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U&e a 30 ml capacity inflation device for the indicated sizes to ensure complete balloon inflation.
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In vitro tests have shown that the balloons reached their nominal size at given nominal pressure.

Invilro tests have shown that with 95% confidence, 99.9% of the balloons will not burst at or below the rated burst pressure. Do not exceed RBP.
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Figure 1

Description
The Passeo-35 Xeo Peripheral Dilatation Catheter (hereinafter Passeo-35 Xeo or the device) is an over-
the-wire percutaneous transluminal angioplasty (PTA) dilatation catheter. It is intended for

stenosis dilation in the peripheral vessels and the arteriovenous dialysis fistulae.
As shown in Figure 1, the distal end of the device consists of a tapered tip (G). To facilitate the
advancement of the catheter through the vasculature, the balloon (A), the outer surface of the catheter
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shaft (B) and the inner surface of the guide wire lumen have a hydrophobic coating. Two radiopaque
markers (F) are positioned at both ends of the balloon for fluoroscopic visualization.

The manifold on the proximal end of the device consists of an inflation/ deflation luer port (C) and a
guide wire luer port (D).

How Supplied
Sterile. Non-pyrogenic. Device is sterilized with ethylene oxide.

Contents
« One Device and one Compliance Chart in a sealed, peel-open pouch.
* One Instructions for Use manual.

Storage
Store protected from sunlight and keep dry. Store between 15°C (59“F) and 25°c (77°F). Short-term
storage temperature excursions between 10°C (50°F) and 40°C (104°F) are allowed.

Indications

The Passeo-35 Xeo is indicated to dilate stenosis in the iliac, femoral, popliteal and infrapopliteal
arteries and for the treatment of obstructive lesions of native or synthetic arteriovenous dialysis
fistulae. Passeo0-35 Xeo is also recommended for post-dilation of balloon expandable and self-
expanding stents in the peripheral vasculature.

Note for Australia: Passeo-35 Xeo is not approved by Therapeutic Goods Administration for use in the
common iliac arteries.

Contraindications

Passeo-35 Xeo is contraindicated for use in patients with:

« A lesion that cannot be reached or treated with the dilatation catheter.

- Large amounts of acute or sub-acute thrombus at the target lesion.

» Perforated vessels.

« A lesion that lies within or adjacent to an aneurysm.

« Uncorrected bleeding disorders.

= A renal insufficiency or an allergy to contrast media.

Furthermore, all genera! PTA and procedure-related contraindications as described in the national and
international guidelines of the respective medical associations apply.

Warnings
« Do not resterilize and/or reuse. This device is designed and intended for single use only. Reuse of
single-use devices creates a potential risk of patient or user infections. Contamination of the
device may lead to injury, illness or death of the patient. Cleaning, disinfection and sterilization may
Kornpromise essential material and design characteristics leading to device failure. BIOTRONIK
'will not be responsible for any direct, incidental or consequential damages resulting from resterilization
or reuse.
: « Do not usethe device in the coronary, cervical and intra-cranial arteries as this is prohibited.
I =« Do not use the device if the outer and/or inner package are/is damaged or opened, or if any
I information provided is obscured or damaged prior to use.
j - Donot use the device after the Use by date indicated on the label.
i - Donot use air or any gaseous medium to inflate the balloon. Use onlyan appropriateballooninflation
1 medium (e.g. 50:50 mixture by volume of contrast medium and saline).
= Do not exceed the original diameter of the vessel proximal and distal to the lesionwheninflating the
; balloon to reduce the potential for vessel damage.
= Do not expose the device to organic solvents e.g. alcohol.
I « Do not usethe device if a vacuum cannot be held as this indicates a leak in the system.
« Do not manipulate the device without angiographic guidance when it is inside the body. &
* Do not exceed the rated burst pressure (RBP) indicated in the "Compliance Chart". Use of an inflation
device with a pressure-monitor is mandatory to prevent over-pressurization.
| Precautions
I = This device should only be used in medical facilities by physicians thoroughly trained and experienced
in performing vascular interventions, (including cases of life-threatening complications).
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* Use only guide wires with a 0.035" (0.89 mm) diameter. See Figure 1(E).

= Use only the minimum introducer sheath size stated on the label, however if the Passeo-35 Xeo is

used in conjunction with long and/or braided introducer sheaths, a larger French-size may be

necessary to reduce friction.

= In-vitro tests have shown that the following sheath sizes are compatible with the Passeo-35 Xeo
product range:

- BF/6F/7F Cordis Avanti-lI- (11cm)

- 5F/6F/7F Cordis Brite Tip (11cm)

" BF/6F/7F Terumo Radifocus (10cm)

" BF/6F/7F Terumo Destination (45cm)

” BF/6F/7F Cook Flexor Check-Flo (45cm)

" 5F/6F BIOTRONIK-distributed Fortress (45cm) manufactured by Contract Medical International.

« In order to prevent and reduce clotting, flush or rinse all products entering the vascular system with
sterile isotonic saline or a similar solution prior to use. The use of systemic heparinization during the
procedure is recommended.

= If a strong resistance is felt during manipulation, stop the procedure and determine the cause before
proceeding.

= Avoid using excessive force when connecting to the inflation/ deflation luer port of the device.

= Maintain vacuum when advancing or withdrawing the device.

,» Dilating the balloon several times may result in some resistance when pulling the device back through

the introducer sheath.

Remove the device and the introducer sheath together if difficulties persist.

Potential Adverse Events/Complications
Puncture site hematoma or bleeding.
Hemorrhage requiring transfusion or other treatment.
Hematoma (e.g. retroperitoneal).
Injury to the vessel wall, dissection, perforation, rupture and intimal tear.
Vessel spasm.
Arteriovenous fistula.
Embolization of air, thrombotic or atherosclerotic material.
Pseudoaneurysm formation.
Total occlusion of the vessel.
Restenosis of the dilated vessel.
Thrombosis.
Failure to reach or cross the lesion.
Rupture or pinhole of the balloon.
Difficulties with inflation, deflation or withdrawal of the device.
Embolization of catheter material.
Local or systemic infection.
Allergic reactions to contrast media, antiplatelets and anticoagulants.
Emergency surgery to correct vascular complications.
Tissue necrosis and limb loss.
Death.
Furthermore, all procedure-related events as described in the national and international guidelines of
the respective medical associations apply.

Directions for Use

Device Preparation

1 Check and ensure that the outer packaging is not damaged or opened prior to use. Open the outer
packaging and remove the pouch.

2. Inspect the pouch and ensure that there is no damage to the sterile barrier before proceeding. If
loss of sterility is suspected, do not use the device. Open the pouch.

3. Take care when removing the device from the protection ring to avoid accidental breakage, bending
or kinking of the catheter shaft.

4. Remove the balloon protector by pulling on the distal end. Prior to commencing the procedure,
examine the device for any damages, verify its functionality and ensure that the size is suitable.
Flushing of the Guide Wire Lumen
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5. Connect a 10 ml or 20 ml syringe containing sterile saline to the guide wire iuer port at the proximal
end of the device.
6. Flush the guide wire lumen.
7. Remove the syringe.
Removing Air from the Inflation Lumen of the
Device
8. Refer to the "Sizes" table to select an appropriately-sized inflation device for the procedure. Fill
either a 20 ml capacity inflation device with 10-12 ml of balloon inflation medium or a 30 ml
capacity inflation device with 16-18 ml of balloon inflation medium.
9. Remove air from the inflation device according to the manufacturer's recommendations and
instructions.
10. Connect a three-way stopcock to the inflation/deflation luer port of the device and attach the
inflation device to the three-way stopcock.
11. Open the three-way stopcock to create an open fluid path between the device and the inflation
device.
12. Draw a vacuum for 30 seconds to remove air.
13. Close the three-way stopcock so that the fluid path to the device is closed and remove all air from
the inflation device through the three-way stopcock.
14. Repeat steps 11-13 several times if necessary to ensure that the air is removed.
~ jI5 . Return to neutral pressure and set aside for use.
~Vinsertion Technique
16. Position the guide wire under angiographic guidance and in accordance with standard PTA
techniques.
17. Thread the distal tip of the device over the proximal end of the prepositioned guide wire until it
exits the guide wire luer port at the proximal end of the device.
18. Carefully insert the device through the introducer sheath while maintaining a stable guide wire
position.
19. Advance the device over the guide wire and towards the lesion.
20. Position the balloon across the lesion using the balloon radiopaque markers as reference points.
Balloon Inflation & Deflation
21. Check and ensure that the appropriately sized inflation device is filled with either 10-12 ml of
balloon inflation medium or 16-18 ml of balloon inflation medium.
22. Inflate the balloon according to the "Compliance Chart" and dilate the lesion using standard PTA
techniques. Do not exceed RBP.
23. Under fluoroscopic guidance, pull back and lock the plunger on the inflation device to deflate the
balloon completely by drawing a vacuum depending on the balloon size:
— at least 60-80 seconds (UL = 90/130cm)
—at least 110 seconds (UL = 170cm)
Device Withdrawal
~024. While maintaining the vacuum and a stable guide wire position across the lesion, withdraw the
¥device carefully from the lesion and out through the introducer sheath. If the balloon cannot be
withdrawn from the lesion easily, gently advance and retract the dilatation catheter slightly until it is
possible to pul! it out.
Withdraw both the dilatation catheter and the introducer sheath together if difficulties persist.
25. Remove the device from the guide wire.
26. After use, dispose of the device and packaging in accordance with hospital, administrative and/or
local government policy.

Warranty/Liability

This product and each of its components (hereinafter product) were designed, manufactured, tested
and packaged with all reasonable care. However, since BIOTRONIK does not have control over the
conditions under which the product is used, the contents of this Instructions

For Use (IFU) are to be considered as an integral part of this disclaimer for cases when a disturbance of
the product's intended function may occur for various reasons. BIOTRONIK does not guarantee that the
following events will not occur:

* Product malfunctions or failures

e Patient's immune response to the product

= Medical complications during the use of the product or as a consequence of the product being in
contact with the patient's body BIOTRONIK does not assume any liability for:
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e The use of the product that is not in accordance with the stated intended use/indication,
contraindications, warnings, precautions and the directions for use of this IFU

= Modification to the original product

* Events which could not have been foreseen at the time of product delivery using the available levels
of science and technology

= Events originating from other BIOTRONIK products or products not from BIOTRONIK

= Force majeure events including, without being limited to, natural disasters.

The above provisions shall be without prejudice to any disclaimer and/ or limitation of liability agreed
separately with the customer to the extent permitted by applicable laws.

For US only:

BIOTRONIK disclaims all warranties, expressed or implied regarding the product, including but not
limited to, any warranty of merchantability or fitness for a particular purpose of the product.
BIOTRONIK is not liable for any direct, incidental or consequential damages or expenses caused by any
use of the product whether the claim is based on contract, warranty, tort or otherwise.

BIOTRONIKAG © 2019 BIOTRONIKAG

Ackerstrasse 6 All rights reserved. Specifications subject to

8180 BUlach eSwitzerland modification, revision and improvement.

Tel Ne/1867"51 11

Fax [WwWwBOO3

info.vi(®biotronik.com

v/ww.biotronik.com 2797 /1297~N6/A/2019-09
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PuncyHok 1

OnucaHwne

Mepudepnyeckunii pacwuvpswwun katetep Passeo-35 Xeo (panee —Passeo0-35 Xeo wim
YCTPOMNCTBO») SAABASAETCA pPaclMpAOWMM KateTepom, NpoBOAMMbIM MO NPOBOAHUKY, AN YPECKOXHOM
TpaHcMlMMHanbHoW aHrmonnactnkn (UYTA). OH npegHa3HadeH Ana guniatauuu cTeHo3a B
nepuceprnyecknx cocygax n apTepuoBeEHO3HbIX Anann3HbiX ucTynax. Kak nokasaHO Ha pucyHke 1,
OUNCTasIbHbIA KOHEL, YCTPOMCTBA COCTOUT U3 KOHYycoo6pa3Horo KoHuunka (G). Ansa obneryeHus
npoaBMmXeHUs KaTtetepa uyepes cocybl 6annoH (A), BHELWHAS NoBepXHOCTb wadta katetepa (B) u
BHYTPEHHSA MOBEPXHOCTb NMPOCBETa MNPOBOAHMKA CHabXXeHbl rmApodOo6HbLIM NOKpbITUEM. N
PEHTreHOCKONMYecKow Bu3lyanm3aumm Ha 060Mx KoHuax 6as/sloHa pacrnosioXXeHbl ABa
pPEHTreHOKOHTpacTHbIX Mapkepa (F). Konnektop Ha NpoKCMMasibHOM KOHLLEe YCTPOMCTBa COCTOUT U3
nopTa Jlwo3apa gna pasgysaHusa/caysaHuns (C) n noprta Jliospa ana nposogHuka(O).

dopma nocrtaBKU
CTepunbHO. ANMPOreHHo. YCTPOMCTBO CTEPU/IN30BAHO OKCUAOM 3TU/IEHA.

Copgep>kmmoe
e OHO YCTPOWCTBO M OfHa Tabnuua pacTsHXXMMOCTU B FrepMeTUYHOM, JIEFTKO BCKpPbIBAEMOM MakeTe
e OlHO TEXHNYECKOEe PYKOBOACTBO

XpaHeHune

XpaHuUTb B CyxOM MecTe, 6epedb OT cBeTa. XpaHuTb npu Temnepatype ot 15 go 25 °c (ot 59 go 77
°F). JonycKalTcsa KpaTKOBPEMEHHbIe OTK/IOHEHUSA TemnepaTypbl B gnanasoHe oT 10 go 40 °C (ot 50
40 104 °F).

MNMokasaHwnA

YcTpoiicTBo Passeo-35 Xeo nokasaHo Ans gunatauum cTeHo3a B NoaB3A0LWHON, 6eapeHHOI,
NOAKOMIEHHOW apTepun N KOHEeYHbIX BeTBell MOAKOMEHHOW apTepuun, a Takxke A1 /leYeHuns
MopaXKeHHbIX CErMEeHTOB HATUBHbIX UMW UCKYCCTBEHHbIX apTePMOBEHO3HbIX ANANN3HbLIX (PUCTYN.
Passe0-35 Xeo TakXke peKomeHayeTcsa Aas nocrgunarauuu pacwmpsieMmbiX 6as/7I0HOM 1n

caMopacwumnparwmxca CTeHTOB B nepmobepmquKmx cocypax.
MpumeyvaHunsa gna ABCcTpasinn. YctpoiictBo Passeo-35 Xeo He o4o06peHO YnNnpaB/eHUEM MO KOHTPOJO 3a ToBapamu
MeanuunHCcKoro HasdHadyeHunsa (Therapeutic Goods Administration) Agns npMMeHeHWsa B 0OWMX NOAB3AOLWHbLIX apTepusax.

MpoTnBonokasaHuA

Passe0-35 Xeo npoTtuBOonoKasaH A/19 UCMOJ/Ib30BaHNA Y NauneHToB:

e C nopaxxeHHbIMW cerMeHTamMmun, KOTOPbIX HeMb3A AOCTUYb U BblJIEYHNTL C NMOMOLLbIO pacLumnpatoLwero
KareTepa

e O6GWKNPHBLIM OCTPbIM WX MOAOCTPbIM TPOMG0O30M LENEBOrO

rnopaxeHud

* Mepdopauynein cocynos

e MMopaxeHneM, pacnosIOKEHHbIM B npegenax uan B6AM3N aHEBPU3MbI

* HeckoppeKTupoBaHHbIM HapylleHUeM CBepTbiBAEMOCTU KPOBU

e [MloYeyHO HefoCTaTOYHOCTLIO WKW annepruei Ha PeHTreHOKOHTpacTHble BelecTBa

Kpome Toro, npMMeHMMbl BCeE NMPOTUBOMOKa3aHUA, CBA3aHHbIe C nMpoueaypor m UTA, Kak 3TO onucaHo
B HaLUMOHAa/IbHbIX N MEXAYHapOAHbIX peKoMeHAauuAaX COOTBETCTBYHOLMX MEAULMHCKUX accouunaumnii.
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Mpeagynpe>kaeHus

* He noasepravTe NOBTOPHOMN cTepuansaunm n (Uam) He UCNONb3YHTe NOBTOPHO. [laHHOEe YCTPOWCTBO
CKOHCTPYMpPOBaHO 1 NpeAHa3HavyeHo TOMbKO A/19 O4HOPAa30BOro UCMosib30BaHuUs. oBTopHoOe
MCNoNb30BaHNE 04HOPAa30BbIX YCTPOWCTB CO34aeT yrpo3y MHeKuMn naymeHta wiam nonb3oBaTens.
3arpsi3HeHMe yCcTpoMCcTBa MOXET MPUBECTUM K TpaBMUPOBaHWUIO, 3ab0/1eBaHUI0 UM CMEPTU NauneHTa.
UucTka, Ae3nHpeKkunsa n ctepuamsaumnsa MoryT yXyAwnTe OCHOBHble CBOMCTBa MaTepuasioB U
KOHCTPYKUUU U NpUBECTU K OTKaly B pabdoTte. KomnaHus BIOTRONIK He HeceT OTBETCTBEHHOCTU 3a
NPsAMOi, cny4vaiiHblii NN KOCBEHHbIN yuep6, CBA3aHHbIA C MOBTOPHOW CTepunnsayunen wum
MOBTOPHbLIM MCMNO/Ib30BAHNEM.

* He ncnonb3yiiTe yCTPOMCTBO B KOPOHAPHOM, LIEAHOW N BHYTPUYEPENHbIX apTepusax aTo
3anpeLleHo.

* He vcnonb3yiiTe yCTPOMCTBO, €CNU BHELWHASA U (MAN) BHYTPEHHASA yNaKOBKa MOBpeXAeHa wuiu
BCKpbITa, M60 CKpbITa WX HapylleHa

VMeKLasca Ha Hell nHgopmayus.

* He npumeHsaiiTe yCTPONCTBO MO UCTEYEHUN CPOKa rOA4HOCTU, YKa3aHHOro Ha 3TUKeTKe.

* He pasgyBaiTe 6a710H BO34YXOM WM KaKUM-NM60 Apyrum rasom. Vicnonb3yiiTe TOIbKO
noaxoAsuyto cpegy pasgyBaHusa 6annoHa

(Hanpumep, cMeCb KOHTPAaCTHOro BeliecTBa M hM3N00TMYECKOro pacTteopa B 06bEMHOM OTHOLLUEHWUMN
50 : 50).

e He npeBbllWwaiTe NCXO4HbIV AnamMeTp cocyfa NpoKCcUMasibHee U AucTasibHee MopaXKeHusa npu
pasgyBaHun 6ansioHa oAs CHUXKEHUS

BO3MOXHOCTU MOBpeXAeHUsa cocyja.

e He noaBepraiite ycTpOICTBO BO3A4ECTBUIO OpraHN4YecKnx pacTBopuTesneii, Hanpumep, cnupTa.

= He ncnonb3yiite yCcTPOMCTBO, €C/IN B HEM HEBO3MOXXHO MoAAep>XMBaTb BaKyyM, MOCKOJIbKY 3TO
O3HayvaeT yTeuKy B cucTeMme.

e He BbINOMHAATE MaHUNYNAUMM C YCTPOMCTBOM B OpraHmM3me 6e3 KOHTPO/IA aHrmorpaguun.

e He npeBbiwarite HOMUHaNbHOE fgaBneHne paspbiBa (HAOP), ykazaHHOoe B Tabsuvue pacTsXXUMOCTU.
O6a3aTtenbLHO UCnosnb3yiiTe

pasgyBsatolliee yCTPONCTBO C NPMOOPOM KOHTPONA AaBsieHUs BO u3bekaHne NpeBblleHns faBNeHVs.

Mepbl NpPeaoCcCTOPO>XKHOCTU

e 3TO YCTPOMNCTBO AO0/IKHbI MUCMNO/MIb30BaTbh TOMIbKO Bpayu, Npolwejlwune TuwaTteslbHYyH MOATOTOBKY U
MMmetowme onbIT BbIMO/IHEHNS COCYAUCTbIX BMelwaTtenbcTB (B TOM 4MC/e B c/iydae OMnacHbIX AN XU3HU
OTKJ/TIOHEHMWIA).

* icnonb3yiiTe TONbKO NpPOBOAHUKN ¢ anameTpom 0,035 pgroima (0,89 mm). Cm. pucyHok 1(E).

e icnonb3yiiTe TONbKO MHTPOAbIOCEP MUHMMa/IbHOIO pasmepa, YKasaHHOro Ha aTukeTke. OgHako
ecnn Passeo-35 Xeo vMcnosib3yeTcs B COYETAHUU C OIMHHBIM WU NAEeTEeHbIM WHTPOAbHOCEPOM, AN
CHWXKEHUA TPEHUsT MOXXeT noTpeboBaTbCs MHTpoAbiocep 6onblero gnametpa (dPpeHy).

e VicnbiTaHMs in vitro mokasanum, 4To C INHENKOIN n3genuii Passeo-35 Xeo coBMeCcTUMbl cleaytouime
pasmMepbl MHTPOAbLIOCEPOB.

5F/6F/7F Cordis Avanti+ (11 cm)

5F/6F/7F Cordis Bhte Tip (11 cm)

- BF/6F/7F Terumo Radifocus (10 cm)

- BF/6F/7F Terumo Destination (45 cm)

- BF/6F/7F Cook Flexor Check-Flo (45 cm)

- BF/6F Fortress (45 cm), pacnpocTtpaHsiembli BIOTRONIK u nponsBogunmblii kKomnaHuen Contract
Medical International

e 1nAa npefoTBpaweHns N CHMKEHUSA CBepTbiBaHUSA crieayeT NPOMbIBaTb UM OMoslackmBaTb
CTEPUJIbHLIM U30TOHUYECKNUM PacTBOPOM WM aHa/NOrM4yHbIM PacTBOPOM BCe uU3gesnuns, BBOAMMbIE B
cocyaucTtyto cuctemy. Bo Bpemsi npoueaypbl peKOMeHAyeTcsi BBECTU CUCTEMHbIe npenaparhbl
renapvHa.

e Ecnn BO BpemMsi MaHMNynsumum owyuaeTcs CuibHOe CONpoTUB/IEHUE, MPeKpaTuTe BbIMO/HEHUE
npoueaypbl N BbISCHUTE MPUYUNHY BO3HUKHOBEHUS COMPOTUB/IEHUA Mpexae, YeM BO306GHOBUTH
npoueaypy.

e I36eraiiTe NpUMEHEHNSA U3JTULLHEN CUMbI MPU NoAcoeanHeEHUU nopTa Jlioapa ans
paspyBaHusa/coyBaHns ycTpoiicTsa.

e [pn NPOABWXEHUUN U U3BNEYEHUN YCTPONCTBA MoAfepPXMBAiTe BaKyyM.
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- HeogHOKpaTHOe pacliMpeHne GasisioHa MOXET MPMBECTU K BO3HWKHOBEHWIO HEKOTOPOTro
COMpPOTMB/IEHUS MpU 06pPaTHOM BbITSATMBaHUM YCTPOWCTBa Yyepe3 uHTpoabtocep. Mpy coxpaHeHun
3aTpyAHEHUIn U3B/IEKNTE YCTPOWCTBO BMECTE C UHTPOALIOCEPOM.

BO3MO>KHblIe He>XkenaTesibHble ABEHNA/OC/TOXKHEHUSA

e [emMaTOMa WM KPOBOTEYEHME B MEcTe Npokosna

e KpoBousnusiHne, Tpebyuiee TpaHcy3um Uam Apyroro fiedeHms

e lemaToma (Hanpumep, 3a06plOWNHHAs)

e [MoBpeXxaeHne CTEHOK cocya, pacc/ioeHne wuan nepdopauunsa, paspbiB U paspbiB UHTUMBI
= Cnasm cocypga

= ApTepuoBeHo3Hasa cuctyna

e OM60M3aumnsa BO34YXOM, TPOMOOTUYECKUM WM aTEPOCKNEPOTUYHECKUM MaTepuasiom

= Obpa3oBaHMe nceBgoaHEBPU3MbI

= [lonHas OKKN3uA cocyga

* PecTeHO03 pacluMpeHHOoro cocyga

e Tpom603

e HEBO3MOXXHOCTb MPOBECTUN YCTPOWCTBO K MOPa>XEHHOMY CErMeHTY WM CKBO3b HEro

= PaspbiB nam npokos 6annoHa

e 3aTpygHeHUsa npu pasgyBaHun, CAyBaHUW WU U3BNEYEHUN YCTPOWCTBa

e OMb60Ms MaTepuasiom KateTepa

e JlokanbHasa wam cumcTeMHas UHAeKums

e Anfieprnyeckme peakumm Ha KOHTpPacTHYH cpeay, aHTuTpombouuTapHbie npenapatbl U
aHTUKOoAarynsiHTbl

e Heo6xoaMMOCTb BbIMO/IHEHUS 3KCTPEHHOr0 ONepaTMBHOrO BMellaTenbCcTBa ANS KOPpPeKuun
COCYAWNCTbIX OC/IOXXHEHUN

e Hekpo3 TKaHel 1 NoTepu KOHEYHOCTEN

* CMepTb

Kpome TOoro, npMMeHMMbl BCce HexenaTenbHble 3eKTbl, CBA3aHHbIE C NpoLeaypoii, KaK 3TO OnucaHo
B HalLMOHa/bHbIX U MeXAYHapoAHbIX peKoMeHAauusax coOOTBETCTBYOLWUX MeAULUHCKUX accoumaunii.

YKasaHuna rno npMMeHeHnro

NMogrotoBka ycTpoiicTBa

1. NMepepn ncnonb3oBaHnem ybegntecb, UTO Hapy>KHas ynakoBKa He MoBpeXxieHa WAn He BCKpbITa.
BckpoliTe Hapy>XHYH0 ynakoBKYy, 3aTeM BCKPOWTE FepMeTUYHYI0 YNaKoBKY.

2. Mpexpge yem NPoAO/DKUTE, OCMOTPUTE FepMeTUUHYI0 YNakKoBKY U ybeamTecb, UTO CTEPUIIbHbLIN
6apbep He noBpexAeH. B cnyyae nogo3peHns Ha NOTEpPH0 CTEPUIBHOCTU He UCMO/b3ylTe YCTPOWCTBO.
OTKpoliTe repMeTUYHYIO0 YNaKOBKY.

3. Vi3BnekaiiTe yCcTpOMCTBO U3 3aUMTHOIO KoJibLia C OCTOPOXXHOCTbIO, UTOOblI M36exaTb CryyaiHbIX
nospexaeHuin, gegopmaumm 1 nepermba wagTta Karetepa.

