAy Ha rnyouny; 1,2 M B TeueHne 60 MUHYT.

* Immerse in water to a depth of 1.2 m for 60 minutes.
MpwurogHOCTb AN aKcnayaTauyu /B cpeae C MOBbILLEHHbIM cofepkaHMeM  Suitability for use in environments with high oxygen content - the
Knenopoda - u3denne He npefHasHavyeHO And MCNonb30BaHWMSA-B cpede C  product is not intended for use in environments with high oxygen
MOBbILLEHHbIM COAEPXKaHNEM KMCIopoda content

Pexxum paboTb! - MpofomkutenbHbIi (0T 10 MAHYT 40 8 Yacos) Mode of operation —Continuous (from 10 minutes to 8 hours)
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4 TlokazaHus K npumeHeHuto / Indications

Mukpockon onepaunoHHbIi jeepun  OPMI mogens PENTERO 900
NOAXOAUT A5 OnepaLmii Ha Yepere 1 NMO3BOHOYHMKE B HEMPOXUPYPrv, A/1s
XUPYPruyeckoro fieveHnss JIOP-opraHoB B 00/1aCTV C/lyXOBbIX HEPBOB U
OCHOBaHMs  dYepena.  [pyrue 006MacTM  NPUMEHEHVS )  BK/IHOYAOT
PEKOHCTPYKTVBHbIE W MAACTUYECKWE npoueaypbl B TpaBmMaro/noruu,
MIACTUYECKYIO U PEKOHCTPYKTVBHO-BOCCTAHOBUTENIbHYHO XMPYPIUHO, @ TakKe
YENIIOCTHO-NIMLEBYIO  XMPYPrMi0 B GOMbHMLAX, KIVMHUKAX WM ApYyrux
MELVLMHCKUX YUpeXaeHUsX ans nogeid. MUKpOoCKonb! Takke NoaxoasaT A
MY/bTUANCUMNIMHAPHOFO, UCTI0/Ib30BaHUSA B MUKPOXMPYPLUN.

Mogaynb thnyopecueHTHbIn BLUE 400 npegHasHauyeHans Xvpyprmyeckoro
MUKPOCKOMa W MOXET WCMO/b30BaTbC B XVPYPruv  Onyxonend  Ans
BM3yanM3aumMmM  MapKMpPOBaHHOW  OMyXO/NEBOW [ ~TKaHW C  MOMOLLBHO
(hlyopecLieHTHOrQ-KpacuTens.

Mogaynb dnyopectieHTHbIn BLUE 400 npegHasHadeH Ans BUyanmsaumm
(hnyopecuppytotux obnacteid. OH paccumMTaH Ha BO3OYXKAeHWe B [yarasoHe
LmH BorH oT 400 o 410 Hv 1 HabnoaeHWe B AvanasoHe AnH BoiH 620 - 710
HM. HaxkaTrem. KHOMKW XMPYPr MOXET Mepeksovarscs U3 pexxvma 6enoro
CBETa B PeXUM CUHe-(I1MONETOBOr0 CBETOBORO MMMY/bCa /1 UCMO/b30BaHUS

aphexTa ayopecLeHUmN.

Mogaynb-—thnyopecueHTHbin  YELLOW 560 npeactaBnser  co6ol
OMUMOHAABHYIO (DYHKLIMIO K XUPYPrUYECKUM MUKPOCKOMaM, UCMO/b3yeMyto
[N NPOCMOTPA U BU3YasibHOM OLIEHKV (KPOBOTOKA B X0Z€ OnepaLuvy B 061acTu
COCyZI0B MO3ra, B TOM UMC/Ie /151 OLEHKM LiepebpasibHbIX aHEBPY3M 1 OKKITHO3UIA
BETBEIA' apTepuil, a Takke MPOXOAUMOCTU OYeHb MEKUX MepdopUpYHOLLIX
COCYAO0B.

Mogaynb thnyopecueHTHbI YELLOW: 560 Takke MoneseH npy BusyamsaLmm
KPOBOTOKAa B pea/lbHOM BpeMeHU,) a Takke ANA BU3YaslbHON OUEHKM TWMOB
COCyZI0B 0 1 NocC/e apTeproBeHO3HON Mabthopmaumy (ABM).

Perucrpanua MU B PocangpaBransope
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PENTERO 900 is suited for cranial and spinal applications in
neurosurgery, for ENT applications in the area of the auditory nerves
and the base of the skull. Further fields of application include
reconstructive and plastic procedures in accident surgery, plastic and
reconstructive surgery, and oral and maxillofacial surgery in
hospitals, clinics or other human medical institutions. The
microscopes are also suitable for multidisciplinary use in
microsurgery.

The BLUE 400 option is designed for a surgical microscope and can
be used in tumor surgery to visualize marked tumor tissue with
fluorescence dye.

The_integrated BLUE 400 fluorescence module is used to make
fluorescing areas visible. It is designed for excitation in the
wavelength range of 400 to 410 nm and observation in the
wavelength range of 620 to 710 nm. The surgeon can switch back
and forth between white light and blue excitation light for
fluorescence at the touch of a button.

YELLOW 560 is an optional function for surgical microscopes
which is used to view and visually assess the intraoperative blood
flow in the cerebral vascular area, including but not limited to the
evaluation of cerebral aneurysms and vascular twig occlusions as
well as the permeability of very small perforating vessels.
YELLOW 560 also supports real-time visualization ofthe blood flow
and the visual assessment of vessel types before and after
arteriovenous malformation (AVM).

