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Name of the medical device

Disposable Ophthalmic Surgical Foroeps, versions (hereinafter may be referred to as the forceps, the  __
medical device): \‘

1. Disposable Ophthalmic Surgical 20G Forceps, Serrated Gripping

2, Disposable Ophthalmic Surgical 25G Forceps, Serrated Gripping

3, Disposable Ophthalmic Surgical 23G Forceps, Serrated Gripping

4. Disposable Ophthalmic Surgical 20G Forceps, ILM Endgripping

S. Disposabie Ophthalmic Surgical 23G Forceps, ILM Endgripping

6. Disposable Ophthalmic Surgical 25G Forceps, ILM Endgripping

7. Disposable Ophthalmic Surgical 27G Forceps, ILM Endgripping

8. DispoeableOphthnlmioSmﬁodeFmeps,Asymmmd&dgnppmg
9. Disposable Ophthalmic Surgical 23G Forceps, Asymmetrical Endgripping

10. Disposable Ophthalmic Surgical 25G Forceps, Asymmetrical Endgripping
11. Disposable Ophthalmic Surgical 20G Forceps, Eckardt Eadgripping

12. Disposable Ophthalmic Surgical 23G Forceps, Eckardt Endgripping

13. Disposable Ophthalmic Surgical 25G Forceps, Eckardt Endgripping

14. Disposable Ophthalmic Surgical 27G Forceps, Eckardt Endgripping

15. Disposable Ophthalmic Surgical 23G Forceps, Kuhn 45° Power Gripping
16. Disposable Ophthalmic Surgical 25G Forceps, Kuhn 45° Power Gripping
17. Disposable Ophthalmic Surgical 23G Forceps, Shah Xtra Grip

18. Disposable Ophthalmic Surgical 25G Forceps, Shah Xtra Grip

19. Disposable Ophthalmic Surgical 27G Forceps, Shah Xtra Grip

Legal manufacturer: Vitreq B.V. / Burpex B.B., Seggelant-Noord 2, 3237 MG Vierpolders, The
Netherlands.
Site of manufacture: Vitreq B.V. / Butpex B.B., Seggelant-Noord 2, 3237 MG Vierpolders, The
Netherlands.

Intended use of the medical device
A hand-held manual instrument designed to grasp and manipulate intraocular tissue during ophthaimic
surgery.

Indications:
Damaged, detached, dead or foreign tissue in the retina area, which need to be repaired, removed or
itioned

Contraindications:

’ Resterilization and/or reuse of the device by the buyer. Resterilization and/or reuse of the device
may resuit in cross-contamination and/or significant deterioration of the product performance;

. Use of the device if the packaging integrity has been compromised;

. Use of the expired device.

Information on potential wsers of the medical device
These instruments are intended for use by an ophthalmic surgeon during ophthalmic surgery. The devices
are intended for professional use only.

Descrintion of the medical device

Forceps consist of a body, a rod and a tip. The body is the same for all instruments. When closing the
body shanks, the rod moves forward and covers the tip. The instrument tip determines its function.
Forceps are usually used to grip the mucous membranes/internal limiting membrane/retina/blood
clots/forcign bodies in the posterior segment of the eye. Instruments are available in a range of gauges:
20,23, 25,27G.

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



Figure 1. Picture of disposableforceps: 1- body, 2 - rod, 3 - tip

The tip design is similar to that used in commercially available products, apart from the Eckardt
Endgripping tip for smaller models. The 20G and 23G models are equivalent to similar devices from
other manufacturers, but for the 25G and 27G gauges, the tip width at the distal end corresponds to the
23G tip width, so this tip has a larger gripping area.

Tip styles:

Forceps, Shah Xtra Grip

Forceps, Kuhn 45° Power Gripping

Forceps, Eckardt Endgripping

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



Forceps, Asymmetrical Endgripping

Forceps, ILM Endgripping

Forceps, Serrated Gripping

Schematic images of the medical device:

*The tolerance is £ 5%, unless otherwise specified.

TTtSt 3SM

Handle len(zh

Length ofthe working part
Width in the activated position
Width in open position
Diameter of the working part
Activation force OMewtons)
Weight fgramsl
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Table. Overall dimensions of the medical device.