4. CHUMUTe 3alWMTHbIA Yyexon 6annoHa, NOTAHYB 3a AUCTalbHbli KOHel. [lo Havyana npoueaypsbl
M3yunTe YCTPOICTBO Ha npeameT noBpexaeHui, ybegntecb B ero yHKLMOHAIbHOCTU W
COOTBETCTBMM pa3mepa.

NMpombiBaHMe npocBeTa NpoBOoAHUKA

5. MoacoegnHnTe wnpuy o6vemom 10 nnu 20 ma, cogepXkawmini cTepusibHbli PU3N0NMOTNYECKNA
pacTtBop, K nopTy Jlloapa NpoOBOAHMKA Ha MPOKCUMMa/IbHOM KOHLEe YCTpOiicTBa.

6. MNMpomoiTe NpPOCBET NPOBOAHMKA.

7. OTcoeAuHUTE WNpuL,.

YpaneHue Bo3ayxa U3 npocBeTa 418 pa3gyBaHus ycTponcTBa

8. AnA BbibOpa NoAxoAsLWero rno pasMepy ycTpoWcTBa pasfyBaHuAa AN MpoBefeHUs npouenypbl CM.
Tabnnuy pasmepoB. YCTPOWCTBO A8 pasgyBaHusa o6bemoM 20 M/ HamnosiHUTe cpefov pasayBaHus
6annoHa B o6beme 10-12 wmn; ycTpoWcTBO ANns pasgyBaHua ob6bemoMm 30 M1 HAmMosIHUTE cpefowi
paspgyBaHus 6ansioHa o6bemom 16-18 wmn.

9. Yganul 6 u3 ycTpoiictBa ANna pasgyBaHua 6a/ioHa BO34yX COr/1aCHO peKoMeHAauusam w
WHCTPYKLUUAM MU3rOTOBUTENSA.

10. NoacoegnHuTe 3-XOA0BOW KpaH K NopTy Jllospa Ansa pasgysaHus/cayBaHuUsa M nogcoegmHute
YCTPOICTBO A1 pa3fyBaHUsa K 3-XO40BOMY KpaHy.

11. OTKpownTe 3-XO040BOW KpaH, 4YTOObl 06ecneynTb MOTOK XUAKOCTU MeXAy U3fenmemM M ycTPOWCTBOM
Oona pasgysaHus 6ansioHa.

12. NMoppepxneaiTe oTpulatTesibHoe AaBneHne B TedyeHne 30 cekyH[ A1 yAalleHna BO3gyxa.
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13. 3akpoliTe 3-Xx040BOW KpaH, 4YTO6bl OCTAHOBUTb MOTOK XXWAKOCTU K YCTPOMCTBY, U yganuTe BecCb
BO34yX W3 YCTpoOWcTBa A1 pasgyBaHus

6annoHa yepes 3-X040BOIN KpaH.

14. Mpn Heob6xoaMMOCTU MoBTOopuUTE onepauun 11-13, yTobbl Y6eaAuTLCA B MOHOM yAaneHun
BO34yXxa.

15. BocctaHOBUTE HeWTpanbHOEe AaB/fieHUEe U OT/IOKUTE YCTPOWCTBO A/19 UCMO/b30BaHUA.

MeTopn BBegeHuA

16. Mopa aHrnorpa@mMyeckMm KOHTPOsieM YCTaAHOBUTE MPOBOAHUK COr/1aCHO CTaH4apTHOW MeToAuKe
YTA.

17. MponyctnTe ANCTallbHbI KOHeL, YCTPoCcTBa Haj NPOKCUMasIbHbIM KOHLIOM PacrnosloXXeHHOro B
HY>XHO No3uuum NpoBOAHMKA, MOKa MPOBOAHUK He BbligeT 13 rnopTa Jllospa Ha NpoKcMMasibHOM
KOHLe yCcTpoiicTBa.

18. OCTOpPOXHO BBeAUTE YCTPOMCTBO Hepe3 MHTPOAbICEP, COXPaHAA CTabu/ibHOE MO/I0XEeHue
NMPOBOAHMKA.

19. Mpogpuraiite yCTPOWMCTBO Hag NPOBOAHMKOM B HarnpaB/EHUM MOPaXXEeHHOro cerMeHTa.

20. YcTtaHOBUTE 6asi/IoOH B NMOPa)KEHHOM CEerMeHTe, UCMOJ/b3YA PEHTreHOKOHTPAaCTHble METKM GansoHa
B KayecTBe OPUEHTUPOB.

PasagysaHue n cayBaHue 6asiioHa

21. YéeauTtecb, 4YTO YCTPOWCTBO AN pa3gyBaHUs NoOAXOASAWEro pasmepa HarnosjHeHo 10-12 wnm 1S-
IS mn cpeabl pasdgyBaHusa 6asnnoHa.

22. PaspgyiiTe 6a//10H B COOTBETCTBUU C Tabsimuein pacTsXXMMOCTU U paclinpbTe MOPaXKeHHbI cermeHT
corslacHo ctaHgapTHo meToguke UTA. He npeBbiwaiite HAOP.

23. lMof peHTreHOCKOMNMYEeCKNM KOHTPOJIeM MOTAHUTE U 3ab/I0KMpYyTe NOpLIEeHb Ha YyCTPONCTBe ANA
pasgysaHusa ANnA NOMIHOro cayBaHUs 6annoHa, noggepXkvusas oTpuuaTtesibHOe faBsieHne B
3aBUCMMOCTK OT pasmepa 6annoHa:

- B TeyeHme no meHbler mepe 60-80 cekyHg (P4 (UL) = 90/130 cm);

- B TedeHme no meHbuen mepe 110 cekyHg (P4 (UL) = 170 cm).

N3BneuyeHue ycTponcTeBa

24. CoxpaHaa oTpuuaTtesibHOe AaB/ieHue U cTabusibHoe MOJIOXKEHUE MPOBOAHMKA B NMOPaKeHHOM
cermMeHTe, OCTOPOXXHO WM3BJIEKUTE YCTPOMCTBO M3 MOPaXKEHHOro CerMeHTa yepes MHTpoAabtocep. Ecnu
n3BsiedeHne 6as1loHa N3 NOPaKeHHOro cermMeHTa 3aTpyfAHEHO, OCTOPOXHO MNojsurante paclunpstoLwmi
KaTeTep AOCTaBkKM Brepes U Hasaf, Nnoka He cMoXxeTe BbiBECTU 6annoH. lMpn coxpaHeHun
3aTpygHEeHN M3B/IeKUTE paclunpsAoWnii KateTtep BMeCTe C MHTPOAbIOCEPOM.

25. CHMMKUTE YCTPOWCTBO C MPOBOAHMUKA.

26. MNMocne nNpMeHeHVsa YTUIN3UPYNTe YCTPOCTBO M €ro ynakoBKy B COOTBETCTBMW C MOPSLKOM,
MPUHATBIM B /1Ie4HEOHOM yupeXxAeHUn, 1 3aKoHOAaTesIbCTBOM, AENCTBYIOWMM Ha TEPPUTOPUN CTPaHbI.

MapaHTUA N OTBETCTBEHHOCTbL

~ JaHHoe n3genne mn Kaxablili n3 ero KOMNOHEHTOB (Jasiee MMeHyeMmble «n3genme») Oblan
paspaboTaHbl, M3rOTOB/IEHbI, UCMbITaHbl N YNakKoBaHbl C MAaKCUMa/ilbHO BO3MOXHOMN TWaTeNbHOCTbIO.
OpgHako nockosnbky komnaHus BIOTRONIK He KOHTpo/iMpyeT yCnoBUA NPUMEHEHUA u3nenuvs,
cofep>XuMoe 3TOro TeXHUYeCcKOro pykKoBoACTBa cledyeT cuuTaTb HEOTbeM/IEMOW 4YacTblo LaHHOro
OTKa3a OT OTBETCTBEHHOCTW Ha C/lyyail BO3MOXHOIO HapylleHUs rnpeaycMOTPEHHOro
PYHKUMOHa/IbHOro HasHavyeHnsa mnsgenna no pasinydHbim npunyvHam. KomnaHua BIOTRONIK He
rapaHTupyeT HEBO3MOXXHOCTb HaCTYMNJ/IEHUA Crefyrwnx cobbiTuii:
= HencnpaBHOCTbL WM OTKa3 n3genuvs
e /IMMYHHbIVi OTBET NnauuveHTa Ha u3genuve
* BO3HMKHOBEHNE MEAULMNHCKUX OC/IOXHEHW NPU UCMNOMb30BaHUN MNPOAYKTa WK BCrefcTBme
KOHTaKTa npoAykKTta c Tes/ioM nauueHrta
KomnaHma BIOTRONIK He HeceT HMKaKOW OTBETCTBEHHOCTU 3a:
* [IpUMeHeHne n3gennsa, He COOTBETCTBYHOLLEE Ha3HAYeHuo/nokasaHusam, NPoTUBOMOKa3aHUAM,
npepynpexaeHnam, npefocTtepexeHnsamM v yKasaHusaM Mo MpuMeHeHuto, yKasaHHbIM B JaHHOM
TEXHNYECKOM PYKOBOACTBE
* Mognunkaunio NCXoqHoro usgenus
= Ciyyaun, KOTOpble HEBO3MOXXHO MpeAyCcMOTPeTb Ha MOMEHT AOCTaBKW U3[efinad Ha OCHOBaHUU
COBPEMEHHOr0 YPOBHA HayKu U TEXHUKWU
e Cnyyam, npouvcxogsiume c gpyrumu yctpoiicteamm komnaHum BIOTRONIK mvnu yctpoiictBamu, He
npuHaanexawumy komnaHmm BIOTRONIK
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e Cnyyau, BO3HUKLWIME B pe3yfibTaTe AENCTBUSA HEMPEOAONVIMON CUMbl, BK/OYas, HO He
orpaHnymBasicb CTUXUHbIMU 6eACTBUSAMMN

BblleyKa3aHHble MOMIOXKEHUA He 3aTparvsaloT OTAe/IbHO COrflacoBaHHONoO C K/IMEHTOM OTKa3sa OT W’
(Wnn) orpaHUYeHns OTBETCTBEHHOCTU B CTEMNEHU, pa3pelleHHOol AelCTBYLWMM 3aKOHO4AaTEeNLCTBOM.
Tonbko gna CLUA: BIOTRONIK He HeceT OTBETCTBEHHOCTU HU 3@ Kakume rapaHTuu, Bblpa’keHHble WUnun
nogpasyveBaemMble, OTHOCUTENbHO AAaHHOIo NPoAyKTa, BK/Yasa Nbyl rapaHTUo KOMMEPYeCKoro
KayecTBa WM NPUrogHOCTU NpoAyKTa ANs KaKohi-nnbo onpegeneHHo Uenu, HO He orpaHunymBasicb
eto. BIOTRONIK He HeceT OTBETCTBEHHOCTM HU 3a Kakume npsimble, cny4daiHble WM KOCBEHHble
YObITKN MNX pacxodbl Mo Npu4YnHe I60ro NCNosib3oBaHUA AAaHHOro NpoAyKTa, He3aBUCMMO OCHOBaH
NN 3TOT UCK Ha KOHTpakTe, rapaHtuuv, HapylweHuu npasusi akcnayataumm UM Ha UHbIX OCHOBaHUSAX.

BIOTRON1KAG & 2019 BIOTRONIK AG

Ackerstrasse 6 Bce npasa 3aluiieHbl. TeXHUYecKre

8180 Bulach =Switzerland XapaKTepucTUKM MOryT 6blTb U3MEHEHBI,

Tel +iJ110"M86751 11 NepecMoTPeHbl U yyuLLEHbI.

Fax +il (OUi 86" 50 05

Info.vi@biotronik.com

www.biotronik.com 2797 N29N1N6/A/2019-09
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MepeBog C aHTNUIACKOTO N HEMELKOTO SI3bIKOB HA PYCCKMNIi A3blK

BVOTPOHUMK (BIOTRONIK)
COBEPLLEHCTBO Paay >KU3HN

BUOTPOHUK AT (BIOTRONIK AG)
AkepLuTtpaccc 6

8i 80 Bronax

LLIseriuapus

Ten:+41 4486451 1l ¢
daxc: +41 44 864 50 05

12 mapTa 2024 r.

VHCTPYKUWS 110 NPUMEHEHNIO

KaTeTep nepugepryecKmii pacLUMpsitoLLpiA

YT1BEpPKOA0

ma:
Jo/mKHOCTB:

KomnaHuisi:
Yrvua:

Fopog/CdopaHa:

Mogrvice;

/WTamn/: BUOTPOULI (BIOTRONIK)
COBEPLUEHCTBO Paju XX U3HN
BUOTPOHUKAT (BIOTRONIK AC)
Akeplw Tpacce 6

CK-8180 bronax
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Passe0-35 Xeo

CtozaHHa MyHMX (Susannc Minich)
CreunaineT ro HOpPMaTUBHO-MPaBOBOMY PErY/IMPOBaHMIO

BNOTPOHUK Al' (BIOTRONIK AG)
AKcpHnpacce 6

8180 Bronax, LLselilapus

/nognuce/

CrozaHHa MnHux (Susanne Minich)



OchmumanbHOE Ya0CTOBEpeHE

HacTosiuym cBuaeTensCcTByeTCA NO4/IMHHOCTL MOANUCU Ha 06paTHOM CTOPOHE, MOCTaB/IeEHHON B
HaLLeM NpPUCYTCTBUM

M>kow CrozaHHOM MUNH W X. gata poxaenra: 12 mast 1965 r., rpavkaaHkon Lseliuapun,
BanBusb, kaHTOH CaHKT-asiieH, HO €& c/ioBam, NPOXXUBAOLLIEV Mo gapecy: Y. Mpoccakep 81,
8041 Liropyix, IMYHOCTL KOTOPOM NOATBEXKAEHA Y/I0CTOBEPEHVEM SINHHOCTU.

Brornax, 12 mapta 2024 r. HOTAPUANBHAA KOHTOPA BHOJNAXA
BKNe 2024/517 /nognuce/
C6op 20,00 uB. dp.
/MevaTb/: NoTapuansiws KoHTopa Blonaxa *  BUT ®paHL, FocyaapCcTBEHHbIN HOTapUyC
KaHToH Lltopux
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MepeBos AaHHOTO TEKCTA BbIMO/IHEH MEPeBoAYMKOM MantoLlioBoii AHHO AHIPeeBHOIA

F104MNCLIT]

Poccuiickaa degepauns
["opoa Mocksa
BocemHaguaTo Mapra ABe TbiCA4YM ABajLia b YeTBEPTOro roga

A, Vepemuin HOnus WMropeBHa, Horapuyc ropoga MOCKBbI, CBMAETENbCTBYH MOA/IMHHOCTb
nognucu nepesogvnka MantowoBoi AHHbI AHAPEEBHbI.

Mognuck caenaHa B MOEM MPUCYTCTBUN.

JINYHOCTL MoAnNMcaBLLEro JOKYMEHT YCTaHOB/EHa.

3apcruc rpypoBaHo B peecTpe; Ne 77/2194-n/77-2024- 7~ N

Ynna4yeHo 3a CoBepLLUeHMEe HOTapuanbHoro geinctend: 400 py6. 00 kon.

NoArnMChb "ep6oBas neyvarb "epboBas neyartb
HoTapuyca r. MoCKBblI HoTapuyca r. MockBbl
Bcpemuia FO.A. Bepemuia KO.A.
FO.N. Nepemuii

Vcero npoLHypoBaHo, NPoOHYMepoBaHO
N CKperJseHo neyartbto 20 UCT(-a,-0B).

HoTapuyc: noariMCb

Poccuiickas deaepaums
["opoz MockBa
BocemHaguaToro mapra e roicauu AsajuaTb YeTBEPTOro roja

A, Vepemnii KOnust NropeBHa, 1t0Tapuyc ropoga MOCKBbI, CBUAETENIbCTBYHO BEPHOCTb KOMWW C

11pcp,CTaBnCHH01;"MLIJ*""I7I")”V\*Y’V‘—

\o
3apcrHerpjpiiag” BN rpen3N 77/2194-H/77-2024- N N~
/r
Ynnaye o0 3a”*COK®™ mpmAfliioro gencTems: 2100 pyod. 00 icon.a ’
FO.W. Bei }
NV N

y

WNcero iipQj iiypQfBai] , Nponymepo]
n ckpenn' 10/nMevatb 0 20 AMCT(-a,-

MoTapunyc:

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



Approve

Name:
Position:

Company:
Street:

City / Country;

Signhature:

KOINuA

® BIOTRONIK
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1. Synonymous terms

Peripheral dilatation catheter Passeo-35 Xeo, in versions - identical names “Catheter Passeo-
35 Xeo”, “Catheter”, *Device Passeo-35 Xeo”, “Device”, “Passeo-35 Xeo”, “*Product”,

2. Abbreviations

Table 1. Terms and abbreviations

Abbreviation Definitions
PTA Percutaneous transluminal angioplasty
UL Usable length
UDRI-DI Unique product identifier
IS Introducer sheath compatibility
SD Shaft design (double lumen)
NP Nominal pressure
RBP Rated burst pressure
cm Centimeter
mm Millimeter
o Diameter
F ’ French
atm Atmosphere
kPa Kilopascal
N Newton
P Pressure
QMS Quality Management System

3. Name of medical device

Peripheral dilatation catheter Passeo-35 Xeo, in the following versions:

I. Peripheral dilatation catheter Passeo-35 Xeo Usable length 90 cm, consisting of:
1. Peripheral dilatation catheter Passeo-35 Xeo, Usable length 90 cm - 1 pc,

- with a Balloon with a nominal diameter of 3.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Batloon with a nominal diameter of 4.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balloon with a nominal diameter of 5.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balloon with a nominal diameter of 6.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balloon with a nominal diameter of 7.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

3
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- with a Balloon with a nominal diameter of 8.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm;

- with a Balloon with a nominal diameter of 9.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm;

- with a Balloon with a nominal diameter of 10.0 mm, a nominal length of 20 mm, 40 mm,
60 mm, 80 mm, 100 mm, 120 mm;

- with a Balloon with a nominal diameter of 12.0 mm, a nominal length of 40 mm, 60 mm,
80 mm, 100 mm, 120 mm;

2. Compliance chart - 1 pc.

3. Instruction for use - 1 pc.

II. Peripheral dilatation catheter Passeo-35 Xeo, Usable langth 130 ¢m, consisting
of:

1. Peripheral dilatation catheter Passeo-35 Xeo, Usable length 130 cm - 1 pc.

- with a Balloon with a nominal diameter of 3.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balloon with a nominal diameter of 4.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balloon with a nominai diameter of 5.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm,

- with a Balloon with a nominal diameter of 6.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balloon with a nominal diameter of 7.0 mm, a nominal iength of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balloon with a nominal diameter of 8.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm;

- with a Balloon with a nominal diameter of 9.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm;

- with a Balloon with a nominal diameter of 10.0 mm, a nominal length of 20 mm, 40 mm,
60 mm, 80 mm, 100 mm, 120 mm;

- with a Balloon with a8 nominal diameter of 12.0 mm, a nominal length of 40 mm, 60 mm,
80 mm, 100 mm, 120 mm;

2. Compliance chart -~ 1 p¢.

3. Instruction for use - 1 pc.

I1I. Peripheral dilatation catheter Passeo-35 Xeo, Usable length 170 cm, consisting
of:

1. Peripheral dilatation catheter Passeo-35 Xeo with a Usable length of 170 cm - 1 pc.

-~ with a Balloon with a nominal diameter of 3.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balloon with a nominal diameter of 4.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm,;

- with a Balloon with a nominal diameter of 5.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balioon with a nominal diameter of 6.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balloon with a nominal diameter of 7.0 mm, a nominal iength of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balloon with a nominal diameter of 8.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm;

- with a Balloon with a nominal diameter of 9.0 mm, a nominal iength of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm;

- with a Balloon with a nominal diameter of 10.0 mm, a nominal length of 20 mm, 40 mm,
60 mm, 80 mm, 100 mm, 120 mm;

- with a Balloon with a nominal diameter of 12.0 mm, a nominal length of 40 mm, 60 mm,
80 mm, 100 mm, 120 mm;

2. Compliance chart - 1 pc.

3. Instruction for use — 1 pc.
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4. Information about the developer, manufacturer and authorized
representative of the manufacturer

Developer and manufacturer:
BIOTRONIK AG, Switzerland
("BIOTRONIK AG”, Switzeriand)
Ackerstrasse 6, 8180 Bulach, Switzerland
Tel: +41 (0)44 864 51 11

Fax: +41 (0)44 864 50 05

Info.vi@biotronik.com

Authorlzed representative of the manufacturer:

Limited Liability Company "Biotronik” (LLC "Biotronik")

109240, Russia, Moscow, st. Nikoloyamskaya, 26, building 1A, floor 2, room. 6
Tel.: +7 (495) 789-68-31

Fax: +7 {(495) 789-68-32

office@biotronik.ru

Place of production:
BIOTRONIK AG, Ackerstrasse 6, 8180 Bilach, Switzerland

5. Purpose of the medical device

The Passeo-35 Xeo is indicated to dilate stenosis in the iliac, femoral, popliteal and
infrapopliteal arteries and for the treatment of obstructive lesions of native or synthetic
arteriovenous dialysis fistulae. Passeo-35 Xeo is-also recommended for post-dilation of
balloon expandabile and self-expanding stents in the peripheral vasculature.

6. Classification of medical device

All peripheral catheters mentioned In this documentation are classified in accordance with
Directive 93/42/EEC Annex 1I {except section 4).

Class depending on the potential risk of medical devices in accordance with Directive
93/42/EEC, Annex IX, Regulation 6 - 1la.

GMDN code (World Medical Device Nomenclature code} - 17184 (Catheter, angioplasty,
balloon expansion).

Frequency of use - one-time use.

Sterility - sterile.

7. Conditions and scope of application, information about the
potential consumer

This medical device should be used only by doctors who have undergone thorough training
and have experience in performing vascular interventions (including in the case of life-
threatening abnormalities) in specialized medical institutions, when performing surgical
operations in an inpatient setting.

Area of application: Cardiovascular surgery (during percutaneous transiuminal angioplasty).

8. Medical device delivery set

1F:l;ll-ipheral dilatation catheter Passeo-35 Xeo with a Usable length of 90 cm is supplied as
owSs:

1. Peripheral dilatation catheter Passeo-35 Xeo, Usable length 90 cm - 1 pc.

- with a Balloon with a nominal diameter of 3.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm);
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- with a Balloon with a nominal diameter of 4.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balloon with a nominal diameter of 5.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balloon with 2 nominal diameter of 6.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balloon with a nominal diameter of 7.0 mm, a nominal iength of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balloon with a nominal diameter of 8.0 mm, a nominai length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm;

- with a Balloon with a nominal diameter of 9.0 mm, a nominai length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm;

- with a Balloon with a nominal diameter of 10.0 mm, a nominal length of 20 mm, 40 mm,
60 mm, 80 mm, 100 mm, 120 mm;

- with a Balloon with a nominal dlameter of 12.0 mm, a nominal length of 40 mm, 60 mm,
80 mm, 100 mm, 120 mm;

2. Compliance chart - 1 pc.

3. Instruction for use - 1 pc,

Peripheral dilatation catheter Passeo-35 Xeo with a Usable length of 130 cm is supplied as
follows:

1. Peripheral dilatation catheter Passeo-35 Xeo, Usable length 130 ¢cm - 1 pc.

- with a Balloon with a nominal diameter of 3.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 1720 mm, 200 mm, 250 mm;

- with a Balloon with a nominal diameter of 4.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balioon with a nominal diameter of 5.0 mm, a nominal iength of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 17¢ mm, 200 mm, 250 mm);

- with a Balloon with a nominal diameter of 6.0 mm, a nominal iength of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balloon with a nominal diameter of 7.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balloon with a nominal diameter of 8.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm;

- with a Balloon with a nominal diameter of 9.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm;

- with a Balloon with a nominal diameter of 10.0 mm, a nominal length of 20 mm, 40 mm,
60 mm, 80 mm, 100 mm, 120 mm;

- with a Balloon with a nominal diameter of 12.0 mm, a nominal length of 40 mm, 60 mm,
80 mm, 100 mm, 120 mm;

2. Compliance chart - 1 pc.

3. Instruction for use - 1 pc¢.

Peripheral dilatation catheter Passeo-35S Xeo with a Usable length of 170 cm is supplied as
follows:

1. Peripheral dilatation catheter Passeo-35 Xeo with a Usable length of 170 cm - 1 pc.

- with a Balloon with a nominal diameter of 3.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balloon with a nominal diameter of 4.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balloon with a nominal diameter of 5.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balloon with a nominal diameter of 6.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balloon with a nominal diameter of 7.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm, 150 mm, 170 mm, 200 mm, 250 mm;

- with a Balloon with a nominal diameter of 8.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm;
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- with a Balloon with a nominal diameter of 9.0 mm, a nominal length of 20 mm, 40 mm, 60
mm, 80 mm, 100 mm, 120 mm;

- with a Balloon with a nominal diameter of 10.0 mm, a nominal length of 20 mm, 40 mm,
60 mm, 80 mm, 100 mm, 120 mm;

- with a Balloon with a nominal diameter of 12.0 mm, @ nominal length of 40 mm, 60 mm,
80 mm, 100 mm, 120 mm;

2. Compliance chart - 1 pc.

3. Instruction for use - 1 pc.

9. Compatibility requirements for accessories and components

The following accessories are considered compatible with the Passeo-35 Xeo:

Table 2.Compatibility requirements for accessories and components

Characteristics Compatibility requirements for accessories and components
« Balloon @3-7: compatible with conventional SF sheath of appropriate
length
Common  Balloon 28-10: compatible with conventional 6F sheath of appropriate
length
« Balloon @12: compatible with conventional 7F sheath of appropriate
length

+ Balloon @3-5: has a maximum outer diameter of @1.83 mm
« Balloon @6: has a maximum outer diameter of £1.85 mm

+ Balloon @7: has a maximum outer diameter of @1.88 mm
Specific « Balloon @8; has a maximum outer diameter of 32.03 mm

« Balloon @9; has a maximum outer diameter of 32,06 mm

o Balloon @10: has a maximum outer diameter of 22.11 mm
« Balloon @12: has a maximum outer diameter of $2.32 mm

e Have a gulde wire lumen that allows passing a 0.035” guide wire of
appropriate length from distal to proximal

Common

Specific » Have a guidewire lumen with a minimum diameter of 30.92!'mm

« Compatible with contrast solution (contrast medium mixture 50 : 50
by volume with saline solution)

Common ¢ Have a guide wire lumen that is flushable with 20m! syringe

« Compatible with 20ml or 30m| inflation / deflation device with pressure,

gauge

Below are examples of the medical devices registered in the Russian Federation, intended for
use in conjunction with the Passeo-35 Xeo peripheral dilation catheter.