INFRARED 800 is an accessory product for a surgical microscope
that is used to observe and visually assess the intraoperative blood
flow in the region of the cerebral blood vessels. Its applications



Mogaynb  dnyopecueHTHbldi  INFRARED 800 npeactaBnget — coboi
NMPUHALMNEXHOCTb K  OMepauvoHHOMY  MUKPOCKOMY A1d  MpocMoTpa U
3pUTENbHOM OLEHKN AvHaMMKWS-KPOBOTOKA BO Bpemsi OnepaLiui. B 06nacTu
LiepebpasibHbIX COCY/0B, a TaKKE [/ OLIEHKN aHeBpU3M MO3ra 1 3aKYrOopoK
COCYZI0B M NMPOXOAMMOCTM O4eHb Me/KMX NneptiopaHTHbIX COCy0B. Kpome Toro,
cucTeMa MOALEPXKMBAET BUSYaNM3aLMIO KPOBOTOKA B peXvMe peasibHOro
BPEMEHW U BU3Yya/IbHYKO~ OLIEHKY Pa3/IMyHbIX COCYAOB, A0 W nocne
BMeLLIaTeNbCTB MPU apTeproBeHO3HbIX MasibghopMaumsax (ABM).
MpumerHeHne INFRARED 800 B xode Xvpyprudeckoin onepauum c
UCMOMb30BaHMEM  (UIYOPECLIEHTHbIX — TEXHOMOMMIA ~Takke  MomoraeT
paccmaTpuBaTb W 3pUTESIbHO OLIEHVBATL AVHaMUKY ~KPOBOTOKA BO Bpems
orepauuy, a TaKKe | Onpeaendtb MPOXOAUMOCTL COCYyZOB B MpoLiecce
LUYHTUPOBaHWA B HEVPOXUPYPrK, NNacTUYECKOW, Y PEKOHCTPYKTUBHOM
XUPYpPrum 1 npy NpoBeAeHNM TpaHCNIaHTaLMOHHBIX-Qrepauuii ¢ KOPOHapHbIM
apTepUa/IbHbIM LLYHTUPOBAHUEM.
dyHKuna FLOW-800 npenocTaBnseT cpeacTsa AN BU3yasm3aumm faHHbIX
1300padKeHNs, ApPeaocTaBnseMbIX Mogynem ayopecueHTHbIi INFRARED
800. B uyactHoctv, (yHkuma FLOW 800 no3BOMISET  MPOBOAUTH
[ONONHUTENBHLIN MHTPaoNePaLMOHHbIA aHaIM3 CTPYKTYPbI COCYaa B PeXXmmve
peaslbHOro BPEMEHN W MPefOCTaB/IAeT AOMNONHUTENBbHYIO WMH(OpPMauuio O
COCTOAHVNFEMOAVHaMUKW.

5 TpetusonokasaHus / Contraindications
MuKpockon onepaunoHHbii  cepn OPMI  mogens PENTERO 900, “He
PEKOMEHAYETCA  MCMO/Mb30BaTb NP “NPOBEAEHUM  OTa/IbMOJIOrMYECKUX
npoueayp BO M36exxaHne MOTeHLMaIbHONO NPUYMHEHWS BPeaa 3L0PO0BbLIO T/ias3
NnaunenTa, MpUYMHOM KOTOPOro MOXET CTaTb WUCTOYHWMK  OCBELLEHUS
OonepayyioHHOro MMKPOCKONMA.
He nenonb3yinTe n306paxxeHns 1 BUGEO B LiENAX AUarHOCTUKN. BUAEOKOHTEHT
N_M300paKeHNss Ha MoHuTOpax( (Hapeska MOC/eA0BaTeNbHOCTEN) Hesb3s
MCAO/b30BaTb B AnMarHOCTUYeCKMX LienaX. OHW MOTYT COAEPXKaTb-OTK/IOHEHMA
B OTHOLLEHUM MacLuTaba, opMbl, KOHTpacTa 1 LBeTa.

include i.a the assessment of cerebral aneurysms and vascular
occlusions as well as the permeability of very small perforator
vessels. In addition, it supports real-time visualization of the blood
flow and visual assessment of vessel types before and after surgical
procedures for arteriovenous malformations (AVM).

The use of INFRARED 800 in fluorescence-guided surgery also
supports the observation and visual assessment of the intraoperative
blood flow as well as the vascular permeability during surgical
bypass procedures in neurosurgery, plastic and reconstructive surgery
and coronary artery bypass graft operations.

The Seftware Option FLOW 800 provides means to visualize the
image .data provided by INFRARED 800. The Software Option
FLOW:800, in particular, enables additional intraoperative real-time
analysis of the wvessel architecture and provides additional
hemoadynamic status information.

The OPMI PENTERO 900 must not be used in ophthalmic
procedures in order to prevent potential injury to the patient’s eye
caused by the light source of the surgical microscope.

Do not use images and videos for diagnostic purposes. The video
contents and images displayed on the monitors (cut sequences) must
not be used for diagnostic purposes. They may contain deviations
with respect to scale, shape, contrast and color.

6 BO03MOXHble OC/TOXXHEHMSI 1 NOO6OUHbIE 3pdheKThl / Possible complications and side effects
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OCHOBHbIE PUCKM 11 HEXE/ATe/IbHbIE-ABMEHINA, BbIAB/NIEHHbIE U3 KIMHNHECKOM  \jajor risks and adverse events identified from the clinical literature

jiHicpaiypbi 1 683 AaHHbIX BHYTPEHHErO W BHELUHEro MOCMeRPOARKHONO  and the internal and external post-market surveillance databases are
HAB/MOAEHIA - 3TO OO KOX, Bbi3BaHHbIE UCTOYHMKOM CBETA MUKPOCKON,  skin burmn injuries caused by the light source of the microscope as

a TaKoKe PUCKM MO/y4eHs TDaBM- B Pesy/ibTaTe eKTPOMEXaHIECKIX CO0EB.  wel| as injury risks due to electro-mechanical failures. All identified
Bce BbISIBNEHHbIE pMCKM paCCManVIBa}OTCFI B aHa/IN3€E pVICKOB. nsks are addressed in the rlsk ana'yses

HWKaknX [0 CuX MOP HEU3BECTHBIX PUCKOB W HeXenaTe/lsHbIX ABNEHUN B No so far unknown risks were identified from the current PMS The
Ppamkax TeKyLero nocnenpoAakHoOro HabntofeHna BbIABMEHO He ObIN0. B nstructions for use give detailed safety instructions how to safely

PYKOBOACTBE MO 3KCMAyaTalun [AaHbl MOAPOGHbIE YKa3aHMA MO TEXHMKE  manage potential electrical and mechanical dysfunctions and howto
6e30MacHOCTM, Kak 6e30MacHO CMPaB/ATLCA C BO3MOMHBIMMA-MIEKTPUHECKUMM  avoid bum injuries.

1 MEXaHUYECKVMMN HEVCTIPABHOCTSIMU 1 KaK M36eXKaTb OXKOrOB.
OCTaTOUHbIE PUCKM, BOSHMKAIOLLWE NPW HapyLLIEHN YCIIOBUIA SKCMNyaTalMi:  Residual'risks arising from violation of operating conditions:

*  Oxory; » (_Burns;

» [lepenom Koct; (_Bone fracture;
 T[loBpexaeHue TKaHw; s~ Tissue damage;
 T[loBpexaeHvie ceTuaTku; ) Retinal damage;

o VHdekuws; ¢ Infection;

e PasfpaeHve KOXu; o Skin irritation;

e CnasM MbILLILL e Muscle spasm;

o PUPUINALMS YKeNya04KOB; » Ventricular fibrillation;

» TloTeps 3y60B XMPYpProm. * Loss of teeth by a surgeon.