A B C1 C | D H I
200G 110mm | 36mm | 89mm |146mm | 09mm | <5N 468
23G | 1098mm | 35mm | 8.9mm | 146mm| 06mm | <S5SN 44z
25G 109.7mm | 33mm | 89mm [146mm)| O5mm | <SN 48g
27G [ 1099mm | 35mm | 89mm | 146mm| 04mm | <5N 45g
Table. Technical specifications.
Roughness of metal parts, jum, max [_Rockwell hardness
Forceps, Serrated Gripping
20G
23G 0.16 - for external surfaces Min 40 HRC
25G
N Forceps, ILM Endgripping
20G
23G 0.16 - for external surfaces Min 40 HRC
25G
27G
Forceps, Asymmetrical Endgripping
206
23G 0.16 - for external surfaces Min 40 HRC
|_25G
Forceps, Eckardt Endgripping
20G
23G 0.16 - for external surfaces Min 40 HRC
25G
| 27G
Forcepe, Kuhn 45° Power Gripping
23G 0.16 - for extornal surfaces Min 40 HRC
25G
Forceps, Shah Xtra Grip
23G 0.16 - for external surfaces Min 40 HRC
25G
27G
Package contents
Scope of delivery: ) )
- Disposable ophthalmic surgical forceps, S pes.
- Instructions for Use.
List and description of medical device materials
| Component Matecial _Boand Manufacturer |
Guide Polypropylene Eltex MED 100-MG03 (FP) Eltex
Handle Dyed ABS, white Novodur HD M 203 FC (ABS) | Styrolution
6%
Colorant MEVOPUR-WHITE
SBOM176080-ZN
Screw Stainless steel AISI304 Fox Wire
Limited
Base Dyed ABS Novadur HD M 203 FC (ABS) | Styrolution
20G - 2% - yellow Yellow MEVOPUR-YELLO
[SB1M176037-ZN
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P3G - 2% - blue lue MEVOPUR-BLUE
B5M176202-ZN
25G - 2% - orange MEVOPUR-ORANGE
B2M176069-ZN
27G - 2% - gray MEVOPUR-GREY
176140-ZN
Front side Dyed ABS Novadur HD M 203 FC (ABS)
20G - 2% - yellow ellow MEVOPUR-YELLOW
1M176037-ZN
23G - 2% - blue MEVOPUR-BLUE
SM176202-ZN
25G - 2% - orange MEVOPUR-ORANGE
B2M176069-ZN
R7G - 2% - gray MEVOPUR-GREY
TM176140-ZN _
Capillary tube Cobalt-nickel alloy or stainless {MP35N ASTM F562 /ISO 5832-] Fox Wire
steel 6 AISI 304 Limited
Forceps tip Spring stainless stecl AISI 301 Fox Wire
Limited
Spring Spring stainless steel AISI 301 Fox Wire
Limited
The adhesive used is Loctite 4601, made by Henkel Nederland
Medical device labelling and packaging dats
- The device is placed in a PETG tray; the tray protects the device from impacts, damages and other
effects

- The tray containing the device is placed in a Steriking peper pouch, which consists of an inner
blister, an onter blister and a Tyvek protective film: the paper pouch ensures the device sterility.

- 5 devices placed in the tray and the pouch are packaged together in a cardboard box with an IFU:
the cardboard box protects the paper bags from damages, contains information on the product name and
the main specifications of the packaged devices, and is used for commercial purposes.

Be*:

Packaging
*The tolerance is + 10%, unless otherwise specified.

Package Leagth mm | Width, mm | | Matorial/manntecturer | _ Manufacturer
Primary 1 60 165 PETG Wipak
Meodical paper, Inpac
Sterile R 10 270 polyethylene/polypropyl
eae
Multiple-anit 75 100 270 Cardboard 0to9 |
Transport gmofp::uewwwendmhwofm«yw C . lﬁbubocd‘

The multiple-unit package has a label in Russian, which may contain the following information:
s Device name in Russian;
¢ Manufacturer;
o Country of origin;
¢ Catalogue No.;
o Batch number;
e Registration certificate date and No.;
+ Compliance mark, if declared compliant;
¢ Warning and informing symbols and inscriptions.
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Description o fsymbols

Symbol Meanmg
Manufacturer
R|:— Catalogue No.
1o tl Lot number
Use by...
sterT eleo Sterilized using ethylene oxide

Do not reuse

RX Caution Law restricts this device to sale by or on the order ofa
ONLY physician

Do not resterilize

Do not use if package is damaged

J}K Consult instructions for use

Warning Consult instructions for use

Sterilization
This medical device is sterilized using ethylene oxide and remains sterile until the expiration date

indicated on the product label.
Procedure for recycling or destruction of the medical device

After use, the instrument shall be disposed of in accordance with the regulations of the medical facility
regarding biologically hazardous or acute items.
Class of medical waste in accordance wiA SanPiN 2.1.7.2790-10:
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Class A (Unused devices with expired shelf life, unused products with the sterile packaging integry
compromised);
Class B (After contact with the patient's body)

Application method and eperation principles of the medical device

Forceps consist of a body, a rod and a tip. The body is the same for all instruments. When closing the
body shanks, the rod moves forward and covers the tip. The instrument tip determines its function.
Forceps are usually used to grip the mucous membranes/internal limiting membrane/retina/blood
clots/foreign bodies in the posterior segment of the eye. Instruments are available in a range of gauges:
20, 23,25,27G.

Special applications for different types of forceps:

. Forceps, Serrated Gripping: for universal (non-specific) gripping of the mucous membrane.

. Forceps, ILM Endgripping: for precision gripping and extraction of the ILM with improved
visualization of thin membranes in the macular region.

. Forceps, Asymmetrical Endgripping: for precision gripping and improved visualization of the
ILM, thin epiretinal membranes and membranes in patients with diabetic retinopathy and proliferative
vitreoretinopathy.

. Forceps, Eckardt Endgripping: for precision gripping and improved visualization of thin
membranes in the macular region.

. Forceps, Kuhn 45° Power Gripping: for removal of proliferstive intravitreal, epiretinal and
subretinal membranes, lens membrane, iris, small foreign bodies in the eye, fibrinous membranes and
other elemeants. The forceps are also used to remove the ILM and epirctinal membrane and attached
posterior hyaloid membranes.

. Forceps, Shah X-tra Grip: thin tips allow the ILM to be liféed, while the toothed platform grips
and holds the tissue to prevent slipping. The forceps are efficient for all tissue manipulations, inchuding
the ILM tissues, cpiretinal membrane, in diabetic retinopathy and proliferative vitreoretinopathy.