Table 3. Examples of medical devices registered on the territory of the Russian Federation,
intended for use In_conjunction with the Passeo-35 Xeo Catheter

 th Registration certificate number,

Trade name of the name of the medical product

medical device according to the registration Manufacturer
certificate

Introducer SF, 6F, 7F (French)

'When welding and bonding proximal/distal manifoid, the specification for guidewire lumen
diameter is = 0.89 mm

7
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Trade name of the
medical device

Registration certificate number,
name of the medical product
according to the registration

certificate

Manufacturer

AVANTI+

Registration certificate No. RZN
2015/3272 “Device for x-ray
endovascular diagnostic and
therapeutic procedures, including:
angiography, angioplasty,
thrombectomy and stenting”

Cordis US Corp., Miami

Lakes, USA

Fortress

Registration certificate No. FSZ
2011/10957 - “Introducer Fortress”

Medical
GmbH,

Contract
International,
Dresden, Germany

Destination

(peripheral)

Registration certificate No. RZN
2016/5028 “Guiding catheter
Destination”

Terumo Medical Corporation,
Elkton, USA

Check-Flo Performer

Registration certificate No. RZN
2016/4519 - “Endovascular

Cook Incorporated,

Introducer introducers in sets” Bloomington, USA
Guidewire 0.035 inch (0.89 mm)
ZIPwire gggg/t;?ztzlgnﬁ?@gf:;iiny  IPwire take  Region  Medical,
guidewire for PTA” ! o
RADIFOCUS  GUIDE gg?f/t;?fsii“_ C\?agclitgcu';"'w%'; ;r:;:gwo Corporation, Tokyo,
WIRE for vascular interventions” e
10. Technical characteristics of the medical device
10.1. Product range
Table 4. Product range -
No. Designation r?j:::tlnoegr Non%mal r\:angi?hal ?esnagbt'r(\e icljJenri\?i%ZrP[JogllichtI
(REF) [mm] [mm] [em]
1 Pas;‘/"‘z’(“jgox“ 428777 3 20 90 | 07640130451483
2 Pas:‘/*g;gox” 428778 4 20 90 | 07640130451490
3 Pasg‘;%?gox“ 428779 5 20 90 07640130451506
4 Pasg‘;ga?gox“ 428780 6 20 90 | 07640130451513
5 Pasg‘;‘z’(’jgoxe° 428781 7 20 20 | 07640130451520
6 Pas;‘;g(‘):'/’gox“ 428782 8 20 90 | 07640130451537
7 Pas;?‘z’(';gox“ 428783 9 20 90 | 07640130451544
8 Pasls;/%-glsgé(eo 428784 | 10 20 90 | 07640130451551
9 Pasgf:a:;;’ox“ 428786 3 40 90 | 07640130451575
10 Pasjle:(’)?;ox“ 428787 4 40 90 07640130451582
8
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No. Designation r(\:s:ra‘éc;gr Nongnal '\llgr':-lgi?:l lI:asr'lagbtlr? icljJenritgi‘:’leer?[JogIlichtI
(REF) [mm] [mm] [cm]
0 jff;?g&?g;“ 428788 5 40 90 | 07640130451599
12 Pasg‘;:a?gox“ 428789 6 40 90 | 07640130451605
13 Pas;fga';'gox” 428790 7 40 90 | 07640130451612
14| Pas;fga;’go"“ 428791 8 40 90 | 07640130451629
15 Pas;j:&?gox“ 428792 9 40 90 | 07640130451636
16 Pasls;/‘;'gg(’;“ 428793 | 10 40 90 | 07640130451643
17 Paslsf/‘:gfgg“ 428794 | 12 40 90 | 07640130451650
18 Pfjfg&?g;‘“ 428795 | 3 60 90 | 07640130451667
@ 19 __Pis-jjga?gox“ 428796 4 60 90 | 0764013045674 |
20 Pas;fg&?gox“ 428797 5 60 90 | 07640130451681
21 Pasgfgazgs,_o"“ 428798 6 60 90 | 07640130451698
2 Pas;fgajgoxm 428799 7 60 90 | 07640130451704
23 Pasg;’gé‘;‘gox“ 428800 8 60 90 | 07640130451711
24 P as;;’gajgox“ 428801 9 60 90 | 07640130451728
25 Pa"’f:/%'gfgg“ 428802 | 10 60 90 | 07640130451735
26 Pai"’f,%?éé“ 428803 | 12 60 90 | 07640130451742
27| __A_ffs_g?gég’f’ 428804 3 80 %0 | 07640130451759
28 Pasjgg/‘gox“ 428805 4 80 90 | 07640130451766
29 Pasgfga?go)‘“ 428806 5 80 90 | 07640130451773
30 A'ff;géigg’i“ 428807 6 80 90 | 07640130451780
31 Pas:jjga;‘gso"“ 428808 7 80 90 | 07640130451797
32 Pas;‘;g(’)?gox“ 428809 8 80 90 | 07640130451803
33 Pas;‘/’gajgoxm 428810 9 80 90 | 07640130451810
34 Pa"‘f:/‘gg/sgge° 428811 | 10 80 90 | 07640130451827
35 Pasf;‘ggfgg“ 428812 | 12 80 90 | 07640130451834
36 P 3535/‘31%‘3/59(’;“ 428813 3 100 90 | 07640130451841
37 iaf‘/‘i‘gg/%é‘“ 428814 4 100 90 | 07640130451858
9
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No. Designation gs::l!:oegr Norglnal ﬂ::;:: ! }:;agbtllf ig::gl‘:‘leef [JOSIL-KI:;I
(REF) | [mm] | [mm] | [cm]
38 Paf;‘/el‘gg/%g“ 428815 5 100 90 | 07640130451865
39 Passs/‘i‘gg/sgt’)‘“ 428816 6 100 90 | 07640130451872
40 Pas;sﬁ‘gg/sgc’)‘“ 428817 7 100 90 | 07640130451889
a1 P asg'/el‘ggfg")(“ 428818 8 100 90 | 07640130451896
42 "“95,‘*1‘:,'3,5;,(’,‘6° 428819 9 100 90 | 07640130451902 |
a3 Paf;??&?)?g)t()eo 428820 | 10 100 S0 | 0764013045191
44 "315;7%%%’8” 428821 | 12 100 90 | 07640130451926
45 Pagji‘;glsgg“ 428822 3 120 90 | 07640130451933
46 Pazsli"z'g/%z;” 428823 4 120 90 | 07640130451940
47 Passs/el"z'g/%(’)‘“ 428824 5 120 90 | 07640130451957
48 Passs/el"z'g/sgc’;“ 428825 | 6 120 90 | 07640130451964
49 Pais/‘i‘;'g;’gc’;“ 428826 7 120 90 | 07640130451971
50 Pa-‘g/el"z‘g/sgz)‘“ 428827 | 8 120 90 | 07640130451988
51 Pazs/‘i"z'g/%(’)‘“ 428828 9 120 90 | 07640130451995
52 Pafgfg;%%’é“ 428829 | 10 120 90 | 0764013045008
53 Palsg/ei’i%%’é“ 428830 | 12 120 %0 | 07640130452015
54 ”325/‘*1‘;‘03 o | 428831 | 3 150 90 | 07640130452022
55 Paf’/el‘;'glsgg“ 428832 4 150 90 07640130452039
56 Passs/el"s'gfgg“ 428833 5 150 90 | 07640130452046 |
57 Passs/el‘;'gfgg“ 428834 6 150 90 | 07640130452053 |
58 Pa‘jsﬁ"s'gfg(’)‘“ 428835 | 7 150 90 | 07640130452060
59 Pa‘;—"/el"?'g/sgt’)‘“ 428836 | 3 170 90 | 07640130452077
60 ”aj"/el"?‘glsgc’)‘“ 428837 4 170 20 | 07640130452084
6| TSivoep . | 4888| 5 | 170 | S0 | 0764130452091
62 Pases/ef?'g/sg(’)‘“ 428839 6 170 90 | 07640130452107
63 ”3575‘/‘31"7'3/593‘“ 428840 7 170 90 | 07640130452114
64 Pazsl‘;%‘gfgg“ 428841 | 3 200 90 | 07640130452121
10
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No.|  Designation | mumber | @ | length | length | Uniaue product
(REF) [mm] [mm] [cm]
65 Pais/‘;_‘gg/%g” 428842 4 200 90 | 07640130452138
66 Pas,’;/ez%'gfgg” 428843 5 200 90 | 07640130452145
67 Pas;;;%‘g/%g“ 428844 6 200 90 | 07640130452152
68| Pais/g%'g/sgg“ 428845 | 7 200 | 90 | 07640130452169 |
69 Paz‘;%"ésgg“ 428846 3 250 90 | 07640130452176
70 Pais'/'f,_‘;g/sggw | 428847 4 250 90 | 07640130452183
71 Passslez‘fs'g/%g” 428848 | 5 250 90 | 07640130452190
72 Pazsl‘;?s'g/sggffbﬂ__4zss49 6 250 90 | 07640130452206
73 Pas;s/g?s'g/%g“ 428850 7 250 90 | 07640130452213
74 Pazsl‘;%'/i%g” 428851 3 20 130 | 07640130452220
75 Paij"z‘:)'/ﬁ(’)‘“ 428852 4 20 130 | 07640130452237
| 76 W"“;;‘;‘;E(’)‘“ 428853 | 5 20 130 | 07640130452244
7| TS | ee| 6 | 20 | 130 | o7edoisoesaass
78 Pais/‘;‘gflgt’)‘“ 428855 7 20 130 | 07640130452268
79 Passs/‘;‘g/3153(’)‘e° 428856 8 20 130 | 07640130452275
80 Pasgs/‘;‘gflg(’)‘“ 428857 9 20 130 | 07640130452282
81 Pafglegaif;é“ 428858 | 10 20 130 | 07640130452299
82 Pa?&‘&"’éé“ 428860 3 40 130 | 07640130452312
83 Pais/i‘:)‘/is_,’é‘“ 428861 4 40 130 | 07640130452329
84 Pafa."‘/j‘gffgg‘“ 428862 5 40 130 | 07640130452336
85 Passs/i‘gfgg“ 428863 6 40 130 | 07640130452343
86 Paf}i%‘flsm’)‘“ 428864 7 40 130 | 07640130452350
87 Pa"‘s‘ji‘gfgé‘“ 428865 8 40 130 | 07640130452367
88 Pasgsli%'flsm’)‘” 428866 9 40 130 | 07640130452374
89 Pafj';:;;’é“ 428867 | 10 40 130 | 07640130452381
90 Paf;‘/’ga?f;(‘)“ 428868 | 12 40 130 | 07640130452398 |
91 Pagj%%fl%g“ 428869 3 60 130 | 07640130452404
11
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Catalog | Nominal{ Nominal | Usable

No. Designation number %} length | length Unique product

(REF) [mm] [mm] [cm] identifier UDI-DI
92 Pajs/%%'/3153;‘e° 428870 4 60 130 | 07640130452411
93 Pas'ssl‘;‘:)'fga‘“ 428871 5 60 130 | 07640130452428
94 Passs/%%'/ﬁé“ 428872 6 60 130 | 07640130452435
95 Pas;sfé%'fg eo 428873 7 60 130 | 07640130452442
96 Pa"é“'/‘;‘g/315:,'ge° 428874 8 60 130 | 07640130452459
97 Pasgs;"s‘g/3153(’)‘e° 428875 9 60 130 | 07640130452466
98 Palsg‘;ga;’f;é“ 428876 | 10 60 130 | 07640130452473
99 Pals;j’gé';‘f;é“ 428877 | 12 60 130 | 07640130452480
100 Pags‘/‘*s‘gfgg“ 428878 3 80 130 | 07640130452497
101 Paf‘/‘;‘g;éé“ 428879 4 80 130 | 07640130452503
102 Passs/%‘g/3153ge° 428880 5 80 130 | 07640130452510
103 Passs/%‘g/“”li(’)(” 428881 6 80 130 | 07640130452527
104 Pas;s/%‘:)'/31535<e° 428882 7 80 | 130 | 07640130452534
105 Paf&%‘;’é;‘“ 428883 8 80 130 | 07640130452541
106 Paf}%‘gfgg“ 428884 9 80 130 | 07640130452558
107 Paf;‘;ga?f;é“ 428885 10 80 130 | 07640130452565
108 Paf;‘;ga?f;é” 428886 | 12 80 130 | 07640130452572
109 Pag/sfg;f;é“ 428887 3 100 130 | 07640130452589
110 Pajjfg;f;é“ 428888 4 100 130 | 07640130452596
111 Passj‘fg(';f;é“ 428889 5 100 130 | 07640130452602
112 Pagjfga?f;ém 428890 6 100 130 | 07640130452619 |
113 Pagj‘fg;f;é“ 428891 7 100 130 | 07640130452626
114 Pagjfg;f;é“ 428892 8 100 130 | 07640130452633
115 Paglsfga?f;é“ 428893 9 100 130 | 07640130452640
116 Pisos/el‘gglsl 30" 428894 | 10 100 130 | 07640130452657
117 Pif,_s'/el‘:)’glsl X0 428895 | 12 100 130 | 07640130452664 |
118 Pa?f/sfgéif;;“ 428896 3 120 130 | 07640130452671
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No. Designation ES:Loegr Norgmal I\ll::‘gl::l :Jesnagbtlr‘\a ig:;?%ifaogﬁgl
(REF) [mm] [mm] [em]
119 Paj;f‘z’af;é“ 428897 4 120 130 | 07640130452688
120 ___Passjf%?f;g“ 428898 5 120 130 | 07640130452695
121 Pag/sfga;’f;é” 428899 6 120 130 | 07640130452701
122 Pa;j‘fg(')*;‘f;é“ 428900 7 120 130 | 07640130452718
123 Pag/sf‘z’(‘)ﬁ’;é“ 428901 8 120 130 | 07640130452725
124 Paglsf‘z’(';i’3’ée° 428902 9 120 130 | 07640130452732
125 P"i%“’/el"z'glsl 30 428903 | 10 120 130 | 07640130452749
126 Palszs/el"z'g/slg‘? 428904 | 12 120 130 | 07640130452756
127 Pa;;f;’&?f;é@ 428905 3 150 130 | 07640130452763
128 Paj‘j‘fg(');'f;é“ 428906 4 150 130 | 07640130452770
129 Passj’f‘s’(')?f;é“ 428907 5 150 130 | 07640130452787
130 "ag/sfg(';f;é“ 428908 6 150 130 | 07640130452794
131 —Pa;'/sfgaif;é“ 428909 7 150 130 | 07640130452800
132 Pa;jf;’g;’f;é“ 428910 3 170 130 | 07640130452817
133 Pa:jf%?f;é“ 428911 4 170 130 | 07640130452824
134 Pa;;f%?f;é” 428912 5 170 130 | 07640130452831
135 Pass/sf;’;f;é“ 428913 6 170 130 | 07640130452848
136 Pa;/sle%ff;(‘)“ 428914 7 170 130 | 07640130452855
137 Pa;;gaf;é“ 428915 3 200 130 | 07640130452862
138 Paj;;g;f;é“ 428916 | 4 200 130 | 07640130452879
139 Pa;j;g;f;g“ 428917 | 5 200 130 | 07640130452886
140 Pagf;ga?f;é“ 428018 | 6 200 130 | 07640130452893
141 Pa;;’;g(‘):/’f;é“ 428919 7 200 130 | 07640130452909
142 Pa;j;ga;f;é” 428920 3 250 130 | 07640130452916
143 Pajj‘gga:;f;é” 428921 4 250 130 | 07640130452923
144 P e | 428922 | 5 250 130 | 07640130452930
145 P a0 | 428923 | 6 250 130 | 07640130452947
13
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No. Designation ﬁ:::éoegr Norginal h:::;l;\hal :‘:E?thls e LS
(REF) tmm] | [mm] [cm] identifier UDI-D1
146 Pa;;;g&?f;é“ 428924 7 250 130 | 07640130452954
147 Pags/‘;‘g/ﬁg“ 428925 3 20 170 | 07640130452061
1a8| P 325/3‘3'/3157;(“ 428926 4 20 170 | 0764013045278 |
49| PR 000 | 428927 | s 20 170 | 07640130452985
150 A lece | 428928 | 6 20 | 170 | 07640130452992
151 PR e | 428929 | 7 20 170 | 0764013045305
52| Pee e | 428930 | 8 20 170 | 07640130453012
153 Pasgs/ez%‘/is?(’;“ 428931 9 20 170 | 07640130453029
154 Pafg?;a?f;é“ 428932 | 10 20 170 | 07640130453036
155 Pas;ﬁ‘z)‘/3157(’)‘e° 428934 | 3 40 170 | 07640130453050
156 Pai-‘ﬁ%ff?g“ 428935 4 40 170 | 07640130453067
157 PRSI | amgss | 5 | a0 | 170 | oresorsoassone
158 Pasés/i%'/:"g Neo | 428937 | 6 40 170 | 07640130453081
19| P e | 428938 | 7 40 170 | 07640130453098
160 Passs/ic:)./is?g |49 | 8 40 | 170 | 0764013045310
161 Pazs'/i‘:)'/3157(’)‘e° 428940 | 9 40 170 | 07640130453111
162 Palsg;":(‘)-;’f;(‘)e° 428941 | 10 40 170 | 07640130453128
163 Palsgle:;f;é“ 428942 | 12 40 170 | 07640130453135
164 "3535/96‘:)'/3157(’)‘“ 428943 3 60 170 | 07640130453142
165 Pais/%‘g/:*ls?g“ 428944 | 4 60 170 | 07640130453159
166 Pafjsles%’flsﬂ’)‘“ 428945 | 5 60 170 | 07640130453166
167| PO ive.. | 428946 | 6 | e0 170 | 07640130453173
168 AR | 4947 | 7 60 170 | 07640130453180
69|  Taen /3157(’)‘“ 428948 | 8 60 170 | 07640130453197
70| PEpRR et | azevds | o 60 170 | 07640130453203
171 P . | 428950 | 10 60 170 | 07640130453210
172 PERR i NC | 428951 | 12 60 170 | 07640130453227
14
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No. Designation r?jrtw?t':;gr Non;lnal l\llgrr::;i;\:l llJeSr\agbt|r? ig::l(gi‘;ieef{loglligl
(REF) [mm] [mm] [cm]

173 Pas;/‘;‘gfls?gei 428952 3 80 170 | 07640130453234
174 Vpaff‘/%‘gfls?g“ 428953 4 80 170 | 07640130453241
175 Pa?;‘/‘g‘:)'fls?g“ 428954 5 80 170 | 07640130453258

176 Pasas/%‘g/?’lsﬂ’)‘“ | 428955 6 80 170 | 07640130453265
177 _P % /31575‘“ 428956 7 80 170 | 07640130453272

178| Pa%“‘/‘;‘:)’/3157§e° 428957 8 80 170 | 07640130453289
79| Pa;s/e8<g/3157é(eo 428958 9 80 170 | 07640130453296

180 Pafgfga;’f;é“ 428959 | 10 80 170 | 07640130453302
181 Paf;fgé:/’f?’é“ 428960 12 80 170 | 07640130453319
182 Pa;j‘fg&?f;é” 428961 3 100 170 | 07640130453326
183 “'i"’;z;*g;f?’é“ 428962 4 100 170 | 07640130453333

184 Pas/sfgaff;é“ 428963 5 100 170 | 07640130453340
185 Paglsfgéif;é“ 428964 6 100 170 | 07640130453357 |
186| P toori70 | 428965 | 7 100 170 | 07640130453364
187 A‘.’ag/sfg(')';’f;ée° | 428966 8 100 170 | 07640130453371 |

L1_88 P "’957;3863?7’3“ R 428967 9 100 170 | 07640130453388

189 Pisos/‘i‘ggfl;(? 428968 | 10 100 170 | 07640130453395
190 Piszs/el‘gg’/sl;(? 428969 | 12 100 170 | 07640130453401
191 Pa;jfg;f;é“ 428970 3 120 170 | 07640130453418

| 192] Paj/sfga;’f;é“ 428971 | 4 120 170 | 07640130453425
193 Pag/sle‘z’é“;’f?’é“ 428972 5 120 170 | 07640130453432

| 194 P ag;fg(‘;f;é“ 428973 6 120 170 | 07640130453449
195 Pa;;f‘z’('):}"f?’(‘)e° 428974 7 120 170 | 07640130453456

196 _""‘;/ng;f;é“ 428975 8 120 170 | 07640130453463
197 P"‘;/Sf‘z’(';f;é“ 428976 9 120 170 | 07640130453470
1908| P a1$os/e1°z-g/51;(§° 428977 | 10 120 170 | 07640130453487
199 Piszzoz-g/i;(go 428978 | 12 120 170 | 07640130453494
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Catalog | Nominal] Nominal | Usable
No. Designation number 7] length length Uniq.ue product
 (REF) {mm] [mm] [cm] identifier UDI-DI
200 Pa;;fg;f?’é“ 428979 3 150 170 | 07640130453500
201 Paj}“fga?f;é“ 428980 4 150 170 | 07640130453517
202 Pag/sleg(‘)if;é“ 428981 5 150 170 | 07640130453524
203 P ag;‘fga?f;é“ 428982 6 150 170 | 07640130453531
204 Pa;;fg;f?’é“ 428983 7 150 170 | 07640130453548
205 Pa;jf;’;f;é“ 428984 3 170 170 | 0764013045355
206 Pa:/sf%?f?’é“ 428985 4 170 170 | 07640130453562
207 Pass/sf%if;ém 428986 5 170 170 | 07640130453579
208 Pass/sf%ii’;é“ 428987 6 170 170 | 07640130453586
209 Pa;;f;’;f;é“ 428988 7 170 170 | 07640130453593
210 Pa;f;gaff,’g” 428989 | 3 200 170 | 0764013053609
211 Pa:/s;ga:;f?’é” 428990 | 4 200 170 | 07640130453616
212 Passlssgc';f?’é“ 428991 5 200 170 | 07640130453623
213 Pagj;ga?f;é“ 428992 6 200 170 | 07640130453630
214 Pa;j;gé‘;’f;é” 428993 7 200 170 | 07640130453647
215 Pa;;;g&?f;é“ 428994 3 250 170 | 07640130453654
216 Pa:/szegaif?’éw 428995 4 250 170 | 07640130453661
217 Passlszeg;f;é“ 428996 5 250 170 | 0764013053678
218 Pagj‘;‘s’a';’f;é” 428997 6 250 170 | 07640130453685 |
219 Pa;;;g;f;g“ 428998 7 250 170 | 07640130453692
16



_Table 5. Overview of product range for usable length of 90 cm

Product name Nominal Balloon length [mm]
RBP Nominal @
sD [atm] IS [mm] 20 40 60 80 100 120 150 170 200 250
21 3.0 428777 | 428786 | 428795 | 428804 | 428813 | 428822 | 428831 | 428836 | 428841 | 428846
S 20 4.0 428778 | 428787 | 428796 | 428805 | 428814 | 428823 | 428832 | 428837 | 428842 | 428847
19 5F 5.0 428779 | 428788 | 428797 | 428806 , 428815 | 428824 | 428833 | 428838 | 428843 | 428848
M 16 6.0 428780 | 428789 | 428798 | 428807 | 428816 | 428825 | 428834 | 428839 | 428844 | 428849 |
15 7.0 ! 428781 | 428790 | 428799 | 428808 | 428817 | 428826 | 428835 | 428840 | 428845 | 428850
14 8.0 428782 | 428791 | 428800 | 428809 | 428818 | 428827
L 12 6F 9.0 428783 | 428792 | 428801 | 428810 | 428819 | 428828
11 10.0 428784 | 428793 | 428802 | 428811 | 428820 | 428829
10 | 7F 12.0 128794 428803 | 428812 | 428821 | 428830
Available product sizes
Product sizes not available
Table 6. Overview of product range for usable length of 130 ¢cm
Product name Nominal Balloon length [mm]
RBP Nominal @
sD [atm] IS [mm] 20 40 60 80 100 120 150 170 200 250
S 21 S 3.0 428851 | 428860 | 428869 | 428878 | 428887 | 428896 | 428905 | 428910 | 428915 | 428920
20 4.0 428852 | 428861 | 428870 | 428879 ; 428888 | 428897 | 428906 | 428911 | 428916 | 428921
17
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Product name Nominal Balloon length [mm)]
RBP Nominal @
sD [atm] IS [mm] 20 40 60 80 100 120 150 170 200 250
19 5.0 428853 | 428862 | 428871 | 428880 | 428889 | 428898 | 428907 | 428912 | 428917 | 428922
M 16 6.0 428854 | 428863 | 428872 | 428881 | 428850 | 428899 | 428908 | 428913 | 428918 | 428923
15 7.0 428855 | 428864 | 428873 | 428882 | 428851 | 428900 | 428909 | 128914 | 428919 | 428924
14 8.0 428856 | 428865 | 428874 | 428883 | 428892 | 428901
L 12 6F 9.0 428857 | 428866 | 428875 | 428884 | 428893 | 428902
11 10.0 428858 | 428867 | 428876 | 428885 | 428894 | 428903
10 | 7F 12,0 - 428868 | 428877 | 428886 | 428895 | 428904
Available product sizes
Product sizes not available
Table 7. Overview of product range for usabie length of 170 cm
Product name Nominal Balioon length [mm]
RBP Nominal @
SD [atm] IS [mm) 20 40 60 80 100 120 150 170 200 250
21 3.0 428925 | 428934 | 428943 | 428952 | 428961 | 428970 | 428979 | 428984 | 428989 | 428994
S 20 - 4.0 428926 | 428935 | 428944 | 428953 | 428962 | 428971 | 428980 | 428985 | 428990 | 428995
19 5.0 428927 | 428936 | 428945 | 428954 | 428963 | 428972 | 428981 | 428986 | 428991 | 428996
M 16 6.0 428928 | 428937 | 428946 | 428955 | 428964 | 428973 | 428982 | 428987 | 428992 | 428997
18
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Product sizes not available

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

Product name Nominal Balloon length {mm]
RBP Nominal @
SD [atm] IS [mm] 20 40 60 80 100 120
15 7.0 428929 | 428938 | 428947 | 428956 | 428965 | 428974
14 8.0 428930 | 428939 | 428948: '42895'{7 | 428966 | 428975
L 12 6F 9.0 428931 | 428940 | 428949 ?428958’ 428967 | 428976
11 10.0 428932 | 428941 | 428950 | 428959 | 428968 | 428977
10 | 7F 12.0 - 428942 | 428951 | 428960 | 428969 | 428978
Available product sizes
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10.2.

10.2.1.