7  CsepeHuA o npounssogutene / Information about manufacturer

Carl Zeiss Meditec AG (Kapn Lielicc Megutek Al'), Goeschwitzer Strasse\S1-  Carl Zeiss Meditec AG, Goeschwitzer Strasse 51-52, 07745 Jena,
52, 07745 Jena, Germany ("epmaHus). Germany.

S /YcnoBusa npuMeHeHUs, NOTeHLMabHbIM NoTpebuTenb / Usage conditions. Potential consumer

10
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Ycnosus NpMMeHeHNs
MeguumHCKoe u3fenve npefHasHayeHO [N UCMONb30BaHWS “TOMbKO B
YCOBUSX OrnepaLyioHHON.
YcnoBus yCTaHOBKM W paboTa YCTPOACTBA [O/KHbI
TpeboBaHWAM MUKPOXVPYPIUN:

Hu3kas Bnbpaums;

Becnbinesas cpefg;

PoBHOe, ropU30oHTAIbHOE MOMOXEHWE;

136eraHne sKCTpeMasIbHbIX MEXaHUYECKMX Harpy3oK.
MoTeHunanbHbIn NOTPeOUTEND
Mwkpockon —onepauuoHHbii  cepun  OPMI mopeas PENTERO 900
rnpefHasHayeH 4N9 MCMOMb30BaHUA TONLKO Bpayam, MEAWLIMHCKUM CECTpaM U
[pYromy onepauvoHHOMY MepcoHaly ¢ MeAMLMHCKUM 06pa3oBaHeM Mocre
MPOXOXAEHUA HaJEXalLllero WHCTPYKTaXXa M Npu- COOMIOAEHNN  YKa3aHWiA
PYKOBOACTBA M0 3KCMnyaTaLym.

COOTBETCTBOBATb

Usage conditions
The medical device is intended for use at the conditions of hospital
operating room environment.
Installation conditions and device operation must conform to
microsurgica! requirements:

Low vibration;

Dust-free environment;

Level, horizontal position;

- Avoidance of extreme mechanical loading.

Potential consumer
The OPMI PENTERO 900 is intended to be operated only by
physicians, nurses and other medically trained OR staff who have
received appropriate training and observe the instructions for use.

9  N3o6paxeHue n onucaHue nsgenus / Picture and description of device

Perucrpanns MU 8 PocagpaBHam3ope
www.nevacert.ru | info@nevacert.ru



3]
Y @
Q
3
L S
<
3 N
S Q
g & &
g
S 3 S
@) é@ AS
© - N o
L B o)
@ a
5 O o
& S &
S
g : 3
& S S
S O Y
I £ S;
@ 9 N
S o) &
& & ¢
&
@ PrcyHOK-1- MwuKpockon onepauyoHHbiid.cepun OPML mogens PENTERO 900, o6wwid Bug /
& ure 1- QPMI series operating-microscope model PENTERQ 900, general view
1 MonuToOp 1 System-Monitor

12




CeHCOpHbIN 3KpaH C rpaduyeckumM uHTepdelicom nonb3osatens (GUI) wu
BUAEOAMNCTI/IEN, MPUMEHSETCA A1F-HACTPOMKY MMKPOCKONa.

2. TllogsecHasa cucrTema

MoaBecHas cucTemMa C  MarHUTHbIMK - MKcaTopaMu  MCNOAb3yeTcs  An1s
GalaHCMPOBKX OMepaLyiOHHOFG. MUKPOCKONa 1 NErKoro nepemeLLeHns no 3
ocsM.

3. OnepauuoHHbIin Mukpockon (OPMI)

OnNTUKa, yBenmyeHmne/(poKyCUPOBKa, TyOyC C OKynspammn, OOLEKTMB, PYKOSTKM
C KaBMWamK  ynpaBfeHWs, BCTPOEHHas  BWAEOKaMepa,  POTOBOM
rnepeknoYaresb

4. PykoATKa

PykoATka C JNOTKOM' W [Jepkatenem fAnd Kabens, “mpefHasHaveHa /1S
nepemeLLeHns B YC/IOBMSIX OMepaLyMoHHON 1 Mo Kopuaopam

5. KoHcornb

BKntoyaeT MCTOUMHMK cBeTa MOLLHOCTLIO 2x300 BT, MK, 610K ynpaBneHus
KamMepoi, 3M1eKTPOHHOE YNpaB/ieHWe, Ynpas/ieHWe: LITATVBOM, YCTPOMCTBO
06paboTKN 1 3anMcK BUAEO. CTOUHUKM GecnepeboitHoro nutaHus (UBIT) v
npeo6pa3oBaTeN HaNPSHKEHNS.

ImeeT nopTblANOAKIHYEHNs 4Ns:

Bupoeokabeneli  (BXOA/BbIXOA),  HaBUFALWMOHHbLIX  CUCTEM,
VHTEePecoB, Kabens NUTaHNa 1 HOXHbIX-MEpeKoYaTeneii/nybTos.
6. OcHoBaHVe WTaTuBa

OcCHOBaHME LUTaTVBa MMEET 4 BPALLAIOLLIMXCS Koneca C 0TBOAAMM /151 KaGenen,
nefanb € PYHKUMen 6NOKMPOBKM N yHKUMen «Flexitrak» ana ynpowieHns
nepeMeLleHns annapara v ero ABWKEHWS MO MPSMOM, a Takke pe3uHOBbI
0604, 414 3aLMTbl OT YAapoB.

7. . FlpoTunBOBECHI

MpoTvBOBECHI GATAHCMPYHOTCA U PErYINPYIOTCA NpY  MPOV3BOACTBE /1A
NETKOro nepemMeLLeHrs 1 No3nLMOHMPOBaHKS OMNepaLyioHHOr0 MKPOCKOMa Ha
MO/BECHOI CUCTEME.

8. PyKaB Nno/jBecHOI CUCTEMbI

CETEBbLIX

Perucrpanusa MU B PocapgpasHanzope
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Touchscreen with graphical User Interface (GUI) and Video display
for configuration purposes.