Preparing for Use

. Please visually inspect the packaging of the sterile disposable forceps for possible damage and
expiry date. Devices from previously opened or damaged packing must be deemod unsteriie.

. Unpack the disposable forceps for introduction into a sterile environment.

Directions for Use

Insert the device in the posterior segment of the eye through the entry port or incision.
Insert into or retract from the eye in the closed position as visualized in the picture
below.
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Shelflife

Syears from the date of sterilization

Operating conditions

Requirements for environmental conditions during operation Value
Air temperature, °C From +15 to +30
Air humidity (relative), without condensation 30-75%

Requirements for environmental conditions during surgeries Value
Air temperature, ®C From +32 to +42
Air humidity (relative), without condensation 100%

Transportation and storage conditions
Requirements for environmental conditions during operation
Air temperature, °C

Air humidity (relative), without condensation

Store at room temperature. Avoid prolonged exposure to temperatures higher than room temperature

Requirements for environmental conditions during transportation Value
Air temperature, ®C From -35 to +40
Air humidity (relative), without condensation 30-95%
Warranty

VitreQ makes no warranties, expressed or implied, relating to sales of forceps and disclaims warranty
liability with regard to merchantability or suitability for use. VitreQ will not be liable for injury or
damage resulting from selection and use of any disposable forceps for any particular patient or any
patient's condition.

Guaranteed shelf life: 5 years

Customer service

For any questions, including complaints about products, repairs and maintenance, please contact the
Authorized Representative in the Russian Federation:

Company name: OpusMed Limited Liability Company
Address: 79, Ostrovskogo str., Kazan, 420107, Republic of Tatarstan
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

Country THE NETHERLANDS

This public document

has been signed by mr. E.D. Smit

acting in the capacity of notary at 's-Gravenhage
bears the seal/stamp of aforesaid notary

Certified
5. in Den Haag 6. on 17-08-2020
7  bythe registrar of the district court of Den Haag
8. no. 2020/6384
Seal/stamp: 10. Signature:
S. Petronilia

I, EELKO DREWES SMIT, civil law notary,
residing at The Hague, The Netherlands, do hereby
certily that the attached document is issued for a
true and correct copy of the original as referred to
in article 49 paragraph 3 of the "Wet op het
Notarisambt" (law regulating the notary's office) by
me, which document | have seen.

Signed at The Hague, The Netherlands,
ont heday of "5’\ec"f-/. "B to
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MepeBOf C aHMMIACKOIO A3blka Ha PYCCKUIA A3bIK

LLTamn;

JonyweHo

®paHK Py3eneo

Jarta: 11 asrycta 2020 .
/Mopanuce/

(Mopanuce)

Vima oTBETCTBEHHOIO Nunua
WTamn

VHCTpyKuMS no akcnayataunu:

«MNHUET 0P TasIbMONOTMYECKNIA XNPYPrNUYeCcKnii 0aHOPa30BbIin»
lMpoussoacTBa:

Vitreq B.V./ Butpek Bb.B., HugepnaHgpl

LWTamn KomnaHuw;
Vitreq B.V. / Butpek B.B.
CerrenaHt-Hoopg 2
3237 MG r. Bupnongepc
HugepnaHgbl

Ten.: +31 181 745 090
www.vitrea.com

NHCTPYKUWNA MO SKCINTYATALUNN

MHUeT oPTasIbMONIOTNYECKNI XUPYPruvyecknii o4HOpPa3oBbIi
NHCTpyKumMA no akcnnyaTtauum Ana npegocraBrieHnsa B Poccum

2020 .
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ywieHo
opank Pysenep

Aara:
(Moanwuce)

. VMRt OTBETCTBEHHOrO NMLA

* LWramn

MpoussoacTea:
Vitreq B.V. / Butpex B.B., Huaepnangsi

NHCTPYKUUA NO IKCMNYATALIUA

MuHYeT 0P TAaNBLMONOMMMECKHA XMPYPIHMECKMt OQHOPAIOBLIA
UHCTPYXUMA N0 IXCNAIYATALMM ANA NPEAOCTABNSHNUA B Poccnn

2020 .
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HanmeRoBAHNC MEANNNECKOIO H3ACANS

[anuer oransMonorugeckuil XHPYPrusecknit OAHOPasOBLIL, BADHAHTH HCNOMHCHAH (Aanee B TEKCTE MOXET
YROMMHEATECE KaK (IHHNCT?, (MCANIHHECKOC H3ACHAHE)):

1. Nunner opramuonoruveckuil xupypravecknit ogropasorst, syGuarsiit 20G Forceps, Serrated Gripping

2. lusner ofransmonorusecknii xupypraveckuli ogropasoptiii, sy6aatuiit 25G Forceps, Serrated Gripping

3. Nunnet opTanEMoNOTHICCKAt XEPYpraveckril oJEopalopbili, sy6uaruilt 23G Forceps, Serrated Gripping

4. Inuner opransmosnoruuecknil xupypririeckuii oguopasonsiil, MemGpannsit 20G Forceps, ILM Endgripping
5. Ilamuer ofraxsMonoruuecknii xapypriveckul onropasossti, memGpannnili 23G Forceps, ILM Endgripping
6. [anuer opraxemonoravecknhi Xapypragecknii ogropasossiii, MexGparaniii 25G Forceps, ILM Endgripping
7. lanuer opraxsmonoravecknii xupyprauecknil onnopasossili, memGpanuniili 27G Forceps, ILM Endgripping
8. Inwuer o raxsmonoraaecknil xupyprudeckuil onuopasossill, acummeTpuynnil 20G Forceps, Asymmetrical
Endgripping