Dimensional Specification

Table 8. Balloon diameter

Product group

(nominal O

[mm])

NP
[atm]

0 W ©O© O O © © o ©

Table 9. Compliance chart

[atm]

© 00 ~N O

12
13
14
15
16
17
18
19
20
21

03

2.89
2.91
2.94
2.97
2.99
3.02
3.03
3.05
3.07
3.08
3.09
3.11
3.12
3.13
3.14
3.15

Nominal pressure

04

3.93
3.97
4.01
4.05
4.08
4.11
4.14
4.16
4.18
4.20
4.22
4.24
4.26
4.27
4.28
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Balloon dimensions

NP
[kPa]

912
912
912
912
912
912
912
811
811

Labeled diameter [mm]

05

4.78
4.84
4.90
4.96
5.00
5.04
5.08
5.11
5.13
5.16
5.18
5.20
5.22
5.25

RBP
[atm]
21
20
19
16
15
14
12
11
10

06

5.74
5.83
5.88
5.94
5.99
6.04
6.07
6.10
6.13
6.16

6.19

RBP
[kPa]
2128
2027
1925
1621
1519
1419
1216
1115
1013

07

6.75
6.86
6.95
7.03
7.08
7.14
7.18
7.22
7.26
7.30

diameter at

08

7.71
7.82
7.93
8.01
8.08
8.14
8.20
8.25
8.29

Balloon
NP [mm]

2.97
4.05
4.96
5.94
7.03
8.01
9.03
9.95
11.92

09

8.69
8.83
8.94
9.03
9.11
9.18

9.24

Balloon
diameter at
RBP [mm]

3.15

4.28
5.25
6.19

7.30
8.29

9.24
10.16
12.11

010

9.72
9.85
9.95
10.02
10.09
10.16

Rated burst pressure

012

11.67
11.80
11.92
12.01

12.11
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Product group (nominal
length [mm])

20
40
60
80
100
120
150
170
200

250

Nominal Balloon length -5/+5 mm

Nominal Balloon length -8/+8%

Product group (nominal 0 [mm])

All sizes

10.2.2. Shaft Dimensions

Table 12. Shaft diameter

Product group (nominal O [mm])

3-5
6-7

8-12
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Length of cylindrical part at

Marker distance of folded

NP [mm] balloon (outer edges) [mm]
20 =5 20 -0/+5
40 x5 40 -0/+5
60 5 60 -0/%5

80 6.4 80 -0/%5

100 +8.0 100 +£3.0

120 +9.6 120 +3.6

150 £12.0 150 *4.5

170 £13.6 170 5.1

200 *16.0 200 =6.0
250 %20.0 250 =£7.5

Nominal Balloon length -0/+5 mm

Nominal Balloon length +3/-3%

Axial balloon compliance [%]
(NP-RBP)

< 15

Outer shaft OD [mm]

1.70 -0.05/+0.05
1.71 -0.06/+0.04

1.81 -0.06/+0.04

—



Table 13. Usable length

Product group (nominal Usable length [cm])

Usable length [cm]

90 90 +£2.5
130 130 £2.5
170 170 £2.5

10.2.3. Delivery System profile

Table 14. Delivery system profile

Product gricr::r;;](;omlnal 2 Max. crossing profile [mm] | Max. outside Diameter [mm]
3-5 <1.83 <1.83
6 <1.85 <1.85
7 < 1.88 < 1.88
8 < 2.03 < 2.03
9 < 2.06 < 2.06
10 < 2.11 <2.11
12 < 2.32 < 2.32
10.3. Functional Specification

10.3.1. Minimum guiding catheter/introducer Sheath Size

The minimum introducer sheath size is defined based on the delivery system profile (Max.

Outside Diameter).

Table 15: Minimum Guide Catheter/Introducer Size

Product group (nominal @ (mm]) (inner diaﬂeetaetlp[ii‘\zrs\][z]nd [inch])

3-5 5F: > 1.83 mm or 0.072 inch

6 5F: > 1.85 mm or 0.073 inch

7 5F: > 1.88 mm or 0.074 inch N
8 6F: >2.03 mm or 0.080 inch |
9 6F: >2.06 mm or 0.081 inch

10 6F: >2,11 mm or 0.083 inch

12 7F: > 2,32 mm or 0.091 inch
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10.3.2. Inflation and Deflation Times
Table 16. Inflation and deflation times
Inflation/deflation time [sec]
UL in cm .
?::;g? @ Balloon Medium
[mm] [mm] 9 | 130 | 170
3-10 < 60 <60 | =110
20-120
12 < 80 <80 | £110
150 3-7 < 60 < 60 <110 ° Visipaque 320 (non-ionic), 50% with
saline
3-5 <60 | <60 | =110 |, Hexabrix 320 (ionic), 50% with saline
170-200
6-7 < 80 <80 | £110
250 3-7 < 80 <80 | =110
11. Materials and contact with the human body

Table 17. Materials

Contact
with the
No. Component human Material Dye/Additive
body
(Yes/No)
1 Balloon Yes Polyamide 12, natural No
Hydrophobic coating Blend 99% Heptane /1%
2 | (balloon, guide wire Yes Lubricant No
lumen, outer shaft) | _
Polyether block amide, _
natural
3 2-lumen shaft Yes
- Pigment green
. . Thermoplastic vulcanizate,
_4 Kink protection No natural No
Manifold . - Not available
__5_ B (collector) Yes Grilamid violet (pigment)
Polyether block amide, _
natural
6 Inner shaft Yes
- Pigment green
7 Tip Yes Polyether block amide, _
_ natural
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Contact
with the
No. Component human Material Dye/Additive
body
(Yes/No)
- Pigment green
8 | X-ray marker (2 pcs.) No Platinum 90%/Iridium 10% No
uv . - )
9 adhesive No Adhesive No
10 Grilamid tube No Polyamide 12, natural No

Type of contact with the human body
The Peripheral dilatation catheter Passeo-35 Xeo has the following type of contact with the

human body:
Table 18. Type of contact with the human body

Component Type of contact with the human body

A product attached externally that has short-term contact (less
than 24 hours) with circulating blood.

Catheter

12, Risk analysis

During the development of the Passeo-35 Xeo Peripheral Expansion Catheter, a thorough risk
analysis was performed in accordance with BIOTRONIK's certified design and standard
operating procedures for risk management (in accordance with ISO 14971). During the
analysis, possible hazards associated with the design, functionality and use of products were
assessed and classified according to likelihood and severity. If risks were determined to be
unacceptable, adequate measures were taken to eliminate or minimize the likelihood and/or
severity of the hazard, respectively. The required risk mitigation measures were divided into
the following categories: direct, indirect and preventive. The effectiveness of all risk
minimization measures was tested during product verification/validation.

13. Packaging

Passeo-35 Xeo is supplied in sterile packaging.

The Passeo-35 Xeo balloon catheter is placed in a protective ring that protects the catheter
from damage. The protective ring is then placed in a sterile pouch consisting of two composite
films (PET/PE) on one side and Tyvek (microbiological barrier) film on the other side, which
are sealed together to form a closed container. This bag allows diffusion of ethylene oxide gas
but is impermeable to bacteria. A protective ring and a sterile bag make up the inner
packaging.

One (1) sterile pouch is packaged in a separate carton box (sales package) that is sealed with
a single quality seal (QSI-Seal).

Product labels are applied to both internal and external packaging.

14, Labeling
14.1. Symbols on the label

Table 19. Symbols on the label
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Graphic symbol

Description

Ethylene oxide sterilization

Keep away from moisture

Do not re-sterilize

Refer to instructions for use

Prohibition on re-use

Avoid exposure to sunlight

Date of manufacture

“ Manufacturer
A Carefully!
g Use before
A |:6T Batch code

b —

Catalog number

Do not use if packaging is damaged

Nominal pressure

Nominal burst pressure

Storage temperature limit

Permissible deviations of storage temperature limit

[excursions ]
GTIN Global Product Identification Number
c € 2797 CE marking
i —
@ A QR code
I Top
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Graphic symbol Description

| Fragile. Carefully
]
Recycling
14.2. Compliance chart
Passeo0-35 Xeo S

Compliance Data
Peripheral Dilatation Catheter

03 atm [mm] K LL| 1 atm 1 [mm] [mm]
2.4 8 4.01 8 4.90
NP 9 2.97 NP 31 9 4.05 NP 9 4.96
12 3.03 12 4.14 12 5.08
16 3.09 16 4.22 16 5.18
N3T5~ :RBP f 20 ' 4.2r RBP 19 5.25
[mm] 4 4 1 atm [mm] '08 atLrh [mm]*
8 5.88 8 6.95 8 7.93
NP [ 9 _; 5% NPAL 9 7.03 NP 9 8.01
n 6.04 11 7.14 10 8.08
U 6.13 13 7.22 12 8.20
1RBP ji_mqr 619 1 ;RBP ; 15 730" RBP 14 829
010 atm [mm] 912" atm [mm]
8 8.94 7 9.85 7 11.80
NP~jr 9 9.03 NP 8 9.95 NP 8 11.92
10 9.11 9 10.02 9 12.01
n 9.18 10 10.09 RBP 10 1211
T4 rRBfT I°TI' :'10,16"

WP j Invitro testing has shown that the balloonswill reach their nominal size at given Nominal Pressure.

Invitro testing has shown that with 95% confidence. 99.9% of the balloons will not burst at or

RBP below the given Rated Burst Pressure. DO NOT exceed RBP.

Refer to accompanying instructions for use

e BIOTRONIK

ris  A29M7/A/2019-08 excellence for life

Table 20. Information on the Compliance chart

Information on the elongation table Decoding

Compliance Data Compliance Data
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Information on the elongation table Decoding

7 Diameter

atm Atmosphere

mm Millimeter

NP NP (Nominal pressure)

RBP RBP (Rated burst pressure)

In vitro tests have shown that the balloons | In vitro tests have shown that the balloons
reached their nominal size at given nominal | reached their nominal size at given nominal
pressure, pressure.

In vitro tests have shown that with 95% | In vitro tests have shown that with 95%
confidence, 99.9% of the balloons will not | confidence, 99.9% of the balloons will not
burst at or below the rated burst pressure. | burst at or below the rated burst pressure,
Do not exceed RBP. Do not exceed RBP.

Refer to accompanying instructions for use | Refer to accompanying instructions for use

15. Sterilization, cleaning and disinfection

The Peripheral dilatation catheter Passeo-35 Xeo is supplied sterile, Sterilization is carried out
with ethylene oxide. Sterility assurance level: minimum 106, The product is sterile after one
sterilization cycle.

Cannot be resterilized.

Cleaning, disinfection and resterilization are not applicable because the product is intended

for single use.

16. Information on frequency of use and maintenance/repair
of the product

The Peripheral dilatation catheterPasseo-35 Xeo is a disposable product and is not subject to
maintenance or repair.

The Peripheral dilatation catheterPasseo-35 Xeo is intended for single use only. The product
must NOT be reused. Reuse of the product creates a potential risk of infection to the patient
or user. Contamination of the product may result in injury, iliness or death to the patient.

17. List of consumables, procedure for their use and
replacement

The Peripheral dilatation catheterPasseo-35 Xeo is a disposable product and does not contain
consumables.
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18. Shelf life (life of sterility)

The shelf life of the product is 3 (three) years.

19, Conditions of transportation, storage and operation

This medical device Is transported by all types of transport in covered vehicles in accordance
with the requirements and rules for the transportation of goods applicable to each type of
transport. The medical device must be handled with care. Store in original packaging in a dry,
dark and cool place.

During transportation, storage and operation of a medical device, the following conditions

must be adhered to:

Table 21. Conditions of transportation, storage and operation

Mode

Transportation

Storage

Exploitation

Temperature

from 10°C to 40°C

from 15°C to 25°C

from 15°C to 25°C

Humidity

There are no special
requirements for air
humidity

There are no speclal
requirements for air
humidity

The product is resistant
to Dbiological fluids
(blood)

Atmosphere
pressure

There are no special
requirements for
atmospheric pressure

There are no special
requirements for
atmospheric pressure

There are no special
requirements for
atmospheric pressure

Short-term deviations in storage temperature from 10°C to 40°C are allowed for up to 48
hours.

20. Warranty and responsibility

This product and each of its components (hereinafter product) were designed,
manufactured, tested and packaged with all reasonable care. However, since BIOTRONIK
does not have control over the conditions under which the product is used, the contents of
this Instructions for Use (IFU) are to be considered as an integral part of this disclaimer for
cases when a disturbance of the product’s intended function may occur for various reasons.
BIOTRONIK does not guarantee that the following events will not occur:

» Product malfunctions or failures

» Patient’s immune response to the product

* Medical complications during the use of the product or as a consequence of the product
being in contact with the patient’s body BIOTRONIK does not assume any liability for:

« The use of the product that is not in accordance with the stated intended use/indication,
contraindications, warnings, precautions and the directions for use of this IFU

¢ Modification to the original product

» Events which could not have been foreseen at the time of product delivery using the
available levels of science and technology

« Events originating from other BIOTRONIK products or products not from BIOTRONIK

e Force majeure events including, without being limited to, natural disasters.

The above provisions shall be without prejudice to any disclaimer and/

or limitation of liability agreed separately with the customer to the extent permitted by
applicable laws,

The manufacturer guarantees the compliance of this medical device with the declared
characteristics within the limits of maintaining its sterility, provided that the user complies
with the requirements specified in the manufacturer’s operational documentation.
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21, The procedure for disposal or destruction of a medical
device

Products that have been in contact with blood and (or) other biological fluids of patients should
be disposed of in accordance with the requirements for the management of medical waste
established by SanPiN 2.1.3684-21 for class B and other regulations of the Russian

Federation.

Unused products, including expired products (which have not been in contact with biological
fluids of patients) should be disposed of in accordance with the procedure for disposal of solid
household waste established by the legislation of the Russian Federation for class A SanPiN

2.1,3684-21.

22. Environmental requirements

This medica! device, taking into account compliance with the requirements of operational
documentation during use, transportation and storage, does not have a negative impact on
humans and the environment,

23. List of international regulatory documents/standards to
which the medical device complies

The requirements of the following standards, guidelines, directives and laws are observed to
the extent that they apply to the relevant product.

In some cases, testing was carried out prior to the release of the current standard. All test
resuits have been checked for accuracy in accordance with the current standard. If test results
are still valid, this listing refers only to the current version of the standard. The List of Applied
Standards (LAS) contains a list of applicable international standards to which the products
comply (full or partial compliance). If a GAP analysis (gap analysis) for a standard revision is
still ongoing, then that standard will be included in the LAS after completion of this analysls
at the next revision of the LAS.

Table 22. Standards

Applicable Name Complies with
standards European standard
General Standards for Medical Devices
. EN I1SO
. Medical products. Quality management systems. .
150 13485:2016 Requirements for regulatory purposes }\g?ggigms +
] Medical products. Application of risk management |EN I1SO
ISO 14971:2019 to medical devices 14971:2020

IEC 62366-1:2015
+ amendments | Medical products. Designing medical devices for|EN 62366-1:2015
1:2016 + | serviceabllity +AC:2015
AMD1:2020
| Biocompatibility
ISO 10993-1:2018|Assessment of the biological effects of medical
(Revised  version|devices. Part 1: Assessment and testing as part of|n/a
2018-10) the risk management process
e Assessment of the biological effects of medical|EN ISO 10993-
IS0 10993-4:2017 |0, ces. Studies of products interacting with blood | 4:2017
. Assessment of the biological effects of medical [EN ISO 10993-
150 10993-5:2009 devices. Cytotoxicity studies: in vitro methods 5:2009
ISO 10993-7:2008 | Assessment of the biological effects of medical EN
+ amendments |devices. Residual ethylene oxide content after|., ISO 1.0993'
1:2009 sterilization 7:2008 + AC:2009
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Applicable

Complies with

standards Name European standard
I1SO 10993- | Assessment of the biological effects of medical [ EN ISO 10993-
10:2010 devices. Study of irritant and sensitizing effects [10:2013
ISO 10993-]Assessment of the biological effects of medical[EN ISO 10993-
11:2017 devices. General toxicity studies 11:2018
ISO 10993- | Assessment of the biological effects of medical|[EN ISO 10993-
12:2012 devices. Sample preparation and control samples | 12:2012
ISO 10993-| Assessment of the biological effects of medical EN ISO 10993-
18:2020 devices. Study of chemical properties of materials[18:2020
. Common practice for assessing the hemolytic
ASTM F756 - 17 properties of materials n/a -
USP <788> TVered particles in injections n/a
Studies of biological activity under conditionsIn
USP <88> Vivo. Sample preparation procedure n/a __
. Assessment of Particulate Matter Associated with
AAMI TIR42:2010 Cardiovascular Medical Devices n/a ]
Device-specific standards
Connectors with small internal diameter for liquids
ISO 80369-1:2018 |and gases used in medicine. Part 1. General|n/a
requirements o
ISO. 80369'7:20.16 Connectors with small internal diameter for liquids
(revised version d di dici Part 7. C t EN ISO 80369-
01.12.2016) and gases used in medicine. Pa . Connectors | 54,5
T for intravascular or subcutaneous use ’
(partiall) _ .
Connectors with small internal diameter for liquids
ISO 80369- ) L EN ISO 80369-
- - and gases used in medicine. Part 20. General test .
20:2015 (partiall) methods 30.2015 -
ISO 10555-1:2013Sterile intravascular catheters for single use Part|[EN  ISO 10555
+ AMD 1:2017 1. General requirements 1:2013 + A1:2017
. Sterile intravascular catheters for single use Part|EN ISO  10555-
ISO 10555-4:2013 4. Catheters for balloon expansion R 4:2013
. Medical catheters. Part 7: Determination of X-ray
DIN 13273-7:2003 attenuation of catheters. Requirements and tests n/a L
. Catheters. Torsion test methods for individual
EN 13868:2002 light catheters and medical tubing _ E/a o
ASTM F2081 - 06]Standard Guide for Characterizing and Presenting n/a
(2017) Dimensional Features of Vascular Stents [ "~
ISO 25539-2:2012 |Cardiovascular implants. Intravascular implants. [EN ISO  25539-
(partiall) Vascular stents 2:2012
Sterilization

EN 556-1:2001 +
AC:2006

Sterilization of medical devices. Requirements for
medical products of the “sterile” category. Part 1.
Requirements for medical devices subject to final
sterilization

EN 556-1:2001 +
AC:2006

I1ISO 11135:2014 +
AMD 1:2018

Sterilization of medical products. Ethylene oxide
Requirements for the development, validation and
ongoing management of the sterilization process
for medical devices

EN 11135:2014 +
A1:2019

. Sterilization of medical products. Biological{EN ISO 11138-
150 11138-1:2017 indicators. General requirements 1:2017
Sterilization of medical products. Biological EN ISO 11138-

ISO 11138-2:2017 |indicators. Biological indicators for ethylene oxide 2:2017
sterilization ' .
Sterilization of medical devices. Microbiological|\ e 150 11737-

ISO 11737-1:2018 |methods. Determination of the population of 1:2018
microorganisms on products ) o N
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Applicable
standards

Name

Complies with
European standard

I1SO 11737-2:2019

Sterilization of medical devices. Microbiological
methods. Sterility tests performed during
validation of sterilization processes

EN ISO 11737-
2:2020

EP 2.6.1 Sterility n/a
USP <71> Sterility tests n/a
Packaging

EN 868-5:2018

Packaging for medical devices subject to final
sterilization. Part 5. Sealed bags and rolls made
of porous materials and plastic film. Requirements
and test methods

EN 868-5:2018

I1SO 11607-1:2019

Packaging for medical devices subject to final
sterilization. Requirements for materials,
sterilization barrier systems and packaging
systems

EN ISO 11607-
1:2020

ISO 11607-2:2019

Packaging_for medical devices subject to final
sterilization. Requirements for validation of
forming, sealing and assembly processes

EN ISO 11607-
2:2020

ISO 2233:2000

Packaging. Complete transport packaging, filled
and individual loads. Preparation for testing

EN ISO 2233:2001

ASTM D642-20

Standard Test Method for Determining the
Compressive Strength of Shipping Containers,
Components, and Unit Loads

n/a

ASTM D999 - 08
(2015)

Standard Test Methods for Vibration Testing of
Shipping Containers

n/a

ASTM D4169-16

Standard Practice for Performance Testing of
Shipping Containers and Systems

n/a

ASTM D4332-14

Standard Practice for Conditioning Containers,
Packages, or Packaging Components for Testing

n/a

ASTM D4728-17

Standard Test Method for Random Vibration of
Shipping Containers

n/a

ASTM D5276-19

Standard Test Method for Free Fall Testing of
Loaded Containers

n/a

Standard Test Method for Determining the

Performance for Single Parcel Delivery

?lsggdG/FIBBGM-ls Integrity of Medical Device Packaging Seals by|[n/a
Visual Inspection
Standard Test Method for Detection of Insulation
ASTM F1929-15 Leaks in Porous Medical Packaging by Paint|n/a
Penetration
_ Standard Guide for Accelerated Aging of Sterile
ASTM F1980 - 16 Barrier Systems for Medical Devices n/a
ASTM F2096 - 11 Standard Test Method for the Detection of Gross
(2019) Leaks in Packaging by Internal Overpressure|n/a
(Bubble Test)
ASTM F2825-18 Standard Practice for Testing Packaging n/a

Labeling

ISO 15223-1:2016

Medical products. Symbols used in marking
medical products, on labels and in accompanying
documentation. Part 1. General requirements

EN ISO 15223-
1:2016

EN 1041:2008 +

Al1:2013

Information provided by the medical device
manufacturer

EN 1041:2008 +
A1:2013

Please note that the EN standards listed are the currently valid versions of DIN EN.
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Table 23, Justification for partial compliance

1ustification for partial compliance

Standard

Rationale

Applicable Parts

1SO 25539-2:2012

The standard applies to Implants. Therefore, only
the requirements related to the delivery system
are applicable to this product category. Full
compliance with IS0 25539-2:2008 as the
delivery system sections remain unchanged. The
new edition of the standard affects sections
related to the stent (not applicable to balloon
catheters for PTA)

All except sections
related to the stent
(Section 8,
Appendix D)

ISO 80369-7:2016
(revised verslon
dated 12/01/2016)

All functional requirements of I1SO 80369-7 are
fulfilled in accordance with the test methods
described in all annexes of ISO 80369-20. Applies
to and meets all standard performance
requirements except the Q size specification for
female Luer screw connectors (Section 5).

All sections of ISO
80369-7:2016,
except section 5

ISO 80369-20:
Annexes B (lLeak-
tightness under
pressure decay), D
(Leak-tightness

under low
pressure), F

1250?2015 80369- However, no new risks or compatibility issues|(Resistance to
’ have been identified in the new ISO 80369-|separation under
7:2016 and -20:2015 standards and therefore|axial lbad), G
partial compliance Is considered acceptable (Resistance to
separation when
unscrewed), H
{Resistance to
twisting)

Table 24. Manuals

{June 2016}

90/385/EEC

Reference source Name (title)
MEDDEV 2.7/1|CLINICAL EVALUATION: GUIDANCE FOR MANUFACTURERS AND
rev.4 NOTIFIED BODIES IN ACCORDANCE WITH DIRECTIVES 93/42/EEC and

FDA Guidance on
PTCA 2010 (No.
1608)

Class 11 Specific Product Control Guidance for Certain Percutaneous
Transluminal Coronary Angioplasty (PTCA) Catheters

2010 FDA Guidance
on BMS (No. 1545)

Guidance for Industry and FDA Staff: Nonclinical

Engineering Testing

and Recommended Labeling for Intravascular Stents and Associated

Delivery Systems

MDCG 2018-1 v3
(March 2020)

Guide to the main UDI-DI (product identifier) and changes to it

(April 2020)2

MDCG 2019-1 MDCG (Medical Devices Coordination Group) Guidelines for the Issue
(January 2019) of a Core UDI-DI for Legal Entities

MDCG 2019-2 Guidance on the application of UDI rules to products - parts of products
(February 2019) referred to in Articles 1(8), 1(9) and 1(10) of Requlation 745/2017
MDCG 2019-7 Guidance on Article 15 of the Medical Devices Regulation (MDR) and
(June 2019) IVDR on the “Person Regulatory Responsible” (PRRC)

MDCG 2019-14

(December 2019) Explanatory note to MDR codes

MDCG 2020-5

(April 2020) Guidelines for clinical assessment. Equivalence

MDCG 2020-6 .

(April 2020) Guidance on sufficient clinical evidence for legacy devices

MDCG 2020-7

PMCF (Post-Marketing Clinical Follow-up) Plan Template Guide
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Reference source Name (title)

MDCG 2020-8
(April 2020)2 PMCF Assessment Report Template Guide

2All Guidelines requirements have been assessed and implemented. Minor ongoing measures
related to the QMS structure must be implemented before full disclosure of compliance

information.

Table 25. Laws, regulations and directives

Reference source Name

REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL of S April 2017 on medical devices, amending Directive
2017/745 (MDR) {2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No
1223/2009 and repealing the Directives Council 90/385/EEC and
93/42/EEC

COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 on medical devices {(OJ
MDD 93/42/EEC |, 169, 12.7.1993, p. 1)

21 CFR 801 MARKING

21 CFR 820 REGULATION OF THE QUALITY SYSTEM

19 CFR 134.11 COUNTRY OF ORIGIN MARKING

Federal Republic
of Germany, | Law on Protection against Hazardous Substances (Chemical Substances
Appendix 1 to|Act-ChemG) -- Annex 1 (to § 19a para. 1) Principles of Good Laboratory
ChemG (Clause 1 |Practice (GLP)

to § 19a) English
title: ChemG | English title: Chemical act of the Federal Republic of Germany Appendix
Appendix 1 (to §(1 (to § 19a clause 1) - Principles of Good Laboratory Practice

19a Clause 1)

24. Complaint

Complaints should be sent to the address of the manufacturer’s authorized representative in

the Russian Federation:

Limited Liability Company "Biotronik” {LLC "Biotronik"}

109240, Russia, Moscow, st. Nikoloyamskaya, 26, building 1A, floor 2, room. 6
Tel.: +7 (495) 789-68-31

Fax: +7 (495) 789-68-32

office@biotronik.tu
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[ononHeHne K MHCTPYKUNKU NO NPUMEHEHMUIO

Katerep nepudepnuecknit pacuumpsioumn Passeo-
35 Xeo
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1. ChHOHMMMUUHDbIE TEPMMUHbI no  TeKCTy AOKYMEHTOB oT
npoussoaguTens

Katetep nepudepuyecknin pacwuupsiownin Passeo-35 Xeo, B BapuaHTax WCNONHEHWR -
WAEeHTUUYHbIe HanMeHoBaHuA «Katerep Passeo-35 Xeo», «KaTtetep», «YcTponcrso Passeo-35

Xeo», «YcTpoicTBo», «Passeo-35 Xeo», «U3penne».