2. Microscope-suspension

OPMT-Balancing, easy movement in 3 axes with magnetic brakes

3. Microscope (OPMI)

Optics, magniflcation/focusing, tube with eyepieces, Varioscope-
Objective=lens, Hand grips with control keys, integrated Video
camera, integrated Data injection, tube for assistance, mouth control
4. Handrail

With compartment and cable hook, for movement in the OT and on
the carridor

5. (Console

Includes the XENON Light source with 2x300W, PC, Camera
Control unit, Electronic, stand control. Video processing and
recorder, UPS, Transformer

Connection unit for:
Video out/in, Navigation, Network, power supply, Foot

6. Stand base

4 rotatable wheels with cable deflector, pedal with lock function and
Flexitrak function for easy maneuver and straight on drive. Rubber
bumper as shock protection.

7. Counterbalance weights
Automatically balanced, factory adjusted weights for easy movement
and positioning

8. Supporting arm



PyKaB MOABECHOI CUCTEMbI COEANHEH C MPOTMBOBECAMIA, VIMEET MarHWUTHbIE
(MKcaTopbl, BCTPOEHHOE YCTPOWCTBO /1  BaKyyMMPOBaHWS ~((hyHKUMS
«Autodrape»). Yepe3 pykaBj MOABECHON CUCTEMbl MPOBEAEHbI  BCE
Heo6X0AMMble 1S OMePaLMOHHOI0 MUKPOCKOMa KaGenu.

Counterbalanced, magnetic brakes, integrated drape vacuum device,
optical fiber and OPMI support, fully integrated cabling.

10 WHgpopmayms o cTepnansalmm MeuunuHCKOro n3aenus, nopsake AeMCTBUA NPy HapyLLeHUW CTepubHOR ynakoBku ; Medical device
sterilization information, the-procedure in case of package appears damaged

- 3aWunTHbIe NMH3bI gagnpoTekTopa VisionGuard;

* Yex/ibl CTepUbHbIE, OlHOPA30BbIE;

* Yexnbl  CTepwibHBIE, OAHOPa3oBble C  NPEAYCTAHOBNEHHbIMY
3aWMTHBIMU IMH3aMK 4na npoTekTopa VisionGuard.

WV3penne noctaBnaeTed cTepunbHbIM.  V3aenve cTepuamnsyeTcd [0 YPOBHSA

rapaHTMPOBaHHON CTEPWILHOCTM C UCMOMb30BAHUEM STWIEHOKCUAA, UTO

COOTBETCTBYET MMHUMA/IbHOMY TpebyeMoMy YPOBHH.CTepuibHOCTY 10+

Mpy NOBPEXAEHUIA LLeNOCTHOCTY CTEPUBHON YMakoBKM, NMPW NCTEYEHNN CPOKa
rOLHOCTY U3AENNE YTUNN3NPYETCA NleYebHbIM YUPEXeHeM B COOTBETCTBUN C
npasuiamMm 06patleHns ¢ MeAULIMHCKUMM AMUAEMNONOTNYECKM GE30MacHbIMM
oTXofamu, NpUBAKEHHbIE MO COCTaBy K TBEPAbIM ObITOBbIM OTX0AaM. [Mpu
NOBPEXAEHNN “LeNOCTHOCTU CTEPU/IbHON YMAKOBKK, /MO0 MPU UCTEYEHUM
CpOKa rofHOCTY, NGO Nocse NPUMEHeHWS U3denvie YTUIN3UPYeTCs leYeOHbIM
YUPEeXAEHUEM B COOTBETCTBMM C TpebosaHuammn CaHlMnH 2.1.3684-21 Kak
MeAULMHCKIE 3NMAEMMOIOrMYeCcKM Be30racHble 0TX0Abl, MPUGIVKEHHbIE A0
cocTaBy (K TBepZbIM ObITOBbIM 0TX0faM (Knacc A).

Mocne~ NpuUMeHeHWA  W3fenvie [O/DKHO OblTb  Hag/exalmM  06pasom
YTUIASNPOBAHO JfleYeOHbIM YUPEXEHUEM B COOTBETCTBMU C TPebOBaHNAMM
CaHFIMH 2.1.3684-21 Kak MeuLMHCKME 3NAEMUONOTNYECKU . BIlacHble
otxops! (knacc b).

- VisionGuard replacement lenses;

e Sterile.drapes, type 26;

- Sterile“drapes with pre-installed VisionGuard replacement
lenses:

The product is supplied sterile. The product is sterilized to a

guaranteed sterility level using ethylene oxide, which corresponds to

the minimum required sterility level of O™

If the integrity of the sterile packaging is damaged, or if the
expiration date has passed, the product is disposed by medical facility
in-accordance with the requirements of SanPiN 2.1.3684-21 as
medical epidemiologically safe waste, close in composition to solid
domestic waste (class A).

After use, the product must be properly disposed of by the medical
institution in accordance with the requirements of SanPiN 2.1.3684-
21 as medical epidemiologically hazardous waste (class B).

11 OCHOBHble TeXHMYeCKMe U hYHKLNOHaIbHbIe XapakTepueTku ; Main technical and functional characteristics
Tabnmua 1—OCHOBHbIE TEXHUYECKNE XapakTepucTukum 1 Table 1-<Main technical characteristics

HaviMeHOBaHVE Ha, PYCCKOM A3bIKE | ] _
Name in Russian in English

14

Perucrpanus MU B Pocanpasranzope
www.nevacert.ru | info@nevacert.ru

HaviveHoBaHVe Ha aHIIIACKOM Si3bIke / Name

XapakTepucTuka 1 Specification 3HaueHve; Value



3NeKTPUYECKME XapaK TepUCcTMKN

OnTuKO-MEXaHNYECKME XapaKTepucTuku

HomuHanbHOe HanpaxeHue, B / Rated
voltage, VAC

YacToTa nepemeHHoro Toka, Ny / AC
frequency. Hz

Tun npegoxpaHuTenei / Fuses type

Electricalispecifications

BblXOAHOW pa3bem nutaHusa / Power outlet
socket

Jlonyck Ha nonHoe yBenu4venue, % /
Tolerance oftotal magnification. %
PazHocTb yBen!sueHnuit npaBoii u nesoi
onTuyeckux cuctem, % / Difference in
magnification between left and right optical
S”sterns, %

