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Instructions for Use
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Symbol Legend/

STirni[i0] ~ E
sterilized using ethylene Keep dry Consult
oxide Do not resterllize Instructions for use

Keep away from

Do not reuse Date of manufacture = Manufacturer

sunlight
A 2 LOT] [ref]
Caution Use by Batch code Catalogue number
o Single sterile
Temperature limits for ~ po not use if _ barrier system
storage package is damaged ~Stentis MR
conditional
ID >X.XX mm Allowed storage Single sterile
. : temperature barrier system
Inner diameter is excursions with protective
greater than packaging outside
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English: The Instructions for Use are avaiiable in digitai format (PDF). To view the PDF,
you need to: 1. Have Adobe Acrobat Reader installed on your computer, tablet, or mobile
phone. 2. Establish an Internet connection and open https://manuals. biotronlk.com with
a web browser, such as Internet Explorer, Firefox, Safari, or Chrome.

3. Select the country and then the product. You can order a paper copy free of charge
from +800 44433555 (09.00 - 15.00, local time in Germany) or over the aforementioned
website; the paper copy is delivered within seven days.

1e/T][|[1e&5F ano&/Pe)vepo! Ve SS61 SiziMe/ MtsureotU du

Oe(«rmirv4<)OA o«4 vno/Bw6op tuAtAM «
MpuciinocTii oT cocyaa
B n DiameterImml iSOt i 5 & 7 VtSMI Diameter [mm] Unconstrained Stent
1VO) Diameter [mm| IU50) 1
km}fULI 90 135 90 90 135 90 135

2-5 ¢35 4
20 X X X X X X X X 3.4 5
30 X X X X X X X X 4-5 6
. 5-4 7
io X X X X X X X X
0 X X X X X X X X
e X X X X X X X X

ungth |[mm) (SU
100 X X X X X X X X
Ly X X X X X X X X
150 X X X X X X X X
170 X X X X X X X X
200 X X X X X X X X
Description

4 Pulsar-18 T3 Peripheral Seif-expanding Nitinol Stent System (hereinafter Pulsar-18 T3) as
shown in Figure 1 is a self-expanding stent that is pre-mounted on an over-the-wire
delivery system. The stent (1) is a permanent implant and made from a laser-cut nitinol
tube. The stent (1) has six radiopaque markers on either ends (la, Ib) and is completely
covered with a thin layer of amorphous silicon carbide (proBIO™N”). The delivery system
consists of a triaxial shaft design: the inner shaft assembly (2), the middle retractable
shaft (3) and the fixed outer blue stabilizer shaft (11). The central guide wire lumen
within the inner shaft assembly (2) begins at the distal delivery system's tip (7) and ends
at the luer port (6) on the handle (9). The guide wire lumen is flushed through the luer
port (6). The stent is positioned in-between the inner shaft assembly (2) and the
retractable shaft (3) on the distal end of the delivery system. The two radiopaque markers
on the delivery system (8a, 8b) facilitate fluoroscopic visualization and the positioning of
the stent system towards and across the lesion. The retractable shaft (3) begins within
the handle (9) and extends towards the delivery system's tip (7). The retractable shaft
(3) covers the stent (1), keeping It constrained on the delivery system. The moving
radiopaque marker (10) on the retractable shaft (3) enables visual control during stent
deployment. The outer surface of the tip (7), retractable shaft (3) and the blue stabilizer
shaft (11) are covered with a hydrophobic coating, and an anti-friction agent is applied in-
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between the retractable shaft (3) and the inner shaft assembly (2). The blue stabilizer
shaft (11) is designed to reduce friction between the stent system and the hemostatic
valve of the introducer sheath. The safety button in an unlocked position (4) and the
rotating wheel (5) on the handle (9) are used for stent (1) deployment.

How Supplied

Sterile. Non-pyrogenic. Device is sterilized with ethylene oxide. The packaging contains a
foil pouch; within the foil pouch is the sterile barrier pouch containing the device.
Contents

e One (1) Stent system in a sealed, peel-open sterile barrier pouch, within a sealed, peel-
open non-sterile foil pouch.

e One (1) Instructions For Use manual and one (1) Patient Implant Card.

Storage

Store protected from sunlight and keep dry. Store between 15°C and 25®C. Short-term
storage temperature excursions between 10°C and 40°C are allowed.

Indications

Pulsar-18 T3 is indicated for use in patients with atherosclerotic disease of the superficial
femoral, proximal popliteal and infrapopliteal arteries and for the treatment of insufficient
results after percutaneous transluminal angioplasty (PTA), e.g. residual stenosis and
dissection

Contraindications

Pulsar-18 T3 is contraindicated for use in patients with/who;

e Lesions judged to prevent proper treatment with the stent system, including proper
placement of the stent or complete inflation of an appropriately-sized angioplasty balloon.
» Large amounts of acute or sub-acute thrombus at the target lesion.

* Perforated vessel.

e Lesion that lie within or adjacent to an aneurysm.

» Threatened occlusion of vital side branches,

e Uncorrected bleeding disorders or those who cannot receive the recommended
antiplatelet and/or anticoagulation therapy.

« Renal insufficiency or an allergy to contrast media.

« A known hypersensitivity to nickel or amorphous silicon carbide.

Warnings

e This device carries an associated risk of subacute thrombosis, vascular complications
and bleeding events. Therefore, careful selection of patients is crucial. Antiplatelet therapy
is advised for a period of six months post-procedure.

e This device is designed and intended for single use only. DO NOT resterilize and/or
reuse. 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 compromise 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.

e« DO NOT use the stent system if the outer package (including the foil pouch) and/or
inner package are/is damaged or opened, or if any information provided is obscured or
damaged. « DO NOT use if the device is damaged, the safety button is pressed down
(locked), or if the stent is partially deployed.

* DO NOT use the device after the Use by date indicated on the label.

* DO NOT expose the stent system to organic solvents, e.g. alcohol.

* Manipulate the stent system under angiographic guidance when it is in the patient's
body. « If a large amount of thrombus is present in the vessel, the use of alternative or
adjunctive strategies (mechanical debulking, thrombolysis, GPIIb/Illa inhibitors) must be
considered. « The foil pouch within the outer packaging is not a sterile barrier. The inner
pouch within the foil pouch is the sterile barrier. Only the contents of the inner pouch are
sterile. The outer surface of the inner pouch is not sterile.

Precautions
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General Precautions
e This device should only be used by physicians thoroughly trained and experienced in
performing vascular interventions, (including cases of life-threatening complications).
 Fractures of nltinol stents implanted in the superficial femoral artery have been reported
in medical literature. Fractures occurred more frequently and were more severe in long
stented segments and in the case of multiple, partially overlapping stents. These fractures
were frequently associated with restenosis or occlusion of the artery.
* Precautions to prevent or reduce clotting should be taken. The use of systemic
heparinisation during the procedure is recommended.
Handling Precautions
e Prior to the procedure, the stent system should be visually examined to verify
functionality and ensure that its size is suitable for the specific procedure for which it is to
be used.
e Exercise care during handling to reduce the possibility of deploying the stent
prematurely, accidental breakage, bending or kinking of the delivery system shaft.
Stent Placement Precautions
e Use only guide wires with a 0.018" (0.46 mm) diameter.
e Use only with an appropriately-sized introducer sheath indicated on the label. If Pulsar-
I8 T3 is used in conjunction with long and/or braided introducer sheaths, a larger French
e size than indicated on the label may be necessary to reduce friction.
e DO NOT advance a partially deployed stent proximally or distally as dragging of
repositioning it may cause injury to the patient.
e DO NOT insert and advance the stent system in the body if the stent system has not
been threaded over a guide wire and the guide wire does not extend beyond the delivery
system'’s tip to avoid vessel damage.
« If strong resistance is felt during stent deployment, stop the procedure and determine
the cause before proceeding. If the stent cannot be deployed, remove the entire stent
system. ¢ The stent system is not designed for use with power injection systems.
e |If multiple stents are required to treat a lesion: - Stents should be of similar
composition as the risk of corrosion increases when stents of differing metals contact one
another. - Overlapping of more than two stents have not been investigated. - It is
recommended to place the distal stent first and allow for sufficient overlap between the
stents.
» Recrossing a stent with adjunct devices must be performed with caution.
* The use of mechanical atherectomy devices or laser catheter is not recommended within
A the stented area.
e Stenting across a bifurcation may compromise future diagnostic or therapeutic
procedures.
Potential Adverse Events/Complications
Possible complications include, but are not limited to:
e Emergency surgery to correct vascular complications.
« Infection and sepsis.
« Allergic reactions to contrast media, antiplatelets, anticoagulants and amorphous silicon
carbide.
» Embolization of air, thrombotic or atherosclerotic material.
* Tissue necrosis and limb loss due to distal embolization.
 Stent system events: failure to deliver stent to intended site, stent misplacement, stent
deformation, stent embolization, stent thrombosis or occlusion, stent fracture, stent
migration, inadequate apposition or compression of stent/s, withdrawal difficulties,
embolization of the delivery system material.
e Vascular events: access site hematoma, hypotension/ hypertension, pseudoaneurysm,
arteriovenous fistula formation, retroperitoneal hematoma, vessel dissection or
perforation, restenosis, thrombosis or occlusion, vasospasm, peripheral ischemia,
dissection and distal embolization (air, tissue debris and thrombus).
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e Bleeding events: access site bleeding or hemorrhage and hemorrhage requiring
transfusion or other treatment.

e Death.

Directions for Use

Patient Preparation and Stent System Selection

1. Prepare the patient and lesion site according to standard clinical practice. Pre-

dilation of the lesion using standard PTA techniques before stenting is recommended.

2. Select an appropriate stent size based on the diameter of the artery adjacent to the

lesion and the length of the segment to be stented according to the "Vessel Sizing"

table on page 6. The length of the stent should overlap the lesion by at least 5 mm on

either sides.

Stent System Preparation

3. Check and ensure that the outer packaging is not damaged or opened prior to use.

Open the outer packaging and remove the foil pouch. Inspect the foil pouch and

ensure that there is no damage before proceeding. Open the foil pouch and remove

the inner pouch. Inspect the inner pouch and ensure that there is no damage before

proceeding. Using an aseptic technique, open the inner pouch and remove the sterile

content.

4. Pick up the handle first from the tray then pull the delivery system out from the

protection ring and place it on the sterile field. Take care not to kink the catheter.

Examine the stent system for any damage prior to use.

Flushing of the Guide Wire Lumen

5. Attach a 10 mi syringe filled with sterile heparinized saline to the luer port at the

proximal guide wire exit and inject at least 5 ml saline into the guide wire lumen until

the fluid exits the delivery system’s tip as shown in Figure 2.

6. Remove the syringe.

Introduction of the Stent System

7. Examine the stent system for damage. Check to see that the distal stent end is

contained within the retractable shaft. DO NOT use the stent system if the stent is

exposed.

8. Thread the distal tip of the stent system over the proximai end of the guide wire

and advance until the guide wire exits the luer port at the proximal end of the handle.

Keep the stent system as straight as possible.

9. Insert the stent system carefully through the introducer sheath whilst immobilizing

the guide wire. Verify that the distal end of the retractable shaft is flush against the

delivery system'’s tip.

10. Carefully advance the stent system over the guide wire just distal to the lesion to

be treated.

11. Advance the stent system across the lesion and position the markers on either

sides of the lesion. Check that the blue stabilizer shaft is inside the hemostatic valve.

If the blue stabilizer shaft cannot be kept inside, keep the delivery system as straight

as possible outside the patient's body.

Stent Deployment

12. Maintain the stent system and guide wire as straight as possible outside the

patient's body as shown in Figure 3. Any slack in the delivery system may result in

incorrect stent placement, potential stent compression or elongation.

13. Press the safety button as shown in A of Figure 4 until it stays locked in the

pressed position.

14. Ensure that the positions of the distal and proximal stent ends relative to the

lesion are still correct.

15. Rotate the wheel as shown in B of Figure 4 whilst holding the handle in a fixed

position to begin stent deployment under fluoroscopic guidance. Stent deployment

starts when the moving marker on the retractable shaft passes the distal marker on

the delivery system as shown in Figure 5. Ensure proper stent positioning before
8
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completely deploying and releasing the stent as this cannot be done once the distal
end of the stent is wall-apposed. DO NOT constrict the retractable shaft or the blue
stabilizer shaft with the other hand that is holding the delivery system.

16.Continue turning the wheel and check for a steady gap between the distal marker
on the delivery system and the distal stent markers as shown in Figure 6. The stent is
fully deployed when the moving marker on the retractable shaft passes the proximal
marker on the delivery system. If strong resistance is felt during stent deployment,
stop and determine the cause before proceeding.

17.0btain angiographic visualization of the stented vessel segment. Correct stent
deployment (not compressed or stretched) can be checked by matching the delivery
system markers with the stent markers.

Delivery System Removal

18. Remove the delivery system carefully under fluoroscopic guidance after full stent
deployment whilst observing the radiopaque marker at the distal end and leaving the
guide wire in place. If the tip does not withdraw easily, determine the cause before
reattempting removal. The delivery system may be moved carefully in the distal
direction to free the tip.

19.0btain angiographic visualization of the stented vessel segment. If the stent is
incompletely expanded along the lesion, a post deployment balloon dilation (standard
PTA) can be performed at the discretion of the physician. Ensure that the inflated
diameter of the PTA balloon matches the reference diameter of the target vessel.
20.After use, dispose the product and packaging in accordance with hospital,
administrative and/or local government policy.

MRI Safety Information

Non-clinical tests have demonstrated that the Pulsar-18 T3 stent is MR conditional for
single and overlapping lengths up to 385 mm. A patient with this device can be safely
scanned in an MR system meeting the following conditions:

 Static magnetic field of 1.5 and 3.0 Tesla.

e Maximum spatial field gradient of 3000 gauss/cm (30 T/m).

 Maximum MR system reported, whole body averaged specific absorption rate (SAR)
of 1 W/kg for landmarks below the umbilicus and 2 W/kg (Normal Operating Mode) for
landmarks above the umbilicus. Under the scan conditions defined above, the stent is
expected to produce a maximum temperature rise of 57®C after 15 minutes of
continuous scanning. In non-clinical tests, the stent caused the image artifact to
extend approximately 4 mm when imaged with a gradient echo sequence and 3 mm
when imaged with a spin echo pulse sequence in a 3.0 Tesla MRI system. The artifact
may obscure the device lumen.

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

e Events originating from other BIOTRONIK products or products not from BIOTRONIK
and

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.

10
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!68/Tai(|&s/1’amm>/P4iﬂ\l[j<i Vessel Sizin Q/M~ciu r* 4*tataiiu eUvawvnan/
Oelcrmmacron eel Umafie 4tl vaae/ewPop umpnua «
MencumMocTy OT pa3mepa cocyaa

iMDiimeterlmm 1 ISDI | t 5 4 7 Vessel Diameter (mml| Unconstrained Stent
VOl Diameter (mm| (USD)
jJs”*rie Length (cm) (UU ] 90 135 0 135 N0 135 90 135 5. 35 .
20 X X X X X X X X 3.4 5
30 X X X X X X X X 45 6
5-6 7
40 X X X X X X X X
40 X X X X X X X X
80 X X X X X X X X
Length [mml (SL)
100 X X X X X X X X
120 X X X X X X X X
150 X X X X X X X X
170 X X X X X X X X
200 X X X X X X X X

50: OnameTp cTteHTa (MM)

1)1 Paboyas gavHa (cm)

51: AnnHa cteHTa (MMm)

\/0: OAnameTtp cocyga (Mm)

1)50: AnameTp CTeHTa B CBOGOAHOM COCTOSAHUN (MM)

OnuncaHue
Cuctema nepupepmnyeckoro camopackpbiBarOLLEerocad HUTUHOMOBOIO cTteHTa Pulbar-18 T3
(nanee — Pulb5ar-18 T3), Kak nMoOKa3aHO Ha PpUCYHKe 1, npeAcTaBnseTr Ccob6oW

camMopacLUMpPSAIOLWMIACA CTEHT, KOTOPbLIA npeaBapuUTenibHO pasMelleH Ha CuUcTeMe [OCTaBKU
no npoBoAaHuKy. CTeHT (1) npeAacTaBnsieT cOO0M MOCTOAHHbLIA MMMAAHTAT, BbINO/HEHHbIN
M3 06paboTaHHOM fla3epoM HUTUHOMOBOW TPybkn. Ha o060Mx KOHuUax cTeHTa (1)
pacnonoXeHbl LWecTb PEHTTeHOKOHTPACTHbIX MapkepoB (la, 1b), CTEHT MOMHOCTLIO MOKPLIT
TOHKMM CNOEM amMOpP(HOro Kapémaa KpemHusa (proBHO™N’). Cuctema AOCTaBKM COCTOUT U3
TPEXOCHOW CTEPXXHEBOWN KOHCTPYKLWW: y3eNn BHYTPEHHEro CTEPXXHS (2), CpefHUin BTSKHOM
cTepXeHb (3) U (PMKCUPOBAHHbI HAPYXXHbIA CTEpPXXeHb C CUHUM cTabunusatopom (11).
LleHTpasibHbI  MPOCBET MPOBOAHMKA BHYTPU BHYTPEHHero wagra (2) HauuHaeTcs ¢
ANCTaNIbHONr0 HaKOHeYHWKa CUcTeMbl AOCTaBkM (7) M 3aKkaH4YMBaeTca nopTtom Jltospa (6) Ha
pykoaTtke (9). T[llpocBeT nMpoBOAHMKA MpOMbIBaeTcA 4epe3 nopt Jliospa (6). CreHT
pasmellaeTcs Mexay BHYTPeHHMM wadtom (2) wn BrarMBarowmmca waprtom (3) Ha
OVUCT/IbHOM  KOHLIe CUCTEMbl [AOCTaBKW. [lBe PEHTTEHOKOHTPACTHble MapKepbl CUCTEMbI
[lOCTaBKU (8a, 8b) obneryaldT  PEHTIEHOCKOMUYECKYHO BU3yasin3aunto n
NO3VLNOHNPOBaHNE CUCTEMbI CTEHTA B Hanpas/ieHUN K MOPaXKeHHOMY CerMeHTy W nonepek
cermeHTa. Hayano srdarmsatoulerocsa wara (3) pacnosioKeHO BHYTPU PyKoaTkn (9), wadTt
NPoAo/MKaeTCss A0 HaKOHEeYHWKa CuUCTeMbl pgoctaBku (7). Brarusawowminca wadpt (3)
NnoKpbiBaeT CTeHT (1), ygepxuBas ero B CUCTeMe  [OCTaBkKW.  [MOABWKHbIN
PEHTTEHOKOHTPACTHbIN  Mapkep (10) Ha BTArmBarowemca wadte (3) obecneumBaet
BMU3ya/lbHbIi KOHTPO/b BO BPEMSA YCTAHOBKM CTeHTa. Ha BHELWHIOK MOBEPXHOCTb
HakoHe4yHuKa (7), BTArmeawowWwminca wadt (3) M CUHUIA cTabunmsmpyrowmin  wadt (11)
HaHeceHO rMapoobHoe MOKPbITUE, a MeXay BTArmsarowmmcs waptom (3) v BHYTPEHHUM
wadgTtom (2) HaHeceHO aHTU(PUKLMOHHOE BewecTBO. CUMHWUIA CTabUNM3MpyoWnii wagt
(11) npegHasHayeH A5 YMEHbLUEHUA TPEHUA MeX[y CUCTEMOM CTEeHTa M remMmocTtatMyeckum
KnanaHoMm WHTpogbtocepa. lNMpefoxpaHuTteibHas KHoOMKa B pa3t/IoKMPOBAHHOM MOIOXKEHUN
(4) n Bpawatouleeca koneco (5) Ha pykoaTke (9) MCNosb3ykTCA ANA YCTAHOBKWM CTeHTa

(1).
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dopmMa nocrtaBKuU

CtepuibHO. ANUPOreHHO. YCTPOWCTBO CTEPUIN30BAHO 3TUIEHOKCUAOM. YNnakoBKa COCTOUT
13 cawe 13 (POosbrn; BHYTPU calle 13 (POonbrm HaxoauTcs cTepunbHas 6apbepHas ynakoBka
C YCTPOWCTBOM.