9. INemuer opransmonoruteckuil xupypravecknii onnopasossii, acaMmerpuannll 23G Forceps, Asymmetrical

Endgripping
10. l'luuue-r ojransmonornueckuit xupypriruecknit 0AROPasoBLli, acHMMeTpHuHEI 25G Forceps, Asymmetrical

1L l'[uuue'r ofyrancmonornveckull xupypruveckuii ogHopasosuilf, xouuesaxsaruipatomuii 20G Forceps, Eckardt
llzzn.dm odransMonorHueckni XHpyprudeckail oaropasosniit, konuesaxsatnipaionuit 23G Forceps, Eckardt

: %dﬁgﬁzﬁnﬂso@mmmmmﬁ XHpypriveckuii onHopasosmii, xonuesaxsarssatonuit 25G Forceps, Eckardt
f:.dglmpg:rgo@mmmmuﬁ XHpypruueckuii onHopasosniit, xounesaxsarapsaiomuit 27G Forceps, Eckardt
%dmo@mmwommm XUpypruueckuii 0gHOpazoBsiil, 3axsarssaioumii 23G Forceps, Kuhn 45° Power
ﬁ:.ipl"l);::guer odranemonornueckhit xupypriveckulf ogHopasosmiit, 3axsarsieatoumnii 25G Forceps, Kuhn 45° Power
?;fmﬂ opransMonoruueckuli Xupypravecknti oaHopasoBsi, 3axsarsisaloumi 23G Forceps, Shah Xtra Grip
18. IMunuer oprammonoruvecknit xupypraveckuli oznopasosmiit, 3axparsisatoumii 25G Forceps, Shah Xtra Grip
19. Tunuer ofransmonornaeckut Xupypruveckuii oasopasosnilt, saxsarsisaioumi 27G Forceps, Shah Xtra Grip

Odnnmariniil npowssognrens: Vitregq B.V. / Butpex B.B., Seggelant-Noord 2, 3237 MG Vierpolders, The
- Netherlands

Anpeca npennpusTHl-EINOTOBETENCH MeARTHHECKOIO M3aeaus: Vitreq B.V. / Burpex B.B., Seggelant-Noord 2, 3237
MG Vierpolders, The Netherlands

Haimauenne MEABIHECKONO #3Ienus

Pywmoii HHCTpYMCHT, NpeAHASHAMSHHBIH 1)1 3aXBATA H MAHRAYASIMYE ¢ BHYTpHrAasHON TKAHLIO B XOAC
odransmonoradeckol onepaums.

mnepwemm.

H3QC/RA MOTYT NPUBECTH K NEPSKPECTHOMY 3ATPAIHEHHIO H/HAW HAMHTEASHOMY YXYAWEHNHIO SKCITYATALHOMHBIX
XapaKTCPHCTHK;

* Hcnom3opanie HIaeHs B CAy4ae RAPYIICHRS UCAOCTHOCTH YNIAKOBKH;

* Hcrions3oBanne W3ieAns ¢ HCTEKIIHM CPOKOM aelcTaHA.
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UNTHCANE HECKOI0 K3aleRHS

IInnLeTsl COCTOAT K3 KOPHYCa, CTCPAKHA M HakoHe4YHHKa. Kopnyc SBAseTca OAUHAKOBLIM 4 BCEX HHCTPYMEHTOR, MpH
SAKPMTHH py4eK KOPMYCa — CTCPXCHb NEpeMEemacTcs BIiepe] M 3aKphiBAST HaKOHEWHHK. HakoHeuHMX HHCTpYMeEHTa
ofpesenser ero ¢Qyuxuyio, [lunner, xax npasyao, HCNOARIYETCE JUIA 3aXBATA CAMIMCTHIX oOomouex/ BHyTpeHHeH
norpaanaaol MemGpannt (BIIM) cetyaTki/ crycTxoB KpoBH/ HHODOZHBIX Tell B 3afHEM CerMenTe riaz. HHcTpyMerTsl
HMeloT pasnnaubie kanubpet: 20, 23, 25, 27 G.

Pucyrox 1. H306panceHue 0OHOPU30abIX NUHUEMOS: 1 KOPIYC, 2 CMepeHs, 3 HOKOHEYHUK

KOHCTPYKIHN HAKOHEWHMKA AHANOTMMHA KOHCTPYKUHAM, HCTOJNB3YIOUIHMCA B H3NCAMAX, PACTpPOCTPAHNEMBIX B
HACTOSINEC BpeMs HA PHIHKE, 3a MCKAodeHHeM HakoHeunuka Eckardt Endgripping ans moaeneit manoro passepa.

Mopenu ¢ xanubpom 20G ¥ 23G 3KPHBRJICHTHB AHANOTHYHBIM HAACTHAM APYTHX MPOH3BOAMTened, OAHAKO AAA
xanubpos 25G ¥ 27G mwupuHa HAKORCYHHAKA HA JHCTABHOM KOHIE COOTBETCTBYCT WIHPHHE HAKOHCUHKKA 23G, TaxHM
o6pasom, zarHBH HakoHeunuk oGnanaeT GoMbIcH MIOMANKIO 3aXBATA.