PacxoxpaeHune no sepTukanwu /
oceil npaBoii u vertically
neBoi
ONTUYECKUX
cuctem /
Difference in
axis between
left and right
optical systems
Pa3HO(OKYCHOCTb NpaBoOWi W NeBoOW
ontuyeckux cucrtem / Focus difference
between left and right optical systems
Mpn MakCMManbHOM YBeANYEHNN
paspewatouas cnoco6HOCTb B LLeHTpe nons

no ropusoHTanmn /

. . I horizontall
Optical-mechanical specifications ortzontally

JOMKHa cocTaBnATb He 6onee / At highest
magnification the resolving power in the
centre ofthe field should be a minimum of
Pa3HoCTb NoBopoTa M306paxeHnini B
npaBoi W NeBOW ONTUYECKUX cucTemax /

Perucrparnus MU B Pocanpasragsope
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100-240

50-60

ABTOMATUYECKME
BblKNtO Yatenu / Automatic
circuit breaker
115 B nepeMeHHOro ToKa,
makc. 200 BA / 115V AC
max. 200 VA
230 B nepeMeHHOro ToKa,
mMakc. 200 BA / 230V AC
max. 200 VA

+7,5

<15

< 15

CxogumocTb/conyergence:
<45’
PacxogumocTtb/ diyergence:
< 10

Din~ 1.50 Df

1800-NA nap nuHunii/mm /
1800 « NA line pairs/mm



TexHnYecKne xapak TepucT KN nasepa

O611e xapaKTepUCTUKM

Laser specifications

Common specifications
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cucTtem, He 6onee / Eyepiece, difference in

Difference in imaging rotation between
right and left images
OKynap, pa3HOBbICOTHOCTb BblIXO4HbIX

3paykoB NpaBoil U NeBOW ONTUYECKUX
1,5 mm npu 0 antp /
exit pupil height between left and right 1.5mm at 0 D
optical systems, not exceeding
OKynap, NOrpewHOCTb KanMbpoBKM
OVONTPUIHOW WKanbl Npu ee Hanuuum /
Eyepiece, calibration error ofa dioptre
scale, if used

+ 0,25 mm npu 0 antp /
+ 0,25 mm at0 D

OKynap, MUHUManbHbIi MHTepBan
MeX3paykKoBblX PacCTOAHNA, MM /
Eyepiece, minimum range for interpupillary
distance, mm
OKynap, MUHUMaNbHbIi MHTepBan
perynupoBku, antp. / Eyepiece, minimum
adjustment range. D
OnvHa BonHbl, HM / W avelength, nm

OT 55 p0 75 /55 to 75

OT+5 p0 -5/ From +5 to -5

oT 635 po 645 / 635 to 645
KONNUMUPOBAHHbIA NYy4Y0K
(<1,5 mpag) / collimated
beam (<1.5 mrad)
HenpepbiBHOE U3nyuyeHue /
continuous radiation

PacxogumocTb nyyka / Beam divergence

AnntenbHocTb umnynbca / Pulse duration

MakcumanbHas MOWHOCTbL, He 6onee, MBT
/ Max. power, not exceeding. mW !
MakcumanbHas gonycTumas Harpyska Ha
Kopnyc, He 6onee, Kr / Max. load capacity
on microscope body, notexceeding, kg
O6uwasn BoicoTa, mm / Overall height, mm 1870-2260
Fa6apuWTHble pa3mepbl B CITOXEHHOM
cocToAHWM Ana nepemewennsa (X1xWxB),
MM / Overall dimensions in transport
position (LXxW xH), mm

1700X 875X 1880

O6uwasa macca, He 6onee, kr / Overall mass, 365
not exceeding, kg
O6was macca, Kr (Bkntoyasa Keiic
610

TpaHCNOpPTUPOBOUYHbLIA) / Overall mass, kg



(inclidune bluebox shuttle container)

M unkpockon onepauuoHHbl i cepun OPMI1 mogens PENTERO 900 c npnHagnexHocTamm, B cocTaBe: /

OPM I series operatiiie micros<»)pe model PENTERO 900 with accessoriesyincludes:

1. MnKpockon onepayuWoHHbI# cepun OPMI 1. OPM 1 series operating. microscope model
mosen PENTERO 900 Ha. .WiTatuse PENTERO 900 on floorstand, lincudes:
HanoNbHOM, B COCTaBe:

1.1. OPMI series“ _operating microscope
model PENTERO 900 on floor stand
1.1. MuKpockon onepayWoOHHbIA  cepum

OPM1 PENTERO 900 Ha
WTaTWBe HaNnoONbHOM

Modens

1.2. Kamepa Tpexunnosas PAL, BbICOKOrO 1.2. High-Definition Camera 3Chip PAL

paspew eHus

cucTemsl 1.3. Neuromonitoring Kit

1.3 Komnnekt pfgnd ycTaHOBKMK

HelipOMOHMTOpPUHTA

2. YcTpoiicTBO ons napannenbHoro 2. Stereo coobservation tube withtwo joints

CTepeOHaﬁﬂ}O,ﬂ,eHMﬂ

3. Angled optics with rotatable dovetail

3=0nTuka Ans HabnwgeHus noj YEAOM C

Bpalato wmumcs coefuHeHNEM Tuna

17

Perucrpamua MU B Pocanpaeramsope
www.nevacert.ru | info@nevacert.ru

Pa6ouee pacctosHue, mm / Working
distance, mm
Ll TaTUB HanonbHbI, KOANYECTBO t03néc /
Floor stand, numberofwheels
LU TATUB HaANONbHbIW, fuameTp Konéc, Mm /
Floor stand, wheels diameter, mm
LFTaTMB HanoNbHbI, HanMuyme TOPMO30B /
Floor stand, brakes availability
LL'TaTUB HanonbHbIi, TOPMO3HOE Ycunune,
He meHee, H / Floor stand, braking force, at
least. N
Macca, r/ Mass, e
FabapuTHble pasmepbl (AXxLW xB), mm /
Overall dimensions (LXxW xH). mm
PaspeweHnune / Resolution
OTHOWEeHNe CUTHaN-wWym, ab /
Signal-to-noise ratio. dB

MoppepXxunBaemble BUAeocTaHgapThl /
Video standard

BupeoBbixoabl / AHanorosble / Analog
Video outputs LUun(boosbie / Digital
Macca, r/ Mass, g
FabapuTHble pasmepbl (AxW xB), mm /
Overall dimensions (LxW xH), mm
Macca, r/ Mass, g
FabapnTHble pasmepbl (A xLW xB), mm /
Overall dimensions (LXW xH). mm
Macca, r/ Mass, g