Copepknmoe

e OpHa (1) cuctema CTeHTa B repMeTMYHOW J/IerKOBCKPbIBAEMOW YrnakoOBKe, KOTopas
npeacraBnsetT CO6GON CTEPUNbHYIO GapbepHYHD CUCTEMY M KOTOpas, B CBOK OuYepepb,
ynakoBaHa B 3ane4dartaHHbli HECTEPW/IbHbIN NIErKOBCKPbIBAEMbIN NakeT uU3 osbrin.

e OpHa (1) wWHCTpPYKUMS NO 3KcnayatauuMm ¢ ogHol (1) wvmnnaHTauWoOHHOW  KapTou
naymeHTa.

XpaHeHune

XpaHnTb B CyXOoM MecTe, 6epeyb OT cBeTa. XpaHuTb npu Temneparype ot 15 °C go 25 °C.
JonyckaroTca KpaTKOBpeMeHHble OTKNoHeHUa Temnepatypbl o1 10 °C go 40 °C.
Noka3zaHuA

Pnlsar-18 T3 npefHa3HayeH ANA WUCNOMb30BaHUA Yy NaUMEHTOB C aTepOCKIepPOTUYECKUM
NnopaXkeHnemM MOBEPXHOCTHOW OGefapeHHOW apTepuun, MPOKCUMa/IbHOW MOAKONIEHHON U
KOHEYHbIX BeTBeil MOAKONMEHHON apTepun AN NevYeHUs  Hey[0BNeTBOPUTENbHbIX
pe3ynbTatoB  YPECKOXHOW  TpaHCMOMUHaIbHOW  aHruonnactukm  (UTA),  Hanpumep
OCTaTOYHOro CTEHO3a W ANCCEKLMIA.

MpoTnBonokKasaHMs

Pnl3ar-18 T3 npotmBonoKasaH 419 UCMO/b30BaHMA Y NaUWUEHTOB, Y KOTOPbIX;

e Habnogatotcss NopaxkeHus, KOTopble NPEnATCTBYHOT HagnexalemMy IeHeHMI0 C NMOMOLLBHO
CUCTEMbl CTEHTa, B TOM 4MCe MNOPaXKEHUs, MNPENATCTBYHOLWME MPaBUIbHOM YCTaHOBKE
CTeHTa WM MNOMHOMY pa3fyBaHUIO aHrMonIacTMYeckoro 6OaiioHa [0 HeobXxoaumoro
pa3mepa.

e OGLUMPHBIA OCTPbLIA UIX NOAOCTPLI TPOMOO3 LLENEBOr0 NOPaXKEHMS.

Meptopauyms cocyaa.

MopaxeHwue, pacnonoXeHHoe B rnpegenax wiv B6M3n aHeBPU3MBbI.

Habntogaetcsa yrpo3a OKK/IH3UW XU3HEHHO BaXKHbIX GOKOBbLIX OTBETBEHUIA.

e KpoBOTeYeHus, He MnojfaroLlimecs KOpPpekuun, WM nauueHTbl, KOTOpble He MOryT
NPUHMMaTb PEKOMEHOBaHHYK) aHTUTPOMOOUUTapHYIO U (MN)  aHTUKOArynsiMoOHHYH
Tepanuio.

* [Mo4yeyHass HEAOCTATOYHOCTb UM anneprua Ha PeHTreHOKOHTPAaCTHbIe BeLLEeCTBa.
 /I3BecTHas rmMnepyyBCTBUTE/IBHOCTb K HUKEO UK aMOP(HOMY Kapbuay KpeMHus.
MNpepynpexxaeHusa

 Vicnonb3oBaHWe JaHHOro YCTPOWCTBA CBA3AaHO C PUCKOM pasBUTUA MOAOCTPOro TpoM603a,
COCYAMUCTbIX OCNOXHEHWU M BO3HMKHOBEHMSA KPOBOTEYEHMUIA. B CBSI3M C 3TUM 4pes3BblyaiiHO
Ba&XKHO TUlaTeNbHO BblGMpatb MauuMeHToB. B TeueHue LWecTM MecAueB rnocne npolegypbl
pekomMeHayeTca NPOBOAUTbL aHTUTPOMOOLUMUTAPHYIO Tepanuio.

e [laHHOEe YCTPOMCTBO CKOHCTPYMPOBaHO W MpefHasHayeHo TO/bKO A1 OAHOPa3oBOro
ncnonb3oBaHua. HE nopggepraiite NOBTOPHOW cTepuam3aumm n (unu) HE wmcnonb3yinte
NoOBTOPHO. MOBTOPHOE MUCMNO/b30BaHME O4HOPA30BbIX YCTPOMUCTB cO34aeT Yrpo3y MHGEeKLnm
nauneHTa UM nonb3osarens. 3arpsisHeHne yCTpoicTBa MOXET NPUBECTU K MOBPEXAEHUIO,
3abo0neBaHNIO WM CMEPTU nauuneHTta. YucTtka, Ae3vHpeKuna u cTepuamsayms  Moryt
YXYALWMWTb OCHOBHbIE CBOMCTBA MaTepuasioB N KOHCTPYKLMU M NPUBECTU K OTKasy B pabore.
KomnaHusi BIOTRONIK He HeceT OTBETCTBEHHOCTM 3a MNPSAMOM, CNy4YaliHblii UM KOCBEHHbIM
yuiep6, cBA3aHHbIN C NOBTOPHOW CTepuamnsaumnein WM NoOBTOPHLIM UCMO/Ib30BaHNEM.

e HE ncnonb3yinte cuctemMy CTeHTa, €C/IM BHEWHAS (B TOM yucne cawe u3 gonbrn) n/unm
BHYTPEHHSAS YNakoBKa MOBPeXAeHa WM BCKPbITa MO0 CKpbITa UM HapyLleHa MMeroLascs
Ha Hell MapKupoBKa.

 HE wncnonb3yiite YCTPOWCTBO €C/IM OHO MOBPEXAEHO, KHOMKa 6e30MacHOCTM Haxara
(3abnokvpoBaHa) 1M ecnm CTEHT YaCTUUYHO PacKpbIT.

e HE npumeHsinTe yCTPOMNCTBO MO UCTEYEHUN CPOKA rOAHOCTU, YKa3aHHOro Ha 3TUKETKe.

e HE nogeepranite cuctemMy CTeHTa BO3AEWCTBMIO OpPraHUYeckux pacTBOpUTenen,
Hanpumep cnupra.
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e BbINONHANTE MaHUNYyASUMN C CUCTEMOM CTeHTa B OpraHu3me nauueHta nof KOHTPOneMm
aHrnorpagum.
e Ecnn B cocype Habnwogaetca 60/blLIOE KOMMYECTBO TPOMOOB, c/iefyeT pacCMOTPeTb
a/ibTepHaTMBHbIE WX LOMOJIHUTE/IbHbIE CTpATErnn fievyeHns (MexaHu4deckoe paspyLleHue,
TpomMb60onn3nc, NPUMEHEHNE UHIMOUTOPOB rnkonpoTenHa lib/l1lla).
e Cawe 13 (hoNbrv B HaAPY>XHOW YMNakKOBKE He SIBNSIETCA CTEPU/IbHON GapbepHOW CUCTEMOWA.
BHYTpeHHSIA ynakoBKa B calle M3 (ponbrv npeactaBnsieT cobOoi CTEPUbHYO GapbepHYto
cuctemy. TOMIbKO COAEPXMMOE BHYTPEHHEN YyNakoBKM CTepPWU/IbHO. BHELLHAS MOBEPXHOCTb
BHYTPEHHEN yNnakoBKW He fABNSETCA CTEPUbHOMN.
Mepbl NpefoCcToOpPO>KHOCTU
O6uime Mepbl NPefoOCTOPOXKHOCTU
* V3genne [O/MKHbI UCMONb30BaTh TO/IbKO Bpayu, npollejline tuiatesibHyt0 noAroToBKy U
MMEIOLLIME OMbIT BbINMO/IHEHUSA COCYAUCTbIX BMeLlaTeNnbCTB (B TOM 4YMUC/e B C/lyyae OMacHbIX
LN XKN3HWU OTK/TOHEHWIA).
e B mMeauuuHCKOW nutepatype Obiny onucaHbl ciyyvyan MONOMOK HUTUHOJIOBbLIX CTEHTOB,
UMMNIaHTUPOBAaHHbIX B MOBEPXHOCTHYHO GefpeHHYy0 apTeputo. bonee cepbesHble U YacTble
MOSIOMKA BO3HWKa/IM B CErMeHTax, B KOTOPbIX CTEHT Obl1 YCTaHOB/IEH B TeyeHue
ANNTENBHOTO nepuoja, a TakXe B cnyyaax YCTaHOBKW HECKOJ/IbKMX CTEHTOB, KOTOpble
YaCTMYHO HaknagblBa/IMCb APYr Ha Apyra. Takve MOMIOMKM 4acTto Obln CBSI3aHbl C
PecTeHO30M WM OKK/IO3Me apTepun.
e 1na npepoTBpaLEHUSs UM CHUKEHUS WMHTEHCUMBHOCTU KOarynauum KpoBuM HeobXxoAuMMOo
NPUHATL Mepbl NPeoCTOPOXHOCTU. Bo BpemA npoueaypbl PeKOMEHAYEeTCA MCMNOoJ/b30BaTb
WHTEHCUBHYIO renapuHu3auuio.
Mepbl NPesoCcTOPOXKHOCTU NMPU 0OpaLLeHUN C CUCTEMON
e [lepes npoueaypoit TwaTeNlbHO  OCMOTPUTE  CUCTEMY CTeHTa Ha  npegmer
(OYHKUMOHaNbHOCTN, a TaKXe YyAoCTOBepbTeCb, 4YTO e€e pasMep noaxoamt Ans  TOW
KOHKPETHOM npoLeaypbl, B KOTOPO OHa 6yfAeT Mcnosb3oBaHa.
e C ycTpoiicTBOM cnefyeT ob6pallatbCsi OCTOPOXHO, YTOObl M36exaTb MnpexaeBpeMeHHOM
YCTAHOBKM CTEHTa, C/lydallHbIX NOBPEeXAeHwui, geopmMauum n nepernda wagra cUCTeMbl
[LOCTaBKW.
Mepbl MPeAOoCTOPOXKHOCTU MPU YCTaHOBKE CTEeHTa
 Vicnonb3ayiite TONIbKO NPOBOAHUKM ¢ AvameTpom 0,018 atorima (0,46 mMm).
e Icnonb3yinte yCTPOMCTBO TOJIbKO C MHTPOALKOCEPOM pa3Mepa, yKazaHHOro Ha 3TUKeTKe.
Ecnim  Bbl ucnonb3yete Pulsar-18 T3 B co4veTaHUM C  A/IMHHBIM - WA M/IETEHBIM
WHTPOALIOCEPOM, AN CHUXKEHUA TPEeHUA MOXKeT MnoTpeboBaTbCA MHTPOAbHOCEP O6O/bLIero
AvameTpa (Mo paHuUy3CKOM WKasne), Yem yKa3aHO Ha 3TUKeTKe.
e HE npopasuraiite 4aCTUYHO YCTAHOBJIEHHbIA CTEHT MPOKCUMa/IbHO WU AUCTaIbHO, Tak
KaK ero nepemMeLleHne MOXeT NMPUBECTU K TpaBMe nauuneHTa.
» YT06bl M36exaTb noBpexaeHusa cocyfa, HE seoante n HE npogsurainte cuctemy creHTa
B Tefle nauueHTa, ecinm cuctema CTeHTa He Oblia pacnonoxXeHa Hagj MPOBOLHUMKOM U
NPOBOAHUK He BbIXOAWUT 3a nNpejesibl HAKOHEeYHMKA CUCTEMbl 4OCTaBKN.
e Ecnn BO Bpemsi yCTaHOBKW CTeHTa OLUyLlaeTca CWU/IbHOE COMPOTUB/IEHUE, MpeKpatute
BbIMO/IHEHME MpoLeaypbl N BbISCHUTE MNPUYNHY BO3HUKHOBEHWUSA COMPOTUBNEHUA Npexae
Yyem BO30OHOBUTL npouenypy. ECiv CTeHT He MOXeT ObITb YCTAaHOB/EH, U3B/EKUTE CUCTEMY
CTEHTa MOJMIHOCTLIO.
e CucTeMa CTEHTOB He npefHa3HadeHa A8 UCMNOoNb30BaHUA C UHPY3NOHHBIMU CUCTEMaMMN.
e Ecnu gns nevyeHns rnopaxeHHOro cermeHTta TpebyeTcsi HECKOJ/IbKO CTEHTOB:
- CTEHTbl JO/HKHbI MMETb aHaNOrNYHbI COCTaB, TaK KaK KOHTaKT CTEHTOB, WU3rOTOB/IEHHbIX
N3 pasHbIX METa//IOB, YBEIMYNBAET PUCK pa3BUTUA KOPPO3UU;
- C/lydan HasloXXeHus 6osiee fBYX CTEHTOB He UCCNef0Ba/InCh;

pekoMeHAyeTcAa cHayana YCTaHOBWUTb [AUCTaNIbHbIA  CTEHT, 3ateM obecrneyunTb
Heo6X0AMMOe HaNoXeHNe CTEHTOB.
e [lOBTOpPHOE Ha/IOXXeHMe CTeHTa C APYrMMWU YCTPOKCTBaMM Heo6XOAMMO BbIMOMHATL C
OCTOPOXXHOCTbHO.
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» He pekomeHAayeTcs MCNOMb30BaTh YCTPOWCTBA A1 aTeP3IKTOMUN UM Na3epHOro Karetepa
B 06N1acT! pasMeLLeHns CTeHTa.

e CreHTMpOBaHMe 4epe3 OUPypKauno MOXET MOocCTaBUTb Mo Yrposy oyayuime
AnarHocTu4yeckme unm TepaneBTUYeCcKMe npouenypsb.

BO3MOXHble HeXenaTtesibHble AB/IeHUA/ OCNOXXHEHUA

BO3MOXKHO pa3BuTMe Crneaytowmx OCIOXKHEHUI (CAUCOK HEMOJHbIN).

e HeobXxOo4MMOCTb  BbINOJIHEHUA  3KCTPEHHOrO OMnepartMBHOrO BMellatenbCcTBa  [AfiA
KOPPEeKLUMN COCYANCTbIX OC/OXHEHWN

e VIHekums n cencuc,

e Anneprnyeckne peakuum Ha KOHTPacTHOe BeLlecTBO, aHTUTPOMOOLUUTapHblE CpeacTsa,
aHTUKOAarynsaHTbl U aMOPgHbIN Kapbug KpeMHus.

e OM60/M3auMA BO34YyXOM, TPOMOOTUYECKUM UM aTEPOCKIEPOTUHECKUM MaTepraiom.

* Hekpo3 TKaHel 1 NoTepy KOHEYHOCTEN M3-3a AUCTa/IbHOW 3aMB0mn3auunm.

e fB/EeHUs, CBA3aHHble CO CTEHTOM: CTEHT He [OCTaBfleH B HaMe4yeHHOe MecCTo,
HernpaBW/bHasa YCTaHOBKa CTeHTa, geopmauus CTeHTa, 3MOosMa CcTeHTa, TPOMO03 Wn
OKK/I03MA CTEHTa, [MO/IOMKAa CTEeHTa, CMELLUeHMe CTeHTa, HenpaBW/bHbIA KOHTAKT W
KoMnpeccuss CcTeHTa (CTEHTOB), 3aTpyAHEHMs nNpu  U3BMeYEHUW CTeHTa, 3ambonus
MaTepuasioM CUCTEMbI LOCTaBKM.

e flBNeHUs, cCBA3aHHble C cocygamMu: rematomMa B MecTe A0CTyna, TFUMNOTEeH3Vs wum
rMnepTeHs3ns, nceBhoaHeBpU3Ma, apTepuoBeHO3Has QucTtyna, 3abplolwMHHas remaroma,
nepgopauns unM paccevyeHne cocyga, PecTeHO3, TPOMO03 WM OKK/H3UA, Ba30ocnasm,
nepugepnyeckans uWemMus, AUCCEeKUUA, AucTanbHas 3amMbonua (BO34yXOM, (parmMeHTamu
TKaHew, TPoM6OM).

e flB/IeHUs, CBA3aHHble C KPOBOTEYEHMEM: KPOBOTEYEHWE WIN KPOBOU3NUAHWE B MecTe
[OCTyNa, KpOBOTeYeHue, Tpebylollee nepenvBaHUA KPOBU WM APYroro JjievyeHus. e
CmepTb.

YKa3aHus no npuMeHeHutro

MoaroToBKa naumeHTa v BblI6GOp CUCTEMbI CTEHTA

1. MogrotoBbTe MauMeHTa W MOPaXKEHHbIA CEerMeHT B COOTBETCTBUM CO CTaHAapPTHOM
KMHMYECKON MPaKTUKOW. PekoMeHAyeTcs BbINOAHUTL NpeABapuUTe/bHOE pacluMpeHne
NOpPayKeHHOro CerMeHTa C UCMNosib30BaHVeM CTaHAapTHbIX MeTogos UTA.

2. OcHOBbIBasiCb Ha [AOuameTpe apTepun psgoM C MOPaKEHHbIM Yy4yacTKOM, BblbepuTe
NoAXo4AWMIA pasmMep CTeHTa W A/INHY CerMeHTa, KOTOPbIA AO/MKEH O6biTb CTEHTUPOBaH, B
COOTBETCTBMM C Tabnuuen «BblbOp ycTpoKcTBa B 3aBMCUMMOCTM OT pasmepa cocyga» Ha
cTpaHuue 5. [/iInHa cTeHTa AO0/HKHA NnepekpbiBaTh NopaXeHue Mo MeHbLUEn Mepe Ha 5 MM ¢
06eunx CTOpPOH.

