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Caution: Federal (USA) law restricts this device to sale by or on the order of a physician with appropriate training.
1. Description Table 1: Device Range
1.1 LLD and Clearing Stylet
The Spectranetics Lead Locking Device or LLD is comprised of two wire loop handles and a core mandrel Device Lead Internal Diameter | Clearing Stylet Number
that has a stainless steel mesh fixation mechanism. This mesh is attached at the distal end within a Model Number Number Range (in / mm) Diameter (in/mm)
radiopaque marker for visibility under fluoroscopy. The proximal end of the mesh is attached to a 518-018 0.013-0016/ ]
proximal connector which is used to deploy and lock the device into the pacing or defibrillator lead. 518-021 LLD #1 '0 33 0 P (0.012/030)
The proximal connector is seated on a crimped section of the core mandrel until it is deployed. The . . 2 -
connector slides distally from the crimped section and deploys the mesh inside the lead. 518-019 LLD #2 0.017-0.026 / 2
518-022 0.43 - 0.66 (0.015/0.38)
Figure 1: Non-Deployed LLD, “Insertion” Configuration 518-020 b 0027 -0032/ B
518-023 0.69-0.81 (0.015/0.38)
Proximal Loop Proximal 0.015 - 0.023/ ]
518-039 LLDE ) N
Distal Logp  OnMeCtor Mesh 038-0.58 (0.012/0.30)
e Distal Tip 518 -062 0.015-0.023/ 1
%J_” 518 - 067 LLDEZ 038-0.58 (0.012/0.30)
T(_J 68.5 cm MIN. 1.2 Lead Cutter

| {885 cm MIN.LLDE)
140 cm MIN.

LLD #1, #2, #3, &E

Proximal
Connector Mesh
—Proximal Loop
Distal Loop \\
/ N

o 685 cm MIN. —7

- 140 cm MIN. v

LLD EZ

Figure 2: Deployed LLD, “Locked” Configuration

Crimped section of core mandrel

\(—J_l \ Expanded Mesh
A

LLD #1, #2, #3, &E

Crimped section of
core mandrel

Expanded Mesh

LLD EZ

The LLD is packaged with a clearing stylet. The clearing stylet consists of a stainless steel mandrel
attached to a proximal handle. Table 1 identifies LLD device ranges and Clearing Stylet sizes.

The Spectranetics Lead Cutter is used to gain access to the inner lumen of a pacing/ defibrillator lead
by cutting through the insulation and coils cleanly. The lead cutter is constructed with stainless steel.

13 Accessory Kit
The Spectranetics Accessory Kit contains a Coil Expander and two Pin Gauges.

Coil Expander: Used to restore the proximal end of lead coils to a circular profile. The Coil Expander
contains a stainless steel tapered pin inserted into a polycarbonate handle. The Coil Expander opens
the proximal end of the lead coil. This process promotes an accurate measurement by the Pin Gauges.

Pin Gauges: The Pin Gauges are used to determine which Lead Locking Device (LLD) is appropriate for
the pacing/defibrillator lead to be extracted. The Pin Gauges are made with stainless steel pins inserted
into a polycarbonate handle. Each Pin Gauge contains two pins. One Pin Gauge has the #1 and E/EZ
pins, the second Pin Gauge has the #2 and #3 pins.

1.4 LLD Size Selection
The appropriate LLD is selected by using the Spectranetics Pin Gauges as described on Table 2 below.

Table 2: Selection Chart

Pin Number Select LLD
Pin #1 fits but not E/EZ #1
Pin E/EZ fits but not #2 EorEz
Pin #2 fits but not #3 #2,E,0rEZ*
Pin #3 fits #3

* For leads with internal diameter greater than 0.023”/0.58 mm, select LLD #2.

The LLD may be used in conjunction with the Spectranetics Laser Sheath Kit or other necessary
extraction devices.

Closely follow the Instructions for Use for any device used during the extraction procedure.
NOTE: The LLD is a single use disposable device and is intended to be used in one lead.

NOTE: Any device used over the lead to be extracted must have an ID greater than the target lead
maximum diameter.

2. Indications for Use

The Spectranetics Lead Locking Devices, LLD, are intended for use in patients suitable for transvenous
removal of chronically implanted pacing or defibrillator leads having an inner lumen and using
a superior venous approach.

3. Contraindications
Use of the LLD is contraindicated:

. When emergency thoracotomy with cardiopulmonary bypass cannot be performed immediately
in the event of a life threatening complication;
. When fluoroscopy is not available;
. In patients in whom superior venous approach cannot be used;
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. When the proximal end of the pacing lead is not accessible to the operator;
. When the LLD will not fit into the inner lumen of the device to be extracted.

4. Warnings
Do not attempt to use the LLD without the availability of the Spectranetics Laser Sheath or other
necessary lead removal tools.