FabapuTHble pasmepb! (AxLW xB). mm /

200-500

150

Oal Yes

2000

3600
232,5 x271,5 x43,3
1920X 1080
54

1080p, 1080i,

50 n3obpaxeHWit B CEKYHAY
/ 1080p, 1080i, 50
images/second
Y/C.YPbPr
HD-SDI, DVI
3000

210x 105
1090
168 x 70x 165

440
130 X 100x 70



9. 3aW nTHbIE

«NaCTOYKNH XBOCT»

. Mpawoi Tybyc, (hokycHoe paccTtosHue f =
170 MM, c oKynapamu

. MoBOPOTHbLI Ty6yc 180°,

pacctodHue f= 170 mm

hoKycHOEe

. CknagHoii Tybyc co BCTPOEHHbIM
Bpaw,eHmns n  pyHkKumnein
[OMONHUTENbHOTo yBennyenns PROMAG,

thoKycHoe paccTosHue f= 170/260 mm

MexXaHnsmMom

. CknagHoi Tybyc c DYHKUNeEW
AONONHNUTENbHOTO yBennyeHnas PROMAG,
c poTtoBbiM (nepekntoyatenem, (GOKycHoe
pacctosaHue f=+170/260 mMm, B cocTaBe:

CknagHoW Ty6yc c oTBepcTUAMMK ANA

KpenaeHna poTOBOro nepekfloyaTens

6e3, \MHTErpMpoBaHHOro MexaHW3Ma
BpaluyeHns, pokycHoe pacctoaHue f =
170/260 mm

POTOBO nepekntoyaTens

8. KpenneHne poToBOro nepeknvatens ANA

npsmMoro Ty6yca

NNH3bI ans nNpoTeKTOpa

VisionGuard, 20 wTt./yn.

10. KynucHbI# HOXHOW NnepekntoyaTens

. Straight binocular tube fi= 170 mm

. Tiltable binoculartube f= 170 mm, 180 degrees

. Foldable Tube flI70/f260 incl. rotate and

PROMAG

. Foldable'Tube M70/1260 incl. PROMAG. anly

in/combination with mouth switch, contains:

4 Foldable Tube fl 70/1260 incl. PRO'M AG

- Mouth switch

8. Mouth switch mount for straighttube

9. VisionGuard replacement lenses, 20 pcs/pack

10. Rocker switch, 2 functions, 3m cable
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Overall dimensions (LxW xH), mm
Yron HaknoHa, °/ Tiltangle, °
Macca, r/ Mass, g
dokycHoe paccToaHue, mm / Focal length,
mm
FabapnTHbie pasmepbl (AxLW xB), mm /
Overall dimensions (LxW xH), mm
Macca, r/ Mass, g
Yron nosopoTa. °/ Rotation angle. °
P okyCHOe paccToaHue, mm / Focal length,
mm
[aGapuTHble pasmepbl (OxW xB), mm /
Overall dimensions (LXxW xH), mm
Macca, r/ Mass, g
dokycHoe paccToaHue, mm / Focal length,
mm
Fa6aputHble pasmepsl (AxLW xB), mm /
Overall dimensions (LXxW xH), mm

Macca, r/ Mass, g
®okycHoe paccToaHune, mm / Focal length,
mm
FabaputHblie pasmepbl (AxLW xB), mm /
Overall dimensions (LXW xH). mm
Macca, r/ Mass, g
[abapuTHble pasmepbl (OxLW xB), mm /
Overall dimensions (LXW xH). mm
Macca, r/ Mass, g
FabapnTHble pasmepbl (OxLW xB), mm /
Overall dimensions (LXWxH). mm
Macca, r/ Mass, g
FabapuTHblie pa3mepsl (pclld), mm / Overall
dimensions (LXW), mm
Ka6enb, gnuHa, m / Cable, length, m

60°
530

170

70 x 70 x 110

860
180

170

128 x 140x85
940

170/260

128x 164x102

940

170/260

160,4 x 128,4x92,2
470
88,5 x 113 x 182,5
250
206,7x73x72,4
568
83,7x 82,4

3



11.

12.

13.

14.

15.

16.

MepekntoyaTenb HOXHOIM

MynbT HOXHONA
NpoOBOAHOI

MHOTOQYHKLMNOHANbHI,

MynbT HOXHON

6ecnpoBOfHOMN

MHOropyHKLNOHaNbHbIN,

Ka6enb 3amacHoOi ANs naHenuw ynpasneHus
HOXHOWw3 M UNKN 6 M

Mopayne mctouHmka cseta Superlux 330,
300 Bt

Ll pOKOYFroNbHbIe BCTaBHble OKYTAPbl ANs
MuKpockona 10x

11. One-Function Footswitch

12. 14 Fct Foot control panel, wired (FCP W P)

13. 14 Fct,Foot control panel, wireless

143m or 6m cable for 14 Fct foot control.pedal

15. Lamp Container Superlux 330, 300W

16. Widefleld, push-in eyepiece 10x

19

Perucrparusa MU B Pocanpasramsope
www.nevacert.ru | info@nevacert.ru

Macca, r/ Mass, g
Fa6apuTHble pasmepbl (AxLW xB), mm /
Overall dimensions (LXWxH"), mm
Ka6enb, gnuua, m / Cable, length, m
Kabenb, guametp, mm / Cable, diameter,
mm
Macca, r/ Mass, g
FabapuTHble pasmepbl (AxW xB), mm /
Overall dimensions (LXW xH), mm
Ka6enb, anuHa, m / Cable, length, m
Ka6enb, fuameTp, mm / Cable, diameter,
mm
Macca, r/ Mass, g
FabapuTHblie pasmepbl (OxLW xB), mm /
Overall dimensions (LXW xH), mm
Ka6enb, gnuHa, m / Cable, length, m
Macca, r/ Mass, g
Fa6apuTHble pasmepbl (AxW xB), mm /
Overall dimensions (LxW xH), mm

Cnoco6 6ecnpoBOfHOrO NogKNYeHunsn /
W ireless connection method

AnvHa, m/ Length, m

AunameTp Kabens, mm / Cable diameter, mm
Macca, r/ Mass, g
FabapuTHble pasmepbl (AXxLW xB), mm /
Overall dimensions (LXxW xH), mm
LiBeToBas TemnepaTtypa, K / Color
temperature. K
HomunHanbHas MowHocTbL (namna), Bt/
Rated power (lamp). W

HanpsaxeHue / Voltage

Macca, r/ Mass, g
FabapnTHble pasmepbl (O xLW ). mm / Overall

752

190x79x29.5

103 x73 x29

3

210
410x242,5x90

3
2000

410x242,5x90

Bluetooth
(o1 2402 po 2480 MTwu)/
Bluetooth
(2402 to 2480 MHz)
3
6
7
2202

232,5 x271,5 x43,3

6200

300

100 - 240 B nepem. Toka/
100-240 VAC
216
70x40



17. W MpOKOYroNibHbIe BCTaBHbLE OKYNAPbI wi\s

18.