NoarotoBka CUCTEMbI CTEHTA

3. Mepep vcnonb3oBaHeM yb6eanTeChb, YTO Hapy>KHas yrnakoBKa He MoBpeXxaeHa wamM He
BCKpbITa. BCKpOWNTEe Hapy>KHYHO YMNakoBKY W W3BNeKuTe cawe w3 ¢Gonbru. Mpexge 4yem
NPOAO/HKNTL, OCMOTpUTE cawle K3 (oNibrim 1 ybeautecb B OTCYTCTBUM MOBPEXAEHWIA.
Bckpoiite cawe 13 (hONbrM U U3BNEKUTE BHYTPEHHIOK YynakoBKy. [pexae 4em
NPOAO/MKNUTL, OCMOTPUTE BHYTPEHHIOKD YMNAaKOBKY U ybeauTecb, YUTO OHa He noBpexaeHa. B
acenTUYeCcKMUX YCNOBUAX BCKPOWMTE BHYTPEHHIOKD YMakKoOBKY W  WU3BNEKUTE U3 Hee
CTEPU/IbHOE COAEPXKMMOE.

4. Bo3bMUTE PYKOATKY CHadasna W3 f0TKa, 3ateM BbITAHUTE CUCTEMY [OCTaBKW U3
3alMTHOroO KosibLia U nomecTute ee B CTepusibHoe nosne. He neperubaiite katetep. Mepes
NCNONb30BaHMEM OCMOTPUTE CUCTEMY CTEHTA Ha NpegMeT MoBpPeXaeHWUN.

MpombiBaHME NpocBeTa NMPOBOAHUKA

5. lMopcoeanHUTe 3ano/IHEHHbLIA CTePW/bHLIM  FenapuHN3NPOBaHHbIM - (PU3NONOTNYECKUM
pactBopom wwnpuy, oobemom 10 M B nopt JTrospa Ha NMPOKCMMa/IbHOM KOHUE MPOBOAHMKA Y
BBOAMTE B MPOCBET MPOBOAHMKA He MeHee 5 M1 PM3MON0rMyeckoro pactsopa Ao Tex nop,
NnokKa >XMAKOCTb He BbleT U3 HaKOHEYHMKa CUCTEMbI AOCTaBKWM, KaK MokKasaHO Ha PUCYHKe
2.

6. OTCcoegmMHuUTE WNpUL,.

BBegeHMe cucTeMbl CTeHTa
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7. Obcneayidte cucTemy CTeHTa Ha npeaMeT NoBpexaeHnid. Yleautech, uTO AUCTaNbHbLIA
KOHeY CTEeHTa HaxoauMTCs BHYTpW BTArMBawerocs wadra. HE ucnonesyidte cucremy
CTEHTa, ECNN CTENT HAXOAUTCA CHapPYXN.
8. Pacnonoxure AUCTaNbHbIA HAKOHEYHMK CUCTEMBbI CTEHTa Ha MNPOKCUMANLHOM KOHUe
NPOBOAHWUKA U NpoABUraiTe A0 Tex NOP, NOKa NPOBOAHUK He BbiAAET U3 NQpra Jlioapa Ha
NPOKCUMaNbHOM KOHUE PYyKOATKW. [lepXuTe CUCTeMy CTeHTa B  MaKCUManbHO
pPacnpAMAEHHOM COCTOAHUM.
9. OCTOpPOXHO BBEAUTE CUCTEMY CTEHTa B WHTPOALIOCEP, UMMOGUNANM3MPYA NPU STOM
NPOBOAHKK, Y6eauTeCh, UTO AUCTaNbHLIA KOHEL BTArMBAIOLIErocsa wadra HaxoauTcs Ha
OAHOM YPOBHE C HAKOHEUYHUKOM CUCTEMBI A0CTABKM,
10. AKkypaTHO NpoasuraiiTe CUCTeMy CTEHTa NO NPOBOAHWKY AMUCTAsNbHEE MOPAXKEHHOro
yJacrka.
11.MpoAaBUraiTe CUCTEMy CTeHTa Yyepes NOpaXeHHbIA YYacToK U pa3sMecTuTe MapKepbl no
o6e cropoHbl OT nopaxeHua, Ybeautech, UTo CUHUIA cTabuamanpyowmii WadT HAXOAUTCH
BHYTPY reMOCTaTU4ecCKoro KnanaHa. Ecnn cuHmid cTabunnavpylowvii wadpTt HEeBO3MOXHO
YAEPXaTb BHYTPU, ASPXUTE CUCTEMY JIOCTABKM 8 MAKCUMANbLHO PaCcNPIMNEHHOM COCTOAHWUU
3a NPeACNaMM TeNA NALMUEHTA.,
YCTaHOBKA CTONTS
12.CucreMa CTeHTa W NPOBOAHMK 338 nNpeAenaMu Tena nauueHTa AOMKHBI OGbiTb B
MaKCUManbHO BLINPAMAEHHOM COCTOAHUW, KaK NOKa3aHo Ha pucyHke 3. Jlioboe
‘ NPOBUCAHUE CUCTEMbl AOCTAaBKW MOXET NPUBECTW K HENPaBWIbHOW YCTAHOBKE CTEHTa W
BEPOATHOCTY KOMNPECCHU CTEHTA UK YATMHEHUIO.
13.MNepeseaure NpeaOXPAHMTENBHYIO KHONKY B NONOXEHME A, KaK NOKA3AHO HA PUCYHKE
4, no 6NOKMPOBKU KHONKWA B HAXXaTOM NONOXEHUN.
14. YbeauteCb, uUTO NOAOKEHUA ANCTANBHOTO ¥ NPOKCMMANBHOIO KOHUOB CTEeHTa
OTHOCUTE/IbHO NOPAXEHHOrD YYaCTKa BCe elle ABNAIOTCA NpasuNbHbIMKU.
15.MosepHute KONECO B NOAOXEHMe B, Kak nokasaHo Ha pucCyHKe 4, W yaepxusaiite
PYKOATKY B (PUKCUPOBAHHOM nNONOXEeHWH, 4TOoBM HAYaTh YCTaHOBKY CTeHTa noA
PEHTTeHOCKONMUYECKUM KOHTPONEM. YCTAHOBKA CTEHTA HAUMHAETCH, KOrAa ABMXKYWWIHCH
MapKep BTArMBaIOWErocs wadta NPOXOAUT ANCTANbHLIA MapKep CMCTeMbl AO0CTasKH, KakK
NnoKa3saHo Ha pucyHke 5. Mpexae 4YeM 3aBepWKTL YCTaHOBKY W pPACKpbiTWe CTeHTa,
ybeautech B NPAaBWILHOM NO3NLUONMPOBAHWIM CTENTA, NOCKOSbKY, KaK TOALKO AUCTANbHLIA
KOHey creHTa GyAeT npukpennen K cteHke (cocyaa), AansHeAwan NPoBepKa HEBO3MOXHA.
HE OxuMaiite BTArMBAIOWMIACA Wa(dT AW CUHUA Crabunnaupylowwit WadT pyKoi, KOTOpOH
Bbl AEPXUTE CUCTEMY AOCTABKM,
16.MlpoaonkaiTe NOBOPAUMBATL KONECO YU NPOBEPAATE NOCTOAHHOE HaNUuMe 3a30pa
MEXAY AUCTaNbHLIM MapKEpOM CUCTEMbt AOCTABKM U AUCTANbHBIM MapKEpoOM CTEeHTa, KakK
‘ NOKA3aHO Ha pucyHKe 6. YCTaHOBKa CTeHTa 3aBeplueHa, KOrAa ABUXKYLIWACA Mapkep
STArMBAIOWErocA WadTa NPOXoaAUT NPOKCUMANLHLIA Mapkep cucrembl AocTasku. Ecnu eo
BPEMA YCTAHOBKWU CTEHTA OLWYLIAETCA CUNLHOE CONPOTUBNEHME, NPEKPATUTE BHINO/IHEHUE
npoueaypbl M BLIACHUTE NPUMWUHY BO3SHWKHOBEHKA CONPOTHMBANEGHUA, Npexge u4YeM
B80306HOBUTL npoueaypy. 17.BuinonHure aHruorpaduyeckyio BM3yanusaumio
CTEHTUPOBAHHOIO CerMeHTa cocyAa. [IpaBvMnbHOCTL YCTAHOBKM CTEHTa (CTeHT He
CKOMNPECCUpOBaAH W HEe PACTAHYT) MOXHO NPOBEPUTb, CONOCTABMB MAPKEPL! CUCTEMbI
AOCTaBKN C MAPKEPaMU CTEHTa.
UsBneueHne Cncremnl fOCTABKY
18.Mlocne nNONHOrO pa3BEpPTHLIBAHMA CTEHTA WU3BNEKMTE CUCTEMY AOCTask¥ oA
PAIOOPOCKONMMECKMM  KOHTPONEM, Mnpu 3TOM Habnogan 32  NONOXEHUEM
PEHTIEHOKOHTPACTHOrO MapKepa Ha AUCTANLHOM KOHUE W OCTaBNAsf HanpasNAIOLWIA
NpoBOAHUK Ha MecTe. Ecnu npu un3snevyeHun HaKoHeMHMKa BO3HWKAIT TPYAHOCTH, nNpexae
YeM BLINONHATL NOBTOPHOE M3BNEYEHWE, ONpeAaesniuTe NPUYMHY BO3HWUKHOBEHWUA
TpyAHOCTEA. CuCTeMy AOCTABKM MOXHO 3KKYpPaTHO NEPeMecTuTb B AUCTaNbHOM
HanpasnexHvn, 4To6b 0CBOGOAUTL HAKOHEYHUK.
19.8inONHUTE AHTMOrPaPUUECKYIO BUIYaNW3aUMK CTEHTUPOBAHHOTO CErMEHTA COCYAA.
Echn CTEHT He MOAHOCTBIO paclMpeH BAOAL MOBPEXAEHUS, TO NO YCMOTPEHWUIO Bpava

9
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MOXHO BbLINONHUTE GanNNoHHOE pacwupeHue NocAe passepThiBaHua (CTaHpapTHoe MTA).
Y6eaurecs, yro Avametp 6annoxa YTA B pasayTOM COCTOSIHMM COOTBETCTBYET 3TANOHHOMY
AVAMETDY Lenesoro cocyaa.

20. YTmausupyiuTe ucnonsL3osaHHoe YCTPOHCTBO U €ro YNakoeKky 8 OTXOAbLl B COOTBETCTBUM
C NOPSAKOM, NPUHATBLIM B fleUebHOM yupexaeHi U 3aKOHOAATENLCTBOM, AeHCTBYIOWEM Ha
TEPPUTOPHK CTPaHbl.

Caepennn o 6esonacHocTn npu nposeaennn MPT

AOKNUHNUECKUE UCTILITAHWA NOKA3aNM, UTO NpUMEHeHWe CTeHtra Pulsar-18 T3 BO3MOXHO
npu onpeaeneHHbiIX ycnosuax MPT Npu 0AMHOMHOW ANKHE W ANNHE HANOXEHUA A0 385 MM,
Be3onacHoe MPT-ckaHvpoBaHue NaumeHTa ¢ UMNNAHTUPOBAHHLIM YCTPOMCTBOM BO3MOXHO
NP1 CAEAYIOLUX YCNOBUNAX.

¢ NocToaHHoO@ MarumMTHOe none 1,5 Tahu 3,0 Th

¢ MakcuManuHbIA NPOCTPAHCTBEHHLIA rpaaneHT nonn 3000 Faycc/cm (30 Tn/m)

¢ MakcMMancHoe 33permcTpuMpoBaHHOe ANA A3HHOA MP-CUCTEMbl 3HaueHue YAeNbHOro
Ko3pPuumeHTa nornoweHunn (SAR), ycpeaHeHHOro Ans scero Tena, cocrasuno 1 Br/kr ann
OPMENTHPOB MoA NYNKOM W 2 BT/xr {B HOpManbHOM paboueM pexuMme) Anst OPUEHTUPOB HaA
NYnxoM

B BbilueonpeaeneHHbiX YCNOBUAX CKAHWPOBAHUA MOXHO OXWAATL MAKCUMAaNbHOro
NOBbilWEHUR TeMmnepaTypbl crTeHta Ha 5,7 °C nocne HeNpepbiBHONrO CKaHMPOBaHWA B
TeueHue 15 MuHyT,

doknuHmieckne MCnNbiTaHnA NoKasanu, 4TO apTedakr, NOABNSIOLIMACA B CBRA3U C
YCTAHOBKOMK CTEHTa, Npu CKaHWpoBaHum yCTpoicTBa Ha MPT-cucreme momHocTeio 3,0 Tn
BLICTYMNaeT NPUMEPHO Ha 4 MM B NOCNEAOBATENLHOCTH IPAAUEHT-3X0 MW Ha 3 MM B
NOCNEAOBATENBHOCTU CNUH-3X0. ApTedaKT MOXET 3aTeHRTL NPOCBET YCTPOWCTBA.
FapanTus n OTBETCTBEHHOCTD

AaHHoe u3genve n Kaxabliih M3 ero KOMNOHeHToB (flanee vMeHyeMmble «u3genves) Gobinu
pa3paboTaHbi, W3roTOBNEHBbI, MCMbITaHHI W YNAKOBaHbI € MaKCMManbHO BO3MOXHOMN
TWATeNnbHOCTLI0. OAHaKo Nockonbky koMnaHwa BIOTRONIK He KOHTPOAUPYET YCNOBUA
NPUMEHEHWUA U3ACNNA, COACPXKUMOE ITOMD TEXHUIECKOro pyKosoaCTBa CNeAyeT cuutTaTth
HEOTLEMAEMON YAcTbi0 AAHHOrO OTKAa3a OT OTBETCTBEHHOCTM H3 CAyJYad BO3MOXHOro
HapyweHus NpeayCMOTPEHHOrO (GYHKUUOHANBHOTO HA3HAYEHUA UACAWMA NO PBINUUHBLIM
npusuram. Komnawua BIOTRONIK He rapaHTMpyeT HEBO3MOXHOCTb HacTynneHus
cneaylowux cobbituii:

¢ HeucnpaBHOCTL UK OTKA3 M3afeNus

¢ IMMyHHbI# OTBET NauMWeHTa Ha uagenue

* BO3MMKHOBEHWE MEAULMHCKMX OCNOXHEHWIA NpU UCNONb30BAHMM NPOAYKTAa WK
BCNEACTBME KOHTaKTa NpoAdykTa ¢ TenoM nauveHta Komnanwma BIOTRONIK He Hecer
HUKAKON OTBETCTBEHHOCTY 33

» [ipumMeHeHne  usgenwus, HE  COOTBETCTBYIOWEE  HAZHAMEHMIO/NOKAZAHUAM,
NPOTMBONOKA3AHUAM, MNPEAYNPEXACHWUAM, NPEAOCTEPEeXEeHMAM W YKasaHuAM no
npuMeHeHWIo, YKasaHHbIM B QaHHOM TEXHWYECKOM pyKoBoACTBE

¢ MoAMPUKALMIO UCXOAHOTO U3AeNUR

s Cnyyan, KOTOpbié HEBO3IMOXHO NPEeAyCMOTPETb Ha MOMEHT AOCTaBKW WM3AeNuA Ha
OCHOBaHWW COBPEMEHHOO YPOBHS HaYKM W TEXHUKM

o Cayvan, npoucxogsiyuve ¢ ApyruMm ycTpoicTBaMn Komnawuu BIOTRONIK wam
YCTPOWCTBaMU, He npuragnexawmnmm komnaiuu BIOTRONIK

e Cnyyan, BO3HMKWIKE B pEIYNbTaTe ACUCTBUA HENPEOAONAMMON CUANLI, BKAIOMAA, HO He
OrpaHUIMBARCh CTUXMHHLIMKW 6eACTBHUAMM

BollueykaszaHHbie NOAOKEHUA HE 3aTParvsBaloT OTAENbHO COrNAcoBaHHOMO € KAWEHTOM
OTKa3a OT ¥ (W1Kn) OrpaHUYeHNA OTBETCTBEHHOCTU B CTENEHU, Pa3peleHHOA AHCTBYIOWWNM
33aKOHOARTENLCTBOM.

10
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® BUOTPOHMK
(BIOTRONIK)

COBEPLUCHCTBO Panm XU3HN

BUOTPOHUK Al' (BIOTRONIK AG)

Axepuwtpacce (Ackerstrasse), 6
CH-8180 Bionax

LWiseiiuapun

Ten.: +41 44 864 51 11
Gaxc: +41 44 864 50 05

01 HoaGpn 2021 rona

3asBneHue npon3sogunuTend

ina npeaLAaneHnn No Mecty TpeboBarma.
HacTonLmM Mbl FapaHTHPYeM, YTO NPUNAraeMbiil JOKYMEHT:

WHCTRYXUMA RO IKCNNYRTALNN
Cucrema nepucepHIeCcKorc CAMOPACKPLIBAIONETOCH
HMTHHONOBOIO cTeNTa Pulsar-18 T3, B BAPMANTAX NCIONHOHMA

RBNASTCA OPUTMHANBHLIM AOKYMEHTOM, BbigaHHbIM komnakweid BUOTPOHUK Al (BIOTRONIK
. AG).

Wmn, hamunns: Ciosaxna Mwsnx (Susanne Minich)

HonxrocTs: Cneumanuct no HOPMaTUBHO-NPABOBOMY
‘ perynupoBaHvio

KomnaHus: BUOTPOHUK Al (BIOTRONIK AG)

Ynuya: Axepwrpacce (Ackerstrasse), 6

Fopoa / CrpaHa: 8180 Bionax - Weediuapun

Rara u nognmuce: /modnuce/

CiosarHa MuHUX (Susanne Minich)
Almamrv: qgB”O'I'POHMK (BIOTRONIK)

COBOPUIOHCMEO PAOU XUSHU
BHOTPOHMK Al (BIOTRONIK AG)

Axepwmpacce (Ackerstrasse), 8
CH-8180 Bronax
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ODNUNANSHOS YROCTOBODOHNS

HacTonuwmMm CBKAETENLCTBYSTCA NOANNHHOCTS NOANUCH HE OOPATHON CTOPOHS, NOCTABNOHHOR
B HAWOM NPUCYTCTBUN .