The LLD should be used only by physicians who are experienced in lead removal techniques.
Do not insert more than one LLD into a lead lumen at a time.
Lead removal devices should be used only at institutions with emergency cardiac surgical capabilities.

Weigh the relative risks and benefits of intravascular lead removal procedures particularly when:

. The item to be removed is of a dangerous shape or configuration.
. The likelihood of lead disintegration resulting in fragment embolism is high.
. Vegetations are attached to the lead body.

When using the LLD:

. Do not abandon a lead in a patient with a LLD still inside the lead. Severe vessel or endocardial
wall damage may result from the stiffened lead or from fracture or migration of the
abandoned device.

. Do not apply weighted traction to an inserted LLD as myocardial avulsion, hypotension,
or venous wall tearing may result.
. Excessive applied traction forces may impact the LLD’s ability to disengage from a lead.

Be aware that a lead that has a J-shape retention wire that occupies its inner lumen (rather than being
outside the coil) may not be compatible with the LLD. Insertion of the LLD into such a lead may result
in protrusion and possible migration of the J-shape retention wire.

Do not use a Metal Reinforced Flexible Dilator Sheath to apply myocardial countertraction.
When the LLD is in the body, it should be manipulated only under fluoroscopic observation.

Maintain appropriate traction on the LLD and device being extracted during advancement of the
Spectranetics Laser Sheath.

When marked calcification that moves with the device to be extracted is seen on fluoroscopy,
particularly in the atrium, the availability of immediate surgical assistance is paramount if a problem
presents itself as a result of the extraction procedure. Also, thoracotomy removal of the device (s)
should be considered.

5. Precautions
Thoroughly review appropriate package inserts for the Spectranetics Laser Sheath (SLS)
before attempting to use the SLS with the LLD.

For single use only. Do not resterilize and/or reuse. The LLD is intended to be used in one lead.

DO NOT resterilize or reuse this device, as these actions can compromise device
performance or increase the risk of cross-contamination due to inappropriate reprocessing.
Reuse of this single use device could lead to serious patient injury or death and voids
manufacturer warranties.

Do not use the LLD:
. If the tamper-evident seal is broken;
. If the LLD has been damaged.

When the LLD is in the body, it should be manipulated only under fluoroscopic observation.

Prior to the procedure, consider the size of the lead to be extracted in relation to the size of the Lead
Extraction Devices and LLD. Any device used over the lead to be extracted must have an ID greater
than the target lead maximum outer diameter.

Due to rapidly evolving lead technology, this device may not be suitable for the removal of all types of
leads. If there are questions or concerns regarding compatibility of this device with particular leads,
contact the lead manufacturer.

If selectively removing leads with the intent to leave one or more chronically implanted leads intact,
these nontargeted leads must be subsequently tested to ensure that they were not damaged or
dislodged during the extraction procedure.

6.  Adverse Events
Commonly observed adverse events during lead removal procedures have included:

. Hemopericardium Tamponade
. Hemothorax

. Thrombosis

. Tricuspid Regurgitation

. Infection

. Death

The following adverse events or conditions may also occur during lead removal (listed in
alphabetical order):

. bacteremia

. low cardiac output

. migration of lead fragments
. migration of vegetation

. myocardial avulsion

English / English
. premature ventricular contractions
. pulmonary embolism
. stroke
. venous avulsion
. ventricular tachycardia

Additional information may be found in the articles referenced in the bibliography.

7. Individualization of Treatment
Weigh the relative risks and benefits of intravascular lead removal procedures in cases where:

. The lead to be removed has a sharp bend or evidence of fracture;
. The lead shows evidence of insulation disintegration raising the concern of pulmonary embolism;
. Vegetations are attached to the lead body.

When an outer sheath is left in place following lead removal, it may then be used as a conduit to
facilitate the implantation of a new lead.

The sheath tip should be either (a) fully into the atrium, or (b) retracted into the brachiocephalic vein.

Placing the outer sheath tip at the SVC-atrial junction risks damage to this delicate area during
subsequent procedures, such as moving the outer sheath or implanting a new lead and is thus
not recommended.

It is vital that appropriate traction be maintained on the lead being extracted during all extraction
attempts. If appropriate levels of traction cannot be maintained to offset the counter-pressures that
distort the lead body, changing to an alternative extraction procedure should be considered.

When marked calcification that moves with the lead to be extracted is seen on fluoroscopy, particularly
in the atrium, the availability of immediate surgical assistance is paramount if a problem presents itself
because of the extraction procedure. Also, an indication for thoracotomy removal of the lead(s) should
be considered.

8. How Supplied
8.1 Sterilization
For single use only. Do not re-sterilize and/or reuse.

The LLD, Accessory Kit, and Lead Cutter have been sterilized using Ethylene Oxide and are supplied
sterile and Non-Pyrogenic. Sterility is guaranteed only if the package is unopened and undamaged.