19.

20.

21.

22.

Mukpockona 12,5x, acepuseckune

TpexcTyneHuYaTblit nepeknyvaTens

yBennyeHumna

Muwenb ayopecuenTHas BLUE 400

Munwenb ' pnyopecueHTHas INFRARED

800

MuuweHns hnyopecueHTHas YELLOW 560

AfanTepbl A4NA BCTaBHbIX OKYyNApoOB

17.

19,

20.

21.

22.

W idefield, push-in eyepiece 12.5x

3-step magnification changer

Fluorescence Target BLUE 400

Fluorescence Target INFRARED, 800

Fluorescence Target YELLOW. 560

Sleeve for tubes with screw-thread
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dimensions (LXW), mm
®okycHoe paccTtoaHue, mm / Focal length,
mm
Mone 3peHusa, mm / Field ofview, mm
PaccTofaHMe OT BLIXOAHOTO 3payka 4o
nocnefgHen nuH3bl, mMm / Distance ofthe exit
pupil from the last lens, mm
LvanasoH HacTpoiikn guontpuil, gonTp. /
Diopter adjustment range, D
Macca, r/ Mass, g
Fa6aputHbole pasmepbl (AxW xB), mm /
Owverall dimensions ILXW xH), mm
®oKkycHoe pacctoaHue, mm / Focal length,
mm
[Mone 3peHus, mm / Field of view, mm
PaccTofaHMe OT BLIXOAHOTO 3payka fo
nocnefHel nuH3bl, Mm / Distance ofthe exit
pupil from the last lens, mm
Owvana3oH HacTpoWku gnonTpuin, gnTp. /
Diopter adjustment range. D
Macca, r/ Mass, g
FabapuTHblie pasmepbl (AxLW xB), mm /
Overall dimensions (LXW xH). mm
Macca, r/ Mass, g
FabapuTHble pasmepbl (OxLW xB), mm /
Overall dimensions (LXW xH). mm
Macca, r/ Mass, g
FabapuTHble pasmepbl (OxLW xB), mm /
Overall dimensions (LxW xH). mm
Macca, r/ Mass, g
FabapuTHble pasmepbl (AxLW xB), mm /
Overall dimensions (LXW xH), mm
BHYTpeHHUA gnametp, MM / Inner diameter,
mm
BHewHUn gnametp, mm / Outer diameter,
mm
AnnHa, MM/ Length, mm

25

21

24-25,5

Or-8p05/-8t05
216

55,6 X 46 X 46

20

18

22 -23,5

Or-8p05/-8to5s
448
110x80x55
300
108,14x81,7x 16,8
300
108,14x81,7x 16,8
301

108,14x81,7x 16,8

40



23.

24.

25.

26.

27.

28.

29.

30.

BHewHUR xecTknit guck USB 3.0, 1TB

®new-Hakonutenos USB 3.0, 64 FB

Kabenb KOMNOHeHTHbIW HD (YPbPr), 10 m

Bupgeokabenb YPbPr,"out. 10 m

Bupeokabenb Y/C in, 10 m

Bupgeokabenb Y/C out, 10 m

HD-SDI SDI 75 Om 2x
KOHTaKkTa BNC, anuHoi 5 m, 10 M unn 15w

Bupageokabenb

Kabenb DVI gna mMmoHutopa, 2 m

23.

24.

25.

26.

27.

28

29.

30.

External Mini HDD USB 3.0 1TB

USB 3.0 Memory Stick 64GB

Component HD 'YPbPr Cable, 10m

Video Connecting Cable YPbPr, out, 10m

Video.Connecting cable Y/C in, 10m

Video Connecting Cable Y/C out, 10m

HD-SDI-Video cable 75 Ohm-2xBNC pins
5m, 10m or 15m

DVI monitor cable, 2m
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Macca, r/ Mass, g
FabapuTHble pasmepbl (AxLW xB), mm /
Overall dimensions (LxW xH), mm
MWHTepdelic nogkntovyennsa / Connection
interface
Macca, r/ Mass, g
FabapnTHble pasmepbl (A xLW xB), mm /
Overall dimensions (LXW xH), mm
MWHTepdelic nogkntoyeHns / Connection
interface
OnvHa, m / Length, m
OwnavweTp kabensa, mm / Cable diameter, mm
KoHHeeTopbl / Connectors
OnuHa, m / Length, m
AvameTtp kabens, mm / Cable diameter, mm

KoHHekTOopbl / Connectors

ZInHHa, m / Length, m
AunameTtp kabena, mm / Cable diameter, mm

KoHHekTOopbl / Connectors

OnnHa, m/ Length, m
OvameTp kabensa, mm / Cable diameter, mm

KoHHekTOpbl / Connectors

OnvHa, m / Length, m

OvamveTp kabensa, mm / Cable diameter, mm
KoHHekTOpbl / Connectors

OnwnHa, m / Length, m
OuameTp kabensa, mm / Cable diameter, mm

KonHekTopbl / Connectors

170

16,3 x 81,5 x liO

USB 3.0 (Type A)

30
55,80 + 0,15 x 18,60 £0,20
X 9,60 £ 3.20

USB 3.0 (Type A)

10
6,5+0,15
YPbPr+ DVI(18+1 Pin)
10
2.75
YPbPr +
LEMO
FGE.2B.306.CLAD92Z
10
8,1
Mini-DIN-Plug, 4-pole;
LEMO
FGG.2B.305.CLAD82Z
10
8,1
Mini-DIN-plug, 4-pole;
LEMO
FGA.2B.304.CLADB82Z
5
10
15
6,95
BNC x2
NBCNC75BWU13
2
17,5
2xDVI 18+ IP gold plated



31.

32.

33.

34.

35.

36.

37.

38.

39.