M-woi CrozanHod Mnimx (Susanne MINICH). aara poxaesun: 12 man 1965 r., rpaxaaHkon

lineiiiapun, Batrennb, xaHToH Caxxr-Fannied, Nno 68 CnNosam, NPOXMBRIOWEH NO aAPecy:
Fpoccaxepwrpacce (Grossackerstrasse) 81, 8041 Liiopux, NUMHOCTD KOTOPOR NOATROPMAGHA

YAOCTOBEPEHUOM NUIHOCTH.
Bionax, 1 HorGpn 2021 ropa HOTAPUANBHARA KOHTOPA Tepbosan
KoxtTponbhelid Ne BIONAXA neuams:
YAOCTOBSDUTSNbHLIX ASACTBUA: /nodnuce/ Homapuanssasn
2021/2469 Cuwmon I'pad (Simon Graf), xonmopa blonaxa
MownmKa: 20.00 we. ¢p. AccucTeHT B HoTapuanbHo# * xanmow Liopux/

KOHTOP®
‘ ANOCTMND

(Taarcxan xoussrptn ot 3§ oxmalpn 1981 roga)
1. Crpasa: lselspccan sowbegepauun, EaTod Ljlopex
Hacronumh ouuuansisil Roxyment

2. nopnucan Cwoit Mpad (Simone Gral)
3. suicTYnaoLpN-ol) 8 Accucresnt & HOTEpKRANLHOA KONTOPS
KONOCTRO

4. CXPOUBH NENETHIVLITIMION HOTRPUANSHON NOHTOPW BIOSIIR, KEHTON

Ljopen
YAOCTOROPONO

§. B: Lopux 8090 8. fara: 02.11.2021
7. Kot FOCYASDCTRSHHAR KRMUSARUA KAHTONS Liopu
8. 3a womepon: 1231844/2021
8. NMovamviumamn 10. Noanucy
Npysnan nevems
focydepcmeeswoll Modnucy/
KAHUSIADLU KOHMOHS
Lbopuy/

E. Mauycuta (E. Matsushita)
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I'IepeBo,q AaHHOIO TeKCTa BbINONHEH NMEePeBOAYNKOM KpaI'II'II/IHbIM [MeHucom A}'IEKC&H,U.DOBI/IHEM

[Moannck
Poccuiickan ®egepauus

["opos MockBsa.

[ecaToro HoA6GPSA ABe ThICAYM ABaALAaTb MNePBOro roga.

A, OeitHeko Jliogmuna BanepueBHa, BPEMEHHO WUCMONHAKOLWAA 0053aHHOCTM HOTapuyca ropoga
Mocksbl  pOKOLIEHKOBO EneHbl EBreHbeBHbl, CBUAETENLCTBYH  MOA/MHHOCTL  MOAMNUCH
nepesofunka KpannvHa JeHunca AnekcaHaposuya.

Moanuce caenaHa B MOEM MPUCYTCTBUMN.

JInyHoCTb NoanmMcaBLLEro JOKYMEHT YCTaHOB/IEHA.

3apeructpupoBaHo B peectpe: Ne 21/86-H/77-2021-
YnnayeHo 3a COBepLUEHME HOTapuasibHoro geinctaus: 400 py6. 00 Kon.

N.B. [eiiHeko

[Moanunck

FEPBOBAA MEMA1b
HOTAPUYCA

MpoLLUHYPOBaHO, NMPOHYMEPOBAHO M CKPEM/IEHO NevaTbio

[1oAa; HCb

Bcero npoLHypoBaHo

MPOHYMEPOBaHO N LY UTEHO
nevarblo

Poccuiickas degepaups
'opog, Mocksa
Aecsintoro  Hosiepsa ;9r°9\:s75.'0;.aT"9'ex'5l7¢;3
miiHeKo ﬂPOAMVII'Ia 3anBnuneaHa. BpeMeHHO wucnonHawuwas

‘tocT HoTBpuyca FypoBa Muckabl [MpOKOLIEHKOBOM
[Bubl, cBMAETEN*.CTlyI0 BAPHOCTbL KONUK

|pomHo«paBoT?L-H 21/8B-1/77-r021-
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'OANN

T BIOTRONIK
Konumn

BIOTRONIK AG
Ackerstrasse 6

CH-8180 Bulach
Switzerland

Tel. +41 44 864 51 11
Fax +41 44 864 50 05

01 November 2021

f Manufacturer's Statement

To whom this may concern:

We hereby guarantee that the enclosed document;

Addition tothe Instruction for Use
Pulsar*18 T3 Peripheral Seif-Expanding Nltinol Stent System,
in modifications

is an original document issued by BIOTRONIK AG.
The content of the English and Russian document versions is identical,

Name: Susanne Minich

Position: Senior Regulatory Affairs Manager
Company: BIOTRONIK AG

Street: Ackerstrasse 6

City / Country; 8180 Bulach - Switzerland

Date and Signature:

nne Minich

4V
excellence for life
BIOTRONIK AG
S. O
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Official Certification

Seen for authentication of the reverse side signature, ackno\wiedged in our presence by

I born 12th May 1965, Swiss citizen of Wattwil SG, according to her
information residing at Grossackerstrasse 81, 8041 Zurich,
identified by identity card.

Bilach, 1st November 2021

BK no. 2021/2468 NOTARIAT, BULACH
Fee CHF 20.00

raf, Notariatsassistent

APCSTILLE

(Convention dela Haye du S octobre 1961]

-

Land' Scbweizensche BdgenossenscTiall, Kanton Zurich
Country; SvMss Confederation. Canton ofZuncti
Diese 6ffentliche Urkunde / TN's public document

2 st unterschrieben von
has been signed by Simone Graf
3 msemer Bgenscbatt als
acting In the capacity of Noianatsassisteni/.in

4 sieistversehenirildeniStenpel/Sie9eldes(da)-beaisNe estam p/sealai

Notariat BUach Kt Zurich

Bestatigt / Certfied
5 In/at8090Zurich/Zurich 6am /the Q2tt 202t

7 durchde StaalsKanziei des Kartons Ziinch
by the Chancetery d State ofthe Canton ofZurich

B unter Nr/under N* 1231845«)21

9 Stempei/Siegel. Stamp/seal 10 Uiterschnft/Signalire
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Addition to the Instruction for Use (IFU)

Pulsar-18 T3 Peripheral Self-Expanding Niltinol
Stent System, in modifications
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1. Device Name

Pulsar-18 T3 Peripheral Self-Expanding Nitinol Stent System, in modifications:

I. Pulsar-18 T3 Peripheral Self-Expanding Nitinol Stent with the Delivery System (usable length
-90 cm):

Contents:

1. Pulsar-18 T3 Peripheral Self-Expanding Nitinol Stent with the Delivery System (usable length
-90 cm) - 1 pcs.

- with a stent diameter of 4 mm, length of 20 mm, 30 mm, 40 mm, 60 mm, 80 mm, 100 mm,
120 mm, 150 mm, 170 mm, 200 mm,

- with a stent diameter of 5 mm, length of 20 mm, 30 mm, 40 mm, 60 mm, 80 mm, 100 mm,
120 mm, 150 mm, 170 mm, 200 mm;

- with a stent diameter of 6 mm, length of 20 mm, 30 mm, 40 mm, 60 mm, 80 mm, 100 mm,
120 mm, 150 mm, 170 mm, 200 mm;

- with a stent diameter of 7 mm, length of 20 mm, 30 mm, 40 mm, 60 mm, 80 mm, 100 mm,
120 mm, 150 mm, 170 mm, 200 mm,

2. Instruction for Use.

3. Patient Implant card.

[1. Pulsar-18 T3 Peripheral Self-Expanding Nitinol Stent with the Delivery System (usable
length - 135 cm):
Contents:
1. Pulsar-18 T3 Peripheral Self-Expanding Nitinol Stent with the Delivery System (usable length
- 135 cm) - 1 pcs.
- with a stent diameter of 4 mm, length of 20 mm, 30 mm, 40 mm, 60 mm, 80 mm, 100 mm,
120 mm, 150 mm, 170 mm, 200 mm;
- with a stent diameter of 5 mm, length of 20 mm, 30 mm, 40 mm, 60 mm, 80 mm, 100 mm,
120 mm, 150 mm, 170 mm, 200 mm;
- with a stent diameter of 6 mm, length of 20 mm, 30 mm, 40 mm, 60 mm, 80 mm, 100 mm,
120 mm, 150 mm, 170 mm, 200 mm;
- with a stent diameter of 7 mm, length of 20 mm, 30 mm, 40 mm, 60 mm, 80 mm, 100 mm,
120 mm, 150 mm, 170 mm, 200 mm,
2. Instruction for Use.

A 3. Patient implant card.

Hereinafter: "Pulsar-18 T3", "Pulsar-18 T3 Stent System”, "Stent", "Stent system", "Pulsar-18
T3 Stent".

2. Name and address of the developer, manufacturer, and the
production site

Name and address of the legal manufacturer:

BIOTRONIK AG

Ackerstrasse 6, 8180 Bulach, Switzerland
Tel. +41 (0) 44 864 51 11

Fax + 41 (0) 44 864 50 05
Info.vi@blotronlk.com
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Address of the production site:

BIOTRONIK AG
Ackerstrasse 6, 8180 Bdlach, Switzerland

CORTRONIK GmbH
Friedrich-Bamewitz-Strasse 4a, Rostock-Warnem(nde 18119, Germany

3. Indication
Pulsar-18 T3 is indicated for use in patients with atherosclerotic disease of the superficial

femoral, proximal popliteal and infrapopliteal arteries and for the treatment of insufficient
results after percutaneous transiuminal angioplasty (PTA), e.g. residual stenosis and dissection,

4. Use conditions, information about the potential consumer

This device should only be used by physicians thoroughily trained and experienced In
performing vascular interventions, (including cases of life-threatening complications).

. 5. Area of application

Pulsar-18 T3 stent is an implantable device intended for use in the peripheral vasculature
having no contact with the heart or with the central circulatory system. It is used in
endovascular surgery: during percutaneous transiuminal angioplasty (PTA).

6. Type of contact with the body

Pulsar-18 T3 Peripheral Self-Expanding Nitinol Stent System has the following type of contact
with the patient’s body:

Pulsar-18 T3 Stent | An implantable device having a constant {(more than 30 days) contact
with the internal environment and body tissues.

Pulsar-18 T3 A part of the device that has a short-term (less than 24 h) contact with
Delivery System the Intemnal environment and body tissues.

7. Medical Device Application Risks

Risk management methods are applied with regard to the design and manufacturing processes
including materials/components and (use) application of the device. Risk management Is
complied with the international standard EN ISO 14971. Risk management methods are applied
throughout the product life. There are three product life phases defined in the risk management
procedure:

e Development;
» Serial production;
o Steps following the production up to the end of the product lifetime.

Risk analyses are performed to identify and evaluate potential risks that may arise due to
design, device application {(PdRA), and manufacturing processes (PcRA, FMEA process). Product
Risk Analysis meets the results of the Usability Analysis (HUF, CRS, UEF) as an input. Risk
control measures are applied in order to mitigate risks to their acceptable levels. The
acceptance of residual risks remaining after risk control measures Implementation in each
individual risk analysis is evaluated and documented.

-
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8. Technical Specifications

Pulsar-18 T3 Peripheral Self-expanding Nitinol Stent System (hereinafter Pulsar-18 T3) as

shown in Figure 1is a self-expanding stent that Is pre-mounted on an over-the-wire delivery
system.

la 1b

10

Figure 1. Pulsar-18 T3 —Schematic Design

The stent (1) is a permanent implant and made from a laser-cut nitinol tube. The stent (1) has
six radiopaque markers on either ends (la, |b) and is completely covered with a thin layer of
amorphous silicon carbide (proBIO). The delivery system consists of a triaxial shaft design: the
inner shaft assembly (2), the middle retractable shaft (3) and the fixed outer blue stabilizer
shaft (11). The central guide wire lumen within the inner shaft assembly (2) begins at the distal
delivery system's tip (7) and ends at the luer port (6) on the handle (9). The guide wire lumen
is flushed through the luer port (6). The stent is positioned in-between the Inner shaft
assembly (2) and the retractable shaft (3) on the distal end of the delivery system. The two
radiopague markers on the delivery system (8a, 8b) facilitate fluoroscopic visualization and the
positioning of the stent system towards and across the lesion. The retractable shaft (3) begins
within the handle (9) and extends towards the delivery system's tip (7). The retractable shaft
(3) covers the stent (1), keeping it constrained on the delivery system. The moving radiopaque
marker (10) on the retractable shaft (3) enables visual control during stent deployment. The
outer surface of the tip (7), retractable shaft (3) and the blue stabilizer shaft (11) are covered
with a hydrophobic coating, and an anti-friction agent Is applied In-between the retractable
shaft (3) and the inner shaft assembly (2). The blue stabilizer shaft (11) is designed to reduce
friction between the stent system and the hemostatic valve of the introducer sheath. The safety
button in an unlocked position (4) and the rotating wheel (5) on the handle (9) are used for
stent (1) deployment.

8.1. Pulsar-18 T3 Stent Technical Specifications
Tab e 1. Pulsar-18 T3 Stent —Size Range

Nominal . . .
Nominal stent Delivery System J
No. Name s[tr(;r;;c]]o length [mm]  Useable Length [cm]
Pulsar-18 T3
L 420090 4 20 90
Pulsar-18 T3
2 4130190 4 30 9%
Pulsar-18 T3
3 4/40/90 4 40 9
Pulsar-18 T3
4 4/60/90 4 60 90
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10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

26

26

27

28

29

Name

Pulsar-18T3
4/80/90

Pulsar-18T3
4/100/90
Pulsar-18T3
4/120/90
Pulsar-18 T3
4/150/90
Pulsar-18 T3
4/170/90
Pulsar-18 T3
4/200/90
Pulsar-18 T3
5/20/90
Pulsar-18 T3
5/30/90
Pulsar-18 T3
5/40/90
Pulsar-18 T3
5/60/90
Pulsar-18 T3
5/80/90
Pulsar-18 T3
5/100/90
Pulsar-18 T3
5/120/90
Pulsar-18 T3
5/150/90
Pulsar-18 T3
5/170/90
Pulsar-18 T3
5/200/90
Pulsar-18 T3
6/20/90
Pulsar-18 T3
6/30/90
Pulsar-18 T3
6/40/90
Pulsar-18 T3
6/60/90
Pulsar-18 T3
6/80/90
Pulsar-18 T3
6/100/90
Pulsar-18 T3
6/120/90
Pulsar-18 T3
6/150/90
Pulsar-18 T3
6/170/90

Nominal
stent o
£mm3

4

4
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Nominal stent
length [mm]

80
100
120
150
170
200
20
30
40
60
80
100
120
150
170
200
20
30
40
60
80
100
120
150

170

Delivery System
Useable Length [cm]

90
90
90
90
90
90
90
90
90
90
90
90
90
90
90
90
90
90
90
90
90
90
90
90

90



30

31

32

33

35

36

37

38

39

40

41

42

43

44

45

46

47

48

49

5l

52

Name

Pulsar-18 T3
6/200/90
Pulsar-18 T3
7/20/90
Pulsar-18 T3
7/30/90

Pulsar-18 T3
7/40/90

Pulsar-18 T3
7/60/90
Pulsar-18 T3
7/80/90
Pulsar-18 T3
7/100/90
Pulsar-18 T3
7/120/90
Pulsar-18 T3
7/150/90
Pulsar-18 T3
7/170/90
Pulsar-18 T3
7/200/90
Pulsar-18 T3
4/20/135
Pulsar-18 T3
4/30/135
Pulsar-18 T3
4/40/135
Pulsar-18 T3
4/60/135
Pulsar-18 T3
4/80/135
Pulsar-18 T3
4/100/135
Pulsar-18 T3
4/120/135
Pulsar-18 T3
4/150/135
Pulsar-18 T3
4/170/135
Pulsar-18 T3
4/200/135
Pulsar-18 T3
5/20/135
Pulsar-18 T3
5/30/135
Pulsar-18 T3
5/40/135
Pulsar-18 T3
5/60/135

Nominal
stent o
|mm3

6

7
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Nominal stent
length [mm]

200
20
30
40
60
80
100
120
150
170

200
20
30
40
60
80
100
120
150
170

200
20
30
40

60

Delivery System
Useable Length [cm]

90
90
90
90
90
90
90
90
90
90
90
135
135
135
135
135
135
135
135
135
135
135
135
135

135



55

56

57

58

59

60

61

62

63

65

66

67

68

69

70

71

72

73

74

75

76

7

78

79

Name

Pulsar-18T3
5/80/135
Pulsar-18T3
5/100/135
Pulsar-18 T3
5/120/135
Pulsar-18 T3
5/150/135
Pulsar-18 T3
5/170/135
Pulsar-18 T3
5/200/135
Pulsar-18 T3
6/20/135
Pulsar-18 T3
6/30/135
Pulsar-18 T3
6/40/135
Pulsar-18 T3
6/60/135
Pulsar-18 T3
6/80/135
Pulsar-18 T3
6/100/135
Pulsar-18 T3
6/120/135
Pulsar-18 T3
6/150/135
Pulsar-18 T3
6/170/135
Pulsar-18 T3
6/200/135
Pulsar-18 T3
7/20/135
Pulsar-18 T3
7/30/135
Pulsar-18 T3
7/40/135
Pulsar-18 T3
7/60/135
Pulsar-18 T3
7/80/135
Pulsar-18 T3
7/100/135
Pulsar-18 T3
7/120/135
Pulsar-18 T3
7/150/135
Pulsar-18 T3
7/170/135

Nominal
stent o
Cmml

5

5
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Nominal stent
length [mm]

80

100
120
150
170
200

20

40
60
80
100
120
150
170
200
20
30
40
60
80
100
120
150

170

Delivery System
Useable Length [cm]

135
135
135
135
135
135
135
135
135
135
135
135
135
135
135
135
135
135
135
135
135
135
135
135

135

Of



Nominal
No. Name stent 0
Cmml

7 200 135

Nominal stent Delivery System
length [mm]  Useable Length [cm] ;

30 Pulsar-18 T3
7/200/135

Table 2. Dimensional (Geometrical) Stent Characteristics: strut dimensions

Parameter Value
Stent strut thickness (mm) 0.140
Stent strut width (mm) 0.085-0.090

Table 3. Technical Stent Characteristics: radiopaque (X-ray) markers

Parameter Value

Number of markers at each stent end (proximal 6 pcs.
and distal)

8.2. Technical Specifications of the Delivery System
Table 4. Functional characteristics
Feature Value
Introducer compatibility 4F/(1.52 mm)
Guide wire compatibility 0.46 mm/0.018"
Table 5. Delivery System Characteristics
Feature Value
Usable length 900 mm/ 1350 mm
Total device length 1195 mm / 1645 mm
Outer diameter of the device (usable length) max. 1.52 mm

9. Accessory compatibility

Table 6. Compatibility requirements for accessories and components
alaracterfsClcs 1Compatibillty requirements for aocessbries and compdrients
General Compatible with common 4F introducer (1,52mm)

General Compatible with common 0.018" (0.46 mm) guide wire

Compatible medical devices previously registered on the territory of the Russian
Federation:

1. Fortress introducer, Registration Certificate No. FSZ 2011/10957 of 14.06.2013
modifications: -Crossover Introducer Sheath - with a defined curve. -Straight - 45 Introducer
Sheath - straight. -Straight - 100 Introducer Sheath - straight.