8.2 Transportation and Storage

Keep dry. Store in a cool dry place. Protect from direct sunlight and high temperature (greater than
60°C or 140°F).

8.3 Inspection Prior to Use

Before use, visually inspect the sterile package to ensure that seals have not been broken. All equipment
to be used for the procedure, including the LLD, should be examined carefully for defects. Examine
the LLD for bends, kinks or other damage. Do not use if it is damaged or unintentionally opened..

9. Compatibility
See “"Description” section.

10. Directions for Use
NOTE:“LLD" refers to all LLD devices (#1, #2, #3, E, and EZ).

WARNING: Do not abandon a lead in a patient with a LLD still in place. Severe vessel or endocardial wall
damage may result from the stiffened lead or from fracture or migration of the abandoned LLD body.

WARNING: Be aware that a lead that has a J-shape retention wire that occupies its inner lumen
(rather than being outside the coil) may not be compatible with the LLD. Insertion of the LLD into
such a lead may result in protrusion and possible migration of the J-shape retention wire.

WARNING: Excessive applied traction forces may impact the LLD's ability to disengage from a lead.

WARNING: Do not apply weighted traction to an inserted LLD as myocardial avulsion, hypotension,
or venous wall tearing may result.

10.1 Clinical Technique
Thoroughly review appropriate package inserts for Spectranetics Laser Sheaths or other necessary
lead extraction tools before attempting to use the LLD.

10.2 Procedure Set Up

LLD Preparations:
Using sterile technique, open the sterile package.

Patient preparations:
1. Obtain a thorough patient history, including patient blood type. Appropriate blood products
should be readily available.

2. Ascertain the manufacturer, model number and implant date of the lead to be removed.
Perform radiographic / echo-cardiographic evaluation of lead condition, type and position.
3. Use a procedure room that has fluoroscopy, pacing equipment, defibrillator, and thoracotomy

and pericardiocentesis trays.
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4. Prep and drape the patient’s chest for possible thoracotomy; prep and drape the patient’s
groin for a possible femoral approach extraction procedure. If a femoral approach becomes
necessary, the LLD is contraindicated.

5. Establish back-up pacing as needed.

103 Procedure

1. After the proximal end of the lead has been exposed, sutures and tie-down materials removed,
and the proximal fittings (if present) cut off, using the Spectranetics Lead Cutter or other
suitable instrument, expose the inner coil of the lead.

NOTE: For a unipolar lead, if the lead is long enough, use a scalpel to circumscribe the insulation

two centimeters from the cut proximal end of the lead (do this carefully to avoid deforming the coil),

then pull the insulation off to expose the inner coil.

For a bipolar lead with coaxial coils, remove the outer coil and inner insulation to expose the inner coil
and prevent it from being pushed deeply into the outer coil.

Once the inner lumen of the lead is exposed, insert the Spectranetics Coil Expander to ensure that
there is no obstruction to insertion of the Spectranetics Pin Gauges used to size the appropriate LLD.

NOTE: Examine the lumen to be sure the interior coil is not flattened and there are no burrs that would
inhibit passage of the Spectranetics Pin Gauges or the LLD into the lumen.

2. Determine the appropriate size of LLD based on the inside diameter of the lead coil.
The Spectranetics Pin Gauges are used to determine the inner diameter of the coil. The size
of the largest pin that fits freely in the coil indicates the size of the appropriate LLD.

3. Check patency of the coil lumen. Pass the Clearing Stylet (provided in the LLD package)
through the inner lumen of the lead to clear any blood, coagulation, or blockage in the lumen
prior to insertion of the LLD. After confirmation of a clear lumen, remove the Clearing Stylet.

NOTE: It may be helpful to mark the depth of penetration of the Clearing Stylet into the lead by placing

a mosquito clamp at that point where the Clearing Stylet exits the cut end of the lead. Knowing the

depth of penetration will be useful later in monitoring progress during insertion of the LLD.

4. Grasp the appropriately sized LLD within the mesh section and advance the LLD into the inner
coil of the lead, using the radiopaque marker for fluoroscopic monitoring.

CAUTION: Do not attempt to advance or rotate the LLD via the proximal connector as premature

deployment or damage to the mesh may result.

CAUTION: Do not attempt to rotate the LLD via the proximal loop as damage to the device may result.

5. Lock the LLD in place by:

Releasing the proximal connector from the crimped core mandrel by sliding the connector off
the crimped section after the LLD has reached the distal end of the lead or the position indicated
by the Clearing Stylet.

This action expands the wire mesh inside the lead and locks it in place (the device is now deployed).
Tension can be applied to the core mandrel or proximal loop for traction.