2. TepMUuHbI U COKPaALLEHUA

Tabnuua 1. TepMUHbI U COKpalleHus

A66pesuaTypa OnpepeneHus
UTA YpeckoXXHas TPaHCNIOMUHANbLHAA aHrMoNNacTuKka
HAOP HoMuHanbHOE aasneHne paspbiea
PA Pabouas anvHa
- UDI-DI YHuUKaNbHbIA nAEHTUPUKATOP N3nenuns
IS CoBMeCTUMOCTb C UHTPOALIOCEPOM
SD KoHcTpykuusa wadTa (C ABOWHBLIM NPOCBETOM)
HA HoMuHanbHOe AasnexHue
PAP PacueTrHoe pasnexune pa3pbiBa
CcM CaHTumeTp
MM MunnumeTtp
[ 1] AnameTtp
- F ®paHuy3CcKan wKana gmamerpa karerepos (OpeHy)
i aTM Atmocdepa
N mn(na “ Kwnonackanb
) - H - HbloTOH
p NasneHue
CMK CucreMa MeHeaXXMeHTa Kavecrsa

3. HamMmeHoBaHMe MeAULIMHCKOrO nagenunn

Karerep nepudepuuecknit pacwuupsowmin Passeo-35 Xeo, B BapuaHTax
MCNONHEHUR:

I. Kaverep nepudepnueckuit paclunpsowmnin Passeo-35 Xeo paGoueit annnoit 90 cm,
B cocTase:

1. Karerep nepudepuueckuin pacwupsiowmi Passeo-35 Xeo paboueit anuHoi 90 cM - 1 wr.
- ¢ 6anNoHOM HOMUHaNbLHLIM AnameTpom 3,0 MM, HOMUHANLHOM ANUHOMU 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

- ¢ 6anNOHOM HOMUHaNbLHLIM AnaMeTpoM 4,0 MM, HOMUHANLHOK ANUHOW 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;
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- € 6aNNOHOM HOMHMHANLHLIM ANAMETPOM 5,0 MM, HOMUHANbLHOK AANHON 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

= € 6aNNOHOM HOMKUHANLHLIM AnamMeTpoM 6,0 MM, HOMWHANBHOK ANUHOR 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

= € 6anNOHOM HOMHHANLHLIM AnameTpoM 7,0 MM, HOMWHANLHOK ANNKHOK 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

- ¢ 6aN1NOHOM HOMUHANbHBIM ANAMETPOM 8,0 MM, HOMWHANbHOI ANNHOK 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM;

- ¢ 6anNoHOM HOMUHaNbHbIM AMaMETPOM 9,0 MM, HOMUHANBHOW ANUHOK 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM;

- ¢ 62aNNOHOM HOMUHAaNbLHLIM AnameTpoM 10,0 MM, HOMWHANBLHOU AnnHOW 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM;

- ¢ 653NNOHOM HOMMHANBHBIM AMAMETPOM 12,0 MM, HOMUHANBHOK ANUHOK 40 MM, 60 MM, 80 MM,
100 MM, 120 mm;

2. Tabnuua pacTaxumocty — 1 wr.

3. UHCTpYKUMA 00 NpUMeHeHnio — 1 wrT.

II, Karerep nepundepuueckuii pacumpsioumnii Passeo~-35 Xeo paGoueit annnoii
130 cm, 8 cocTaBe:

1. Kartetep nepudepnueckuii pacwupsiowmii Passeo-35 Xeo paboueit Anuroi 130 cM - 1 wiT,
- ¢ 63nNOHOM HOMMHANbLHBIM guameTpoM 3,0 MM, HOMUHaNBLHON AnNKHOH 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

- ¢ 6aNNOHOM HOMUHANBHBIM AMAMETPOM 4,0 MM, HOMUHanNbHOW AnuHOW 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

- ¢ 6aNNOHOM HOMWHANbLHLIM AMBMETPOM 5,0 MM, HOMUHANBHOR ANUHOIH 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 Mm;

- ¢ 6aNNOHOM HOMUHANbLHLIM ANAMETPOM 6,0 MM, HOMMHANBLHOW ANMHOK 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 mm, 150 MM, 170 MM, 200 MM, 250 mM;

- ¢ 6aNNOHOM HOMHHANLHLIM AWAMETPOM 7,0 MM, HOMWHANbLHOW ANUHOW 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

- ¢ 6aNN0HOM HOMWHANbHBIM AUAMETPOM 8,0 MM, HOMWHaNLHOW AnuHoK 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM;

- ¢ 6aNN0HOM HOMUHANBHLIM AN3METPOM 9,0 MM, HOMHUHANLHOK ANUHOKW 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 Mm;

- ¢ 6aNNOHOM HOMUHaNbHLIM AnameTpoM 10,0 MM, HOMMHaNBLHOK ANMHOU 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM;

- ¢ 6anNO0HOM HOMUHANLHLIM AWAMETPOM 12,0 MM, HOMUHANBHOW ANUMHOK 40 MM, 60 MM, 80 MM,
100 MM, 120 Mm;

2. Tabnuua pacraxumMocTu — 1 wr.

3. UHCTPYKUMA NO NpUMeHenuio — 1 wrT.

III. Karevep nepudepuuecknii pacunpsomnii Passeo-35 Xeo paGoueit annnoi
170 ¢m, B cocrase:

1. Katetep nepudepuueckuii pacwnpaiowmi Passeo-35 Xeo pabouein gnmHon 170 cM - 1 wrT.
- ¢ 6aNNOHOM HOMWHANbLHLIM gnameTpoM 3,0 MM, HOMMHANBLHOW ANUHOA 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

- ¢ 6annoHOM HOMWHANLHLIM ANAMETPOM 4,0 MM, HOMUHaNLHON AnHon 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

- ¢ 6aNNOHOM HOMMHANBHbLIM AMAaMETPOM 5,0 MM, HOMUHaNbHOW AAUHOW 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

- ¢ 6aNNOHOM HOMWHANbHBIM AMAMETPOM 6,0 MM, HOMUHANbLHOW ANUHOK 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MMm;

- ¢ 6aNNOHOM HOMUHANbHLIM AMAMETPOM 7,0 MM, HOMUHANbHOW ANUHON 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

- ¢ 6anNOHOM HOMUHANbLHBIM AMameTpoM 8,0 MM, HOMUHANGHOW ANUKHOA 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM;

- ¢ 6aNNOHOM HOMUHANLHLIM AUaMeTpoM 9,0 MM, HOMUHaNLHOK ANWHOW 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM;
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- ¢ 6aNNOHOM HOMUHAJILHBIM AMaMeTpoM 10,0 MM, HOMUHANBHOW ANMHOW 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM;

- ¢ 6aNNOHOM HOMUHANLHBIM AMaMeTpoM 12,0 MM, HOMUHANBHOK ANUHON 40 MM, 60 MM, BO MM,
100 MM, 120 mm;

2. Tabnuua pacrsxumMocty ~ 1 WT.

3. UHCTPYKUMA NO NPUMEHEHWIo — 1 wT,

4, CeepeHnn o paspaboTunke, NPOUIBOAUTENIE U YNOJIHOMOHEHHOM
npeacrasurTese NPoM3sBoAUTeNA

PazpaboTunk W NPOoNIBOAUTENL:
BIOTRONIK AG, Switzerland
{«BNOTPOHUK Al», Lseiuapus)
Ackerstrasse 6, 8180 Bilach, Switzerland
Ten.: +41 (0)44 864 51 11

daxc: +41 (0)44 864 50 05

vi@biotronik.

YNONHOMOYEHHBIR NPeACTASUTENL NPON3BOANTENR:

O6WWecTBO C OrpaHWYEHHOM OTBETCTBEHHOCTbIO «BuoTpoHnk» (OO0 «BUOTPOHUK»)
109240, Poccua, Mockea, yn. HukonosMmckas, a. 26, crp. 1A, atax 2, noM. 6
Ten.: +7 (495) 789-68-31

dakc: +7 {495) 789-68-32

office@biotronik.ru

Mecro npoussoacTsa:
BIOTRONIK AG, Ackerstrasse 6, 8180 Bulach, Switzerland

5. HasHauyeHune MeMLIMHCKOro usaenns

KaTtetep Passeo-35 Xeo npeaHasHaueH ANA AWnaTauuu CTEHO3a B NOAB3AOWHON, beapeHHoN,
NOAKONEGHHON apTepun M KOHEYHbLIX BETBEHA MOAKONEHHOW 3pTepuu, a TaKXe ANA NeYEHUR
NOPAXEHHBIX CErMeHTOB HATUBHLIX UAW UCKYCCTBEHHLIX APTEPUOBEHO3HbIX AWANU3HLIX
tunctyn. Passeo-35 Xeo TakKe PeKOMeHAYETCA ANsl NOCTAWNATALMK PacluUpAeMbix 6anioHOM
Y CBMOPACILMPAIDILUXCA CTEHTOB B Nepudepuueckmx cocyaax.

6. Knaccndmxaumnna MEaANLMHCKOro nsaennn

Bce . nepudepuueckune  xatetepsl, ynoMuHaeMsie B AAHHOR  AOKYMEHTauuw,
knaccnpnunposaH B8 coorTsetcTeum c fupextueoit 93/42/EEC, MNpunoxenune II (kpome
pasaena 4).

Knacc 8 3aBUCMMOCYM OT NOTEHUNANLHOrO PUCKa MEAMUWHCKUX W3Aenvil B COOTBETCTBUMU C
AvpekTusoil 93/42/EEC, Mpunoxerue IX, Mpasuno 6 - 1la,

GMDN koa (koa BceMmupHo# HomeHknaTypel MeawumHckux Uspenwii) - 17184 (Karertep,
aHrMonnacrTvka, 6anNoHHOe paclUpeHHe).

KpaTHOCTb UCNONLIOBAHWA — DAHOKPATHOE UCNONLIOBAKKNE,

CTepu/bHOCTE — CTEPUNbHBIN,

7. Ycnosuna M obnacre NPNMEHEHNR, nHdopMaLuns o
noresunansHoM norpebnrene

AaHHOe MeaANUKMHCKOoE M3fenne AOMKHO 6biTb NCNOABL30BAHO TONLKO BpavaMK, NPOLeAWnMU
TILATENbHYIO FICATOTOBKY W WMEIOWMWMU ONIbIT BLINOSIHEHUA COCYANUCTLIX BMELIATeNsLCTB (B TOM
YUCNE B C/lyvae OMACHBIX ANS XU3HW OTKNOHEHWIA) B YCNOBUAX CNELMANUIUPOBAHHLIX
MEAULIMHCKUX YUPEXAECHWA, NPW NPOBEAEHUN XMPYPrAUECKUX ONepaulii B CTALMOHAPHBLIX
ycnosuax.
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Obnactb npuMenenunn: CepaeyHo-cocyaucTas Xupyprus {(Npu MPOSeACHWM YPECKOXHOM
TPAHCAIOMWHANEHOA aHrMONNACcTUKN),

8. KoMnaekT Nocraskn MeaAULIMHCKOro uaaenns

Katerep nepudepuieckmin pacwupsiowmin Passeo-35 Xeo pabGouehd anuHoh 90 M
NOCTABARKETCA B COCTaBe:

1. Karerep nepudepunyeckunin paciumpsowtnii Passeo-35 Xeo paGoueit agnuHoi 90 ¢m — 1
W,

- ¢ 62anNOHOM HOMMHANBHBIM AnAaMeTpoM 3,0 MM, HOMUHANBLHOW ANKHOW 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 mM, 150 MM, 170 MM, 200 MM, 250 MMm;

- ¢ 6annOHOM HOMMHANbLHLIM AWAMeTPpoM 4,0 MM, HOMUHANBHOA AnNuHOW 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

- ¢ 6aNNOHOM HOMUHANbLHLIM AUAMETPOM 5,0 MM, HOMUHANbHON ANMHOK 20 MM, 40 MM, 60 MM,
80 mm, 100 MM, 120 MM, 150 mm, 170 MM, 200 MM, 250 MMm;

- ¢ 6271N10HOM HOMWHANbHbLIM AWAMETPOM 6,0 MM, HOMUHANBHON ANMHON 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

- ¢ 6anNIOHOM HOMUHANBHLIM AnaMeTpoM 7,0 MM, HOMMHaNbLHOW AnUHOU 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

- ¢ 6aNNOHOM HOMUHANBHLIM ANAMETPOM 8,0 MM, HOMUHANBLHOW ANUHOW 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MMm;

- ¢ 6ann0HOM HOMMHANbLHLIM AUaMeTpoM 9,0 MM, HOMMHanbHOM AnuHoW 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM;

- ¢ 6aNNOHOM HOMUHANLHLIM AWaMeTpoM 10,0 MM, HOMWHANLHOW ANMHON 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM;

- ¢ 6anNOHOM HOMUHANBHLIM ANAMETPOM 12,0 MM, HOMUHANbLHOW ANUHOW 40 MM, 60 MM, 80 MM,
100 MM, 120 MmM;

2. Tabnuua pacTaxmMoCcT = 1 WT.

3. MHCTPYKUUA NO NpUMEHeHuo ~ 1 wT.

Katerep nepudepnueckuii pacumpaowmit Passeo-35 Xeo paboueir anusoil 130 M
NOCTIBRAAGTCH B COCTaBe:

1. Karetep nepudepuueckunii pacwupsowmin Passeo-35 Xeo paboyeit annHoit 130 cm —- 1
wT.

- ¢ 6anNOHOM HOMMHANLHBIM AKAMETPoM 3,0 MM, HOMMHANBHOU ANMHOW 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

- ¢ 6aNNOHOM HOMWHANbHBIM AMAMETPOM 4,0 MM, HOMWHaNLHOW AnNWHOK 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

- ¢ 6aNNOHOM HOMUHANLHLIM AMAMETPOM 5,0 MM, HOMUHaNEHOW ANVHOW 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

- ¢ 6aNNOHOM HOMWHANLHLIM AUAMeTPOM 6,0 MM, HOMMHANLHOW ANMHOW 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 mM;

- ¢ 6aNNOHOM HOMUHANLHBIM AUaMeTpoM 7,0 MM, HOMUHANLHOK AnHOMK 20 MM, 40 MM, 60 MM,
80 mm, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

- ¢ 63110HOM HOMUHaNbHLIM AnaMeTpom 8,0 MM, HOMUHANLHOW ANKHON 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM;

- ¢ 6anNOHOM HOMMHANbLHBIM AnaMeTpoM 9,0 MM, HOMUHANLHOW ANUHON 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 mMm;

- ¢ 6aNNOHOM HOMWHANBHLIM AnameTpoM 10,0 MM, HOMUHANBLHOW ANVHOW 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 mmMm;

- ¢ 6anNOHOM HOMUHANELHLIM AMameTpoM 12,0 MM, HOMUHANBHOW ANMHOW 40 MM, 60 MM, 80 MM,
100 MM, 120 MM;

2. Tabnvuya pacTaxuMocTy — 1 wr,

3. MHCTPYKUMA NO NPpUMEHEHUIO — 1 WwT,

Katerep nepudepuuecknit pacwmpsawowmni  Passeo-35 Xeo paboueir gnavHon 170 <M
NOCT2BNAETCA B coCTase:
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1. Karerep nepudepnueckuin pacwmpaowni Passeo-35 Xeo paGoueil anvHoi 170 cM - 1
wr.,

- ¢ 6aNNOHOM HOMMHANLHBIM AMAMETPOM 3,0 MM, HOMUHANLHOK ANMHOW 20 MM, 40 MM, 60 MM,
80 mm, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

- ¢ 62NNOHOM HOMMHANLHBIM ANBMETPOM 4,0 MM, HOMUHaNLHOW ANnHOW 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

- ¢ 6aNN10HOM HOMMHANLHLIM ANaMeTPOM 5,0 MM, HOMUHANLHOK AnuHOW 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

- ¢ 6aNN0HOM HOMUHANbLHBIM AMaMeTpPoM 6,0 MM, HOMMHANbLHOK ANMHOK 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

- ¢ 6aNNOHOM HOMUHANBHBIM AWAMETPOM 7,0 MM, HOMWHANBHOA ANUHOK 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM, 150 MM, 170 MM, 200 MM, 250 MM;

- ¢ 6aNNOHOM HOMUHANbHLIM ANAMETPOM 8,0 MM, HOMWHANBHOW ANMHOA 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM;

- ¢ 6aNNOHOM HOMUHANLHLIM AnaMeTpoM 9,0 MM, HOMUHANBLHOW ANUHOK 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MMm;

- ¢ 6anNOHOM HOMUHANLHLIM AnameTpoM 10,0 MM, HOMMHaNbHOW ANUHOW 20 MM, 40 MM, 60 MM,
80 MM, 100 MM, 120 MM;

- ¢ 6aNIOHOM HOMUHAMbHBIM ANAMETPOM 12,0 MM, HOMWHANLHOH ANWHOK 40 MM, 60 MM, B8O MM,
100 MM, 120 mM;

2. Tabnuua pacrTaxumocry — 1 WwT.

3. WHCTpyKUUA NO npuMereHuio — 1 wr.

9. Tpe6oBaHNA K COBMECTUMOCTH aKCecCyapoB N KOMNOHEHTOB
Cneaylowme BCNOMOraTeNbHbLIE YCTPOACTBA CHUTIOTCH COBMECTUMBIMU € Passeo-35 Xeo:

Tabnmua 2. TpebosaHUA K COBMECTUMOCTY AKCECCYapoB U KOMMOHEHTOB
XapaxTepucTnkm TpebosaHUA K COBMECTMMOCTN AKCECCYApOB U KOMMNOHEHTOB

e BannoH @3-7: coBMecTMM € OObIYHLIM WHTpoAabiocepoM SF
COOTBETCTBYIOEN ANVHBI

e BannoH @8-10: coBMeCTUM C OOBIYHBLIM WHTpoOAbloCepoM 6F
COOTBETCTBYIOLIEN ANIUHEI

e bBannor @12: coBMecTUM C O6blMHBIM  wHTpoOAbloCepom 7F
COOTBETCTBYIOLEH ANUHBI

e BannoH @3-5: UMeeT MaKCUMasibHbIA HapyXHbid auamerp @1,83 MM

¢ BannoH @6: UMEET MAKCUMaNbHLHA HAPYXHbLIA aAvameTp @1,85 MM

e BannoH @7: UMEeeT MaKCMMasnbHbIA HapyXHbIA gwameTp 91,88 MM
Cneunduyeckue | » BannoH P8: UMeeT MaKCUMaNbHBIA HaPYXHbIA avameTp 92,03 MM

+ BannoH @9: uMeeT MaKCMMaNnbHLIW HAPYXHLIN anameTp 2,06 MM

+ Bannox @10: UMeeT MAKCUMasbHBLIN HapyXHbl AnameTp 92,11 MM

* BannoH @12: nMeeT MaKCUManbHbIA HapyXHbik AvameTp 32,32 MM

¢  UMeeT npocBEeT NPOBOAHMKE, KOTOPLIA NO3BOAAET NpPONyCKaTb
Obuwme npoBoaHKMk 0,035 awoitma (0,89 MM) cooTBeTcTByOWEH AAMHBI OT
AUCTaNbHON YacTH A0 NPOKCUMANLHON

Ofwwe

Cneunduveckne | « UMeeT npoceBer NPOBOAHKKA C MMHUMALHBIM AnameTpom 0,921 MM

! Nipu caspre u cknauBarum NPOKCUMANLHOK/AMCTRNLHOR YacTh MaHuPOnaa (KOMNEKTOPa) cneumduKauvs ansa
AWaAMETDP3 NpoceeTa NRPOBOAHUKA cocTasnser = 0,89 wm
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XapaxkTepucTmku TpeboaHuA K COBMECTUMOCTM aKceccyapoB U KOMNOHEHTOB
o CoBMECTMM C KOHTPaCTHbIM PpacTBOPOM (CMeCb KOHTPacTHOro
gewectsa 50 : 50 no o6veMy € PU3MONOTMUECKUM PaCTBOPOM)
O6uwne s WMeeT NPOCBET MPOBOAHMKA, KOTOPLIA MOXHO MPOMbITh LWNPULEM

oSremomM 20 Mn
« CoBMeCTUM C YCTPOWCTBOM ANA pasaysaHumn/caysaHna obbemoM 20
Mn nav 30 MA ¢ MAHOMETPOM

Huxe npeacrasnens NPUMEpPH! 3aperucTpupoBaHHbix Ha TeppuTopuM Poccnidckon deaepaunm
MEAMUMHCKUX MH3AeNud, MNPEeAYCMOTPeHHbIX ANA MCNONb30BaHUA COBMECTHO € KaTerepom
nepugepmueckuMm pacwupsolM Passeo-35 Xeo.

Tabnuua 3. MpuMepst 3apernMcTPUpOBaHHbBIX Ha Tepputopun Poccuiickon deaepauunu
MEAMUMHCKMX M3AENNIA, NPEeAYCMOTPEHHBIX ANA UCNONb3OBAHWS COBMECTHO C KaTeTepom

Passen-35 Xeo

Toproeoe
HauMeHOBaHue
MeANUNHCKOro

Magenuva pervcrpaurvoHHOMy YAGCTOBEPEHUID

Homep perncrpauvoHHOro
yaocrosepesina, HauMeHoBaHve

MEAULIMHCKOTO M3AENUA NO NponzsoauTens

UHTpoabiocep SF, 6F, 7F (Dpenuy)

AVANTI+

PerucrpaumonHoe yaocToeepeHune
Ne P3H 2015/3272 - «YCcrponcrsa
Ans PEHTIreHIHAOBACKYNAPHBIX .
AMArHOCTMYECKMX W NeyebHbIx E:;g;s ct‘ﬂi Corp., Miami
npoueayp, BKAIOYAIOWNX ’

aHrunorpapwio, AHrMONNaCTUKY,
TPOMOIKTOMMKIO U CTEHTUPOBAHUEY

Fortress

PerucrpauvoHHoe yaocrosepenyue | Contract Medical
Ne ®C3 2011/10957 - | International, GmbH,
«HUHTpoablOcep Fortress» Dresden, NepManns

Destination
(nepudepnyecKkuii)

PerucTpaumoHHOe YAOCTOBEPEHUe
N® P3H 2016/5028 - <«Kartertep
nposoaHMukoBbiM Destination»

Terumo Medical Corporation,
Elkton, CLUA

Introducer

Check-Flo Performer | N¢ P3H 2016/4519 - | Cook Incorporated,

PerwcrpaunoHHoe YAOCTOBEpeHue

«UHTPOALIOCEPLI 3HAOBACKYNAPHLIE | Bloomington, CLUA
B Habopax»

NpoeoaHuk 0,035 aioima (0,89 MM)

ZIPwire

PerncrpaunoHHoe yaocTosepeHue .
Ne P3H 2018/7227 - «Tlposommuk | e, - heglon  Medical,
rnapodunbHbid ZIPwire ana YTA» '

WIRE M

RADIFOCUS GUIDE | N2 P3H 2016/4754 - «MNpoBoaHuk | Terumo Corporation, Tokyo,

PerncrpaunoHHOE yAOCTOBEpEHUE

RADIFOCUS GUIDE WIRE ana | AinoHwun

COCYANCTBIX BMELIATENLCTB»