Manufacturer: Contract Medical International, GmbH, Lauenstelner Str. 37, 01277 Dresden,
Germany

2. Angiographic guide wire - Radifocus Glidewire Advantage. Registration Certificate No. RZN
2017/5426 of 21.07.2017

Modifications:

- Angiographic guide wire - Radifocus Glidewire Advantage, modification: RA*FA18181CM, type
of the tip: angled, outer diameter: 0.018" (0.46 mm), length - 180 cm.
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- Angiographic guide wire - Radifocus Giidewire Advantage, modification: RA*FA18301CM, type
of the tip: angied, outer diameter: 0.018" (0.46 mm), length - 300 cm.

- Angiographic guide wire - Radifocus Giidewire Advantage, modification: RA*FS18181CM, type
of the tip: straight, outer diameter: 0.018" (0.46 mm), length - 180 cm.

- Angiographic guide wire - Radifocus Giidewire Advantage, modification: RA*FS18301CM, type
of the tip: straight, outer diameter: 0.018" (0.46 mm), length - 300 cm.

Manufacturer: Terumo Corporation, 44-1, 2-chome, Hatagaya, Shibuya-ku, Tokyo 151-0072,
Japan

3. Radifocus guide wire for vascular interventions, in various modifications. Registration
Certificate No. RZN 2016/4754 of 16.09.2016

Modifications:

-RF+GS18153M RADIFOCUS GUIDE WIRE M

-RF+GA18153M RADIFOCUS GUIDE WIRE M

-RF+GS18183M RADIFOCUS GUIDE WIRE M

-RF+GA18183M RADIFOCUS GUIDE WIRE M

-RF+GA18223M RADIFOCUS GUIDE WIRE M

-RF+GA18263M RADIFOCUS GUIDE WIRE M

-RF+GS18263M RADIFOCUS GUIDE WIRE M

Manufacturer. Terumo Corporation, 44-1, 2-chome, Hatagaya, Shibuya-ku, Tokyo 151-0072,
Japan

10. Contents and Scope of Delivery

Pulsar-18 T3 Peripheral Self-Expanding Nitinol Stent System

Pulsar-18 T3 Peripheral Self-Expanding Nitinol Stent System with the Delivery System
(usable length - 90 cm):

Contents:

1. Pulsar-18 T3 Peripheral Self-Expanding Stent with the Delivery System of a usable
length 90 cm - 1 pcs.

- with a stent diameter of 4 mm, length of 20 mm, 30 mm, 40 mm, 60 mm, 80 mm, 100
mm, 120 mm, 150 mm, 170 mm, 200 mm;

- with a stent diameter of 5 mm, length of 20 mm, 30 mm, 40 mm, 60 mm, 80 mm, 100
mm, 120 mm, 150 mm, 170 mm, 200 mm;

- with a stent diameter of 6 mm, length of 20 mm, 30 mm, 40 mm, 60 mm, 80 mm, 100
mm, 120 mm, 150 mm, 170 mm, 200 mm,

- with a stent diameter of 7 mm, length of 20 mm, 30 mm, 40 mm, 60 mm, 80 mm, 100
mm, 120 mm, 150 mm, 170 mm, 200 mm,;

2. Instruction for Use (IFU) - 1 pcs.

3. Patient implant card- 1 pcs.

11 Pulsar-18 T3 Peripheral Self-Expanding Nitinol Stent System with the Delivery System
(usable length - 135 cm):

Contents:

1. Pulsar-18 T3 Peripheral Self-Expanding Stent with the Delivery System of a length 135
cm - 1 pcs.

- with a stent diameter of 4 mm, length of 20 mm, 30 mm, 40 mm, 60 mm, 80 mm, 100
mm, 120 mm, 150 mm, 170 mm, 200 mm;

- with a stent diameter of 5 mm, length of 20 mm, 30 mm, 40 mm, 60 mm, 80 mm, 100
mm, 120 mm, 150 mm, 170 mm, 200 mm;

- with a stent diameter of 6 mm, length of 20 mm, 30 mm, 40 mm, 60 mm, 80 mm, 100
mm, 120 mm, 150 mm, 170 mm, 200 mm;

- with a stent diameter of 7 mm, length of 20 mm, 30 mm, 40 mm, 60 mm, 80 mm, 100
mm, 120 m'm, 150 mm, 170 mm, 200 mm;

2. Instruction for Use (IFU) - 1 pcs.

3. Patient implant card- 1 pcs.
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11. Criteria for medical device unusability

DO NOT use the stent system if the outer package (Including the foil pouch) and/or Inner
package are/is damaged or opened, or if any information provided is obscured or damaged. DO
NOT use if the device is damaged, the safety button is pressed down (locked), or if the stent is
partially deployed. DO NOT use the device after the Use by date Indicated on the label.

12. Package Description
12.1. Individual/outer packaging

Pulsar-18 T3 is supplied in a sterile package.

The distal part of the device up to the handle is protected by a dispenser tube made of high-
density polyethylene. The device is placed in a blister (455x200 mm) and placed in a flexible
easy-to-open OPA/PE/Tyvekl073B pouch (581x238 mm), which represents individual sterile
package of the product.

Then, the individual sterile package is placed in an intermediate package: an aluminum pouch
(600x258 mm), together with the absorber and absorbent tape.

The outer packaging is a cardboard box (255x30x480 mm), in which the Intermediate package,
as well as the IFU with the patient implant card is placed. The labels are applied to the
individual.sterile, intermediate, and outer packaging.

12.2. Transport package

Products are put into the transport package represented by the box that Is made of corrugated
cardboard. Cardboard box is closed and sealed with an adhesive tape. It is allowed to pack
several products according to the overall dimensions of the transport package, including air-
bubble wrap.

13. Device Labeling

When delivered to the territory of Russia for the purposes of distribution, next to the original
labeling, but without overlapping it, the medical device is labeled with a local sticker which
has a certain priority for the Russian Federation.

Example of additional labeling for the Russian Federation (sticker for the Russian
Federation)
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Pulsar-18 T3 Peripheral Self-Expanding Nitinol Stent System

Stent Diameter Unconstrained (mm)
Stent Length Unconstrained (mm)
Usable Length (cm)

Guide Wire Diameter (inch)
Minimum Introducer Sheath Size (F)
ID > x.xx (mm)

Contents (pcs)

Non-toxic. Apyrogenic

Size: see on the package

Authorized representative of the Manufacturer on
territory of the Russian Federation:

LLC "BIOTRONIK"

26, buiiding 1A, Nikoloyamskaya str., room 6, fioor)
Moscow, 109240, Russia

Tei: +7 (495) 789-68-31,

emaii: office@biotronik.ru

www.biotronik.com

Registration Certificate
No. P3H

® BIOTRONIK

excellence for life

For labeling, symbols are used to provide the necessary information, such as:

- device name;
- use-by date;

- information about the sterility of the product and the method of sterilization;

- information about a single use;
- information about the manufacturer;

- other symbols (see the symbol explanation table below)

Table 7. Symbol explanation given on the labeling

Symbol Description
|sterileleo]| EO Sterlllzatlon R
O Individual sterile barrier system with outer protective packaging
O Individual sterile barrier system
1
A MR-conditional stent f
manualslbioltmlmmm Refer to the Instruction for Use 3
Manufacturing date. Indicates the date when the device was manufactured. n
N\

Protect from moisture. Indicates that the medical device must be protected from

moisture.

c<

Catalog number. Specifies the number of the medical device according to the re

rS I n manufacturer's catalog.

Manufacturer. Indicates the manufacturer of the medical device, as defined in
the European Community Directives 90/385/EEC, 93/42/EEC and 98/79/EC.
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d

Symbol Description

Lot code. Specifies the lot code used by the manufacturer to identify the lot of
[1ot! the device.

GIIN Global product number in the Unified International Product Database GSl|

C C CE-mark

DO NOT use when the package is damaged

@ DO NOT resterilize

SINGLE USE ONLY. Indicates that the medical device is intended for a single use
only or for use on a single patient during one procedure.

Avoid exposure to sunlight

Use by...

A Refer to the Instruction for Use

X II’40*C - . . . -
e The temperature range within which the medical device can be stored
mcuryoi®

25*t

mx PF Temperature range
14. Information about the use frequency and device

maintenance/repair

Pulsar-18 T3 Peripheral Self-Expanding Nitinol Stent System is a single-use device and is not
subject to maintenance and repair.

15. Consumables list, the procedure for their use and replacement

Pulsar-18 T3 Peripheral Self-Expanding Nitinol Stent System is a single-use device and does
not contain any consumables.

16. Sterilization, cleaning and disinfection

Pulsar-18 T3 Peripheral Self-Expanding Nitinol Stent System is delivered sterile. Sterilization is
carried out with ethylene oxide (EO). Resterilization is not permitted. Cleaning, disinfection and
resterilization are not allowed, as the device is intended for single use only.

17. Device Use Frequency
Pulsar-18 T3 Peripheral Self-Expanding Nitinol Stent System is intended for single use only.
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18. Shelf life (sterilization validity)

The device shelf life Is 3 years.

19. Device (Implant) Service Life

The stent has been designed and tested to maintain its device service life.

20. Shipping, storage and handling conditions

Transportation can be performed on any type of covered transport in accordance with the rules
and requirements of transportation of goods, valid for each type of transport. Handle a medical
device with caution. Keep it in original box, in dry, dark and cool place.

During device transportation, storage and handling, the following conditions should be adhered:

Table 8. Transportation, storage and handling conditions of the medical device

Mode Transportation Storage Handling

Temperature 10 °C ... 40 °C 15°C.. 25 & 15°C . 25®

Humidity There are no special There are no special Resistant to the effects of
requirements for air requirements for air biological fluids (blood)
humidity humidity

Atmospheric  There are no special There are no special There are no special

pressure requirements for requirements for requirements for
atmospheric pressure  atmospheric pressure atmospheric pressure

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

21. Disposal procedure

After its use, the device can represent a potential biological hazard. Handling and its disposal
must be carried out in accordance with hospitals, administrative and/or local government
policy, (for Russia; the disposal of used medical devices is carried out in accordance with class
B SanPiN 2.1.3684-21).

22. The list of international regulatory documents/standards that the
medical device complies with

Table 9. Applied Standards

Applied Standards Title Compliance with
European Standard
Sttndards-GehAral standards of medical «fidDinvdttfi V==NITLlHIWHD—
. Medical devices - Quality management systems -  EN ISO 13485:2016
ISO 13485:2016 Requirements for requiatorv purposes + AC:2016
ISO 14155:2011 + Clinical investigation of medical devices for human EN ISO 14155:2011
Cor.l:2011 sublects - Good clinical practice 1+ AC:2011

1SO 14971:2019 Medical devices. Application of risk management to

medical devices EN ISO 14971:2020

IEC 62366-1:2015 + Medical devices - Application of usability EN 62366-1:2015 &+
Cor 1:2016 engineering to medical devices AC:2015
MMtards. D e v i ¢ e >

- NN Inof the devhtt- GeneraH|
ISO 10555-1:2013 + Intravascular catheters - Sterile and single-use EN ISO 10555-
Amd|:2017 catheters -Part 1. General requirements 1:2013 + Al;2017
ISO 14630:2012 Non-active surgical implants. General requirements EN ISO 14971:2012

14
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ISO 25539-2:2012

ISO 80369-7:2016
(revised version
2016-12-01)

ISO 80369-20:2015

Cardiovascular implants. Endovascular devices.
Vascular stents
3BAIII
Small-bore connectors for liquids and gases in
healthcare applications - Part 7: Connectors for
intravascular or hypodermic applications
Small-bore connectors for liquids and gases in
healthcare applications - Part 20: Common test
methods

M M ards - BfewUHMIHDfJIByn

ISO 10993-1:2018
(Revised version
2018-10)

ISO 10993-3:2014

ISO 10993-4:2017

EN ISO 10993-
5:2009

ISO 10993-6:2016

ISO 10993-7:2008 +
Cor.1:2009

ISO 10993-10:2010
ISO 10993-11:2017
ISO 10993-12:2012

ISO 10993-15:2019

ISO 10993-18:2005

ISO/TS 10993-
20:2006

taplied Standards

Biological evaluation of medical devices. Evaluation
and testing within a risk management process

Biological evaluation of medical devices. Tests for
Genotoxicity, Carcinogenicity and Reproductive
Toxicity

Biological evaluation of medical devices. Selection
of tests for interactions with blood

of the device - DesiOnNS™r

EN ISO 25539-
2:2012

EN ISO 80369-
7:2017

EN 1SO 80369-
20:2015

No

EN ISO 10993-
3:2014

EN ISO 10993-
4:2017

Biological evaluation of medical devices. Tests for in EN ISO 10993-

vitro cytotoxicity

Biological evaluation of medical devices. Tests for
local effects after implantation

Biological evaluation of medical devices. Ethylene
oxide sterilization residuals

Biological evaluation of medical devices. Tests for
irritation and skin sensitization

Biological evaluation of medical devices. Tests for
systemic toxicity

Biological evaluation of medical devices. Sample
preparation and reference materials

Biological evaluation of medical devices.
Identification and quantification of degradation
products from metals and alloys

Biological evaluation of medical devices. Chemical
characterization of materials

Biological evaluation of medical devices - Part 20:
Principles and methods for immunotoxicology
testing of medical devices

R ». mV - T -

~tandaRk - SteriltaiiHfIn

ISO 11135:2014

ISO 11138-1:2017

ISO 11138-2:2017

sterilization of health care products. Ethylene oxide.

Requirements for the development, validation and
routine control of a sterilization process for medical
devices

Sterilization of health care products. Biological
indicators. General requirements

Sterilization of health care products. Biological
indicators. Biological indicators for ethylene oxide
sterilization processes

ISO 11737-1:2006 4 Sterilization of medical devices. Microbiological

Cor. 1:2007

ISO 11737-2:2009

methods. Determination of a population of
microorganisms on products

Sterilization of medical devices. Microbiological
methods. Tests of sterility performed In the
definition, validation and maintenance of a
sterilization process

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

- flji

5:2009

EN ISO 10993-
6:2016

EN ISO 10993-
7:2008 + AC: 2009
EN ISO 10993-
10:2013

EN ISO 10993-
11:2018

EN ISO 10993-
12:2012

EN ISO 10993-
15:2009

EN ISO 10993-
18:2009
No

Bbmply with
murocMn Standard

“V.or i

EN ISO 11135:2014

EN ISO 11138-
1:2017

EN ISO 11138-
2:2017

EN ISO 11737-
1:2006 -+ AC:2009

EN ISO 11737-
2:2009



o Water quality - Application of inductively coupled
ISO 17294-2:2016 plasma mass spectrometry (ICP-MS) - Part 2: EN ISO 17294-

(partly) Determination of 62 elements 2:2016
maMdarda- no ' it-

Packaging for terminally sterilized medical devices -
EN 868-52009 Part 5. Sealable pouches and reels of porous EN 868-5:2009

materials and plastic film construction -

Requirements and test methods

Packaging for terminally sterilized medical devices.

Requirements for materials, sterile barrier systems ENZ(I)SS 11607-
and packaqging systems '

Packaging for terminally sterilized medical devices. EN ISO 11607-
ISO 11607-2:2019 Validation requirements for forming, sealing and 22020

assembly processes '

Packaging - Complete, filled transport packages and :

unit loads - Conditioning for testing EN IS0 2233:2001

ISO 11607-1:2006 +
Amd.1:2014

ISO 2233:2000

ftenffmlii - Labelfii
Sterilization of medical devices. Requirements for

EN 556-1:2001 + medical devices to be designated "STERILE". EN 556-1:2001 +
AC: 2006 Requirements for terminally sterilized medical AC: 2006
devices
EN 1041:2008 + . : EN
AMA.1:2013 Information to be supplied by the manufacturer 1041:2008+A1:2013
_ ) . . ~
f~Xplied Standards MM V. BDMply with 5@ =
Medical devices - Symbols to be used with medical EN 1SO 15223-
ISO 15223-1:2016 device labels, labelling and information to be 1:2016

supplied - Part 1. General requirements

23. Use of Pharmaceutical
Pulsar-18 T3 does not contain substances which can be considered as pharmaceutical (drug)
products as defined in Annex I, clause 7.4 of the Medical Devices Directive 93/42/EEC.

24. Use of Blood Derivatives
Pulsar-18 T3 does not contain; as an integral part, a human blood derivative referred to In
clause 7.4 of Annex | of the Council Directive 93/42/EEC.

25. Authorized representative of the Manufacturer on the territory of

the Russian Federation

Limited Liability Company "Biotronik™ (LLC Biotronik)
26. building IA, Nikoloyamskaya str., room 6, floor 2, Moscow, 109240, Russia
Tel.. +7 (495) 789-68-31, Fax: +7 (495) 789-68-32. office@biotronik.ru
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[JOoNoNHeEHNE K MHCTPYKLUUKX MO 3KcrnayaTtauum
CuctemMa nepmudepmnyeckoro camopacKpbiBaroLLerocs

HUTMHOJIOBOIo cteHTa PulBar-18 T3, B BapnaHTax
NCMOJTHEHUA
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1. HauMmeHoOBaHMe MeANLMHCKOTO U3aenus

CucteMa nepugepmnyeckoro caMopackpbliBatoLLerocss HUTUHOIOBOTO cTeHTa Pnl$ar-18
T3, B BapMaHTax UCMOTHEHUS:

[. Cwvctema nepudepruyeckoro camMmopacKpbIBarOLLErocs HUTUHOMOBOIO cTeHTa Pul5ar-18T3 ¢
CUCTEMOW [OCTaBKu f/inHon 90cwm;

OcHOBHOI1 coCTaB:

1. CTeHT nepuepryeckunin camopackpbiBatoLLpiics Prlear-18 T3 ¢ CMCTEMOIN JOCTaBKU [/IHOM
90cm - 1w

- CO CTeHTOM gviameTpom 4,0 Mvm. anvHoi 20MM, 30MM, 40Mm, 60mm, 80MM, 100MM, 120MMm,
150MMm, 170Mm,200MM;

- CO CTeHTOM gvameTpom 50 mMwm anvHoi 20MM, 30Mm, 40MM, 60MM, 80MM, 100MM, 120MM,
150MMm, 170Mm, 200Mm;

- CO CTeHTOM auameTpoMm 6,0 Mwv ginHoit 20mm, 30mMM, 40MM, 60MMv, 80MM, 100MM, 120MM,
150mm, 170Mm, 200MMm;

- CO CTeHTOM AuiameTpoM 7,0 mv, gimHoint 20mm, 30MM, 40MM, 60mMm, 80MM, 100MM, 120MMm,
150Mm, 170mm, 200Mm;

n 2. VHCTpyKums no akcn/yatauun.