Bapuanrii HaxoncInHKOD:
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AHUeThl 3axBaTbiBatoLwmin Forceps, Kuhn 45° Power Gripping

MuHUeTbI KoHLe3axBaTbiBatowme Forceps, Eckardt Endgripping

MuHLEeTLI acummeTpuyHble Forceps, Asymmetrical Endgripping

MuHUeTbI MembpaHHble Forceps, ILM Endgripping

MuHUeTbl 3y6uaTble Forceps, Serrated Gripping

CxeMaTnyecKmne N306paxkeHnst MeaULMHCKONO U3aenus:

ANlonyCcTWMble OTKIOHEHNA XapaKTePUCTUK COCTaBNAT * 5%, ecnn He ykaszaHOo VHOe.
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JnurHa pyKoaTku

[nunHa paboyeit yacTu

LLInpnHa B aKTMBMPOBAHHOM MOMOXKEHUN
LLInpnHa B OTKPLITOM NOJOXKEHUU
[nameTp paboueit YacTu

Ycunuve aktmBaumu MHbOTOHbIL

Bec [rpammoB]

_IUQQW>

Tabnmua. MabapuTHbIE pasmMepbl MEAULMHCKOTO M34enus.

A B C1 C2 D H |
20G 1100 MM 36 MM 8,9 Mm 146mm 0,9 Mm <5H 46T
23G 1098 Mm 35 MM 8,9 Mm 146mMm 0,6 Mm <5H 44r
25G 109,7mm 33 MM 8,9 Mm 146mMm 0,5 Mm <5H 48T
27G 1099 Mm 35 Mm 8,9 Mm 146mm 0,4 MM <5H 45T

Tabnmua. TexHUUecKue xapakTepucT KM,

[MapameTp LLEpPOXOBATOCTU META/IMUECKIX YaCTel, MKM, He 6onee TeepaocTb no Poksenty
MuHueTkl 3ybuatble Forceps, Serrated Grippins
20G
23G 0,16 - 4nA Hapy>XXHbIX NOBEPXHOCTENA; He meHee 40 HRC
25G
MuHUeTbl MembpaHHble Forceps, ILM Endgripping

20G
23G 0,16 - AN9 HapY>KHbIX NOBEPXHOCTENA; He meHee 40 HRC
25G
27G

MyHUeTbI acuMmeTpryHble Forceps, Asymmetrical Endgripping
20G
23G 0,16 - AN9 HapY>KHbIX NOBEPXHOCTENA; He meHee 40 HRC
25G

MuHUETHI KoHLe3axBaTbiBatowue Forceps, Eckardt Endgripping
20G
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123G 0,16 - oA Hapy>HbIX NOBEPXHOCTEN; He meHee 40 HRC
| 25G

// e MuHueTbl 3axBaTbiBatowmne Forceps, Kuhn 45® Power Gripping
ggg 0,16 - 4Na Hapy>XHbIX MNOBEPXHOCTENR; He meHee 40 HRC
MuHueT 3axBaTbiBatoLWwuii Forceps, Shah Xtra Grip
ggg 0,16 - o159 HAPYXXHbIX NOBEPXHOCTEN; He meHee 40 HRC
27G

KoMnneKT NnocTaBKu:
- MWHUETBLI 0(hTaNbMONOTMYECKIE XUPYPTUYECKME OAHOPA30BbIE, 5 LLIT.
- VIHCTpYKUMS N0 NPUMEHEHUIO.

MepeyeHb 1 onvcaHWe MaTepUasioB MeAULMHCKOTO U3aenust

KWL 0éHT Martepuan Mapka Mponslunuwe
HanpasnstoLuas Monmnponunex Eltex MED100-MGO03 (PP) Eltex
Pyuka OkpaLueHHbln ABC-nnacTk Novodur HD M 203 FC (ABS) 6% Styrolution
Benblii Kpacutens MEVOPUR-WHITE
SBOM176080-ZN
BuHT HepxaBetoLLlas cTtasib Al1S1304 Fox Wire Limited
OcHoBaHMe OkpateHHblid ABC-nnactmk  Novadur HD M 203 FC (ABS) Styrolution
20G - 2% - xenTblit XKentbiit MEVOPUR-YELLO%
SB1M176037-ZN
23G - 2% - rony6oii ony6oi MEVOPUR-BLUI

SB5M176202-ZN
25G - 2% - opaHXeBblii Opanxesblii MEVOPUR-ORANGE
SB2M176069-ZN

27G - 2% - cepblii Cepblit MEVOPUR-GREY
SB7M176140-ZN
lMepeaHss cTopoHa OkpateHHbliA ABC-nnactuk  Novadur HD M 203 FC (ABS) Styrolution
20G - 2% - xenTolit XKentblin MEVOPUR-YELLOW
SB1M176037-ZN
23G - 2% - rony6oli "ony6oi MEVOPUR-BLUI

SB5M176202-ZN
25G - 2% - opaH>eBblii Opanxesbli MEVOPUR-ORANGE
SB2M176069-ZN

27G - 2% - cepblii Cepblii MEVOPUR-GREY
SB7M176140-ZN
Kanunnap KobanbT-Hukenesblii cnnae MP35N ASTM F562 / 1ISO 5832-6 Fox Wire Limited
NN HepykaBetoLLas CTaslb AISI 304
HaKoHeUHVK NMHUETOB  Tpy)XKMHHas HepykaBetoLLas AISI1301 Fox Wire Limited
cTab
Mpy>xXnHa Mpy>XMHHaA HepXkaseroLLas AIS1301 Fox Wire Limited
cTab

B KauecTBe Kned ucnonbsyetca Loctite 4601, nponssogutens Henkel Nederland.
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[JaHHble 0 MapKNPOBKE MEANLIMHCKOIO U3AeNnNs N ero ynakoBKe
r* W3genve yknagbiBatoT B 10TOK M3 MATI; NOTOK 3alMLLaeT U3genme oT y4apoB, NOBPEXAEHUA 1 ApYTunX
'BO3/ECTBUIA.