6. It is recommended that a suture be tied to the proximal end of the targeted lead insulation as
an additional traction source. The other end of the suture can be secured to the LLD via the
Distal Loop immediately above the Proximal Connector. Fastening the suture to the Distal Loop
will facilitate the insertion of the LLD with the suture through the Spectranetics Laser Sheath.
Closely follow the Instructions for Use for the Spectranetics Laser Sheath Kit.

7. If for some reason lead removal is unsuccessful or becomes medically contraindicated,
removal or repositioning of the LLD may be facilitated as follows:

Reset the proximal connector onto the crimped section of the core mandrel.

This action reduces the diameter of the wire mesh inside the lead, unlocking it from the inner
lead body.

WARNING: Excessive applied traction forces may impact the LLD's ability to disengage from a lead.
Withdraw or reposition the LLD by grasping the proximal mesh of the locking device.

If the LLD is still secured within the lead the following actions are recommended:

A. Grasp the mesh near the proximal end of the lead coil and gently smooth the mesh
by stretching it towards the proximal connector.
B. Grasp the mesh again near the proximal end of the lead coil, advance the LLD within the

lead and then simultaneously rotate and pull the LLD from the lead body.

11. Manufacturer’s Limited Warranty

Manufacturer warrants that the LLD is free from defects in material and workmanship when used by
the stated “Use By” date and when package is unopened and undamaged immediately before use.
Manufacturer’s liability under this warranty is limited to replacement or refund of the purchase price
of any defective LLD. Manufacturer will not be liable for any incidental, special, or consequential
damages resulting from use of the LLD. Damage to the LLD caused by misuse, alteration, improper
storage or handling, or any other failure to follow these Instructions for Use will void this limited
warranty. THIS LIMITED WARRANTY IS EXPRESSLY IN LIEU OF ALL OTHER WARRANTIES,
EXPRESS OR IMPLIED, INCLUDING THE IMPLIED WARRANTY OF MERCHANTABILITY
OR FITNESS FOR A PARTICULAR PURPOSE. No person or entity, including any authorized
representative or reseller of Manufacturer, has the authority to extend or expand this limited warranty
and any purported attempt to do so will not be enforceable against Manufacturer.

English / English
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13. Non-Standard Symbols

Lead Internal Diameter Range @ Kit Includes

Size Cl.earlng Stylet Outer _@
Diameter

Pin Gauge Contents

Quantity QTY Coil Expander

Importer @

Caution: Federal law (USA)
restricts this device to sale by
or on the order of a physician.
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14. Applicable Standards

The standards identified in Table 14.1 were applied to the development of the device.

Table 14.1: Standards applied to the development of the LLD.

Standard/Norm and Date Title

Biocompatibility:

1SO 10993-1 Biological evaluation of medical devices - Part 1: Evaluation of
testing

Design:

EN1SO 10555-1 Sterile, single-use intravascular catheters — Part 1: General

requirements

US 21 CFR 820 Quality System Regulation

Environmental:

1SO 14644-1 Cleanrooms and associated controlled environments - Part 1:
Classification of air cleanliness.

1SO 14644-2 Cleanrooms and associated controlled environments — Part 2:
Specification for testing and monitoring to prove continued
compliance with ISO 14644-1.

Labeling:

EN 556-1 Sterilization of Medical Devices. Requirements for medical
devices to be designated “STERILE". Requirements for terminally
sterilized medical devices.

EN 980 Graphical symbols for use in labeling of Medical Devices.

EN 1041 Information supplied by the manufacturer with medical devices

1SO 15223 Medical devices Symbols to be used with medical device labels,
labeling and information to be supplied

Packaging:

EN SO 11607-1 Packaging for terminally sterilized medical devices - Part 1:
Requirements for materials, sterile barrier systems and packaging
systems

EN SO 11607-2 Packaging for terminally sterilized medical devices - Part 2: Valida-
tion requirements for forming, sealing and assembly processes

1SO 780 Packaging - Pictorial marking for handling of goods

Quality:

EN ISO 13485 Medical devices — Quality management systems

Risk Management:

ENISO 14971 Medical Devices — Application of risk management to medical
devices

EN 62366 Medical Devices - Application of usability engineering to medical
devices

Sterilization:

ENISO 11135 Sterilization of health care products - Ethylene oxide - Part 1:
Requirements for development, validation and routine control of
a sterilization process for medical devices

15. Disposal

Use and disposal must be in accordance with generally accepted medical practice and applicable local,
state, and federal laws and regulations.

Products may pose a potential biohazard after use.

If the packaging is damaged and / or the expiration date expires, the product is to be disposed of in ac-
cordance with the rules for the treatment of medical waste class A according to SanPiN 2.1.7.2790-10.

The used product is disposed of in accordance with the rules for the management of medical waste class
B according to SanPiN 2.1.7.2790-10.