3. ViIMnnaHTaumoHHasa KapTta nauueHTa.

[1. Cuctema neprhepryecKoro camopackpbIBatoLLIErocs HATUHOMOBOIO cTeHTa Pnlbar-18 T3 ¢
C/CTEMOI AOCTaBKM A/IMHOM 135CM:
OCHOBHOA COCTaB:

1. CreHT nepudepryecknini camopackpbiBatoLmiica Pulsar-18 T3 ¢ CUCTEMOI AOCTaBKM A/IMHOMA
135cm - 1u.

- CO CTeHTOM avametpom 4,0 Mv, gvHoi 20mMM, 30MM, 40Mm, 60mM, 80Mm, 100MmM, 120MwM,
150mm, 170Mm, 200MM;

- CO cTeHTOM anameTpom 5,0 mwm, ganHor 20mm, 30mMM, 40mMM, 60MM, 80mM, 100MM, 120MMm,
150mm, 170Mm, 200MMm;

- CO CTeHTOM AvameTpoM 6,0 MM, anmvHoi 20mmv, 30Mm, 40Mm, 60MM, 80mm, 100MM, 120Mm,
150mm, 170Mm, 200MMm;

- CO CTeHTOM avameTpom 7,0 MM, ginHowr 20mm, 30mMm, 40mm, 60mMmM, 80mM, 100mm, 120MMm,
150Mm, 170Mm, 200MM;

2. IHCTpYKUMA Mo aKcrnnyaTtaumn.

3. ImnnaHTaumoHHaA Kapra nauueHTa.

Hanee no Tekcty. «Pulsar-18 T3», «Cuctema cteHTa Pulsar-18 T3», «CTteHT», «Cuctema
CTeHTa», «CTeHT Pulsar-18 T3».

2. HanmeHoBaHWe 1 agpec pa3paboTymka, NPOU3BOAUTENS, MecTa
npounsBoacTea

HanmMeHoBaHVe 1 apec pa3paboTumka, NPOU3BOAUTENS:

BIOTRONIK AG (BMOTPOHWK Al

Ackerstrasse 6, 8180 Buiach, Switzerland (LLBeliuapws)
Ten. +41 (0) 44 864 51 11

®dakc + 41 (0) 44 864 50 05

Info.vi@biotronlk.com
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Afpec MecTa NpPOU3BOACTBA:

BIOTRONIK AG (B OTPOHVIK Al
Ackerstrasse 6, 8180 Bilach, Switzerland (LLBeliuapwsi)

CORTRONIK GmbH (KOPTPOHUK 'm6X)
Frledrich-Barnewitz-Strasse 4a, Rostock-Warneminde 18119, Germany (fepmaHusi)

3. Ha3HaueHMne

MpegHasHayeH 4719 UCMOMb30BaHWS Y  MaUMeHTOB C  aTepOCKIePOTUHECKMM  MOPaKEeHVEM
MOBEPXHOCTHOW GefpeHHOM apTepuy, MPOKCUMAIbHOW MOAKOMEHHOW W KOHEUHbIX BETBEMN
MOAKOMEHHOW apTepun W A1 NIeYEHNS HeyLOBMETBOPUTESIbHBIX PEe3y/bTaToB  YPECKOXHOM
TPaHCMIOMUHaBHOM aHrnonnactukn (UTA), HanpymMep, OCTaTO4HOrO CTeHO3a U AUCCEKLNMN.

4. YcnoBus NpUMeHeHUs, MHopMaumnsa o0 NoTeHUMabHOM

notpeburene

[aHHOe MeaMLVHCKOe M3aenve AO/MKHbI UCMOMb30BaTh TOMbKO Bpayn, MPOLLeALUVE TLLATEbHYHO
MOArOTOBKY W MMEHOLLVIE OMbIT BbINOMHEHWUS COCYAMCTLIX BMELLIATENLCTB (B TOM UMC/E B Cy4yae
OMacHbIX /11 YKN3HN OTKIIOHEHWIA).

5. O6nactb NpUMeEHEHUSA

CreHT Pul8ar-18 T3 — 310 MMM/aHTMpyeMoe usfenve, npefHasHayeHHoe 1S MPUMEHEHUS B
nepugepryecKoli CocyamCcTOM CUCTEME, He UMEIOLLIEA KOHTaKTa C CEepAueM WM LeHTpasbHOM
CUCTEMON KpOBOOOpaLLEHNS. TpUMEHSIETC B 3HAOBACKY/NAPHOW XMPYPrun: npy NpoBeAEeHUN
YPECKOXHOWN TPaHCMHOMUHa/IbHOM aHronnactuku (YTA).

6. Bua KOHTakKTa c OpraHM3MoM 4esioBeka

Cuctema nepuepnyeckoro camMmopacKpbIBatoLLIEroCd HUTUHOMNOBOMO CTeHTa Pulzar-18 T3 umeert

CreHT Pulsar-18 T3 VIMniiaHTMpyeMOE M3Aenve, VMetollee MocTosHHbIA  (6onee 30 cyT.)
KOHTaKT C BHYTPEHHEN Cpeaoit U TKaHAMM OpraHu3Ma.

Cuctema [oCTaBkM YacTb M34enns, MMEHOLWas KpPaTKOBPEMEHHbLIN (MeHee 24 4.) KOHTaKT C

cTeHTa  Pulsar-18 BHyTpeHHel cpefoi 1 TKaHAMM opraHmn3va

T3

7. PUCKWN MPUMEHEHUSA MEAULNHCKOIO nU3aenmus

MeToabl ynpaBneHusa puckamy MPUMEHSAIOTCA B OTHOLLEHUM KOHCTPYKLMKW, MPOU3BOACTBEHHbIX
MPOLIECCOB, BKMHOYasA Marepua/ibl/KOMMOHEHTbl, a Takke MnpUMeHeHVs (MCMo/Ib30BaHNSA)
n3jenva. YnpasneHve puUcKaMM  OCYLLIECTB/ISIETCA B COOTBETCTBUM C  MeXXayHapoaHbIM
craHgaptom EN 150 14971, Metoapl ynpasieHUa puckamn NMPUMEHAKOTCA Ha MPOTSXKEHMM BCEro
CpoKa Cnyk6bl m3genvs. B npouenype ynpasnieHUs puckamy orpegesnieHbl Tpu ¢asbl cpoka
CNY>XOb!:

e PasButue
e  CepuiiHoe NpPomn3BOACTBO
e OJTanbl, cneayoliMe 3a NPoOM3BOACTBOM, 10 KOHLA CPOKa Cy»0bl 13aenvs

AHa/IM3 PUCKOB MPOBOAUTCS [/1S1 BbISIBNEHUS 1 OLEHKN MOTEHUMAIbHBIX PUCKOB, KOTOpbIE MOTyT
BO3HUKHYTb B CBSI3W C MPOEKTUPOBAHMEM, MPOU3BOACTBEHHLIMM NpoLieccamn (PCRA, npolecc

4
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FMEA) n npumeHeHvem usgenns (PARA). AHa/in3 KOHCTPYKLMOHHbBIX PUCKOB M aHa/iu3 puUcka
NMPUMEHEHVSI YUUTLIBAKOT pPe3y/bTaTbl aHamM3a 3KcrnayaraumoHHoW npurogHoctn (HUF, CRS,
UEF) B KadecTBe BXOAHbIX [aHHbIX. [/19 CHWKEHWA PUCKOB [0 MPUEMIEMOrO YPOBHS
NMPUMEHAIOTCA Mepbl KOHTPOSA PUCKOB. MprYeMIEMOCTb OCTaTOUHbIX PUCKOB, OCTalOLLMXCA Moc/e
peanm3aumm MepP Mo KOHTPO/IHO PUCKOB, B KaXKOOM OTAe/lbHOM aHa/iM3e PUCKOB OLEHMBAETCA U
[OKYMEHTUPYETCS.

8. TexHUUYeckMe xapakKTepuUCTUKN nsgenmns

Cucrema nepudepryeckoro caMopacKpbIBatOLLEroc HUTUHOIOBOTO cTeHTa Pulsar-18T3 (panee
—Pulsar-18 T3), Kak nokazaHO Ha pvc. 1, NpeACTaBseT COO0M CaMOPaCLUMPSIOLLMIACA CTEHT,
KOTOpbIi NpeaBapuTesibHO pasMEeLLEH Ha cUcTeMe AOCTaBKU MO MPOBOAHMKY.

13 1

10 3

Puc.1 Cxema cTeHTa Pulsar-18 T3

CteHT (1) npeactaBnseT coboil MNOCTOSAHHBIA UMMNAHTAT, BbINOMHEHHbIA U3 06paboTaHHOM
Na3epoM HUTUHO/OBOM TPYOKM. Ha 06omx KoHLax cteHTa (1) pacrnofioeHb! LWeCTb
PEHTTeHOKOHTPACTHbIX MapkepoB (1a, 1b), CTEHT MOIHOCTLIO MOKPLIT TOHKMM CIOEM aMOPQHOro
Kapbuga KpemHus (proBHO). Cuctema LOCTaBKM MMEET TPEXOCEBYHO KOHCTPYKLMIO Ladta v
BK/IKOYAET. BHYTPEHHUI LwadT B coope (2), cpeaHuin BbiaBKHOM WadT (3) 1 HENOABWKHLINA
BHELLHUIA CYHWIA CTaBUIN3aLMOHHDIN wadT (11). LieHTpanbHbIA NPOCBET MNPOBOAHUKA BHYTPU
BHYTPeHHero wadta B céope (2) HaumMHaeTca ¢ AUCTa/IbHOrO HaKOHEYHMKa (KOHYMKA) CUCTEMb
foctaBku (7) v 3akaH4uMBaeTca noprtom Jlrospa (6) Ha pykosTke (9). IMpocBeT NPoBOAHMKA
npombIBaeTcs Yepes rnopt Jikospa (6). CTEHT pa3MeLLaeTca Mexxay BHYTPEHHVM LaditoM B coope
(2) v BbIOBWKHBLIM LIAGTOM (3) Ha AUCTa/IbHOM KOHLIE CUCTEMbI JOCTaBKW. [lBa
PEHTrEHOKOHTPACTHbIX MapKepa cucTeMbl JocTaBku (8a, 8b) obneryatoT peHTreHOCKONMUYECKYHO
BU3ya/M3auUmo U NO3LMOHNPOBaHME CUCTEMbI CTEHTA B HarpaB/ieHUN K MOPaXKEHHOMY CerMeHTy
1 MOMepeK cerMeHTa. Hayano BbiaBKHOTO Lwagita (3) pacrofioKeHO BHYTPU PYKOATKM (9),
LadT NPOAOMHKAETCA IO HAKOHEYHWKA CUCTEMbI fOCTaBKM (7). BblaBYKHON LWadT (3) noKpbiBaeT
CTeHT (1), yaep»xuBasi ero B cucTeMe 4OCTaBKW. OABVKHBIA PEHTTEHOKOHTPACTHBIA MapKep
(10) Ha BblgBKHOM LLadiTe (3) obecrneyunBaeT BU3yaslbHbIA KOHTPO/b BO BPEMS YCTAHOBKM
CTeHTa. Ha BHELUHIOO NOBEPXHOCTb HAKOHEYHMKa (KOHYMKa) (7), BblABKHOIO wadgra (3) wu
CUHero ctabunmsaypmoHHoro wadgta (11) HaHeceHO rMapodobHOe MOKPLITUE, a MeXay
BbIABKHbIM LLIAGTOM (3) Y BHYTPEHHUM LLAPTOM B cO0pe (2) HaHeCeHO aHTU(PUKLIMIOHHOE
BeLLecTBO. CUHUIA CTabUNM3aUMOHHbIN WwadT (11) npefHa3HaveH Anst YMeHbLUEHUS TPeHUs
MeX[y CUCTEMOM CTEHTA U reMOCTaTUYeCK M KianaHOM WHTPOAbCcepa.

MpepoxpaHnTeNbHbIA TOPMO3 B Pas6/IOKMPOBaHHOM MOMOXeHN (4) 1 BpawatoLLeecs kKosneco (5)
Ha pykosiTke (9) ncnonb3yroTes s ycTaHOBKKU cTeHTa (1).

8.1. TexHun4eckune cneyndukaumm cteHta Pmnlear-18 T3
Tabnmua 1; nana3oH pasmepos cTeHTa Pulbar*18 T3

. HomuHanbHast Pabodast oyiHa
HanmveHoBaHve HOMMHa/ILHB I [/IMHa CTeHTa, CUCTEMBI
0 cteHTa, Mv
MM [OCTaBKuN, CM
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HoMVHabHb  TOMYHa/bHaS Paboyas fmHa

ND HanmeHoBaHme 0 cTeHTa, MM A]'II/IHaNf\;:'eHTa, Aog_l:lggiblﬂzlw
LS s o
) M4 &
s BT 4w 2
o PS4 g 2
s BT 4w 2
o LT o 2
DT . o
o LT . 2
o LT 4 2
oiEET 4 o 2
wpgERT s o 2
e o
mREBT s 2
wHELT s W 2
BHEEET s 2
B BT s g 2
PSR s 2
BUET s 2
WEEET s 2
0 ST s 2
N B 2
2 JEET e o
B SDT s a 2
8 L N S 2
3o L S 2
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HomuHanbHas  Pabouast g/inHa

HoMUHa/bHb I
No HavmveHoBaHue 0 CTeHTa, MV ,UJ'll/lHaN(l:\;ll'eHTa, - ;Vl_i:_TeLll-\l/l|':>|C'v|
26 a8 T3 6 100 90
27 PUSA-I8 T3 6 120 9
28 {1813 6 150 90
29 FHiSara8 T3 6 170 90
30 piear18 T3 6 200 %0
31 Dsar1813 7 20 90
3p Dulsar-18 T3 7 30 90
33 Duiear 813 7 40 90
34 Zi6r00. 7 60 %
35 Phar18 T3 7 80 90
36 Dusar18 13 7 100 9%
g7 Dusar 8 T3 7 120 90
gg Dulsar I8 13 7 150 9
39 Dulsar-18 13 7 170 90
g0 Pilea-18 T3 7 200 9
g a8 13 4 20 135
42 Prear-18 s 4 30 135
43 FIear18 13 4 40 135
44 pleonas 4 60 135
45 oA T3 4 80 135
a6 [pari8 13 4 100 135
g7 PS8 13 4 120 135
48 |18 13 4 150 135
g9 Puisaris 13 4 170 135
50 h00/135 4 200 135
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HOMUHAbHBI; HomuHanbHas  Pabovast g/inHa

No HavmveHoBaHue 0 CTeHTa, MM ,ﬂlﬂl/lHal\:\;:'eHTa, .ﬂlu(jVéC;EI\MAZ::M
51 usal-18 T3 5 20 135
52 Dol 8 T3 5 30 135
53 Culsal-18 13 5 40 135
5 Sl60/13 5 60 135
55 Lo 1813 5 80 135
56 Ciisard8 T3 5 100 135
57 a8 T3 5 120 135
58 [ o 5 150 135
59 Culsari8 T3 5 170 135
6o Dulsar I8 T3 5 200 135
61 Diisari8 T3 6 20 135
62 a8 T3 6 30 135
63 1813 6 40 135
64 660135 6 60 135
65 [ 18 T3 6 80 135
66 ¢/ 1 T3 6 100 135
67 1813 6 120 135
68 fiis o 6 150 135
69 Frisari8 T3 6 170 135
70 feaie T3 6 200 135
7, Duisar 1813 7 20 135
72 Dulsal-18 T3 7 30 135
73 Disa18 13 7 40 135
74 Diea 18 13 7 60 135
75 Dusar 18 13 7 80 135
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HomvHanbHass  Pabouas gnvHa

HoM1Ha bHb IV
HanmveHoBaHve [UIMHa CTEeHTa, cUCTEMb

No 0 cTeHTa, Mv e «KMA~cm

Pulsar-18 T3
76 2/100/135 7 100 135

Pulsar-18 T3
7 71120135 ! 120 135

Pulsar-18 T3
8 7/150/135 ! 150 135

Pulsar-18 T3
79 2/170/135 7 170 135

Pulsar-18 T3
80 ~2/200/135 7 200 135
Tabnunua 2: Pa3mMepHble (reOMETPUYECKME) XapaKTEPUCTUKM CTEHTA: pa3Mepbl cTpart

MNapameTp
TonwyHa cTpar cTeHTa (Mm) 0,140
LLnprHa cTpat cTeHTa (Mm) 0,085-0,090
Tabnmua 3: TeXHU4YecKme XapakTepUCTUKN CTEHTA: PEHTTEHOKOHTPACTHbIE MapKepbl
MapameTp 3HayeHne

KonmMuyectBO MapKepOoB Ha KaXAOM KOHLIE CTEHTa 6 .

(NpokcumanbHO U ANCTasIbHO)
8.2. TexHun4yeckue cneymndpumkaLmm cucteMbl LOCTaBKU

Tabnmua 4. ®yHKUMOHa/TbHbIE XapaKTepUCTUKK

3HayeHune
COBMECTMMOCTb C MHTPOALHOCEPOM 4F/(1,52 mwm)
COBMECTMMOCTb C MPOBOAHMKOM 0.46 mm/0.018"

Tabnmua 5: XapakTepuctuku CUCTEMbI JOCTaBKM

ANBAMB1MNBlka 3Ha4deHune
ApdekTnBHas giMHa 900 mw/ 1350 Mm
O6Las AnMHa U3aenns 1195/ 1645 mm

Hapy»xHbilh gyiameTp n3aenus (paboyast anvHa) Makc. 1.52 mv

9. COBMECTUMOCTb KOMMNelryrLw,mnx

KapekTtepuariku [0eboBaHUA K CHOBMECTUMOCTIA NbIHaANEXHOCTEN U KOMMOMEHTbB
ObLLee COBMECTUMOCTb C OOLUYM MHTpOoAptocepoM 4F (1,52 mwv)

ObLLee CoBMeCTMMOCTb € NpoBoaHMkom 0.018" (0.46 mMwv)

CoBMeCTUMble paHee 3aperncTpupoBaHHble Ha TeppuTopun P® mMeanLUUHCKUE U3aeNUs:

1,HTpOoabtocep Fortress, PernctpaupmoHHoe YaoctoBepeHne Ne dC3 2011/10957 ot 14.06.2013
BapuaHTbl ncnonHeHns: -Crossover Introducer Sheath - ¢ 3agaHHO KpuBW3HOW. -Straight - 45
Introducer Sheath - npamoit. -Straight - 100 Introducer Sheath - npsivoia.

Mpounssoautens "KoHTpakT Meaukan VIHTepHenwHn, TM6X", TepmaHus, [JanbHee 3apy6exxbe,
Contract Medical International, GmbH, Lauensteiner Str. 37, 01277 Dresden
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2. MMposogHuk aHrnorpaguuecknii  Radifocus Glidewire Advantage, PerucrpauyoHHoe
YpnoctoBepeHune Ne P3H 2017/5426 ot 21.07.2017
BapwaHTbl ncnonHeHus:

-MpoBogHvK aHrorpagmyecknin - Radifocus Glidewire Advantage BapuaHT — WCMONHEHWS:
RA*FA18181CM, dopma KOHYMKa W30rHyTbIi Angled, BHewwHuin anametp 0.018" (0.46 mm),
AnvHa 180 cm.

-MpoBogHvK aHrvorpagmyeckmin - Radifocus  Glidewire Advantage BapwaHT — MCMOMHEHWS;
RA*FA18301CM, dopma KOHUMKa W30rHyTbii Angled, BHewHWiA anametp 0.018" (0.46 mm),
AnvHa 300 cm.