10. TexXHUYECKMe XaPaKTepUCTUKM MeANLUNHCKOro niaenun

10.1. Jinneilika npoayxunn

Tabavua 4. JIuHenka NPOAYKUUN

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



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

B Homep no HOMMvHan HomuHanb| Pabouan YHUKanbHbIA
No O603HaueHne caranory | ®He @ |Has anuHal anuHa naeHTnduKaTop
[MM] [MM] [cm] uzaenna UDI-DI
1 Pasg%’;go"“ 428777 3 20 90 | 07640130451483
2 P asj?g;gox“ 428778 4 20 90 | 07640130451490
3 Pas;f‘z’azgox” 428779 5 20 90 | 07640130451506
E Pasgfz’;go"“ 428780 6 20 90 | 07640130451513
5 Pas;ig(-).‘/sgoXeo 428781 7 20 90 | 07640130451520
K Pas;fg;gox“ 428782 | 8 20 90 | 07640130451537
7 Pas;/e‘z’(‘jgox“ 428783 9 20 90 | 07640130451544
8 Paslsoe/"z'gfgg” 428784 | 10 20 90 | 07640130451551
9 Pasg/egaigoxw 428786 3 40 90 | 07640130451575
10 Pas:‘;:(')?gox“ 428787 4 40 90 | 07640130451582
11 Pasgf:&?goxe‘i 428788 5 40 90 | 07640130451599
12 P"’Szf:(';;ox” 428789 6 40 90 | 07640130451605
__ }E-ﬂ“_PiS_gjgggox“ 428790 7 40 90 | 07640130451612
14 Pas;fg;gox” 428791 8 40 90 | 07640130451629
15 Pas;f:a?gox” 428792 9 40 90 | 07640130451636
16 PaiscT/(;nggeo 428793 | 10 40 90 | 07640130451643
17 _Pisfzjgggm 428794 | 12 40 90 | 07640130451650
18 Pas;‘/’g;gox” 428795 3 60 90 | 07640130451667
19 Pas:fga?gox“ 428796 4 60 90 | 07640130451674
20 'f"’fé?é’éi%xw 428797 5 60 90 | 07640130451681
21 P35§726330X9° 428798 6 60 90 | 07640130451698
22 Pas;‘;gc')?gox” 428799 7 60 90 | 07640130451704
23 Pas;‘;g;gox“ 428800 8 60 90 | 07640130451711
24 Pas;‘;g;gox“ 428801 | 9 60 90 | 07640130451728
25| Paisg/‘:."gfgg” 428802 | 10 60 90 | 07640130451735
2 _'f’fz_e/‘gg/%g” 428803 | 12 60 90 | 07640130451742
27| P eoieo . | 428804 | 3 80 90 | 07640130451759
9
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"o o6 HoMep no Homunan| HomuHans| Pabouas YHUKanbHbIA |
0 o3HauyeHue katanory | bHE¥ @ |nas anuual anvHa naeHTUdUKaTOp
[MM] [MM] [cm] n3genus UDI-DI
28 Pasj;’g;gox“ 428805 4 80 90 | 07640130451766
29 Pas;‘;gé:/’gox“ 428806 5 80 90 | 0764013045173
30 Pasg;’ga';‘gox“ 428807 6 80 90 07640130451780
31 Pasg‘;ga?gox“ 428808 7 80 90 | 07640130451797
32 Pasg‘;g&?gox“ 428809 8 80 90 | 07640130451803
33 Pas;?g;gox“ 428810 9 80 90 | 07640130451810
34 Pasls;/‘gg/sga‘“ 428811 | 10 80 90 | 0764013051827
35 Paslsz"/"s'g/% 3‘“ 428812 | 12 80 90 | 07640130451834
36 Pa?ﬁ‘gg/sgg“ 428813 3 100 90 | 07640130451841
37 Paf‘sﬁ‘ggfgg“ 428814 4 100 90 | 07640130451858
38 "asss/el‘gg/%g“ 428815 | 5 100 90 | 07640130451865
39 Pa%"’/el%'g/sgge° 428816 | 6 100 90 | 07640130451872
40 %57-"/31%'3/59(’)‘6° 428817 7 100 90 | 07640130451889
41 Passslel‘gg/sgt’)(“ 428818 8 100 90 | 07640130451896
42 Pasgs/elcgg/sgt))(eo 428819 9 100 90 | 0764013045102
43 Pafg?fégig)é“ 428820 10 100 90 | 07640130451919
44 Paf;?i’&%ig’é“ 428821 | 12 100 90 | 07640130451926
45 Pas3"‘/el°2'3/5,__)ge° 428822 3 120 90 | 07640130451933
46 Pais/el‘;'gfgg“ 428823 4 120 90 | 07640130451940
47 Pa?/el"z“g’/sggw 428824 5 120 90 | 0764013051957
48 Pa-‘g“/el"z‘glsg(’;e° 428825 6 120 90 | 07640130451964 |
49 P 3575/‘31"2‘3/598“” 428826 7 120 90 | 07640130451971
50 P 3585/‘*1"2'3/5;3‘“ 428827 8 120 90 | 0764013045198
51 P a?/el"z'g/%g“ 428828 9 120 90 | 07640130451995
52| P als(s)‘/efi%';’g’é“ 428829 | 10 120 90 | 0764013045208
53 Paf;‘/*‘l’;%%’é“ 428830 | 12 120 90 | 07640130452015
54 Pas;i‘;ggg“ 428831 3 150 90 | 07640130452022
10
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Homep no HomuvHan HomuHanb| Pabouasn YHUKaNbHbIA
N9 O6o3HaveHune KaTanory bHbIA @ |Han AnnHAl ANKHa naeHTudUuKaTop
[MM] [MM] [cMm] n3genuns UDI-DI
55 Pazsﬁ"s‘g/sggm 428832 4 150 90 | 07640130452039
56 Passsﬁ‘;'g/%g“ 428833 5 150 90 | 07640130452046
57| fasss/el‘;’g/sgge° 428834 6 150 90 | 07640130452053
58 Pas;/el"s'g/sg;“ 428835 7 150 90 | 07640130452060
59| _faSBS/elo?-g/%())(eo 428836 | 3 170 | 90 | 07640130452077
60 Pais/el‘;'g/sgg” 428837 4 170 90 | 07640130452084
61| Pas'ss'/el"?'gfggw 428838 5 170 90 | 07640130452091
| 62 passjel"?'g/sgg‘“ 428839 6 170 90 | 07640130452107
63 P a575/el°7'g/59;(e° 428840 7 170 90 | 07640130452114
64 Pags/g%'g‘/sgc’)‘“ 428841 3 200 90 | 07640130452121
65 Pais/%'g/%g“ 428842 4 200 90 | 07640130452138
66| Pafssl‘;%'_c';’_/sgc’)(” 428843 5 200 90 | 07640130452145
67 _”3565/‘*2‘:)'3/59(’)‘“ 428844 6 200 90 | 07640130452152
68 Paisz,_‘:)'gfgg” 428845 7 200 90 | 07640130452169
6 szs/egg/ig“ 428846 3 250 90 | 07640130452176
70 Pajs/‘;‘;'g/sgg‘” 428847 4 250 90 | 07640130452183
71 Passs/‘;%'g/%g” 428848 | 5 250 90 | 07640130452190
72 | Pas&‘;‘g&%g“ 428849 6 250 90 | 07640130452206
73 Pas75/32°5'03/5;(’)‘3° 428850 7 250 90 | 07640130452213
74 Pags/ez%‘/iigm 428851 3 20 130 | 07640130452220
75 Pajs/‘;%‘fls:;g” 428852 4 20 130 | 07640130452237
6| Pass"'/‘;‘gfli(’)‘” 428853 5 20 130 | 07640130452244
77 Pa%jez%‘fgg“ 428854 6 20 130 | 07640130452251
78 Pa?f/‘;‘g/3153(’)‘e° 428855 7 20 130 | 07640130452268
79 Passs/ez‘:)‘/3153(’)‘e° 428856 8 20 130 | 07640130452275
80 PaZjez‘gff;g“ 428857 9 20 130 | 07640130452282
81 Palsgf‘z’;f3’ée° 428858 | 10 20 130 | 07640130452299
11
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N 06 Homep no HOMM“HaJ'I HomunHanbs| Pabouas YHNKanNbHbIA
0 O3HaueHue karanory | PHe' @ [Han anvnal anvHa naeHTUdUKaTop
[MM] [MM] [eMm] usgenua UDI-DI
82 Pasés[i‘gflig“ 428860 3 40 130 | 07640130452312
83 Paj“‘/i‘gfl%g“ 428861 4 40 130 | 07640130452329
84 P as,‘;‘/i‘g/3153(’)(e° 428862 5 40 130 07640130452336__
85 Pa"és/i%'/ig(’)(” 428863 6 40 130 | 07640130452343
86 Paisli‘gfég“ 428864 7 40 130 | 07640130452350
87 Pasés/i‘gff;g“ 428865 8 40 130 | 07640130452367
88 Pazs/i‘g/"gg“ 428866 9 40 130 | 07640130452374
89 Pafg/e:é?f;é” 428867 | 10 40 130 | 0764013045231 |
90 P 315;7263?3)8“ 428868 | 12 40 130 | 07640130452398
91 Pas35/esc:)-/31533(eo 428869 3 60 130 | 07640130452404
92 "ais/es%‘fls_.sé” 428870 | 4 60 130 | 0764013045241
3| Moo | 487L| S | 60 | 130 | 0764010452620
4| “Geoao | 42| 6 | 60 | 130 | 076a01i0aszezs
95 P 3575/%%'/31536‘% 428873 7 60 130 | 0764013045242 |
96 Pa-‘g;;‘g;l%g“ 428874 8 60 130 | 0764013045245
97 Pasgsl‘gg/3153 g‘“ 428875 9 60 130 | 07640130452466
98 P alsg/egaif;éw 428876 | 10 60 130 | 07640130452473
99 Paf;‘;g;f;g“ 428877 | 12 60 130 | 07640130452480
100 Pa?;;‘g/?’l%g” 428878 3 80 130 | 07640130452497
101 Pais‘/%‘g/3153ge° 428879 4 80 130 | 07640130452503
102 Passs/‘g‘gffgg“ 428880 5 80 | 130 | 07640130452510
103 Pasés/%‘g /3153(’)‘“ 428881 6 80 130 | 07640130452527
104| P 35‘75/%‘3/3153(’)(“ 428882 7 80 130 | 07640130452534
105 Pazs/%‘gflig“ 428883 8 80 130 | 07640130452541
106 Pasgs/%‘g/3153ge° 428884 o | 80 130 | 07640130452558
107 Pafg?ga?f;é“ 428885 | 10 80 130 | 07640130452565
108 Palsgig('):}’f;é“ 428886 | 12 80 130 | 07640130452572
12
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Homep no HOMMvHaJ'I HoMuHans| Pabouas YHUKanbHbIA
N? O6o3HaueHue bHbIN @ |Has AnNnHAEl ANKHa naeHTUPUKaTop
karanory [MmM] [MM] [cM] usgenna UDI-DI
109 Pa;ffgéff;é” 428887 | 3 100 130 | 07640130452589
110 pa:/sfga;’f;;“ 428888 4 100 130 | 07640130452596
111 Passffgaif;é“ 428889 5 100 130 | 07640130452602
112 Pass/sfga?f;é“ 428890 6 100 130 | 07640130452619
113 _Pa;j‘fg;f;é“ 428891 7 100 130 | 07640130452626
114 Passlsle&')‘;'f;é“ 428892 8 100 130 | 07640130452633
115 Pag/sfgaif;é“ 428893 9 100 130 | 07640130452640
116 P"i%“/el%'gfl;‘g° 428894 | 10 100 130 | 07640130452657
117 P‘i?ﬁ%ﬁé Xeo (428895 | 12 100 130 | 07640130452664
118 Pa;j‘fg;f;é” 428896 3 120 130 | 07640130452671
119 Paj;f;;f;é“ 428897 4 120 130 | 07640130452688
120 Passjf%?f;é“ 428898 5 120 130 | 07640130452695
121 Pagffg&?f;é“ 428899 6 120 130 | 07640130452701 |
122 Pa;;f%?f;é“ 428900 7 120 130 | 07640130452718
123 P e 428201 | 8 120 | 130 | 07640130452725
124 j%j;’éef_ | 428902 9 120 130 | 07640130452732
125 Palsos/el"z’gfl;‘g° 428903 | 10 120 130 | 07640130452749
126) f Ei‘;gfg? 428004 | 12 120 130 | 07640130452756
127 P a;jfg&?f;é“ 428905 3 150 130 | 07640130452763
128 Paj‘jle‘s’(';f;é“ 428906 4 150 130 | 07640130452770
| 129] __Pa__;f’zg;i’;é“ 428907 5 150 130 | 07640130452787
130 Pag;fg&?f;é” 428908 6 150 130 | 07640130452794
131 Pa;'/sfgé;f;é“ 428909 7 150 130 | 07640130452800
132 Pa;jle%?f;é” 428910 3 170 130 | 07640130452817
133 P . | 428911 | 4 170 130 | 07640130452824
134] a0 | 428912 | S 170 130 | 07640130452831
135 Pag/sf%ff;é“ 428913 | 6 170 130 | 07640130452848
13
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Ne o6 Homep no HonuvHan HomuHans| Pabouasn YHMKanbHbLIA
0 O3HaueHue katanory | ®"e¥ @ |Has anvHal anvHa | uaeHTUdUKaTOp
[MmM] [MM] [eM] usgenus UDI-DI
136 Pa;zf%‘;’f;é“ 428914 7 170 130 | 07640130452855
137 Pa;;;g&if;é“ 428915 3 200 130 | 07640130452862
138 Pa:;;g&;f;é“ 428916 4 200 130 | 07640130452879
139 P a;;;gaif;é“ 428917 5 200 130 | 07640130452886
140 Pag‘/sfga:/’f;é“ 428918 6 200 130 | 07640130452893
141 P a;f;g(’;f;é“ 428919 7 200 130 | 07640130452909
142 P a;;‘;ga;f%“ 428920 3 250 130 | 07640130452916
143 Paj;;ga?f;é“ 428921 4 250 130 | 07640130452923
144 P a;;;g&?f;é“ 428922 5 250 130 | 07640130452930
a5/ P ag/sggéif;é“ 428923 6 250 130 | 07640130452947
146 Pa;f;g(')*;’f;é“ 428924 7 250 130 | 07640130452954
147 Pagsl‘;‘g/:”f’?g“ 428925 3 20 170 | 07640130452961
148 Paisl‘;‘:)'/-”ls_}(’)‘e° 428926 4 20 170 | 07640130452978
o] “Saozo | 2897 | s | 2 | 170 | 0760130452005
150 Pazs/‘;‘gff’?g“ 428928 6 20 170 | 07640130452992
151 Pais/‘;‘:)'fls?g“ 428929 7 20 170 | 07640130453005
152 Pazs‘/ez‘gff?(’;e° 428930 s | 20 170 | 07640130453012
153 Pasgs‘/ez‘:)'ff?g“ 428931 9 20 170 | 07640130453029
154 Palsg‘;‘z’;;f?’(‘)“ 428932 | 10 20 170 | 07640130453036
155 Pas:f/i‘:)‘/isi/.g“ 428934 3 40 170 | 07640130453050 |
156 Paff/i‘; /3157(’)(“ 428935 4 40 170 | 07640130453067
157 Pafsji‘g /3157(’)‘“ 428936 5 40 170 | 07640130453074
158 Pa%—"/i‘g /31573(“ 428937 6 40 170 | 07640130453081
159 Pas;s/i‘g /3157(’)(“ 428938 7 40 170 | 07640130453098
160 F a0 /31572;“ 428939 8 40 170 | 5)76401304510_41
161 Pasgs/i‘:)‘ /3'157(’)‘” 428940 9 40 170 | 0764013045311
162 Pafg;":;f?’é“ 428941 | 10 40 170 | 07640130453128
14




163

164

165

166

167

168

169

170

171

172

173

174

175

176

177

178

179

180

181

182

183

184

185

186

187

188

189

O6o03HauyeHue

Passeo0-35 Xeo
12/40/170
Passeo-35 Xeo
3/60/170
Passeo0-35 Xeo
4/60/170
Passeo0-35 Xeo
5/60/170
Passeo-35 Xeo
6/60/170
Passeo-35 Xeo
7/60/170
Passeo-35 Xeo
8/60/170
Passeo0-35 Xeo
9/60/170
Passeo-35 Xeo
10/60/170
Passeo-35 Xeo
12/60/170
Passeo0-35 Xeo
3/80/170
Passeo-35 Xeo
4/80/170
Passeo-35 Xeo
5/80/170
Passeo0-35 Xeo
6/80/170
Passeo0-35 Xeo
7/80/170
Passeo-35 Xeo
8/80/170
Passeo0-35 Xeo
9/80/170
Passeo0-35 Xeo
10/80/170
Passeo0-35 Xeo
12/80/170
Passeo0-35 Xeo
3/100/170
Passeo0-35 Xeo
4/100/170
Passeo0-35 Xeo
5/100/170
Passeo-35 Xeo
6/100/170
Passeo-35 Xeo
7/100/170
Passeo-35 Xeo
8/100/170
Passeo-35 Xeo
9/100/170
Passeo-35 Xeo
10/100/170
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Homep no
Kartanory

428942
428943
428944
428945
428946
428947
428948
428949
428950
428951
428952
428953
428954
428955
428956
428957
428958
428959
428960
428961
428962
428963
428964
428965
428966
428967

428968

HomunHan HomuHanb Pabouan
bHbIM 0 Hasa AnvHa A/nHa

Ml
12

3

10

12

10

12

10

MMl
40

60

60

60

60

60

60

60

60

60

80

80

80

80

80

80

80

80

80

100

100

100

100

100

100

100

100

femT
170

170

170

170

170

170

170

170

170

170

170

170

170

170

170

170

170

170

170

170

170

170

170

170

170

170

170

YHUKanbHbI
ngeHTnunKaTop
nspgenna UDI-DI

07640130453135
07640130453142
07640130453159
07640130453166
07640130453173
07640130453180
07640130453197
07640130453203
07640130453210
07640130453227
07640130453234
07640130453241
07640130453258
07640130453265
07640130453272
07640130453289
07640130453296
07640130453302
07640130453319
07640130453326
07640130453333
07640130453340
07640130453357
07640130453364
07640130453371
07640130453388

07640130453395
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Ne 08 Homep no Homuvnan HomuHanb| Pabouasn YHUKanbHbIA
0 O3HauyeHue katanory | PHBW @ |Han anvna| anuka naeHTubuKaTop
[MMm] [MMm] [cM] unsgenua UDI-DI
190 Pis‘zsﬁ%'g/sl;(? 428969 | 12 100 170 | 07640130453401
191 Pa;jf‘z’éif?’é“ 428970 3 120 170 0764013045321“81
192 Pa:ffgc’;f;é“ 428971 4 120 170 | 07640130453425
193 Pag/sfg(')‘;‘f;é“ 428972 5 120 170 | 07640130453432
194 Pag/sfg(‘):/’f7’ée° 428973 6 120 170 | 07640130453449
195 Pa;/sfga:;f;é“ 428974 7 120 170 | 07640130453456
196 Pagjfg(‘)';’f;é” 428975 8 120 170 | 07640130453463
197 Pa;/sle‘z’ajf;é“ 428976 9 120 170 | 07640130453470
198 Pi%i'i"z'gfl?? 428977 10 120 170 | 07640130453487
199 Piszs‘/‘*l"z'g/sl.’;? 428978 12 120 170 | 07640130453494
200 P a;j’fga?f?’é” 428979 3 150 170 | 07640130453500 |
201 Paj;fga?f;é“ 428980 4 150 170 | 07640130453517
202 Pa;;fga?f;é“ 428981 5 | 150 170 | 07640130453524
203 Paglsfgc'):}’f;é“ 428982 6 150 170 | 07640130453531
204| P a;‘jlegg}’f;é“ 428983 7 150 | 170 | 07640130453548
205 Pa;ff;’a?f;é“ 428984 3 170 170 | 07640130453555
206 Paj’ff%?f;é“ 428985 4 170 170 | 07640130453562
207 Pa;ff;’;f?’é“ 428986 5 170 170 | 07640130453579
208 Pag/sf%?f;é“ 428987 6 170 170 | 07640130453586
209 P a;/sf;’('jf;é“ 428988 7 170 170 | 07640130453593
210 Pa;;;ga;’f;é“ 428989 3 200 170 | 07640130453609
211 Pajj;ga?f;é“ 428990 4 200 170 | 07640130453616
212 Passlsggc‘if;é“ 428991 5 200 170 | 07640130453623
213 Pagj;g;f?’é“ 428992 6 200 170 | 07640130453630
214 Pa;;;ga;’f?’é“ 428993 7 200 170 | 07640130453647
215 Pa;j;‘s’aff?’é“ 428994 3 250 170 | 07640130453654
216 Pajlszeg;f;é” 428995 4 250 170 | 07640130453661
16
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HoMeDp 1o Homunan| HoMuHans| Pabovan YHUKaNbHLIA
N¢ OboanaveHune xa‘ra:o bHbIA & |HaR anvHal ATMHa uaeHTudpuKkaTop
Vi [wm] | [mm) [em) enus UDI-DI
Passeo-35 Xeo
217 5/250/170 428996 5 250 170 07640130453678
Passeo-35 Xeo
218 6/250/170 428997 6 250 170 07640130453685
Passeo-35 Xeo
219 7/250/170 428998 7 250 170 07640130453692
17




Tabnuua 5. 0630p InHeNKKM Npoaykuun ¢ pabouel AnuHoW 90 cM

HauMeHoBaHWe n3penun HomuHanbHaa aauHa Sannona [MM]
PAP HoMuHanbHLI
SD [aTh) IS @ [MM] 20 40 60 80 100 120 150 170 200 250
21 3,0 428777 | 428786 | 428795 | 428804 | 428813 | 428822 | 428831 | 428836 | 428841 | 428846
[ 20 4,0 428778 | 428787 | 428796 | 428805 | 428814 | 428823 | 428832 | 428837 | 428842 | 428847
19 5F 5,0 428779 | 428788 | 428797 | 428806 | 428815 | 428824 | 428833 | 428838 | 428843 | 428848
M 16 6,0 428780 | 428789 | 428798 | 428807 | 428816 | 428825 | 428834 | 428839 | 428844 | 428849
15 7,0 428781 | 428790 | 428799 | 428808 | 428817 | 428826 | 428835 | 428840 | 428845 | 428850
14 8,0 428782 | 428791 | 428800 | 428809 | 428818 | 428827
12 6F 9,0 428783 | 428792 | 428801 | 428810 | 428819 | 428828
L
11 10,0 428784 | 428793 | 428802 | 428811 | 428820 | 428829
10 | 7F 120 [N 428794 | 428803 | 428812 | 428821 | 428830
[ocTynHbie pazMepbl U3aeNUS
HegocrynHbie pasMepbl uaaenvs
Tabnuua 6. 0630p nvuHeky npoaykuum ¢ pabouen anuHon 130 cM
HavmernosaHue nsgenus HoMuxanbHan anuHa 6annoHa [MM])
PAP HoMuHanbHblit
SD [a) IS B [MM] 20 40 60 80 100 120 150 170 200 250
s 21 - 3,0 428851 | 428860 | 428869 ; 428878 | 428887 | 428896 | 428905 | 428910 | 428915 | 428920
20 4,0 428852 | 428861 | 428870 | 428879 | 428888 | 428897 | 428906 | 428911 | 428916 | 428921
18

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




HepoctynHsie pasMepol usgenus

Tabnuua 7. 0630p nuHelikn npogykuun ¢ paboueit AnnHoi 170 cM

HauMeHoBaHWUE U3SEUA . HoMmuHansHaa anuua 6annoHa [MM]
PAP HoMHHanbHLIA
sD [av] IS @ [MM] 20 40 60 80 100 120 150 170 200 250
19 5,0 428853 | 428862 | 428871 | 428880 | 428889 | 428898 | 428907 | 428912 | 428917 | 428922
M 16 6,0 428854 | 428863 | 428872 | 428881 | 428890 | 428899 | 428508 | 428913 | 428918 | 428923
1S 7,0 428855 | 428864 | 428873 | 428882 | 428891 | 4283900 | 428909 | 428914 | 428919 { 428924
14 8,0 428856 | 428865 | 428874 | 428883 | 428892 | 428901
L 12 6F 9,0 428857 | 428866 | 428875 | 428884 | 428893 | 428902
11 10,0 | 428858 | 428867 | 428876 |-428885 ‘| 428894 | 428903
10 | 7F 120 [ 228868 | 428877 | 428886 | 428895 | 428904
AocTynHete paamepbl uspenns
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HaviMeHoBaHUE U3aenua HomwvHancHas anvHa Sannoxa [MM]
PAP | HoMUHaRbHLIA
sD (amM] IS & (MM} 20 40 60 80 100 120 150 170 200 250
21 3,0 428925 | 428934 | 428943 | 428952 | 428961 | 428970 | 428979 | 428984 | 428989 | 428994
S 20 - 4,0 428926 | 428935 | 428944 | 428953 | 428962 | 428971 | 428980 | 428985 | 428990 | 428995
19 5,0 428927 | 428936 | 428945 | 428954 | 428963 | 428972 | 428981 | 428986 { 428991 | 428996
M 16 6,0 428928 | 428937 | 428946 | 428955 | 428964 | 428973 | 428982 | 428987 | 428992 | 428997
19



HaumeHoBaHue n3penua HomuxanbHan anvHa 6annoHa [MM])

SD PAP IS HoMuyHanbHbiA

[aTh) @ [MM] 20 40 60 80 100 120
15 7,0 428929 | 428938 | 428947 | 428956 | 428965 | 428974
14 8,0 428930 | 428939 | 428948 | 428957 | 428966 | 428975
12 6F 9,0 428931 | 428940 | 428949 | 428958 | 428967 | 428976
L 11 10,0 428932 | 428941 | 428950 | 428959 | 428968 | 428977
10 7F 12,0 428942 | 428951 | 428960 | 428969 | 428978

AoCTynHbIE pa3Mepbl M3AENUA

Hepocryndbie pasMepsl uagenus
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10.2. FrabapuTHble pasmMmepbl

10.2.1. Pasmepbl 6annoHa
(erg.\T;saﬁﬂebme% HA HA PAP PAP 6aﬁ1v1lzr:Tlspm 6aﬁ1v'llg:\jZT£pm
[MM]) [aTm] [kMa] [aTm] [kMa] HA, [Mm] PAP [Mm]
3 9 912 21 2128 2,97 3,15
4 9 912 20 2027 4,05 4,28
5 9 912 19 1925 4,96 5,25
6 9 912 16 1621 5,94 6,19
7 9 912 15 1519 7,03 7,30
8 9 912 14 1419 8,01 8,29
9 9 912 12 1216 9,03 9,24
10 8 811 11 1115 9,95 10,16
12 8 811 10 1013 11,92 12,11

Tabnuua 9. [laHHble O PacTsH>XUMOCTHU
YKa3zaHHbI Ha aTuKeTke agnameTp [Mm]

[anm] 03 04 05 06 07 08 09 010 012
6 2,89 3,93 4,78 5,74 6,75 7,71 8,69 9,72 11,67
7 2,91 3,97 4,84 5,83 6,86 7,82 8,83 9,85 11,80
8 2,94 4,01 4,90 5,88 6,95 7,93 8,94 9,95 11,92
9 2,97 4,05 4,96 5,94 7,03 8,01 9,03 10,02 12,01
10 2,99 4,08 5,00 5,99 7,08 8,08 9,11 10,09 12,11
11 3,02 4,11 5,04 6,04 7,14 8,14 9,18 10,16
12 3,03 4,14 5,08 6,07 7,18 8,20 9,24
13 3,05 4,16 5,11 6,10 7,22 8,25
14 3,07 4,18 5,13 6,13 7,26 8,29
15 3,08 4,20 5,16 6,16 7,30
16 3,09 4,22 5,18 6,19
17 3,11 4,24 5,20
18 3,12 4,26 5,22
19 3,13 4,27 5,25
20 3,14 4,28
21 3,15
HomuHanbHoOe paBrieHune PacueTHoe pgaBsieHue pa3spbiBa
21
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Tab6bnnua 10. AnunHa 6annoHa/paccTosiHune

Mpynna wnsgenuni

(HoMuHanbHaa gnuHa [Mm])

20
40
60
80
100
120
150
170
200

250

HomunHanbHaa gnnHa 6annoHa

-5/+5 mMm

HomMmmnHanbHaa gnuHa 6annoHa

-8/£8%

MapkepHoe paccTtosiHune
C/TOXXKEHHOro 6annoHa
(BHewHue kpas) [mm]

OnvHa unnnHagpuyeckom
yactu npu HO [mm]

20 5 20 -0/%5
40 *5 40 -0/%x5
60 +5 60 -0/%5
80 +6.,4 80 -0/%5
100 %8,0 100 +3,0
120 %+9,6 120 %3,6
150 +12,0 150 *+4,5
170 %=13,6 170 %£5,1
200 *16,0 200 +6,0
250 20,0 250 %=7.,5

HomunHanbHasa gnvHa 6annoHa
-0/+5 mm

HomunHanbHaa gnuHa 6annoHa
+3/-3%

Tab6nmya 11. PacTsHkMMoOCTb 6as/ioHa B OCEBOM HanpaB/ieHUun

Mpynna mnsgenuin (HOMUHanbHbIA O

[vm])

Bce pas3mepbl

10.2.2.