English / English
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YCTpOoncTBO AnA 3aMblkaHuA anekTpoaa (LLD)
Habop BcnomoratenbHbIX MHCTPYMEHTOB
Pe>xyLLiee yCTPOCTBO ANA NeKTpoaa

NHCTpyKumn no
NPUMEHEHNIO

Russian / Pycckuin asbik

CopeprkaHue

1. Onuncanune 7 9. CoBMecTMMOCTb 9
2. Moka Knp ) 8 10. YKa3saHua no npuMeHeHuio 9
3. MpoTnBonokKasaHuna 8 11. OrpaHn4YeHHasA rapaHTUA NPONSBOANTEN A .cuueereesaessassasssassassssssanes 10
4. Mpeaynpexa 8 12. Cnucok nuTepatypbl 10
5. Mepbl NnpepoOCTOPOKHOCTH 8 13. HectaHpapTtHbie cumBonbl 10
6. HexenatenbHble ABneHna 8 14. MpuMmeHnMble cTaHAAPTDI 1
7. NHanBuayanbHbIfi NOAXO0A K JIeUEHUIO, 8 15. YTunusauusa 11
8. ®opma BbinycKka 9

BHuMaHwme! B cooTBeTcTBUM € pefiepanbHbiM 3akoHom CLUA npofaka 3Toro nsgenus paspelueHa To/ibKo Bpayam,
npolueAWM COOTBETCTBYIOLee 06yueHne, AN No NX 3aKasy.

1. OnucaHue

1.1. YcTpoicTBO ANA 3aMbiKaHUA N1EKTPOAA M 30HA ANA OYNCTKA BHYTPEHHEro
KaHana anekrtpoga

B KOHCTpyKUMIO YCTpoiicTBa AnA 3amblkaHua snektpopa (LLD) Spectranetics BxopAaT ABe MPOBOSIOYHblE
PYKOATKM B pOpMe MeTeNb U PaCroNOXeHHbI MO MPOAOSLHON OCU YCTPOCTBA MaHAPEH C MeXaHU3MOM
dUKCaLMM NOMOKEHNA CETKU W3 HepKaBetollell CTann. [MCTanbHbIii KOHeL| 3TOi CeTKM 3aKperyeH B
PEHTTEHOKOHTPACTHOM MapKepe, ObecreuvBaloleM BUAVUMOCTb MPU  PEHTTEHOCKOMMUECKOM  KOHTPOTe.
MPOKCUManbHbIE  KOHeL, 3TON CeTKM NPUKPenieH K MpPOKCVManbHOW coeanHuTenbHon  MydTe,
1Cnonb3yemMon ANnA NpUBeeHNs YCTPOCTBa B paboyee NosoxeHre 1 ero GrKcaLumn BHYTPY 3neKTpoaa
[INA KapAVoCTUMYNALMn unn aednbpunnauuu. [lo npriBeaeHna ycTpoiicTea B paboyee MonoxeHne 1 ero
dMKcaumMn BHYTPW 3NEKTPOAA MPOKCUMAnbHas COeAUHUTENbHAA MydTa HaxoAUTCA Ha rodpprpoBaHHON
YacT MaHApeHa, PacrosoKeHHOro No NPOAIONIbHOM OCK YCTPOIACTBA. Mpy CMeLLleH COeaNHUTENbHO
My$TbI C roppUpPOBaHHOII YacTV B AVCTaNbHOM HampaBeHny ceTka NPUBOANTCA B paboyee NosoxeHve
BHYTPY 3N1eKTpoza.

PucyHok 1. Kondurypaums ycrpoiictBa Ans 3aMmbiKaHusA 3/1eKTpoAa Npy BBeAeHNN

I'IpOKcmmaanaﬂ MROBONQUHAA

MpokenmansHas
PYKOATKa, UMerLLIaA GOopMY NETN

CoeguHNTENbHAA Myd)Td

,D,I/I(.TdJ'IbHdﬂ NPOBONOYHAA PYKOATKA,
uMetoLLas Gopmy netu CeTka

DuctanbHbii
KOHUMK

68,5 cm MAH.
(88,5 cM MH. LLD E)

140 cm. MUH.
LLDNe1,Ne2,Ne3uE

MNpokcMmanbHan coefuHUTeNbHan MydTa e 3 CeTka
MpoKcMManbHas npoBonovHan
—— PYKOATKa, UMetoLLaA GOPMY NeTin \,
JAucTanbHaa NpoBonodHas PyKOATKa,
nmetoLLas GOopmy nemn /:\