-MpoBogHMK  aHrvorpagmyecknin - Radifocus  Glidewire Advantage BapwaHT — WCMOMHEHWS:
RA*FS18181CM, Popma KOHUMKa npsmoii Straight, BHelwHWiA anameTtp 0.018" (0.46 Mm), onHa
180 cm.

- MpoBogHuK aHrmnorpadmyeckmii  Radifocus Glidewire Advantage BapwiaHT MCMNOMHEHUS:
RA*FS18301CM, ®opmMa KoH4MKa npsamoii Straight, BHewHuiA anametp 0.018" (0.46 mwm), AnmHa
300 cm.

MpousBoautens «TepyMo KopnopenwH», AnoHus, Terumo Corporation, 44-1, 2-chome,
Hatagaya, Shibuya-ku, Tokyo 151-0072, Japan

3. MposogHuk Radifocus Guide wire ana cocyaucTbix BMELLATENILCTB B Pas3/INyHbIX BapuaHTax
ncnonHeHus. PernctpaupmoHHoe YaoctoBepeHne NeP3H 2016/4754 ot 16.09.2016

BapI/IaHTbI NCMONTHEHUSA:

-RF+GS18153M [MposogHmk RADIFOCUS GUIDE WIRE M
-RF+GA18153M T[poBoaHuk RADIFOCUS GUIDE WIRE M
-RF+GS18183M T[poBoaHuk RADIFOCUS GUIDE WIRE M
-RF+GA18183M TMpoBoaHmk RADIFOCUS GUIDE WIRE M
-RF+GA18223M TMposBogHuk RADIFOCUS GUIDE WIRE M
-RF+GA18263M [MposogHmk RADIFOCUS GUIDE WIRE M
-RF+GS18263M [MposBoaHuk RADIFOCUS GUIDE WIRE M

Mpoussogutenb «Tepymo KopnopeiiwH», AnoHus, Terumo Corporation, 44-1, 2-chome,
Hatagaya, Shibuya-ku, Tokyo 151-0072, Japan

10. CocTaB U KOMMAEKT NOCTaBKU

Cuctema nepugepruyeckoro camopackpbliBaloLLerocs HUTUHOIOBOroO cTeHTa Pulsar-18
T3

Cuctema nepuepryECKOro CamMOpPacKpPbIBAOLLETOCS HUTMHOMOBOTO CTeHTa Pulsar-18 T3 ¢
CUCTEMOI AOCTaBKM AnvHon 90cm:

OCHOBHOIW cOCTaB:

1 CTeHT nepudepryecknii  camopackpbiBatomiica Pulsar-18 T3 ¢ cucTemMoilt AOCTaBKM
AnvHoin 90cm - 1.

- CO CcTeHTOM avameTpoM 4,0 MM, gmHoi 20mm, 30MM, 40MM, 60MM, 80MmM, 100MM, 120MMm,
150MMm,170MMm, 200MM;

- CO CTeHTOM avametpoMm 50 mwv, gamHon 20mm, 30Mm, 40MmM, 60mmM, 80Mmm, 100MM, 120MMm,
150MMm,170MMm, 200MM;

- CO CTeHTOM auametpoMm 6,0 MM, gamHoi 20mMm, 30mm, 40MM, 60MM, 80MM, 100MM, 120MwM,
150mm, 170MMm, 200MM;

- CO CTeHTOM AuametpoMm 7,0 MM, gamHor 20mmv, 30mM, 40MmM, 60mmM, 80mmM, 100MM, 120MMm,
150mm, 170MMm, 200MM;

2. VIHCTpyKUMA No aKcnayaTtaunm 1.

3. MIMnnaHTaumMoHHaa KapTta nauueHTa - 1.

11 Cuctema nepudepnyeckoro camopackpbIBatoWEerocd HUTUHOMOBOro cteHTa Pulsar-18 T3 ¢
CUCTEMO AOCTaBKM AnMHON 135cM:
OCHOBHOW COCTaB:
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1 CreHT nepuepryeckuini  caMopackpbiBatoLLmiics Pulsar-18 T3 ¢ cucTeMOil [OCTaBKU
AnvHoW 135cm - 1T,

- CO cTeHTOM avamveTpom 4,0 MM, gamHor 20mm, 30MM, 40mMM, 60MM, 80MM, 100MM, 120MMm,
150mm, 170mMm, 200Mwm;

- CO CTeHTOM avamveTpom 5,0 MM, gamHon 20mm, 30MM, 40MM, 60MM, 80MM, 100MM, 120MMm,
150Mm, 170Mm, 200MM;

- CO CTeHTOM ayameTpom 6,0 MM, gmHoi 20mm, 30Mmm, 40Mm, 60MM, 80mm, 100Mmm, 120Mm,
150Mm,170MMm, 200Mm;

- CO CTeHTOM aviametpom 7,0 MM, AMHOW 20mM, 30Mm, 40MM, 60mmM, 80Mm, 100MMm, 120Mm,
150mm, 170mMm, 200Mwm;

2. VHCTpyKumA No akcnnyataumm - 1um.

3. MnnaHTauyoHHas KapTa naupeHTa -1ur.

11, Kpwutepunm HeENPUTogHOCTUN MegULLMHCKOTO n3genunsa ansa
nPMMeHeHud

He ncnonb3yiite cucteMy CTEHTa, €CNN BHELLHAS (B TOM YMcne calle 13 onbrn) n/mnm
BHYTPEHHSA YNakoBKa MoBpeXXaeHa Wi BCKpbITa /IMO0 CKpbITa WM HapyLleHa MMEHOLLascs Ha
Hell MapKMPOBKa. He MCNosb3yiTe YCTPOMCTBO, €C/IM OHO MOBPEXEHO, KHOMKa 6e30MacHOCTU
HavkaTa (3a6/10KMpOoBaHa) Wi eC/iM CTEHT YaCTUYHO PacKpPbIT. He npuMeHsiiTe yCTPOMCTBO Mo
MCTEYEHUN CpOKa FOAHOCTK, YKa3aHHOIO Ha 3TUKETKE.

12. OnucaHne ynakoBKwU
12.1. NHanBuayanbHas/BHELHAS ynakoBKa

Pulsar-18 T3 nocrasnseTcs B CTepPUIbHON ynaKoBKe.

OuctanbHas 4YacTb M3AenuMa A0 PYKOSITKM 3allylleHa OMCMaHCepPHOM TPyokon - Tpybka u3
NoNMaTUNEHa BbICOKON NNIOTHOCTU. V3penve pasmMelleHo B 6nmcTepe B Buae noagoHa (455x200
MM) M MOMELLEHO B MSArKWA NErko BCKPbIBaeMbIi naket TanBek 1073B (581x238 MM), KOTOpbIA
npeacTasnaeT cobon NHAMBUAYa/IbHYHO CTEPU/IbHYHO YNAaKOBKY U3AeNns.

[Janee wvHAVBMAOyasbHYIO YNAaKOBKY MOMELLAOT B MPOMEXYTOUHYHO YNaKOBKY: a/ltOMUHUEBbI
naket (600x258 MMm), 34€eCb Xe pacronaratorcs abcopbep v abcopoupyroLas neHTa.

BHeLUHAs ynakoBKa - KapTOHHas Kopobka (255x30x480 MM), B KOTOPYHO MOMELLEH MPOAYKT B
MPOMEXYTOUHOM  YNakoBKe, WHCTPYKUMA MO 3KCMyataumMnm W MMMIaHTaUMoOHHaA — KapTa
nauyeHta.  MapKMpPOBKM HaHeCeHbl Ha WHAMBUAYa/IbHYHO, MPOMEXYTOUHYIO W BHELLHION
YNaKOBKM.

12.2. TpaHcnopTHaa ynakoBka

W3penna  yknafblBalOTCA B TPAHCMOPTHYKO YMaKOBKY, MPEeACTaB/stoLWY0 COO0M  KOPOOKY,
N3rOTOB/IEHHYIO U3 TOPMPOBAHHOIO KapToHa. KapTOHHYHO KOPOOKY 3aKpbiBatOT U (IUKCUPYHOT
JIINKOWN NeHTON. [lonycKaeTcs yrnakoBKa HECKONbKUX W3AeNniA B COOTBETCTBUM C rabapuTHbIMU
pazMepamm TPaHCMOPTHOM YNakoBKW, BK/IHOYash BO3AYLLHO-MY3bIPLKOBYHO M/1IEHKY.

13. MapkupoBka MeaANLWMNHCKOIo nsaenuns

Mpn nocTaBke Ha TeppuToputo PO B LieNsx obpaLLeHns pstoM C OpUTMHaTTbHOM MapKUPOBKOA,
HO, He nepekpbiBas ee, MeAULIMHCKOE M3AeNne MapKUpPYeTCs NIOKasbHbIM CTUKEPOM, KOTOpbIA
UMeeT npuopuTeT gna Pd.

O6pa3zel, AOMNONHUTEIbHOW MapKUpOBKK ans P® (CcTukep ans PP)
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Crctema nepugepmnyeckoro caMopackpbiBatoLLerocs HUTUHONOBOIO cTeHTa Pulsar-18 T3

Stent Diameter Unconstrained
HecXartoro cteHTa (MMm)

Stent Length Unconstrained (mm) - AnnHa Hecxatoro
CTeHTa (MM)

Usable length (cm) - Pa6ouasa gnuHa (cm)

Guide Wire Diameter (inch) - [duameTp npoBOAHMKa
(Aroiim)

Minimum Introducer Sheath Size (F) -

(mm) - [Onametp

Pa3Mep: CM. Ha yrnakoBKe

YNONHOMOYEHHbIT  npejcTaBuTenb
TeppuTopun Poccuiickoih ®egepaynu:
OO0 «BUOTPOHUK»,

P®, 109240, r. MockBa, yn. Hwukonosmckas,
cTpoeHue 1A, atax 2, nomelieHne 6

Ten.. 8 (495) 789-68-31,

email: office@biotronik.ru

npounssoanTensa

oom 24

MuHMMaNbHbI pasmep UHTpoAblocepa (PpeHy)
ID > x.xx (mMm) - BHYTpeHHW gnameTp 6onee (MM)

Contents (pcs) - KonnyectBo (i) www.biotronik.com

PervctpaLvoHHOe yLoCcTOBEpeHue
Ne P3H

¢ BIOTRONIK

HeTokcnM4yHO. ANMPOreHHo xceUence tor lito

B mapkvpoBKe ynakoBkM (KOPOOKWM) MCMOMb3YHTCA CUMBO/IbI AN151 COOOLLEHMS HEOOXOAVMOW
WHhopMaLIK, TakoW Kak:

' HavMeHOBaHVe M3fenus,

- CPOK roHOCTH,

- MH(hopMaLmA O CTEPUIBHOCTU U3LeNNA U MeTofe CTepUIn3aumm,

- MHhopmauwms 06 0AHOPa30BOM MPUMEHEHUN,

- MHhopMaLsi O NPON3BOAUTENE,

- Apyrvie cMMBO/IbI (CM. Tabnmuy pacluMipOBKM CUMBOJIOB Jaslee)

Tabnmua 7; PaclunhpoBKa rpatmyeckmx CUMBOJIOB, YKa3aHHbIX Ha MapKVPOBKe

YcnoBHOe

OnwuncaHwue
0603HaveHune

Crepunmsaups aTnieHOKCUO0M

|sterileleo]|

O

WHameuayanbHast crepuibHas GapbepHasi CUCTEMA C  HapY>KHOW  3alMTHOWA
yMakoBKOWA

NHavBuayanbHas cTepuibHas 6apbepHas cucteMa

CreHT gBndetcss MPT-COBMECTUMbBIM

e T com OBpaTUTECH K MHCTPYKLIMM 1O MPUMEHEHIO

[lata 13roToB/EHMs. YKasblBaeT AaTy, Korda OblU10 M3roTOB/EHO MEOULIMHCKOE
usnenve
YyTo MEAULMHCKOE WU3[eNe  HeoGXoayMo

bepeub OT Bnarn. YkasbiBaerT,

3alyLLATL OT Baru

Homep no Katanory. YKasbiBaeT HOMEP MEAMLIMHCKOrO M3fenvsi o Katanory
N3roTOBUTENS

LLIE]
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Ha.

YcnoBHOe
0603HauyeHune

L,

*

1r40*C
10*C X 104*F
| excuraioiSl
5C
sc T
59-F

OnucaHune

V3rotoButenb. YKasbiBaeT W3rOTOBUTENS MEAULIMHCKOrO U3fenns, Kak 310
onpegeneHo B AupekTuBax Esponeiickoro coobuectBa 90/385/EEC, 93/42/EEC
n 98/79/EC

Kog, napTun. YKasblBaeT Kog, MapTuK, KOTOPbIM M3rOTOBUTE b UAEHTUMLIMPOBAT
MapTvio U3aeNns

[noGanbHbIA HOMEP TOBAPHOW MPOAYKUMW B €4VHOW MeXayHapoaHoW 6ase
ToBapos GS1

3Hak cooTBeTcTBUA TpebdoBaHusaM CE

He ncnonb3oBarh Mpu MOBPEXXAEHNN YMAaKOBKN
He nognexxur I'IOBTOpHOVI crepunnsadn

3anpet Ha MOBTOPHOE MpPUMEHeHVe. YKasblBaeT, 4YTO MegUUMHCKOe u3penve
npegHasHa4eHo And eaMHM4YHOro MCno/sib3oBaHUA, WA ONA UCMNO/b30BaHNA Ha

OJHOM MaLeHTe B TeUeHMe OAHOWM npoueaypbl

He fnonyckatb BO3AEICTBISI CONHEYHOrO CBeTa

Vicnonb3osarb A0 ...

O6parnTecb K UHCTPYKLUMM MO MPUMEHEHWNLO

TemneparypHblli AvanasoH, B Mpefenax KoTOporo MeAVLMHCKOe —U3fenve
HaJEXXHO COXPaHsieTCs

TemnepaTtypHbIii AyanasoH

14. WHdopmMayumas 0O KPATHOCTU  TMPUMEHEHUA U TEeXHUUYECKOM

06CNYy>XNBaHUN/PEMOHTE NU3aenuns

Cuctema nepudepnyeckoro caMopackpbIBatOLErocs HUTUHOMOBOrO CTeHTa Pulzar-18 T3
ABNAETCA OAHOPA30BbIM M3AeIMEM U HE MOL/IEXUT TEXHNYECKOMY OOC/TY>KMBAHUIO N PEMOHTY.
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15. TllepeyeHb pacxoAHblX MaTepuanos, npoueaypa UMx NPpUMeHeHNs n
3aMeHbl

Cuctema nepudepnyeckoro camopackpbIBatoLLIErocs HATMHOMOBOIO cTeHTa Pulsar-18 T3
ABNAETCA O4HOPA30BbIM U3AENMEM U HE COAEPXKUT PACXOAHbLIX MaTepuasios.

16. CTepununsaymnsa, ouncTkKa, ge3nHpekyums

Cuctema nepudepnyeckoro CamMopacKpbIBatOLLIEroc HUTUHOMOBOrO cteHTa Pulsar-18 T3
NoOCTaBNSIETCA CTEPWbHON. CTepunm3auma  OCYLLECTBNSIETCS 3TW/MEH OKcuaom. [oBTOpHas
cTepuinsaums 3anpetleHa. OunCTKa, Ae3VH(EKLMA 1 MOBTOPHas CTepuin3aumsa HernpryMeHMbI,
T.K. U3genve npegHasHavyeHo 415 OAHOPAa30BOro MCMo/IbL30BaHUS.

17. KpaTHOCTb MpuMeHeHWna n3genund

CuctemMa nepuepryeckoro CcamopacKpbIBatOLLErocs HUTUHOMOBOro cteHTa Pulsar-18 T3
npeaHasHavyeHa TO/bKO AN OAHOKPATHOrO MCMNO/1b30BaHUS.

18. CpoK rogHocTn (CPOK COXpaHeHUA CTEPUNBHOCTN)
CpoK rogHoCTV u3fenns coctaenset 3 roga.

19. Cpok cny>6bl ngenua (MmnnaHrtara)
CTeHT pa3paboTaH 1 NPOTECTUPOBAH TakMM 00pa3oM, YTOObI NPOA/IUTL CPOK Ero Cy»Xobi.

20. YcnoBuWS TPAHCMNOPTUPOBKU, XPaHEHUS W 3KCNayaTauumn

[laHHOe MeaMLMHCKOe u3aenve TPaHCMOPTUPYHOT BCEMMU BUAAMM TpaHCMopTa B KPbITbIX
TPAHCMOPTHbLIX CPEACTBAaX B COOTBETCTBMM C TPeGOBAHWSIMM U MpaBUIaMU MEPEBO3KN TPY30B,
[ECTBYIOLIMX HA TpaHcropte Kaxaoro Buga. C  MeOUUMHCKAM  U3Oe/MeM  HeobXoayMo
06palLiaTbC C OCTOPOXHOCTBbIO. XPaHUTb B OPUIMHa/IbHOW YNaKOBKE, B CYXOM, TEMHOM W
MPOXN1aAHOM MeCTe.

Bo Bpemsi TPaHCMOPTUPOBKM, XPaHEHUs W 3KCr/yaTauuy MeaVLIMHCKOTO W3AeNnns, HeoGXoayMo
NPVAEPXVBATLCS CMeyHOLLVX YCIIOBUIA:

Tabnmua 8; YcnoBusi TPAHCMOPTUPOBKU, XPaHEHUS 1 3KCTTyaTaLyi MeAVLIMHCKOrO U3aenus

PeXxum TpaHcnopTupoBaHue | XpaHeHue JkcnnyaTayms
Temneparypa  10°C ... 40°C 15°C .. 25°C 15«C .. 25 °C
BnaxkHOCTb Oco6bIx TpeboBaHMiA K OcobbIx TPeboBaHUA K YCTOMUMBO K BO3AENCTBUIO
B/I&XKHOCTM BO3/yxa B/I&XKHOCTM BO3fyXa HeT  GMOMOrMYecKnX
HeT YXNAKocTel (KpoBu)
AtmoctepHoe  OcobbIx TpeboBaHuin K OcobbIX TPeboBaHUIA K OcobblXx TpeboBaHWi K
JasneHvie armocepHomMy arMocepHoMy arMocepHoMy
[laBNeHno0 HeT [laBNEeHNIO HeT [laBNEHNIO HeT
KpaTkoBpeMeHHble OTKNOHEHUA TemMrepatypbl xpaHeHua ot 10°C go 40®C gonyckarorca o 48
YacoB.