J10TOK ¢ nM3gennemM nomeLLaroT B 6yMaxkHbI nakeT Steriking, KOTOPbIA COCTOWT M3 BHYTPeHHero 6mncTepa,
Hapy>XHOro 6/m1cTepa 1 3alMTHOM NaeHKK TaliBeK: 6yMaXKHbI MakeT 06ecneymBaeT CTePUIbHOCTb U3AENNs.

5 n3aenvin B N1OTKE 1 NaKeTe YNaKoBbIBAOT BMECTE B KAPTOHHYH KOPOOKY: KapTOHHas KOpobKa 3almuiaeT
OyMaXKHble NakKeTbl OT MOBPEXAEHWIA, COAEPXNT MHDOPMALMIO 0 HAa3BaHUM U3AENNS N OCHOBHbIE CneuuduKalmn
YNaKOBaHHbIX U3AENNiA, NCNOMb3YeTCA AN KOMMEPYECKUX Lienei.

XapaKTepuUCTUKN™ yNaKoBKU:
AonycTHMble OTKNOHEHUA XapaKTepUCTUK cocTasnainT = 10%, ecim HeyKasaHo VHOe.

MaNpwi|n/ MpoH3Boalrrans
YnakoBKa JnunHa, Mm WnprHa, MM BbicoTa, MM MWLLBOAANeNb
MepBuyHas n 60 165 MaTr Wipak
MepguupHckas 6ymara.  Inpac
CrepunbHas - 10 270 Monmatuner/nonvnpon
weH
rpynnosas 75 100 270 KapToH 0to9

XapaKTepucTuKn TpaHCI'IOpTHOﬁ YMakoBKWM 3aBUCAT OT 06bema nocTasku U

TparcnopTHas KONMYeCTBa TPAHCMOPTVPYEMbIX M3aeNWiA

["othprpoBaHHbIV KapTOH

Ha noBepxHOCTb TrpyMnMoBOi YMaKOBKM MOMELLAETCS 3TUKETKA Ha PYCCKOM £3blke, KOTOpas MOXET coAepXKaTb
CNeayroLLyto UHhopMaLuio;

. Ha3BaHWe 13aenns Ha PYCCKOM SI3bIKE;

. Ha3BaHMWe 3aB0/a NPON3BOAUTENS;

. CTpaHa NPOVCXOXAEHWS;

. HOMep Mo KaTasory;

. HOMep napTuu;

. AaTa 1 Homep PerncTpauyoHHOro YA0CTOBEPEHUS;

. 3HaK COOTBETCTBWS NP AeKNapupoBaH COOTBETCTBUS;

. npeaynpeanTenbHble U MHAOOPMUPYIOLLME3HAKI W HAAMUCHW.

MUHLIET- 0 TasIbMOJIOr UUECKMIA-
XMPYPTUYECSNIAT.OAMOPS30BbINAN:.- Mwlun] ® Bx,

3y6ueThblii-20CEliow{11,-5eclljel-

2 ..Miogoaaaa e He-TokcnyHo!

5-wr.*Bynakoeke| ... = .

WXL X &

YnonHovouneHHsbliA' npegcra*ntwM |
MiireaB Y B ). Seaoriant-N 000€0ycn""»® .420107,T K«*Mb. y/.
3237MGVtiekROUea,IM-Ne«herbi>d! Ocrpo*cx>ro. .79, Ten-{843}-278 15 14.
opusmed”fopusmed.ru......ccceeeenee

0O603HaYeHns CUMBO/IOB
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Crepunnsanus
HAaHHOE MEAMUMHCKOE HAZSTHE CTCPHTHIYCTCA ITHACHOKCHIOM H SBASETCA CTEPRIBHEIM JO OKOHYBHHS CPOKA TOAHOCTH,
YKA3aHHONO Ha ITHKETKE H3ACHAA.

TMopsAoOk B YC/I0BRS YTIAHATHN NJIH YHHUTOREHHE MAHIRBCKOTO H3AC/IHS

Iocne ucnonpsoBaHHA yTHNEIAPYHTE HHCTPYMEHT B COOTBSTCTBHH C NIPABHAAMM, TIPHHATHIMH B JieUeGHOM YUPEKICHHH
KACATCLHO GHONOTHYCCKH ONACHHX HAH OCTPhiX O6BeKTOB,

Knacc MeantmreKEX 0TX0408B B cooTBercTelE ¢ CanlTuH 2.1.7.2790-10:

Knacc A (Hencnonbsosanusie YCTpolicTea ¢ HCTEKIIHM CPOKOM NOAHOCTH, HEHCTIONE30BAHHEIE HIACNUA ¢ HAPYINSHHEM
IENOCTHOCTH CTEPHIBHOM YAKOBKH);

Kaacc B (Tlocae xoHTaKTa ¢ OPraHHIMOM MALHCHTA).