Ka6enb-agantep DVI-D, 0,2 m

Bupgeokabenb DVI-D, 5 m

Kabenb BNC-BNC, 10 m

CeTeBoit Kabenb CAT6, 10 ™M

CeTeBOW Kabenb, 6/M

Yexnbl  cTepunbHble, opAHopa3oBbie (5
wT./yn.)
Yexnbl CTepuibHbIE, OAHOpPa3oBble C

npegycraHOBAEHHbIMMU 3allUTHBIMMN

AMH3amMm gna npotektopa VisionGuard (5
W Ty

Yexon nbinesaw MTHbI i

Kelic TpPaHCNOPTUPOBOYHbII

NMpuHagne>HocTn / Accessories

31.

32.

33.

34.

35.

36.

38.

39.

Adapter Cable DVI-D extyout, 0,2m

Video Connecting Cable DVI-D. Pins 5m

10 m BNC-BN®E€: cable for RM-930
control

remote

Ethernet Cable CAT6, black, 1I0m

Powerscable (Europe) 6m

Sterile drapes, type 26 (5 pcs/pack)

Sterile drapes with pre-installed VisionGuard
replacement lenses (5 pcs/pack)

Dustcover

Bluebox shuttle container
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OnnHa. M/ Length, m
OvamveTp kabensa, mm / Cable diameter, mm

KoHHekTopbl / Connectors

1lauHa. M/ Length, m
OvameTp kabensa, mm / Cable diameter, mm

KoHHekTopbl / Connectors

OnvHua. M/ Length, m
OvameTp kabensa, mm / Cable diameter, mm
KoHHekTopbl / Connectors
Onnua, M/ Length, m
Awametp kabena, mm / Cable diameter, mm
KoHHekTOpbl / Connectors
AnvHa. M/ Length, m
OvnameTp kabens, mm / Cable diameter, mm

KoHHekTOpbl / Connectors

Macca, r/ Mass, ¢
FabapuTHble pasmepbl (AxLW ), mm / Overall
dimensions (LxW), mm
Macca, r/ Mass, g
Yexon CTepuUNbHbIil, rabapuTHbIe pasmepbl
(AxW), mm / Sterile drape, overall
dimensions (LxW). mm
3awmMTHas NnH3a, rabapuTHble pa3mMepsl
(AxW), mm / Lens, overall dimensions
(LxW), mm
FabapuTHble pasmepbl (OxLW ), mm / Overall
dimensions (LXxW). mm
Macca, kr / Mass, kg
FabapnTHble pasmepbl (A xLW ), mm / Overall
dimensions (LXW), mm

(n030N0YeHHbIN)
0,2
8.6
DVI-D + 19-pole LEMO
FGC.2B.319.CLAD92ZN
5
10i0 .15
DVI-D+19-pole LEMO
FGC.2B.319.CLAK.1300
10
6.95
BNC-BNC
10
6.2
CAT6 x2 RJ-45 STP Plug
6
8,2
EBpoBunka + 1EC60884,
CEE (7) VIl /
Europlug + IEC60884, CEE
(7) VI
2150

1320 x3910

2718

1320x 3910

83,7x82,4

1200x 880
470

2008 x 1880x 1110



1. NlnHsa ans SLR-kamepbl, hokycHoe 1. Camera objective lens for SLR camera, Macca, r/ Mass, g 420
pacctosHune f= 340 Mm fr340 ®okycHoe paccTtosHue, mm / Focal length,

340
mm

2. MepexopHoe KOnbL 0 noa BHELI HIO 0 2. T2-Adapter for Canon EOS BbicoTta, MM / Height, mm 18
hoToKamepy OvameTp, mm / Diameter, mm 110

3. KabenbynpaBneHns BHewHell poTOKamepoi 3. Control cable CANON EOS series with N3 OnvHa, MM / Length, mm 310
socket OwvawmeTp kabensa, mm / Cable diameter, mm 4.4

12 XapakTepucTuku ynakosku / Package specifications
Tabnumua 11 - XapakTepuCTUKM YrnakoBKU MeauumHekoro msgenms / Table 11 - Medical device package specifications

YnakoBka / Package XapakTepuctuka / Specification 3HaueHve / Value
OpAHOpa30BbIli TPAHCTOPTHBIV GOKC / Macca, kr/ Mass; kg 1181
Single-use transport box abapuTHble pasMepbl (OXLUXB), Mm = mm /
Overall dimensions (LXWxH), mm = mm 1876x 1088x2004
Kelic TpaHCrnopTMPOBOYHBIA / Macca, kr/ Mass, kg 470
Bluebox shuttle container "abapuTHble pasMepsb! (AXLLUXB), MM + mm /

Overall dimensions.(LxWxH), mm + mm 2008 X 1880X 1110

13 OnvcaHue NPUHALNEXHOCTEN, MELVUUMHCKNX M3LENIA NN U3LENNA.-He SBNSAIOLMXCA MeLULMHCKMM, HO NPeayCMOTPEHHbIX 415
MCMOMb30BaHUSA B KOMOMHALMK C 3asiB/IEHHBIM MeauUMHCKUM n3genivem / Key accessories, medical devices or non-medical devices, to be used
in combination with medical device submitted for registration
He npumeHumo. Not applicable.

14 CesefeHVA 0 NIeKapCTBEHHbIX CPeAETBaX BXOAALLMX B COCTaB MeAuLMHCKOro musgenuns / Information about the medicines included in
the medical-device
HenpvMeHumo. MeauumHCKoe u3fenvie “He cogepxut B cBoeM coctaBe Not applicable. The medical device does not contain any medicinal
NEKaPCTBEHHbIX CPEeLCTB. products.

15 ~CBefieH1A 0 MaTepmaiax XXMBOTHOIo/4en0BeHeCcKoro nponcxoxaeHns / Information about materials of animal/human origin
HenpuMeHnmo. [aHHOe MeAMUMHCKOE. m3fenve He cofepxut Matepuanbl  Not applicable. This medical device does not contain materials of

YKUBOTHOTO W (111) YesI0BEYECKOT 0, IPOVICXOXKAEHNS. animal and / or human origin.
16’ CocTaB ynakoBku / Package contents
KomniekT noctaBkv MeAULMHCKOFO U3AeNA BKKOYaeT: The medical device delivery set includes:
1L Mukpockon onepaunoHHbIiA_cepun OPMI mogens PENTERO 900 Ha OPMI series operating microscope model PENTERO 900 with
LUTATMBE Haro/IbHOM, B COCTaBe: accessories, includes:
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