J[MCTanbHbIA KOHUUK

%

685 M MIAHA;-‘

L 140 cm. MUH. 4

LLD EZ

PucyHok 2. KoHdurypauus ycTpoiicTBa Ans 3aMbliKaHUA dNeKTpoaa npn ¢pukcaymm

TodgprpoBaHHas YacTs MaHAPeHa

Q_—’—| PacilipUBILaAcA ceTKa
L P —

€ — W
LLDNe1,Ne¢2,Ne3unE

lodpuposaHHan Pacwmpuswas-
4acTb MaHOpEeHa CA ceTKa

LLD EZ

B opfHO ynakoBke C YCTPOWCTBOM ANA 3aMblKaHWA 3NeKTPOofa NOCTaBNAETCA 30HA ANA OUUCTKM
BHYTPEHHEero KaHana snekTpoga. 30HA ANA OUNCTKN BHYTPEHHEro KaHana anekTpoda npejcrasnaeTt
CcOBOI MaHApeH 13 HepxKaBelolen CTanu C NPOKCUMAaNbHON PYKOATKOW. B Tabnuue 1 npuseneHbl
[nanasoHbl pa3MepoB YCTPOWCTB ANA 3aMblkaHuA dnekTpopa (LLD), a Takxe pasmepbl 30HAOB AnA
OUMCTKM BHYTPEHHEro KaHana 3neKTpopa.

Ta6bnuua 1. inanasoHbl pasMepoB YCTPOIICTB A/1A 3aMbIKaHUA 3NeKTpoaa

Homep n gnamerp
AnanasoH BHYTPEHHNX
Homep 30HAA ANA OYNCTKN
Homep mopenn . ANamMeTpoB
ycTpoiicTBa " BHYTPEHHEro KaHana
3neKTpopaa (goim/mm) -
aneKTpoAa |, ‘Mm)
518-018 0,013-0,016/ 1
518-021 LLD et 0,33-0,41 (0,012/0,30)
518-019 0,017-0,026 / 2
518-022 LLDNe2 0,43-0,66 (0,015/0,38)
518-020 o 0,027-0,032/ 2
518-023 LLDNe3 0,69-0,81 (0,015/0,38)
0,015-0,023/ 1
518-039 LLDE 0,38-0,58 (0,012/0,30)
518-062 0,015-0,023/ 1
518-067 LLDEZ 0,38-0,58 (0,012/0,30)
1.2. Pexyluee ycTpoiicTBO AnA aneKkTpoaa

Pexyllee ycTpoWCTBO ANA 3nekTpofa Spectranetics nucrnonb3yeTca AnA nepepesaHvs U30NALUM
M BHYTPEHHEro CnupanbHOro MpoBOAHMKA. [lOfyueHHbI aKKypaTHbii cpe3 obecneunBaeT
[OCTYN K BHYTPEHHeMy MpOCBETY 3MeKTpoAa ANA KapAUOCTAMYNALUMM unu  Aedpubpunnaumn.
Pexylliee yCTPOIICTBO [4/1A SNEKTPOAA N3TOTOBMIEHO 13 HEpPXKaBetoLLel CTanu.

1.3. Ha6op BcnomoraTtenbHbIX MHCTPYMEHTOB
B coctaB HaGopa BCnomoraTeNibHbIX MHCTPYMEHTOB Spectranetics BXOAWT paclumpuTent BHYTPEHHErO
CNUpPanbHOro NPOBOAHMKA 3MEKTPOAA 1 ABA KanMBPOBOUHbBIX WTndTa.

Pacwmpuntens BHYTPEHHEro CnuMpanbHOro MNPOBOAHMKA MpefjHa3sHayeH [nA BOCCTaHOBMEHWA
Lll/l}'ll/lHﬂpI/I‘-leCKOVl d)OprI NPOKCMManbHOro KOHUa BHYTPEHHEero cCnupanbHOro npoBOAHMKA.
PacwmpuTenb BHYTPEHHEro CNMpasbHOro NPOBOAHKA NPeACTaBIAET cO60i KOHYCO06pa3HbI WTUGT
13 Hep)XaBeloWen CTanu, BCTaBNEeHHbI B PYKOATKY M3 nonvkapboHata. Paclumputent BHYyTPeHHero
CNMpanbHOrO NPOBOAHMKA WCNONb3yeTcaA ANA pPackpbiTUA MNpocBeTa MNPOKCMMAZIbHOMO KOHUa
BHYTPEHHEro CnnpanbHOro NPOBOAHYIKa 3M1eKTpofa. ITo AeiCcTBMe OberyaeT BbiNosIHeHEe TOUHOMo
V3MepeHNs C UCMOsb30BaHMEM KaMBpOBOYHbIX LWTUHTOB.

KannbpoBouHble WTUGTHI UCNONb3yloTCA AnA Bbl6Opa YCTPOWCTBA ANA 3aMblKaHUA SNeKTpopa,
NOAXOAALLEro Mo pa3mepy AN U3BNEYEeHNA SNeKTPoAa ANA KapANoCTUMYNALMN Unu Aedubpunnaumuu.
KanubpoBouHble WTndTbl NPeAcTaBnaioT cobon WTndTbl U3 HEpXKaBewLed CTanwv, BCTaBlEHHble
B PYKOATKY U3 nonukap6oHaTta. Kaxablii KanmbpoBOUHbIN WTUGT coaepXnT ABa Wwindta. B ogHOM
KanmbpoBOUYHOM WTMTE ycTaHoBNEHb! WTdTb N2 11 E/EZ, a BO BTOpom — WTndThl N 2 11 N 3.