Mpynna nagennii (HoMMHanbHbIM O [MM])

3-5
6-7

8-12

Tabnuua 13. Pabouyas gnnHa
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Pasmepbl wadTa

PacTaxnmocte 6annoHa B oceBOM HanpassieHUn [%]

(HA-PAP)

< 15

Hapy>HblVi gnameTp Hapy>Horo wadta [Mm]

1,70 -0,05/%0,05
1,71 -0,06/%+0,04

1,81 -0,06/+0,04



pynna un3gennin (HoMMHanbHasa pabouas
anvHa [cm])

90
130

170

10.2.3. Mpodnab cnuctembl AgocTaBKU

pynna wnsgenuni

(HOMUHanbHbI 0 [MMm]) npocunb [mMm] anameTtp [mm]
3-5 < 1,83 < 1,83
6 < 1,85 < 1,85
7 < 1,88 < 1,88
8 < 2,03 < 2,03
9 < 2,06 < 2,06
10 < 2,11 < 2,11
12 < 2,32 < 2,32
10.3. PyYyHKLMNOHA/IbHbIE XapaKTepPUCTUKN mnsgenuns
10.3.1. MuUHUMasnbHbIN pa3Mep NPOBOAHUKOBOIo KateTepa/uHTpoabiocepa

Pabouvasa gnuHa [cm]

MaKcuMasibHbIi MonepeYHblii

90 +2,5
130 2,5

170 x2,5

MaKcuManbHbIi HapPY>XHbI

MuUHUMaNbHLI pasmep MHTpoAblocepa onpenesisieTcss Ha OCHOBEe MPOgUAS CUCTEMbI AOCTAaBKU

(MakcumanbHbI HapPyXXHbI gnameTp).

Tabnunuya 15. MMHMManbHbLIA pa3mep NPOBOAHUKOBOrO Katetepa/mHTpoablocepa

Mpynna nsgennin (HOMMHaNbHbIN O

[MmI)
3-5

6

10

12
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5F:

5F:

5F:

6F:

6F:

6F:

7F;

> 1,83
> 1,85
> 1,88
> 2,03
> 2,06
> 2,11

> 2,32

MM

MM

MM

My

MM

MM

MM

Pasmep mHTpogbtocepa [F]
(BHYTpeHHUn anameTp [mm] u [atonm])

unn 0,072 arwoima
win 0,073 aronma
wnn 0,074 pgroiva
nnn 0,080 groiima
mnn 0,081 groiima
mnn 0,083 grovima

mnn 0,091 grorima
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10.3-2.

ANNTEeNnLHOCTb PpasayBaHWA N CAYBAHNA

Tabnuua 16. Bpems pazayBaHus u caysaHus 6annoHa

Bpemsa pasaysaHus/caysaHmns [c]
PA B cM
6‘“"""3 @ 6annoHa Cpeaa
annoHa
[MM] [(MuM] 90 130 | 170
3-10 <60 | £60 | <110
20-120
12 <80 | <80 (=110
150 3-7 < 60 < 60 <110 ° Visipaque 320 (HeMOHHbIﬁ), 50% c
$dn3nonornyecknm pacTtsopom
e Hexabrix 320 (MOHHbIKW), 50% c
3-5 s 60 <60 | <110 dn3nonormyecKknM pacrsopom
170-200
6-7 <80 | <80 | <110
250 3-7 <80 (| <80 | £110
11. MaTtepuansl, M3 KOTOPbLIX WM3roToB/IEHO MeAUUNHCKoe

nipenne n KOHTakKrT C opraHM3IMomMm yenoseka

Ta6nuua 17. MaTepwanbl, U3 KOTOPbIX WU3rOTOBNEHO MEAUUUHCKOE W3Aenne N KOHTAKT C

OpraHn3MoM yenoBeka

KoHTaKT ¢
OpraHnu3MoMm
(]
Ne KoMnoHeHT yenosexa Marepunan Kpacutens/[lo6aska
(Ba/Her)
1 bannoH Aa MNonvamng 12, HaTypanbHbIA HeTt
rmapogobHoe -
2 "°Kpb:":cg2:nn°H’ na Cmecb 99% lMenTtaH/1% Hert
P CunnkoH
NPOBOAHMKA,
HapyXHbIA wadT) _
MonnadupHbIA 6nokamu, _
3 [BeyxnpocBeTHbIi fa HaTypanbHbin ]
wadpT .
- NMUrMeHT 3eneHbin
3awuTa oT TepMONNacTUUHbIA )
4 nepernba Her BYNKaHW3aT, HaTypanbHbIl Het
MaHudona S . He pocTtynHo
5 (KonnekTop) Aa Grilamid ¢pvoneToBbI (MurMenT)
NonnadpupHbin 6nokamuy, _
. HaTypanbHbIi
6 | BHyTpeHHnih wadT Aa —-
- MurMeHT 3eneHbin
MNonuadupHbli 6nokamuna, _ B
7 Konumi Aa HaTypanbHbIA

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

24



KoHTakr ¢
OpPraHu3MOM
N¢ KoMnoxenT NEROBERD Marepuan Kpacurenn/lo6aBKa
(Aa/Her)
- WrMeHT 3eneHblin
PeHTreHOKOHTPAaCTH
8 bifi MapKep (2 wWT.) Het MNnarrnra 90%/Wpnanii 10% Her
9 Y®-knei HeTt Kneii Her
Tpybka n3
10 rpuAaMuaa Her Monuamua 12, HaTypanbHbii Her

BM KOHTAKTA € OPraHMIMOM Yeltiosexa
Katerep nepudepnueckuii pacwumnpsiowmuin Passeo-35 Xeo nmeer cneayiowmnin BuA KOHTaKTa ¢

OpraHN3MoM Yenoseka.

Tabnuua 18. Bua KOHTAKTa € OPraHU3MOM Yenosexa
KoMnonenT BuA KOHTAKTa € OPraHn3MOM YenoseKa

KaTeTe Usgenve, npucoeanHaeMoe U3BHE, UMEIOLLee KPAaTKOBPEMEHHbIA
P KOHTaKT {MeHee 24 4acos) € UMPKY/IMPYIOLIEN KPOBbLIO,

12. AHanns pmckos

Bo epems paspaborku KaTeTepa nepudepuveckoro pacwupsiowero Passeo-35 Xeo 6bin
APOBEAEH TIMATENbHBIA dHANN3 PUCKOB B COOTBETCTBMM C CEPTUDMULIMPOBRHHLIM ANSAWHOM W
CTAHAAPTHLIMK ONEPALMOHHLIMU ITPOUEAYPaMU NO YNPABAEHUIO PUCKOM KOMNaHMu BIOTRONIK
(e cooTBeTCcTBMU# ¢ ISO 14971). B xoae aHanu3a 6biin oueHeHbl K KaacCcUdUUUPOBaHbLI
COrNacHo BEPOATHOCTH M BbiPAXXEHHOCTU BO3MOXHbIE ONACHOCTH, CBA3AHHLIE C pa3paboTKoW,
DYHKUMOHANLHOCTLIO W WCMONL30BAHUEM u3genMin. Ecnn puckn Obitn onpeaeneHbl Kak
HEeAONYCTUMLIE, NPUHUMANUCL 3AEKBATHLIE Mepbl ANA YCTPAHEHUR UAN  MUHUMU3AUWK
COOTBETCTBEHHO K BEPOATHOCTH U/UAN BbIPAXEHHOCTU ONacHocTh, TpebyeMmbie MeponpPUATUR
no MMHUMMU3AUUKM pMucKka Bbinv pasaeneHbl Ha cnegylowme KaTeropuu: HenocpeacTseHHbIe,
onocpeaosaHHbie W npegynpeauTenshsie.  JPGEeKTUBHOCTb BCEX MEponpusiTUA  no
MUHUMU3AUMKW PUCKA GbiNa UCNBLIT3HA BO BpeMs BepubuKkauvn/sannaaumnn NpoayKTa.

13. Ynakoska

Passeo-35 Xeo NocTapNfercs B CTEPUNLHON ynakoske,

BannoHHbIM KaTeTep Passeo-35 Xeo pacnonaraerca 8 3allMTHOM KOMbUE, KOTOPOEe 3almilaer
Karetep OT NOBPEXAeHWW. 3aTeM 33aWWUTHOE KONbUO NOMEWAIOT B CTEpUNbHLIA Naker,
cocToswni U3 ABYX KOMBUHUPOBaHHLIX neHoK {13T/N3) c oAHOA CTOPOHB! U NNeHKY TalBek
(Tyvek) (Muxpobnonornuecknii 6apbep) ¢ APYroM CTOPOHbI, KOTOPbLIE 33aNeYaTbiBalTCs
BMecTe, 06pasys 3aKpLiThii KOHTEHHEP. DTOT nakeT obecnevynsaer auddysuw rasoobpasHoro
OKCMAA 3TUAEHA, HO HEeNPOHMUAEM ANA BakTtepuid. 3altUTHOE -KOALLD U CTepUNbHLIA nakeTt
COCTABNSIOT BHYTPEHHRIOKD YNAKOBKY.

Oank (1) crepunbHBIM NAaKeT YNAKOBHBAIT 8 OTARNLHYIO KAPTOHHYIO KOpPobKy (ToBapHy:o
YNakoBKy), KOTOpasi 3ane4aTaHa OAHON NevaTeid Kadyecrsa {(QSI-Seal).

3TUKETKN Ha NPOAYKUMIO HAHOCATCA KaK Ha BHYTPEHRIONI, TAK ¥ Ha BHEWHIOW YNAKOBKY,

14, Mapxuposka

14.1. YcnosHbie 0603HAMEHUA HA MAapKUpoBKe

25
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Tabnuua 19. YcnosHbie 0603Ha4YEeHUA Ha MapKUpoBKe

Fpadmnueckunin cumson

Onucanue

STERILE|EO

CTepunusaumnsa oKCMAOM 3TUNEHa

g
-
e ’,

._’

Bepeuyb OT Bnarun

He ctepunu3osaTb NOBTOPHO

O6paTuTech K UHCTPYKLUUM NO NPUMEHEHUIO

3anpeTr Ha NOBTOPHOE NPUMEHEHne

He AonyckaTb BO3AEACTBUA CONHEYHOro cBeTa

[Aata n3rotosneHus

n3rorosutens

OcTopoxHo!

Ucnonb3o8aTb A0

Koa naptuu

HoMmep no katanory

@

He ncnonb3oBaTh Npu NOBPEXAEHUN YNAKOBKMW

NP

HoMuHanbHOE AaBnexune

RBP

HoMmunHanbHoe aasneHne pa3pbisa

¥

Npeaen TeMnepaTypbl XpaHerUs

i

JonycTtuMblie OTKNOHEHWUA Npedena TeMnepaTypbl XpaHEHUn

GTIN Fno6anbHbIN NAEHTUPUKALUNOHHBIA HOMEp ToBapa
c € 2797 Mapkuposka CE
Iy ]
1;5 QR-koAa
I Bepx
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padcmnuecknin cnmeon OnwucaHune

7 Xpynkoe. OCTOPOXHO

BTopnuHas nepepaboTka

14.2. Tabnuya pacTa>KMMOCTHU

Pa$se0-35 Xeb

1" 1 Compliance Data
» Periph”*ralDilatatibn Catheter
-p3 atm 06 atm [mm] 05 atm [mm]
8 2.96 8 6.01 8 6.90
NP 9 2.97 NP 9 6.05 NP 9 1] ™~
12 3.03 12 6.16 12 5.08
16 3.09 16 6.22 16 5.18
RBP 221 3.15 RBP 20 6.28 ~“RBP ; 19 i; 5.2s\
on atm *“Nmm] 07 °© atm [rm] 08 atm [mm]
8 5.88 8 6.95 8 7.93
NP 9 5.96 NP 9 7.03 NP 9 801
1 6.06 1 7.16 10 8.08
U 6.13 13 7.22 12 8.20
RBP 16 6.19 ; RBP * 15 ; 7.30 : RBP T U 'ji* 829
]E_Ll]_tmml olo atm [mm] 012 atm [mm]
8 8.96 7 9.85 7 11.80
NP 9 9.03 NP 8 9.95 NP ~ 8 11.92
10 911 9 10.02 9 12.01
1n 9.18 10 10.09 : RBP j. " 1070 21T
; RBP 2~ 12 i 926 ; RBP ; ii i 10A6
NP  Invitro testing has shown that the balloons will reach their nominal size at given Nominal Pressure.

RBP Invitro testing has shown that with 95% confidence. 99.9% of the balloons will not burst at or
below the given Rated Burst Pressure. DO NOT exceed RBP.

® BIOTRONIK

i29Ai7/A/2019-08 excellence for life

A Refer to accompanying instructions for use

Tabnnya 20. MHpopmayuua Ha Tabnunue pacTaXXMMOCTU U ee pacliudpoBka
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UHdopMauma Ha Tabnuue pacTAXXUMOCTH

Pacwudposka

Compliance Data

Tabnuuya pacTsXmMMoOCTn

0] OnameTp

atm ATMmocodepa

mm MunnumeTp -
NP HAO (HoMuUHanbHOEe paBneHwne)

RBP PAP (pacqe'rH:e hAasneHne pa:apbl_sa)

In vitro testing has shown that the balloons
will reach their nominal size at given
Nominal Pressure.

UccnepoBanmsa in vitro nokasanu, 4TO BCe
6annoHbl pocruranu HOMWHaNbLHLIX
pa3Mepos nNpuM 3aN4aHHOM HOMWHANbLHOM
nasneHum.

In vitro testing has shown that with 95%
confidence, 99.9% of the balloons will not
burst at or below the given Rated Burst
Pressure. DO NOT exceed RBP.

UccneposaHna in vitro nokasann ¢
AOCTOBEPHOCTLIO 95%, uTO 99,9% 6annoHoB

He pa3pbiBaOTCA npm 3afaHHOM
HOMWHaNbLHOM flaBneHun paspsiBa unu bonee
HU3KOM AaBncHuu, He npesbianTe

HOMWHaNbHoOC aAasnenue paspoisa (HAP).

Refer to accompanying instructions for use

O6paTturecs K CONpPOBOANTENbLHLIM
MHCTPYKUMAM NO MPUMEHEHUIO

15. Crepunnsaumna, ounctka m aeamHdexumn

KaTeTep nepudepuueckui pacwumpsiownii Passeo-35 Xeo nNOCTaBnsieTCca CTepUNbHbLIM.
Crepunusauma OCywecTBNAETCS OKCMAOM 3TuneHa. YposeHb obecneyeHns CTepunbHOCTY:
MuHuMyM 106, U3apenne ctepunbHO Nocne 0AHOFO LIMKNA CTepunn3auunu.

He noAneXxuT NOBTOPHOM CTepuAn3auunu.

Ouuncrka, Ae3nHbEeKUMs U NOBTOPHAs CTepunu3auva HenpuMeHuMbl, T.K. wu3aenuve
NpeAHa3HaAYeHOo AN OAHOKPATHOrO MCNONbL30BaHUA.

16. Uudopmauma o KPaTHOCTU UCNOJTb30BAHUA U TEXHUYHECKOM

o6cny>xnBaHnn/peMoHTe n3genun

KaTeTep nepudepnyecknii pacwunpsiowmnn Passeo-35 Xeo ABNAETCA OAHOPA30BLIM U3NENMNEM
¥ HE NOANEXUT TEXHUYECKOMY 06CNYXWBAHWIO N PEMOHTY.

KaTtetep nepudepuyeckmi pacwupawowmnin Passeo-35 Xeo nNpeaH33HaueH TONbKO ANA
OAHOKpATHOro wucnonb3losaHua. HENb3A nosTopHO wucnons3osate u3genue. [osTopHoe
MCNONB3OBaHWE U3AENUA COo3AaeT NOTeHUYWaNbHbIA PUCK MHOUUNPOBAHWUA NAUWUEHTA WU
nonb3oBaTensi. 3arpA3HEeHUe U3AENNA MOXET NPUBECTN K NospexaeHuto, 3abonesaHnio nnn
cMepTH naumeHTa.

17. NMepeuyeHb pacxofnHbIX MaTepuanos, npoueaypa wux
NpMMEHEeHNA N 3aMeHbl
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KaTetep nepudepuyecknin pacumpsiowmin Passeo-35 Xeo fBnsercs 0/HOPasoBbIM U3ACNUEM
U HEe COABPXUT PACXoaHbIX Marepwanos.

18. Cpok rogHocTi (CPOK COXpaHEHUA CTEPUALHOCTN)

CpoK rogHocTk usgenusa cocraensiet 3 (Tpu) roaa.

19, YCnoBMuA TPAHCNOPTHPOBKK, XPAaHEHMA M SKCITyaTaunm

DaHHOE MEeAUUMHCKOE W3Aenve TPaHCNOPTUPYIOT BCEMW BWAAMU TPAHCNOPTA B KPbITbIX
TPAHCNOPTHLIX CPEACTBAX B COOTBETCTBUU C TpeGoBaHMAMW U NPABUIAaMK NEPEBO3KU MPy30B,
ACHCTBYIOLMX HA TPAHCNOPTE KaxAoro BuAA. C MeAWUMHCKUM M3fenneM HeobXoanuMo
0o6pallaTbCA C OCTOPOXHOCTLIO. XPaHUTe B OPUrMHANBHOW YNAKOBKE, 8 CYXOM, TEMHOM ¢
npoxnagHoM Mecre.

Bo speMs TPAHCNOPTUPOBKKU, XPAHEHUS K 3KCNAYATAUUN MEAULIMHCKOro W3Aenus, HeobxoanMo
NPUAEPXUBATLCH CNeAYIOWMX YCROBUIA:

Tabnuua 21. YCNOBUR TPAHCNOPTUPOBKYW, XPAHEHUA U IKCNAyaTauum

Pexum TpaHcAopTUpOBKa XpaHeHue Skecnnyavaumns

TeMmnepartypa ot 10°C a0 40°C ot 15°C ao 25°C oT 15°C a0 25°C

Ocobuix TpeboBanui K | Ocobbix TpeGoBaHUi K Vanenne ycrolumeo k

BnaxHoCTb BJIAXHOCTH B0O3AYyXa | BRaXXHOCTH BO38YXa g:ﬂzm?:ux
Her HeT xuakocrei {(kposu)
Ocobbix TpeGosanuii K | Ocobuix TpeGosanui K | Ocobbix TpeSosBaHul K
A;:g:f:g Hoe aTMochepHOMy aTMmochepHoMy arMochepHomy
A AABNEHUIO HET AABAEHMNIO HET DABACHUIO HET |
KpaTkoBpeMeHHule OTKNOHEHUA TeMNepaTypol xpaHeHus oT 10°C ao 40°C aonyckaotca A0 48
yacos.
20. lapaHTHA ¥ OTBETCTBEHHOCTb

OdaHHoe wn3penue n Kaxabil M3 ero KOMMOHEHTOB (Aanee MMeHyembie «uspenuer) Golnmn
pa3paboTaHbi, W3roTOBNEHbl, WCNbLITAHLI W YNAKOBaHWM C MAKCHMANbLHO BO3MOXHOW
TIAaTeNbHOCTLIO. OAHAKO nNOCKonbKy koMnaHus BIOTRONIK He KOMTPONMPYET YCNnoBMA
NPUMCHEHNA MU3QCNUA, COAEPXUMOS MHCTPYKUMU NO TPUMEHEHWID Cneayer CcuuTaTe
HEOTHEMAEMOW YACTLIC AAHHOrD OTKA3sa OT OTBETCTBEHHOCTM Ha CAywail BO3MOXHOrO
HapyWeHWs NPeayCMOTPEHHOr0 (PYHKUWOHANLHOMO HA3HAYEHWA M3AENMA N0 Pas3NIUHHbLIM
npU4vHaM,

Komnanus BIOTRONIK He rapaHTUpyeT HEBO3MOXHOCTL HACTYNAEHNA CNegylowux coboimvii:
* HencnpasHOCTL MAWN OTKa3 nagenus

¢ MIMMYHHbDIA OTBET NALKEHTa Ha uspenve

o BOSHUKHOBEHUE MEAULIMHCKWX OCNOXHEHUA NPU UCNONL30BAHUU NPOAYKTAa WAKW BCheACTBNe
KOHTaKTa NPOAYKTA C TEAOM NAUMEHTa

KoMnanua BIOTRONIK He HeceT HMKAKOI OTBETCTBEHHOCTH 33!

. MpuMeHeHne uwagenus, He COOTBETCTBYIOWEee Ha3HaYeHUIo/NOKAIAHNAM,
NPOTMBONOKAa3aHUAM, NPEAYNPeXACHUAM, NPEAOCTEPEXEHUAM K YKAIAHUAM NO NPUMEHEHNIO,
YKA3aHHLIM B WHCTPYKUMHU MO NPUMEHEHUIO

* MogndUKaUMIO NCXOAHOIO N3zenus

* Cnyvan, KOTOPLIE HEBO3MOXHO NPEAYCMOTPETb H3 MOMEHT AOCTABKU U3AENUA Ha OCHOBEHUN
COBPEMEeHHOro YpoBHA HAYKU M TEXHNUKH

* Cnyuau, nponcxogawmue ¢ ApyruMm ycrpoictaamun koMnanun BIOTRONIK unu ycrpoicrsamu,
He npHHagnexawumm KoMnadnu BIOTRONIK
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e Cnyuan, BO3HUKWUE B pe3ynbTare AEWCTBUR HENPEOAONUMOR CUAbI, BKNIOHAA, HO He
OrpaHUYMBaANACEL CTUXUHHLIMK 6eACTBUAMN

BbiweykasaHHbIE NOMOKEHUA HE 3aTParMBaloT OTAENbHO COrfIACOBAHHONO C KNWEHTOM OTKa3a
oF ¥ (MNM) OrpaHMueHUA OTBETCTREHHOCTW B CTeNEeHW, PaspeleHHOl AeRCTBYIoWNM
3aKOHOARTENLCTBOM,

NpoussoanTent rapaHTUPYET COOTBETCTBUE AAHHONO MEAWULIMHCKOrO M3NEUA 3aRBNEHHLIM
XapaKTepUCTUKaAM B Npeaenax COXPaHeMUS CPOKa ero CTEPWMABHOCTU, NPU YCNOBUW, HTO
nonL3oBaTtens cobnAaeT TpeGoBaHMA, YKasaHMbie B IKCANYaTaUUOHHOM AOKYMEHTaLUMM
NPOU3BOANTENS,

21, MopAAOK OCYWECTBASGHNA YTUAM3IAUNUN MIN YHUUTOXKEHNA
MEAMLIMHCKOro nagennn

U3aenua, KOTOPLIe KOHTAKTUPOBAaNU € KPOBbIO ¥ (MNK) APYruMKM BMONCrMYECKUMU XXMAKOCTAMMU
NAUWEHTOB CneayeT YTWIM3NpOBarth B COOTBETCTBWMM C TpeboBaHusMU No obpauieHnio ¢
MEANUUHCKWUMW OTX0AaMU, YCTaHoBNeHHuIMM CarluH 2.1.3684-21 aAns knacca b u Apyrumu
HOPMaTUBHbIMW akTaMu PoccMickoin depepauun.

Heucnonb30BaHHbLIE M3ACNNA, BKAKYAA U3ASAMA C MCTEKWWM CPOKOM MOAHOCTH (KOTOpLIE He
KOHTEGKTMPOBANN € OUONOrMMECKMMU XUAKOCTAMM NAUWEHTORB) CNEAYET YTUAW3IWPOBaAThL 8
COOTBETCTBUMW C NPOULAYPOR yTHAN3AUMM TBEPALIX XO3ANCTBEHHbLIX OTX0AOB, YCTAHCBAECHHON
3aKOHOAATEeNbCTBOM Poccuitickon deaepauun ansa knacca A CanlNuH 2.1.3684-21.

22, Tpe6oBaHMA K OXPaHe OKPYIKAIoLUleH cpeabt

AaHHoe MeauuMHCKOoe u3genue € yyeToM cobnioseHna TpeboBaHUIit IKCNAYaTaLKOHHONW
AOKYMEHTaUMM TNPU  UCNONb30BaHWK, TPaAHCNOPTMPOBKE W XPAHEHWN HE OKaA3biBaeT
HeraTMBHOIro BO3AEMCTBMA Ha YenoBeKka W OKPyXalowWyo cpeay.

23. MepeuyeHn MeXAYHaPoOAHbIX HOPMATUBHbLIX
AOKYMEHTOB/CTaHRapTOB, KOTOPLIM COOTBETCTBYET MeiULIMHCKOoE
nsgenne

TpeGosBaHua cneayiownx CTaHAAPTOB, PYKOBOACTB, AUPEKTMB M 3aKOHOB COBMI0AAIOTCA B TOW
Mepe, 8 Kak0i OHW NPUMEHUMBI K COOTBETCTBYIOLLEMY M3AeNnnIo,

B HeKOTOpLIX CAyudasx wucnbitaHuAa ©biny NpOBEAEeHB A0 BbiNYcKa, AeNCTBYlOWero Ha
CeroaHsIWHWA AeHb, CTaHAapTa. Bce pe3ynbTaThi UCHbITaHMA OLINW NPOBEPEHBI HA NPeAMeT Ux
AOCTOBEPHOCTU B COOTBETCTBUM C AGWCTBYIOWWM CTaHAaPTOM. ECnun pesynbTaThl UCNbiTaHni
NO-NpexHemMy AeNCTBUTENbHLI, TO B AAHHOM NepeyHe AAETCA CCbUIKA TOMbKO HA TEKYLLYK
BEPCHIO CTaHAapTa. [epeueHs NpUMeHAeMbIX cTanaapTos (MTNC, anra. LAS) coaepXuT cnucok
NIPUMEHAEMBIX MEXAYHAPOAHLIX CTAHAAPTOB, KOTOPLIM COOTBETCTBYIOT u3aenus (nonxHoe uan
yacTuuHoe cooTeetcrene). Ecnu GAP-ananus (ananua paspoiBoB) ANA NEPECMOTPa CTaKAapTa
ewé NpoaoMKALTCR, TO Takoi craHpapr 6yaer skawueHd B8 FINC nocne 3aseptieHusn 37oro
aHanu3a nNpu cneayroweM nepecmorpe NNC.