Cnocob npameneuns

THHUCTH COCTORT M3 KOPITYCA, CTEPIKHA H HAKOHEYHHKA. Kopnyc SBASETCA OAMHAKOBLIM AIS BCEX HHCTPYMCHTOB, NIPH
S8KPLITHH PY4eK KOPMYCa — CTepKCHb NCPEMELliaeTcs BICpeX H 38KPLIBACT HAKOHEWHHK. HakoHEUNHK MHCTpYMeHTa
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ero Qynxkumo, TlHHUeT, XAk NPABHNO, HCMONBIYCTCA A 38XBATA CAMIHCTRIX ofonouex/ BHYTpeHHel
rorpannvHolt MemGpann (BIIM) ceTuarxi/ crycTkob XpoBH/ HHOPOAHBIX TEN B 3aHeM cerMenTe rnasa. MucTpymeutn
AMCIOT pasnnvHbie kanubpel: 20, 23, 25, 27 G.

Cneuuansibie 0GNaCTH NPHMCHEHHS PasiHYHEIX THNOB HHLETOB:

. IIneueT ¢ 3a3y0penHniM 3axsatoM (Serrated Gripping): ana yuueepcansnoro (HecmenwdHsHOro) 3axsara
can3ucTolf oGonouKH,

* TInsners ¢ xoruessiM 3axsatoM mis BIIM (ILM Endgripping): mis npeuu3nOHHOr0 3aXBaTa W HIBACHCHHA
BIIM ¢ ynyumenroit susyanusanuell ToHxux MemGpas B MakynapHol oGnacT.

. TTnHueTs accuMeTputHBe ¢ KOHDEBLIM 3axBaTtoM (Asymmetrical Endgripping): ana npenusuonsoro saxsara u
ynyuinensiol susyanusaumi BIIM, TOHKMX 3mHpeTHRANBHBIX MeMOpaH B MeMOpan y nauueHToB ¢ guabeTHueckol
peTHHonaTHel u nponHdepaTHRHOH BUTPeOpeTHHONATHEH.

. [Munuersl ¢ xoHICBLIM 3axBaToM no Jsxapay (Eckardt Endgripping): ana npenussionsoro 3axsara u
yayvweHHol BHSyanusaly ToRKHX MeMOpa B MakynspHolt ofnacTy.

. ITunners ¢ syGuarsiv 3axsatom (Kuhn 45° Power Gripping): npeauasnauensl axa yaanesus npomrdeparaenoti
HHTPABHTPCANLHOH, anuperHHabHON W CyOperHHanoHoM MemOpan, MemOpaHsl Xxpycranuka, panyxHoOM 060NOUKH,
MANTBIX HHOPOAHHIX TeN I1a3a, GHOPHHOIHBIX MeMGpan u ApYrHX 3neMeHTOR. [THHUET TAKXKe NPAMEHSCTCA ANS YAAACHHA
BIIM u snuperanansHol MeMOpasbl  NPHKPeTUICHHBIX 38AHKX MMANOHAHBIX MeMOpan.

. [Munuers: ¢ 3a3yGpetHuM 3axBaToM (Shah X-tra Grip): TokKHe HAKOHEYHHKH IO3BOAAIOT NOAHATH BITM, npu
arom 3ybuaraq NIATHOPMA 3aXBATHIBAET H YACPKHEACT TKRHN, NPSAOTBPAMAL COCKANBInBaNNE. [TnHueTH 3pdexTHBHM
ANA BCEX TANOB MAHHIYNAUMH ¢ TxaHAMH, BRTOYAs Tkaud BIIM, snupernansiolf Mmembpansl, npu aaabernaeckoii
PeTHHONATHH W NpoNK{epaTHBHON BATPEOPETHHONATHH.

HoaroTonxa

. BH3YANEHO NPOBSPHTDH YTMAKOBKY CTEPHIILHOIC OJHOPA3OSOI0 MEKPONNHLIETY/ HOXHAL Ha BOIMOXHBE
nospexeHNs H CPOK rogHocTH. Mazenns, ynakobka kOTOphIX Gbi/ia pAHEE OTKPLITA WM NOBPEXACHA, CUNTAIOTCH
HECTEPUIbHBIMA.

. PacraxoBats 0AHOPA3OBHE MHKPONHHIIETHY HOXHMIE ZUIN BBEACHHA B CTEPHIBHYIO Cpeay.
HHCTPYKURN 0 HpEMEHEHEIO0

TlomecTuts 0aROpa3oRLI NUHUET / HOKHNAIE! B JAHAN CCTMEHT I1a3a Yepes BXOAHOS OTBEPCTHE HAN HAAPES.
TloMecTHTS uiH H3BACYD H3 TIA3A B 3AMKHYTOM COCTOSIHHH, KAK NIOKA3AHO HA PHCYRKE HIDKE.