1.4. Bbi6op pa3mepa yCTPONCTBa ANA 3aMblKaHUA dneKTpoaa
CooTBeTCTBYIOWMII pa3mMep YCTPOWNCTBA [/ 3aMblKaHWA 3MEKTPOAa BbIOMPAKT C  MOMOLLbIO
KannbpoBOYHbIX WITMGTOB Spectranetics B COOTBETCTBUM C MHGOPMAaLen, TPUBEAEHHON B Tabnuue 2.

Ta6nuua 2. Bbi6op pasmepa ycTpoiicTBa Afis 3amMblKaHUsA 3neKkTpopaa (LLD)

e T CoOTBeTCTBYIOLME YCTPOIICTBa ANA

aNneKTpoaa
LUTndT N° T BXOAUT B NPOCBET CNNPaNbHOTO NPOBOAHNIKA, N1
a KannbpoBouHbilil wTndT E/EZ Het
KannbpoBouHbIi WTndT E/EZ BXOAUT B NPOCBET CNpanbHOro E v EZ

MPOBOAHMKA, @ KaNMOGPOBOUHbIN WTNGT NO 2 HeT

Kann6posouHbin Wit N 2 BXOAUT B NPOCBET CPAsbHOTO

o *
MPOBOAHWKA, @ KaNMBPOBOYHDIN LWTUT N 3 HeT N2, B B2

KanubposouHbiii wtndT N 3 BXOAWT B NpocBeT
CNMPanbHOTO NPOBOAHMKA

Ne3

* ECnu BHYTPEHHWI AnameTp 3neKkTpoaos npesbiwaet 0,58 mm (0,023 Aioiima), BbibepuTe ycTpoiicTeo
ANA 3aMblkaHnA anekTpopa N2 2.
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YCTpOoncTBO AnA 3aMblkaHuA anekTpoaa (LLD)
Habop BcnomoratenbHbIX MHCTPYMEHTOB
Pe>xyLLiee yCTPOCTBO ANA NeKTpoaa

NHCTpyKumn no
NPUMEHEHNIO

YCTPOICTBO ANA 3aMblKaHWA 3MEKTPOAA MOXHO WCMOJIb30BaTh COBMECTHO C HAGOPOM J1a3epHOro
KaTeTepa KOMNaHu Spectranetics unu apyrumu ycTponcTsamm Ans n3sneyeHus.

Crporo cobniofaite VIHCTPYKLUMM MO MPUMEHEHMIO ANf BCEX YCTPOICTB, MCMOSb3yembiX Mpu
NpoBeAeHNN NPOLIEAYPbI N3BNIEUEHUA.

MPUMEYAHUE. YcTpoiicTBO AnA 3amblkaHUA 3NeKTPOAa NpeAHasHauyeHo ANA OAHOPa3oBOro
NPUMEeHEHNA TONbKO B OAHOM 3N1eKTpoje.

MPUMEYAHWE. BHyTpeHHWI AuameTp o6oro yCTpoOWCTBa, WUCMOAb3yemMoro Ans oxsaTta
13BNEKAEMOro 3NMeKTPofa, AOMKeH ObiTb 6oNiblle  MakCMManbHOro [uameTpa 3TOro
13BNIEKAEMOro 31eKTpoaa.

2, MokasaHusa K npyuMeHeHuno

YcTpoiicTBa  [AnA  3aMblkaHuA  3neKTpofja KommaHum  Spectranetics npefHasHaueHbl  AnA
TPaHCBEHO3HOrO U3BNEYEHUA U3 Tena nauyeHTa NeKTPOLOB ANA NOCTOAHHOWN KapAnoCTUMYNALMM
unn fednbpunnAaLMY, NMeLWInX BHYTPEHHNI NPOCBET, NOCPeACTBOM BEHO3HOTO AOCTyMNa Yepes
CucTeMy BEpXHeii NoNow BeHbl.