21. TopsaAfoK oCyW,ecTBAEHUS YTUAN3ALUN U YHUUTOXKEHMUS

Mocne MCcnonb3oBaHWS M3AdeNne NpeacTaBnseT MoTeHUManbHy0 GUMOMOTMYECKYHO OMAcHOCTb.
O6pallieHe 1 ero yTUIM3aLUMi0 HeoBXOAMMO OCYLLECTB/ISITb B COOTBETCTBUM C MPUHSTBIMA B
MEOULIVIHCKOV MPaKTUKe HOPMaMK, a TakkKe COOTBETCTBYHOLLIMMA MECTHbIMW, FOCYAapCTBEHHLIMN
N hegepanbHbIMM  3aKOHOAATENbHBIMW - aKTaMK, W UHCTPYKUuaMA  (ans P®:  ytunmsaums
CrOMb30BaHHOTO MEAULIMHCKOTO U3AENns NPOBOAWTCS B COOTBETCTBMM C Knaccom b CaHlMuH
2.1.3684-21).
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22. [TlepeyeHb MeXAYyHapOAHbIX HOPMATUBHbIX LOKYMEHTOB/
cTaHpapToB, KOTOPbLIM cooTBeTCcTBYEeT MU

Tabnmua 9: MNpumeHsieMble CTaHaaPTb!

MpumeHsemble CooTBeTcTBYET
cTaHOapThl 3aronoBok eBponerckomy
cTaHgapTy
b s s s n w "o0ssw <2CTAHTOB! MMAALLUNMSACOro I/I|_|I/II/|yIJJBaHI/IFI
MegyiunHckme nsgenna — TpeboBaHWA K cucTeme _
ISO 13485:2016 MEHEeMKMEHTa KaueCcTBOM — TpeboBaHuA Ans Lenei EN’A\ICS:2011%485.2016
perynnmpoBaHus : '
ISO 14155:2011 .  KnuMHW4Yeckne mccneaoBaHust MEAULMHCKUX n3aennii EN 1ISO 14155:2011
Cor.1:2011 AN nofen - Hagnexxawan KinHuyeckas npaktmka . AC:2011
1SO 14971:2019 MeauupHckve nsgenvis. MNMpuveHeHne ynpasieHns EN ISO 14971:2020

prckamMn K MeVULMHCKUM U3Ae/TNAM
IEC 62366-1:2015 . MeanumHckue n3aenust - MNpumeHeHre nHxeHepHo EN 62366-1:2015 .

Cor 1:2016 NMPaKTUKN K MEAULIMHCKUM U30ENNAM AC:2015
. W MNNATUHUTBbIE XaB«M»UITMHM LULMMMUMA - .
. BHyTpucocyaucTble Katetepbl - CTepusibHble U
ISO 10555-1:2013 . EN ISO 10555-
. O[HOpa3oBble KareTepsbl - Yactb 1. Obwye : 1Al
ATC/1:2017 TPeGOBaHIA 1:2013 +Al:2017
TpeboBaHUA
. CepaeyHo-cocyaucTble UMMIaHTaTbl. EN ISO 25539-
150 25539-2:2012 AHpoBackynapHble ngenua. Cocyauctble cTeHTol  2:2012
...................... 1 MOWUNA = 1M B U

: KOHHEKTOPLI C MasTbiM AMaMETPOM OTBEPCTUA 4714
%ﬁgngg;?sgzgﬂom YKMAKOCTEN 1 ra3oB B 3ApaBooXpaHeHUn - Yactb 7: EN ISO 80369-
Bepcis 201612-01) KOHHEKTOpbI AN BHYTPUCOCYAUCTOro Win 7:2017

NOJKOXHOIO NpUMeHeHUA
KOHHeKTOpbI ¢ Ma/ibIM AVaMETPOM OTBEPCTUS A1

150 80369-20:2015 >»naKocTei 1 ra3oB B 34paBooxpaHeHun - Yactb 20: %532580369'
O6LLUpe MeToAbl UCMbITaHWIA '

r— = s:w - bBbnocosamectnmocrb'N P : “

150 10993-1:2018 bBuronornyeckast oLUeHKa MeALIMHCKX U3AENWIA.

(ucnpa.neHHas OueHKa 1 ncnbiTaHye BO Bpems npoLiecca Her

Bepcua 201810) yrnpaB/ieHVs PUCKOM
Bronornyeckas oueHKa MeaUUMHCKUX U3LENNIA. EN ISO 10993-
150 10993-3:2014  TeCTbl Ha rEHOTOKCUYHOCTb, KaHLIepPOreHHOCTb U 32014
penpoiyKTMBHYH TOKCUYHOCTbL 5 '
150 10993-4:2017 bronorryeckas oueHKa MeaULMHCKUX U3AenniA. EN ISO 10993-

Moaobop TECTOB Ha B3aMMOZENCTBUE C KPOBLHO 4:2017
e Bronornyeckas oLeHKa MEAVLIMHCKX U3AENWIA. EN ISO 10993-
150 10993-5:2009 VcnbitaHma Ha UMTOTOKCUYHOCTD in Vitro 5:2009
Bronornyeckas oueHKa MeAULIMHCKMX U3AENNA. EN 1SO 10993-
150 10993-6:2016  VcnbItaHWA Ha NOKaslbHble MOCNEACTBUSA MOC/e 62016
UMnIaHTaummn '
150 10993-7:2008 . Buonornyeckast oueHka MeguLIMHCKUX U3LeNA. EN ISO 10993-
Cor. 1:2009 OcTarkn cTepunmsauin OKCUaoM aTueHa 7:2008 . AC:2009
Bronormnyeckast oLUeHKa MeVILIMHCKMX U30eNniA. EN ISO 10993-
150 10993-10:2010 WcnbiTaHNA Ha pasfpadkeHue 1 YyBCTBUTE/NIbHOCTb 10:2013
KOXU '
150 10993-11:2017 DBvionoriyeckas oLeHKka MeavLIMHCKIX N3aenui. EN.ISO 10993-
VcnbiTaHWs Ha CUCTEMHYHO TOKCUYHOCTb 11:2018
10 Bronornyeckas oueHka MeAVNLNHCKMX U3OENWA. EN ISO 10993-
150 10993-12:2012 MogroroBka NPo6 1 pediepeHTHbIX MaTepuasion 12:2012
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Bronornyeckas oueHKa MeaULMHCKUX U30eNNIA. EN ISO 10993-
ISO 10993-15:2019 WaeHTUhMKaumMsi N KONIMYECTBEHHAsS OLIEHKA 152009
NPOLYKTOB Pas/IoXXeHNs METa/I/I0B U Cr/1aBOB '

ISO 10993-18:2005 buonornyeckaa oueHKa MeauUUHCKUX N34eNNIA. EN ISO 10993-

XMMYeckas xapakTepucTnka mMarepuranioB 18:2009
Bronornyeckas oLeHKa MeULIMHCKUX U3LEeNni -
ISO/TS 10993- YacTtb 20: MpyHUMNbI 1 MeTodp! Her
20:2006 NMMYHOTOKCMKO/IOrMYECKOro TeCTUPOBaHUSA
MEOVLIMHCKNX N34ENNA
mpUMEHACMbIE PBronosok BponeiickomyBH
mEh4aPTbI 1 -
-, »

Ne awBnm - CliiiiMi
Crepynusaumsi MeayUMHCKOM npogykumn. Okeng,
_ atuneHa. TpeboBaHMA K pa3paboTke, Bamgauum m
ISO 11135:2014 TeKyLL,eMy KOHTPO/IHO MnpoLiecca ctepunmsaumm ans
MEAMLIMHCKNX N3OENNIA
1. Crepunmsaupsi MeAULIVIHCKON NPOAYKLMMW. EN ISO 11138-
IS0 11138-1:2017 Bronornyeckne nHamkatopsbl. O6LLpe TpebosaHna — 1:2017
Crepynmsaums MeOULIMHCKON NpOayKUMN.

EN ISO 11135:2014

»
5. Bronornyeckme nHamkaropsl. buonornyeckme EN ISO 11138-
ISO 11138-2:2017 NHAMKATOPbI NMPOLIECCOB CTEPUIM3aLNN OKCUAOM 2:2017
atnneHa
, Crepununsaums MESULIMHCKNX U3AENWNIA.
ISO 11737-1:2006 + EN ISO 11737-
Cor. 12007 Muikpobuornornyeckue metogel. OnpegeneHvie 1:2006 + AC:2009

nonyasumMM MUKPOOPraHN3MOB Ha U3AeNnaX
Crepunmnzaumsa MeSULIMHCKMX U3LENIA.
Mukpoburonornyeckue metogbl. VicnbimaHms
ISO 11737-2:2009  cTepunbHOCTW, NPOBOAVMbIE MNP OMNPEAENEHNN,
Ba/MaLMM U NMOAAEPKaHUN npoLecca
cTepunmnsaunn
_ KayectBO BOAp! - lNMpyMeHeHe Macc-CrieKTPOMETPUA _
I(ESCTllA?qZHQSl)—Z.ZOlG C VHAYKTUBHO cBsizaHHOW nnaamoii (CIM-MC) - gl\é(l)sl% 17294
YacTb 2: OnpepgeneHne 62 aneMeHTOB '
- /ibBnB
YnakoBKa 151 OKOHYaTe/lbHO CTEPUNIN30BaHHbIX
MeOMLIMHCKUX n3aenuii - Yactb 5 3aneyatbiBaeMble
EN 868-5:2009 NnakeTbl N KaTyLKN 13 NOPUCTbIX Marepuaios, U EN 868-5:2009
KOHCTPYKLMWN 13 NIaCTUKOBOW M/IEHKN - TpeGoBaHNA
N MEeTofb! MCMbITaHWIA
YNakoBKa MEAVLIHCKMX U3AENNIA,
ISO 11607-12006 + CTEPWIN30BAHHbIX Ha 3aBepLUatoLLei cTagum

EN ISO 11737-
2:2009

AMd12014 NpPon3BOACTBa. TpeboBaHNA K Matepuasam, il\é(l)s;g 11607-
- CTepW/bHBIM 6apbePHBbIM CCTEMaM W YNakoBOYHbIM -~
cucteMam
YNakoBKa MeAULMHCKUX U3LEeNWiA,
, CTEPUIN30BaHHbIX Ha 3aBEpLLAOLLIEA CTaamm EN ISO 11607-
ISO 11607-2:2019 npon3BoAcTea. TpeboBaHMA K BaMaaumm 2:2020
NPOLECCOB (POPMOBaHNSA, repMeTr3aLmn 1 céopkn
YnakoBKa - [No/nHble, 3an0HEHHbIE TPaHCMNOPTHLIE
ISO 2233:2000 NMakeTbl U edMHUYHbIE TPYy3bl - [logrotoBka ans EN ISO 2233:2001

UCMbITaHWI
CraHpapTtbl - MapkupoBka!
Crepunmsaums MeanumMHCKX n3genuii. TpeboBaHns
EN 556-1:20ai + K MEAULIMHCKUM M3ennam, KOoTopble AO/MKHbl MMeTb EN 556-1:2001 +
AC: 2006 0603Ha4eHne "CTEPU/IbHbIE” (STERILE). AC: 2006
TpeboBaHUA K MEAVUUMHCKAM WU3AENNAM,
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CTEPWN30BaHHbLIM Ha 3aBEPLLIANOLLIEN CTaaNM

NMPOWN3BOACTBA
EM 1041:2008 + VHhopmaupms, npefoctaBneHHas npoussogutenieM BV
ATa.l:2013 MEANLINHCKUX VU3AENNIA 1041:2008+A1:2013
MprMeHsieMble N o .. l0aarT TAT T
paHaapThl LLLLI-ONOBOK 'm ponenckomy
MeouyumHckve n3genvs - O603HayYeHNs, KoTopble
1 JIO/DKHbI MCMO/b30BaATLCA C SAP/bIKaMK, EM 150 15223-
150 15223-1:2016 MapPKUPOBKOIA 1 MH(opMaLEn O MEALINHCKOM 1:2016

o6opyaoBaHuM - Yactb 1. O6Luye TpeboBaHNA

23. [lpumMeHeHUe NeKapCTBEHHbIX CPeACTB

Pnlsar-18 T3 He codepXXWT BELLECTB, KOTOPOE SAB/SAETCA /IeKapCTBEHHbIM CPEeACTBOM, Kak
onpefeneHo B nNyHkte 7.4 [pwiokenus | OupektmBbl 93/42/EEC  "O  mMegyLMHCKOM
06opynoBaHL".

24. TlpuMeHeHWe NPOU3BOAHbLIX KPOBMU
Pnlsar-18 T3 He BK/IHOYaeT B Ce6S1 B Ka4eCTBe HEOTLEM/IEMOM HacTU NMPON3BOAHOE YeIoBEYECKOI
KpOBW, yrnomsiHyToe B pasgene 7.4 MNpunoxxeHns | k Aupektnee EC 93/42/EEC.

25. YNO/IHOMOUYEHHbIN NpepcTaBUTENb NPOU3BOAUTENS HA TEPPUTOPUMN
P®

OOLLIECTBO C OrpaHNYEHHON OTBETCTBEHHOCTLIO "BUOTPOHUK" (OO0 "BUOTPOHMK')

Poccuiickast ®epepaums, 109240, r. MockBa, yi. Hukonosimckasi, gom 26, cTpoeHne 1A, stax 2,
nomeLLieHve 6.

Ten.. +7 (495) 789-68-31, dakc: +7 (495) 789-68-32. office@biotronik.ru
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d BUNOTPOHUK
(B10TPObI1K)

COBEPLUEHCTBO Pagn XXM3HA

BUOTPOHUMK AT (BLOTPOM1K AO)
Akeplutpacce (Acker5lrasbe), 6
CH-8180 Bronax

LLBeliLapuist

Ten.: +41 44864 51 11
®dakc; +41 44 864 50 05

01 Hosi6psa 2021 ropa

3asiBneHne npon3soauTen

[nsi NpeabsiBeHNst Mo MecTy TPeGOBaHYS.

HacTosLLMM Mbl FapaHTUPYeM, UTO NpuiaraeMblii IOKyMEHT,

[ONoNHEeHNE K MHCTPYKLMN MO 3KCnlyaTauum
CucteMa nepudepryeckoro caMopackpbiBatoLLErOCs
HUTUHOMOBOTO cTeHTa Pulsar-18 T3, B BapuaHTax UCMOJ/THEHUS

ABNSETCH OPUrMHA/bHBIM AOKYMEHTOM, BblaaHHbIM KoMMaHmelh BUUOTPOHUK AT (BIOTRONIK

AO).

CoaepykaHue aHrIMINCKOM 1 PYCCKO BEPCUIA AOKYMEHTA NMAEHTUYHO.

Vims, hamnnns,
JOMKHOCTL:

KomnaHus:
Ynvug;
ropop/CrpaHa:

[Jarta n nognuce:

CrozaHHa MuHKX (Susanne Minich)

CneuuanuncT no HopMaT1BHO-MNPaBOBOMY
PEryNMPOBaHNIO

BUOTPOHUK AT (BIOTRONIK AO)
Axepuutpacce (Ackerslrasse), 6
8180 bronax - Llseliuapus

/noanucs/
Cro3zaHHa MuHKX (Susanne Minich)

/Wramn/: "BVOTPOHUK (BiIOTRONIK)
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COBEPLUEHCT BO pagn XX3HU
BUOTPOHUKAT (BIOTRONIK AG)
AkepuwTpacce (Ackerstrasse), 6
CH-8180 bronax
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Odnusanciice yaocrogepenne

HacTostuum cBAETENLCTBYETCA NOANMHHOCTD NOANKCH Ha 0BPATHON CTOPOHE, NOCTABNeHHOMN
B HAWEM NPUCYTCTBIM -

l-woé Croaannoh Munux (Susanne MINICH). aata poxaenus: 12 1965 r., rpaoxaaHKoR

lliseiiapwn, Batrennb, xaHTOH CaHKT-FanneW, no es CROBaM, NPOXMBAIOWEH NO agpecy:
'poccaxepwrpacce (Grossackerstrasse) 81, 8041 Liiopux, NuuHOCTL KOTOPOH NoaTeepxaeHa

YAOCTOBEPEHUEM SIUNHOCTH.

Bionax, 1 wosGpa 2021 roge HOTAPHAJIIBHASA KOHTOPA /Tepboean

KoHTponsHbii Na BIONAXA nevami:

zggc';gupmenwux ASHCTBIR: /nodnucey/ Homapuansxan
1/2468 Cumon Mpadp (Simon Graf), xoumopa bonaxa

Aownusa: 20.00 we. ¢p. Accwctent B Hotapuanbhoi * xanmo Lhopux/

KOHTOpe
¢ ANOCTHNL

{Tsarcxan xonsempmn or § oxtalpn 1061 roge)
1. Cvpana: ILisoMumpcran KoHGERePaLI, KEHTON LIopux
Hacronupsl OdepanHeil R0KyMeHT

2. NOANWOSH Cmo Fped (Simone Graf)
3. ssicTynmoupus(-ail) B Accucrent 8 HOTAPHANGHON NONTOpe

4. QUPeNNeH NEHETHOALTEMNON HOTARMANMHOR KOHTOPGI BIONIE, KIHTOH

YaocTosepaso
$. B: Lhopex 8080 8. Dera: 02.11.2021
7. Kom: FoCyaapCTBSHHAR KBHUSIRPIA LaHTORA Liopax
8. 3a nomepom: 1231848/2021
9. NeuaTe/iuramn 10. Noanucs
Kpyanan nevame
Focydapcmesnol /modnuce/
KSHUSIIADUL KRITIORS
Lyopux/

.

E. Mauycura (E. Matsushita)
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MepeBoA faHHOIO TeKCTa BbINOMHeH nepeBoAUnMKoB KpanmHbiM [leHncom AnekcaHapoBnyemM

[1oa:TCb

Poccuiickaa degepauus

"opoa Mocksa.

[ecaToro HoA6PSA ABe ThIiCAYM ABaALLIATb MEPBOro roja.

a [leiiHeko Jliogmuna B”eprieBHa, BPeMeHHO WenosHatolWwas 0643aHHOCTM HOTapuyca ropofa
Mocksbl MpoKoLeHKOBOW EneHbl EBreHbeBHbl, CBUNETEN™ ..

nepesogunKa KpannvHa leHuca AnekcaHapoBuya. NMOA/IMHHOCTL  MOAMUCHK
Mopnwuck caenaHa B MOEM NMPUCYTCTBUN.

JlnyHoCTb NoanucaBLLIero JOKYMeHT YCTaHOB/EHA.

3apernctpupoBaHo B peectpe; Ne 21/86-H/77-2021- 1T
YnnayeHo 3a COBEpLLEHNE HOTapuanbHOro aenctaus: 400 py6 ..
Kon.
[Moannck A

FEPBOBAA MEYATH
HOTAPUYCA

MpoLLHYPOBaHO, NPOHYMEPOBAHO W CKPEM/IEHO MEeYaTbHO c>~o

[Moa. TCb

Bcero npoLLHypoBaHo,
MPOHYMEPOBAHO U CKPEMNEHO
neyatbio

Poccuiickas degepaupns
lopog Mocksa
CATOr0 HOs6psA .1 1=, @Y6:e5 0 :c;3

NlogmMuna BsiiBoMeyHa, BPEMEHHO WCMONHALOWAn
notap.yca MockBbl MMpOKOLWEHKOBOW EneHbl
CBUABTBANOTBYIO BOPHOCT!, KONUKN C NNCraBnenHoro

WY

1. feliHeko
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