Cpox rognocT
S neT c MOMEHTA CTePHIIH3ALNH,

Yenosus sxenaysTanne
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1 Tpeb6oBaHNA K YCTIOBNSIM OKPY>KatoLLLel cpefibl BO BPEMS aKCMyaTaunim 3HauveHue
TemnepaTypa Bo3gyxa, °C OT+15 go +30

BnaxHocTb Bo3ayxa (0THOCUTeNbHas), 6e3 06pa3oBaHMst KOHAeHcaTa 30-75%

Tpe6oBaHUsA K YCOBMAM OKPY>KaKOLLEn Cpedbl MPU XUPYPruyecKmnx

3HaueHune
orepaLmax
Temnepatypa Bo3gyxa, °C OT +32 po +42
BnaxHocTb Bo3gyxa (0OTHocUTeNbHas), 63 06pa3oBaHMs KOHAeHcaTa 100%
Tpeb6oBaHUS K YCNOBUAM OKPY>XXKatoLL el cpefbl BO BpEMS XpaHeHUS 3HauyeHwue
TemnepaTypa Bo3gyxa, °C OT1 +10 o +32
BnaxHocTb Bo3gyxa (OTHOCUTENbHAS), 663 06pa3oBaHUA KOHAEHCaTa <75%

XpPaHUTb TMpU KOMHATHOW TemnepaType. W36eraTb [AAMTENbHOrO BO3A4ENCTBUS TemmnepaTypbl, MNpPeBbiLLAOLLEl
KOMHATHY!0.

TpeboBaHMA K YCNOBUAM OKpPYXaloLLeil cpefbl BO Bpems TPAHCMOPTUPOBKY 3HaueHue
Temnepatypa Bo3gyxa, ®C Ot -35 o +40
BraxxHOCTb Bo3gyxa (OTHOCUTeNbHaA), 6e3 06pa3oBaHMA KOHAeHcaTa 30-95%

apaHTUitHbIE 06A3aTENLCTBA

KomnaHus VitreQ He NpeaocTaBnsieT rapaHTUiA, BbIpOKEHHbIX UM NOAPa3yMeBaeMblX, B CBA3M C NPOLAXKENA MUHLETOB U
He NPUHUMaeT Ha cebs 0653aTeNbCTB MO rapaHTUAM TOBApPHOrO COCTOSIHMS WAM MPUIOAHOCTM ANS MPUMEHEHNS.
KomnaHusa VitreQ He HeceT OTBETCTBEHHOCTY 3a TPaBMbl WM NOBPEXAEHMS, CBS3aHHbIE C BbIGOPOM 1 MCMOb30BAHUEM
OAHOPa30BbIX NMHLETOB 15 KOHKPETHOrO NauyeHTa Uam 1o60oro COCTOSAHUA NaLyMeHTa.

"apaHTWiHBIA CPOK rogHocTU: 5 net

Cnyxb6a paboTbl C KMMeHTaMu

Mo Bcem Bonpocam, BKIOYas Xanobbl Ha NPOAYKLUMIO, PEMOHT 1 TEX0BCAYXMBaHUe, 06pallaTbea K Y NoaHOMOYEHHOMY
MpeacTtaBuTento B Poccuiickoin deaepauuu:

HanmeHoBaHMe: OOBLLECTBO C OFrpaHUYeHHOI 0TBETCTBEHHOCTLIO «OnycMeg»

Agppec: Pocewus, PT, 420107, r. KasaHb, yn. OCTpOBCKOro, 4.79.
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(Faarcxan KonseHuun ot 5 oxtabps 1981 roga)

1. Crpana: HUAEPNAHALI

HacTrorimit opruManbHbIi JOKYMEHT

2. Guin nognucax r-Hom J.01. Caut

3. BLICTYNAOIMM B Ka4ecTee HoTapnyca B r. Maara

4. CxpenneH NeNaTLIN/WITAMNOM BbLILLSYNOMAHYTOrO HoTapuyca

3aBspeno
5.8r. Maara
6. 17.08.2020
7. PErucTpaTopoOM OKPYXHOro cyaa r. Maara
8. 3a Homepom: Ne 2020/6384
9. MNevats: THCHEHAA NevaTL
10. Noanuce: (C. NeTpoHnnua)

A1, I3NKO APEBEC CMUT, rpaxgaHckuil HOTapnyc, npoxmusaiowuii e r. Maara, Huaepnaxass,

HACTOALMM NOATBEPKAAID, HTO NPUKPENSIEHHDIN AOKYMEHTHI BLINYLISH ANA ASACTBUTENLHO! U
TOUHON KONUKM OPWIMHANA B COOTBETCTBHM CO CTaThell 49, naparpagom 3 «Wet op het Notarisambts

(3aKoH, perynupyiouuit HOTAPUANbHLIe KOHTOPH) MHOM|, C ZOKYMEHTOM OIHAKOMNEH.

Moanucawo B r. Maara, Huaepnanaw,
Ceropnn, 14 asrycra 2020 .
Mevary Hovapuyca: r-H 3.J1. Cmur / Hotapuyc B T. Maara

Mopanucy/
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[MepeBoj NAHHOTO TEeKCTa BbIMONHEH nepeBofunkoM KpananHeim leHucom AnekcaHapoBuyem

Poccuiickas depepa

"opoa MockBa.
[BeHajuartoro eBpans ABe TbiCAYM ABaALATbL MNePBOro roga.
A, MNpokoweHkoBa EneHa EBreHbesHa, HoTapuyc ropoga MoCKBbI, CBUAETENLCTBYO MOAJMHHOCTL

nognucy nepesoguunka KpannuHa fleHuca AnekcaHgposuya.
Moanuck chenaHa B MOEM NPUCYTCTBUMN.

JlnuHoCTb NoANMcaBLUEro LOKYMEHT YCTaHOBEHA.
3apermcTpmpoBaHo B pee

YnnayeHo 3a co py6. 00 kon

i.E. MNMpokoweHKoBa
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