Tabnuya 22. CtasaapThl

CooTeercrayer
I‘Ima::::::e HauMeHoOBaHHE £BpONencKoMy
CTaHAAPTY
CranaapTtnl. OSiyme cTaHAAPTH! MEAULWHCKKX W3aenuin
Usgenun MeauuvHckue., CucTeMsl MeHemxmenTa |EN ISO
ISO 13485:2016 KavecTtsa. Tpeborarua ans uencin| 13485:2016 +
erynuposaxus AC:2018
. Wsaenuns MeanLuHCKHe. Mpumenenve | EN 1SO
150 14971:2012 MEHeAKMEHTA PUCKA K MEAWUNHCKKM naaenuam | 14971:2020
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CooTBeTCTBYET

+ nonpasku 1:2009

nsnennin., OcTtaTouHoe coaepxxaHue 3TUNEHOKCHAA
nocne crepnnaun3auunm

ﬂz?:::::::e HauMmeHoBaHue €BpOonNencKoMy
craHaapTy

IEC 62366-1:2015|U3pnenunsn Me.quuuchue.u MNpoekTuposaHue EN 62366-1:2015

+ nonpaskun 1:2016 | MeaANUNHCKUX n3genvin c Yy4eTOoM +AC:2015

+ AMD1:2020 3KCNAyaTaunoOHHOW NPUroAHOCTH ’

CrtanaapTtel. BUOCOBMECTUMOCTb

ISO 10993-1:2018 |Ouexka 6MONOrNYECKOro AENCTBUS MEANUIMHCKUX

(UcnpasneHHas usaenmn, Yactb 1. OueHKa U UCNbITAaHNA B paMKax [ H/n

Bepcus 2018-10) npouecca MeHeAXMEHTa pUCKa o
OueHka 6Uonornyeckoro AeMCTBNS MeaNUNHCKNX

IS0 10993-4:2017 |u3penumii. UccneposaHnn nsgenunn, §N201I7$O 10993-
83aMMOAENCTBYIOWMNX C KPOBbIO )
OueHka 610NOrNYeckoro AENCTBUS MEANUMHCKUX |y 1o 10993-

ISO 10993-5:2009 |uspenuin. NccnepaoBaHUA HA LNTOTOKCUYHOCTDL: 5:2009
MeToabl in vitro )

ISO 10993-7:2008 OueHka 6MONOrnMYecKoro AerMCcTBnA MeaULUNHCKKUX EN ISO 10993-

7:2008 + AC:2009

OueHka 6KMONOrMYEcKoro AencTena MeaANUNHCKNX

+ AMD 1:2017

OAHOKPAaTHOro npumeHeHus Yacte 1. Obuwue

TpebonaHua

11%92010 10993-| ohenui. WccneaosaHue pasapaxaowero u 53,202330 10993-
) ceHCcMbununanpyiouwero AeNCTBnNS )
OueHka 6MONOrNYECKOro AeNCTBNA MeAUUNHCKNX
ISO 10993- . EN ISO 10993-
11:2017 nsnenni. UccnepoBaHna  o6WETOKCUYECKOro 11:2018
et IpenctBuUa
OueHka 6MoNoOrnyeckoro AenNcTBUN MeanumnHCKUX
ISO 10993- . e EN ISO 10993-
12:2012 n3nenun, MNpurorosneHne nNpob6 U KOHTPONbHbLIE 12:2012
_____________ L obpasubl
IS0 10993 e B e e angers|E) 150 10993
18:2020 : A 18:2020
o _ MaTep1anos
ASTM F756 - 17 O6uwenpuHaTan npakTuka A.nna OUEeHKU n/n
a reMoNnMTUYECKNX CBOUCTB MaTepnanos
USP <788> TeepAble 4acTulbl B UHbEKUNAX H/n o
UccnenosaHna O6GUONOrMYecKOnW aKTUBHOCTU B
USP <88> ycnosuax In  Vivo. [MMpoueaypa nNOAroToBKw |H/N
obpa3ua
AAMI TIR42:2010 OueHKa TBepAbIX YacTul, CBA3AHHbLIX C cepaeYvHo- /N
COCYANUCTbIMKU MEANLIMHCKUMU U3aennsmMu
CranaapTtel. Cneunduryeckoe yCTPOUCTBO
CoeauHntenn c HebonbWwuM BHYTPEHHUM
1SO 80369-1:2018 |AVaMeTpom ANnA XUAKOCTEN 7] rasos, n/n
npuMennaemble B MeauuuHe. Yacre 1. O6uwwue
o L TpebosaHus
IS0_80369-7:2016| o e e W rasos,
E}zgr;;;zsneHH%s; 12, |IPUMEHsEMbIE 8 MeauuunHe. Yacre 7. 5”2011750 80369-
2016) (Yactuuro!) CoeanHuTenn ANA  BHYTPUCOCYAUCTOrO WU
NOAKOXHOro NpUuMeHeHus
1SO 80369- CoeanHurenn c HebonbWwnuM BHYTPEHHUM
20:2015 AvaMeTpoM ans XnNaKocTen 7] raszos,[EN ISO 80369-
(YactuuHo') npuMeHseMble B taeAuuuHe. Yacrs 20. Ob6buune|20:2015
MeToAbl UCNbITAHWUA
ISO 10555-1:2013 KaTeTepsb! BHYTPUCOCYAUCTbIE cTepunbHble |y (g0 10555

1:2013 + A1:2017
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CooTteercrayer

Mpumenaeubie HanmeHoBaHKWe 7
craHaapThl eBponencKoMy
CTaHAapTy
Karerepb! BHYTPUCOCYAUCTbIE CTepunbHbIe | by 15y 10555-
ISO 10555-4:2013 |[oaHOKpaTHOro npuMmeHeHus Yactb 4. Karterepbi 4:2013
AnA 6aNNOHHOr0 pacwnpeHns ’ o
Katerepbl MeguuuHckune, Yacts 7. OnpeneneHune
DIN 13273-7:2003 |ocnabneHua peHTreHOBCKWX nydeinl Karterepos.|H/n
TpeboBaHua U ncnuiTaHna o S
KaTetepbl. MeToabi MCNbITaHUIK Ha CKpyunBaHue
EN 13868:2002 OTAENbHbIX CBETOBbLIX KaTeTepoB U MeANUMHCKUX [ H/N
Tpybonposoaos L
ASTM F2081 - 06 CraHpapTHoe pyKOBOACTBO NO XapakKrepu3auuu v
(2017) npeacTasneHnio pa3MepHbIX NpU3HaKoB |H/N
COCYAUCTbIX CTEHTOB o o
. MMnnaHTaThbl cepAeYHO-CoCcyaAncTbIe.
ISO 255319'2‘2012 BHYTPUCOCYAUCTbIE MMNNaHTaTbl. CocyaucTbie E'_\l IS0 25539-
(dacTuuHol) 2:2012
CTeHTb!
Cranpaptsl. Crepunusauums
Crepunu3aumns MeANLIMHCKUX n3gennn.

EN 556-1:2001 +

Tpe6oBaHWA K MEANLMHCKUM U3AENUAM KaTeropuu

EN 556-1:2001 +

. «cTepunbHble», Yactb 1. Tpebosanuna K .
AC:2006 MeaAULUMHCKUM n3nenunsm, noanexauwmm AC:2006
PUHUWHOW cTepunnsannm B L
Crepnnusauus MEeANLUHCKOMN npoaykunu,
ISO 11135:2014 +|3Tunenokcua. TpeboBanHus k  pa3paboTke,

EN 11135:2014 +

AMD 1:2018 B8aNUA3UMN N TeKyweMy ynpasneHuio npoueccom|A1:2019
crepunusaunn MeANUNHCKUX n3aenmn L o
. Crepunnunsauna MeAVNLIMHCKON npoaykumu.|[EN ISO 11138-
150 11138-1:2017 Buonoruvyeckne uHavkaTtopbl. O6wme Tpebosanuna | 1:2017 L
Crepunusaumn MeaNLNHCKON NpOAYKUMM. [\ 1so  11138-
ISO 11138-2:2017 |bunonoruueckue WHAUKATOPLI. bBuonorundeckue 2:2017
WHANKATOPbLI ANA CTEPUIN3aLUN OKCUAOM 3TUNeHa | ' L
Crepununsauusa MeaANUMHCKNX u3nennn, EN ISO 11737-
1SO 11737-1:2018 |Mukpobuonornyeckue ™Metoabl. OnpeaeneHune 1:2018
nonynsunm MMKpoOOpraHnM3MoB Ha NPoAyKLUK ) L
Crepunusaums MeANUMUHCKNX usnenvni,
] Mukpobuonorndyeckue meroabl, WUcnwitaHna Ha|EN  ISO  11737-
IS0 11737-2:2019 CTEPUNbHOCTb, NpoOBOAWMbIE NpW  Banuaauuwn|2:2020
NpoueccoB crepunusaunu
EP 2.6.1 CreprunbHOCTb H/n o
USP <71> MCbITaHUA HA CTEPUNBHOCTDL H/n
CTaHAaapThl. YNaKoska
YnakoBka ans MeaAULIMHCKNX u3genni,

EN 868-5:2018

noanexawmnx GUHUWHON cTtepunusaunn, Hacrtb S.
3anevaTbiBaeMble naxetbl 7] PYNOHBI,
W3roTOBNEHHbLIE U3 MNOPUCTLIX MaTepuanos W
nnacrtukoso nnéxHku. TpebosaHua wn MeToAb!

EN 868-5:2018

MUCNbITaHWUA o
Ynakoska ans MeAULUHCKNX usnenvn,
9. nognexawmux buUHUWHON crepunnsauun. [EN  ISO  11607-
ISO 11607-1:2019 TpebosaHusa K MaTepunanam, 6apbepHbiM cucremam | 1:2020
ANA CTEPUNN33UMN M YNAKOBOYHLIM CUCTEMaM -
Ynakoska ans MeAnLMHCKNX n3genvn,
e noanexaimx PUHUWHOW ctepynusaumn. |[EN  ISO 11607-
150 11607-2:2013 TpebosaHus K sanuaaumnm npoueccos|2:2020
dopmMupoBaHus, repmernsaumm n c6opku L -
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NpuMenaemMvie
cTanaapTol

HaumeHoBasne

CooTBeTCTBYET
eBponencKomy

CTaHAAPTY

1SO 2233:2000

YnakosbiBaHMe., YNakoBKa TPaHCNOPTHaA B cbope
HaNoONHEHHAA M eAUHVYHBIE rpy3bl. MOAroTOBKa K
VCNBITAaHUAM

EN ISO 2233:2001

ASTM D642 - 20

CranaapTHbIN MeToa UCNBITAHWA ans
onpeaeneHus RPOYHOCTH Ha cxartue
TPAHCMOPTHBLIX KOHTCHHEPOB, KOMNOHEHTOB W
eAnHNYHBLIX TPY308

H/n

ASTM D9S%9 - 08
(2015)

CTaHAapTHbIE METOAB UCNbITAHUIA ANS UCNBITAHUA
Ha  BMOPOYCTONUMBOCTG  KOHTEWHEPOB  ANA
nepeso3oK

H/n

ASTM D4169 -16

CranpapTHasd TeCTUpoBaHunA
3KCANYaTAUNOHHbIX XapaKTepucTuk
TPaHCNOPTHLIX KOHTEHHEPOS U CUCTEM

rpakT1Ka

H/n

ASTM D4332 -14

CraHaapTHana NpakTika KOHAMLWOHUPOBAHMA
KOHTeHepoB, YnakosoK Wnwn KOMMOHEHTOB
YNAKOBKHA ANA UCNLITAHUA

H/n

ASTM D4728 - 17

CTaHaapTHLIN MeToa MChbITaHui Ans cny4yainHoin
subpauvn KOHTEAHEpOB ANA TPAHCNOPTUPOBKK

H/n

ASTM D5276 - 19

CTaHAapTHbIA METOA WCNBLITAHWA ANS UCOBITAHUA
Ha nNageHue [PYXeHbIX KOHTEAHEpOoB Ha
csoboaHoe nageHue

H/n

ASTM
£1886/F1886M -16

CraHpapTHBbIA NeToA ucnbiTaHnia Ans
onpeaeneHns ILENIOCTHOCTU NAOME ANA YNaKOBKH
MEAULIMHCKNX U3AeNUi METOAOM BU3YasibHOTO
ocMOTpa

H/n

ASTM F1929 - 15

CraHgapTHbIA METOA WUCNLITaHWUiA AN
O6HapyKeHusi yTedeK W3oNALUMK B TFOPUCTOA
MEAIMLIMHCKON yNakoBKe NPOHUKHOBEHNEM KPacKu

H/n

ASTM F1980 - 16

CTaHaapTHOe PYKOBOACTBO N0 YCKOPEHHOMY
CTApeHnio CrepunbHbLIX 6apbepHbiX CUCTEM ANA
MEAKMLIMHCKUX K3AeNTUIA

M/n

ASTM F2096 - 11
(2019)

CTaHaapTHLIA MeTtoA UCNbITaHWUIA ans
o6HapyxeHus rpySbiX yTeueKk B ynakoeke Ha
BHYTpeHHee w36biToyHoe AasneHue {(MCnbiTaHue
Ha ofpasoeanue nysoipen)

M/n

ASTM F2825-18

CranpaprHas npakTUKa MUCNbITaMnA pabounx
XapaKTepPUCTMK YNAKOBKM NpM AOCTABKE OAHOMN
NOCLINKY

H/n

ISO 15223-1:2016

CraHgapTbl. MapKUpoOBKa

Uspnenna meguuuHckue. CUMBOALI, NPUMEHSIEMbIE
NpU MAPKMPOBAHUU MEAUUMMCKUX M3AENMA, Ha
3TUKETKAX U B CONPOBOAUTENLHON AOKYMEHTAUWN.
Hacre 1. O6ume TpebosaHma

EN ISO 15223-
1:2016

EN 1041:2008 +
Al:2013

Wrdopmailua, npegocTaBsieHHas W3roToBUTENEM
MEAULIMHCKKX u3sienmnii

EN 1041:2008 +
Al1:2013

ObpatuTe BHUMaHWE, YTO nNepedvUcHeHHble cTaHAapTei EN ABNAIOTCA ASACTBYIOLIMMM B
HacTosilwee speMs sepemamu DIN EN.

Tabnnua 23, O6OCHOBAHME HYAaCTUYHOr0 COOTBETCTBUSA

1060cHOBaHME YACTUYHOID COOTBETCTBUSA
Crangapr O6ocHoBaHuKe :I;J:T:enﬂeuue
CraHpapT nNpuUMEHUM K UMNIaHTaTaM. TakumM BEe, Kpome
[SO 25539-2:2012 |o6pasoM, K AaHHOW  KaTeropuu  uaaenwii | pasgenos,
NPUMEHUMBI_TONbKO TPeGoBaHns, OTHOCAWMUECA K|OTHOCSWMUXCA K
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1060CcHOBaHME YaCTUYHOIrO COOTBETCTBUA

Cranpapt

MNpumensembie

O6ocHoBaHue
YyacTu

cucteme
CTaHAapTy

nocrasku. [onHoe  cooTBeTcTBME
ISO 25539-2:2008, nOCKONbKy
pa3snenbl, OTHOCHALIMECA K CHUCTeMe [A0CTaBKw,
ocTanncb HeusMeHHbiMu. HoBas  pepakums
CTaHaapTa 3atparuwsaeT pasfesnbl, CBA3aHHbIe €O

CcTeHTy (pasaen 8,
npunoxexnune D)

ISO 80369-7:2016

(vncnpasneHHan
Bepcvs oT
01.12.2016)

ISO 80369-
20:2015

CTEHTOM (HenpnMeHnMo ans 6annoHHbIX
katetepos ans YTA) L
Bce pa3aenol
cTaHpaprta I1SO
80369-7:2016, 3a
NCKNIOHEHUEM
Bce dyHKunoHanbHbie TpeboBaHWA cTaHaapTa|paspenasS = |
ISO 80369-7 BbLINONHAKWTCA B cooTseTcTenn Cc|I1SO 80369-20:
METOAaMW UCMbITaHUNA, ONUCaHHLIMKW BO BcCeX [lMpunoxeHun B
NpUNoXeHnax cTaHaapTa ISO 80369-20. | (FepMeTUUYHOCTDb
NpuMeHAITCA 7] COOTBETCTBY!OT BCEM |Npyn cnaae
CTaHAQPTHbLIM QYHKUMOHANbHBIM TpeboBaHUAM, 3a | aaBnexus), D
ucknwveHnem  cneuvdukaunmm  pasmepos Q| (lepmeTnyHOCTL
rHe3A0BOro BUHTOBOro coeaunHutTensa tuna Jlio3ap|npu HU3KOM
(pa3pen 5). TeM He MeHee, HWKAKUX HOBbLIX|AaBNEHUU), F

(YcroinumsocTe K
pasbeAnHEeHUo noa
nencraneMm ocenon
Harpysku), G
(YcroumsocTn K
pa3beanHeHUIo Npu
OTBMHYMBAHUK), H
(Conpotusnenue

nepeKpy4nBaHunio)

puckos nnu npobnem COBMECTUMOCTH,
BbiISIBNEHHbIX B HOBbLIX cTaHaapTax ISO 80369-
7:2016 w» -20:2015, obHapyxeHO He 6bino, W,
CcnepoBaTenbHo, yactuuHoe COoOTBETCTBME
CHUTAETCA NPUEMNEMbBIM

Tabnuua 24. PyKOBOACTBA

CCbINOYHbIN

]

HaumeHoBaHue (3aronosok)

no YTKA 2010 (N¢
1608)

MCTOUYHWNK
MEDDEV 2.7/1 | KIMHUYECKASA OLIEHKA: PYKOBOACTBO AN NPOV3BOAUTENEN U
rev.4 HOTUONLNPOBAHHbIX OPrAHOB B COOTBETCTBUN C
(uioHb 2016) ANPEKTUBAMW 93/42/EEC n 90/385/EEC o
Pykosoactso FDA [PykoBoACTBO MO cneuvanbHOMY KOHTPONO u3aenuin knacca II ans

onpeaeneHHblX KaTerepos ANS YPECKOXHOW TPaHCAOMUHANbLHON
KOpPOHapHOW aHruonnacTmkn (YTKA)

Pykosoacrso FDA
no BMS 3a 2010 roa
(N2 1545)

Pykosoacrtso Anfa NPOMbLIWLNEHHOCTU " nepcoHana
HeknuHnuyeckune NHXEHEepPHbLIE NCNbITaHNA n peKkoMeHAYyeMan
MapkKmposka ANg BHYTPUCOCYAUCTBLIX CTEHTOB M CBA3dHHbLIX C HUMWU
cucreMm A0CTaBKu

MDCG 2018-1 v3
(mapt 2020)

PyKOBOACTBO no ocHoBHOMy UDI-DI (uaeHTudukaTtop wu3genus) u
W3MEHEHUSM B HEM

MDCG 2019-1
(sHBapb 2019)

rpynna no
ans

MDCG (KoopawHaunoHHasn
no B8biNnycky ocHoBHoro UDI-DI

PykoBoasawme npruHUUNG!
MEAUUNHCKWM  U3nenunam)
OPUANYECKNX NnL o

MDCG 2019-2
(dpespanb 2019)

PykoBoACTBO NO NPUMEHEHWIO NpaBun UDI Kk u3genusM - uacTu
NPoOAYKLUUK, YNOMAHYTbIX B cTatbax 1(8), 1(9) wn 1(10) PernameHTa
745/2017 L

MDCG 2019-7
(vroHb 2019)

PykoBoACTBO NO cTathe 15 PernameHta 0 MEANUMHCKUX M3AeNnsax
(MDR) n PernaMeHTy O MeAMUMHCKUX U3Aenuax ANs AWArHOCTUKW in
vitro (IVDR) o «nuue, oTBeTcTBeHHOM 3a cobniogeHne HOPMATUBHbLIX
Tpe6osaHunii» (PRRC)

—_—
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CChinoUHBIA
UCTOMHMK

HauMeHoBaHKE (3ar0Nn0BOK)

MDCG 2019-14
| (aexabpb 2019)

MoscHuTensHan 3anucka K kogaMm MDR

{(anpenb 2020)2

g?ugsniozzc?z-gl PyKOBOACTBO NO KANHUYECKOW oueHKe. 3KBMBANEHTHOCTL

MDCG 2020-6 PYKOBOACTBO NO AOCTATOUHLIM K/AKHUYECKUM AO0KI3ATENLCTBaAM ANA
{anpens 2020) yCTapeBLUKX yCTPOACTB

MDCG 2020-7 Pyxosoacteo no wabnoHy nnaHa PMCF (DNocTperMcTpaumoHHoe
{anpenb 2020)2 KAuHUYeckoe HabnioaeHue)

MDCG 2020-8

PykoBoacTeo no wabnoHy oTyéra 06 ouerHke PMCF

2 Bee TpebosaHnn PykoBoACTBa 6biin OUEHEHD! U BHeAPEeHbl. He3HAaYUTaNbHbIE TeKYLWE MEDD,
CBA3aHHbIE CO CTPYKTYpo CMK, AonxHbl GbiTb peannsoBaHbi A0 NOAHOIO PacKpbITUs
uHGOpPMALUN O COOTBETCTEMUM.

Tabnuua 25. 3aKoHbl, HOPpMATUEBHLIE aKThi U AMPEKTUBbI

CCbINOYHBIA
WCTOMHUK

HanmeHoBaHue

2017/745 (MDR)

PErNAMEHT (EC) 2017/745 EBPONEMCKOrO NAPAAMEHTA ¥ COBETA
oT S anpens 2017 roaa 0 MEAULIMHCKUX UIALNUAX, BHOCALLWA U3MEHeHUA
8 AvpexTusy 2001/83/EC, PernamenTt (EC) N2 178/2002 n PernameHTr
(EC) N2 1223/2009 n oTMeHsownid Aunpextusbl Cosera 90/385/EEC u
93/42/EEC

ANPEKTUBA COBETA 93/42/EEC ot 14 uioHa 1993 roaa no sonpocy

Mpunoxenne 1 K
ChemG (n. 1 k §
19a) Aurnuickoe
HasBaHue:
ChemG Appendix
1 (to § 19a Clause
1)

MDD 93/42/EEC MeavyuHCekoro o6opyaoBaHus (OJ L 169, 12,7.1993, p. 1)

21 CFR 801 MAPKUPOBKA

21 CFR 820 PEYAUPOBAHWE CUCTEMbI KAYECTBA

19 CFR 134.11 MAPKWPOBKA CTPAHBI NPOUCXOXAEHWUA

GegepaTBHan

Pecnybnunka

FrepmaHus, 3aKOoH O 3aWwMTe OT ONACHbLIX BelecTs (3aKoH 0 XMMUHECKUX BelWecTBax

- ChemG) -- Mpunoxerune 1 (k § 19a ab3. 1) MpuHuMNL Haanexawen
nabopaTtopHoi npakTukn (GLP)

AHraniickoe HassaHue: Chemical act of the Federal Republic of Germany
Appendix 1 (to § 19a clause 1) - Principles of Good Laboratory Practice

24, Pexnamaums

Peknamauumn BbLICHLINATL Ha aApPec YNOAHOMOWEHHOrO NPEeACTasUTENA NPOU3BOAUTENS HA
TeppuTopun Poccuitckon deaepauun:

O6wecTBo € OrpaHUYEHHON OTBETCTBEHHOCTLIO «BUoTpoHuk» (OO0 «BuoTpoHnk»)

109240, Poccua, Mocksa, yn. Hukonoamckasn, 4. 26, crp. 1A, stax 2, noM. 6

Ten.: +7 (495) 789-68-31

Pakc: +7 (495) 789-68-32

office@biotronik.ru
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ITepeaod © aHZRUIICKO20 1 HEMEYKO20 ATLIKOS HA DYCCKW RILIK

BHOTPOHHK (BIOTRONIK)
COBEPIICHCTBO PAnH WKHIHH

BHOTPOHMK AI' (BIOTRONIK AG)

AxepmiTpacce 6
8180 Bronax

1lIsciinapns

Ten: +41 44 864 51 11
Qaxc: +41 44 864 50 05

12 mapta 2024 1.

Jononnenne K HHCTPYKIHH 110 NPHMEHECHHIO

Karerep nepudepugeckuit pacmnpsiomuii Passeo-35 Xeo

Vrecpxaawo

Hmxn:
HonmxHOCTS:

Komnauns:
Yiuua:

T'opog / Ctpana:

Mogmucs:

[limann/: BHOTPOHHK (BIOTRONIK)
COGEPIUEHTMEBO PAOU NCUSHU
BHOTPOHHK A" (BIOTRONIK AG)
Axepumpacce 6

CH-8180 Broaax

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

Ciozanna Munux (Susanne Minich)
CrelasIucT 150 HOPMATEBHO-TIPABOBOMY PETYIRPOBARHIO

BHOTPOHHK AI' (BIOTRONIK AG)
Axepurrpacce 6

8180 Bionax, [Hsetitnapns

/nodnuce/

Cioaauna Munux (Susanne Minich)




Oduunarpsoe YAOCTOBCPEHNC
HAaCcTOSUIHM CBUACTSABCTRYETCA NOUTHHHOCTL MOANKRCE Ha ob6paTHol cTopone, nocTasnentol B
HaleM NPUCYTCTBHH

T-xo# Cioaaunoiit MHHHX, nata poxaenns: 12 maa 1965 r., rpaxnanxoli iseiinapun,
Barrsuns, kanron Canxr-Tauten, no e& ciosam, npoxubaiomeit no aapecy: ya. I'poccaxep 81,
8041 Iiopux, AHYHOCTE KOTOPOH NORTBEPXICHA YXOCTOREPEHHEM JHTHOCTH.

Bionax, 12 mapra 2024 r. HOTAPRAJIBHAS KOHTOPA BIOJIAXA
BK MNe 2024/518 /modnuce/
C6op 20,00 us. dyp.
/levams/: Homapuanvuas xoumopa Bosaxa *  bar ®pantt, FocysapcTsennsti Hotapuyc
Kanmon Lfopux
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MepeBOA f4AHHOMO TEKCTa BbIMOHEH NePeBOAYNKOM MasioLloBoit AHHOM AHAPEEBHOW

MOANCh

Poccuiickaa depepaums
"opos MockBa
BocemnaauaTd o map ra fjBe TbicAYN ABaALaTbL YeTBEPTOro roja

51, Bepemuin KOnua WropeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYIO MOAMHHOCTb
noanucy nepesogumka MantowoBoin AHHbI AHLPEEBHbI.

Moanwuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NoANMCaBLLEro JOKYMEHT YCTaHOB/eHa.

3aperunctpuposaHo B peectpe: No 77/2194-n/77-2024- ~ n

YnnayeHo 3a COBEPHIOHMC HOTapuanbHoro aeiictaus: 400 py6. 00 Kon.

NoAMNCh Mep6oBas neyartb Mep6oBas nevarb
HoTapuyca r. MockBbl HoTapuyca r. MocKBbl
Bepemwuii HO.W. Bepemuia FO.N.
FO.N. Bepemwii

Bcero npoLuHypoBaHo, NPOHYMepPoOBaHO
N CKPereHo neyarbto 39 nncT(-a,-0B).

HoTtapuyc: nogrimcb

Poccuiickan Pepepauus
["opoz MockBa
Bocemnagual! oro mapTa ABe TbicA4M ABafLaTb YeTBepTOro roga

51, Bepemuii KOnus UropesHa, HATapMycC 1o poda MOCKBbI, CBUAETENb Konun
NpeLCTaBNIEHHOr0 MHe AOKYMeH

3aperncTpmpoBaHo B peccTpp 3 77/2194-n/77-2024- 6 -

YnnadeHo 3xroscpimc! Knbitoro geictaus: 7300 py6. 08 k&%’ w w T
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