3. [MpoTtuBonokasaHus

Vcnonb3oBaHue yUpoﬁcha ANA 3aMblKaHWA 371eKTPOoAa NPOTUBOMOKA3aHO B yKa3aHHbIX HUXe CrlyYanx:

. npu OTCYTCTBUWN BO3MOXHOCTU HeMe[sIeHHOro BbIMOMHEHUA 3KCTPEHHOI;I TOpakoTOMUN C
ncnosb3oBaHMeM annapata WCKYCCTBEHHOIO KpoaooépameHMﬂ B Clyyae OCHOMHQHMﬁ,
YrpoXKatoLwmnx Xn3Hu;

. Apn OTCYTCTBMN BO3MOXHOCTW UCNOJb30BaTb peHTI’eHOCKOI‘IMHeCKMVI KOHTPOIb;

. npuv nposeAeHUn npoueaypbl nauueHTam, Yy KOTOPbIX 3/1eKTPO[ HEBO3MOXKHO U3BNe4vb
nocpeacTBOM BEHO3HOro OCTyNa Yepes cuctemy BEPXHEVI Moo BEHbl;

. Korga l'lpOKCMMaJ'IbeIVI KOHeL 3/1eKTpoAa Ana KapAnoCTUMynALUN HeQOCTYNEH XUpypry;

. ecnn yCTpOﬁCTBO ANA  3aMblKaHWA 3N1eKTpoda He BXOAUT BO BHyTPeHHVIVI npoceet

n3priekaemoro yCTpOl;ICTEa.

4. TMpepynpexpeHusn
He nbiTaiiTecb MCNonb3oBaTb YCTPOWCTBO ANA 3aMblKaHWA 3nekTpofa 6e3 nasepHoro Kartetepa
Spectranetics UM NHbIX NHCTPYMEHTOB, HEOBXOAVMBIX ANA U3BNEUYEHNA SNEKTPOAA.

yCTpOl;lCTEO ANA 3aMblKaHWA 3N1eKTPOoAa pa3pellaeTca NCNOob30BaTb TOJIbKO Bpayvam, obnapatowmm
OrbITOM yAaNeHNA 3N1EKTPOAOB.

3a|‘|peu.taeTCﬂ BBOANTb B NPOCBET 3/IEKTPOAA CPa3y HECKOJIbKO yCTpOIhCTB ANA 3aMblKaHNA SNeKTpoaa.

YCTpOIhCTBa ANA M3BNeYeHUa 3M1eKTpoda AONXKHbl MUCMONb30BaTbCA TONIbKO B y4ypexaeHuax, rae
nmeeTca BO3SMOXKHOCTb NPOBeAEHNA SKCTPEHHbIX KapaAuoXnupyprudyeckux npoueayp.

Heobxopaumo  B3BeCWTb  OTHOCWTENbHbIE PUCKM U NpeumyliecTBa npoueayp  ydaneHus
BHYTPVCOCYAVCTOrO 3NeKTPOAA, OCOGEHHO B YKa3aHHbIX HUXKE CyyanX:

. n3BneKaeMblil 06bEKT MMeeT onacHyio Gopmy nam KoHGUrypaLumio;
. BbICOKA BEPOATHOCTb HAPYLLIEHNA LIESTOCTHOCTM SNIEKTPOAA, YTO MPUBEAET K pparMeHTapHOM aMGonmu;
. paspacTaHus TKaHel NPUCoeaNHEHbI K KOPMycCy SNeKTpoaa.

YKa3aHus Mo UCTOMNb30BaHMIO YCTPOMCTBA ANA 3aMbIKaHWA 3NeKTpoAa.

. He ocTaBnaiiTe B Tene NayyeHTa 3NeKTPOA C PACMONOKEHHBIM BHYTPW HETO YCTPOCTBOM AN
3aMblKaHWA 3NeKTPofa. [lOBbILIEHNE KECTKOCTU 3MEKTPOAa, HapyLIEHNE ero LIENOCTHOCTH
VAN CMELLEHNE OCTaBIEHHOTO YCTPOWCTBA MOTYT BbI3BaTb CEPbE3HOE MOBPEXAEHUE CTEHOK
COCY/0B VNV SHAOKapPAA.

. He TAHWTE BBEAEHHOE YCTPOMCTBO A/IA 3aMblKaHUA 3NEKTPOAA C WUCMOMb3OBaHNEM TPy30B,
MOCKOJIbKY 3TO MOXET MPUBECTW K HAPYLIEHWIO LENOCTHOCT MUOKapAa, TMNOTEH3UU Unn
paspbiBy BEHO3HOM CTEHKU.

. Bo37eiCTBIE U3NNLIHErO TAHYLLErO YCUINA MOXET OTPULIATENbHO CKA3aTbCs Ha BO3MOXKHOCTM
YCTPOIICTBA N1 3aMbIKaHWs 3/1EKTPOAA OTCOANHUTLCA OT SNEKTPOAA.

Heo6X0ANMO yUUTbIBATH, YTO SNEKTPOA C J-06Pa3HBIM YAEPXKMBAIOLMM NPOBOAHIKOM, HAXOAALYMMCA

BO BHYTPEHHEM MPOCBETE 3NEKTPOAA (a HE CHAPYKI BHYTPEHHErO CMIMPANbHOO MPOBOAHIIKA), MOXET

6bITb HECOBMECTUM C YCTPOMCTBOM A1 3aMblKaHUA 31eKTPoAa. BBeaeH e yCTpoIicTBa AnA 3aMblKaHNsA

SNEKTPOfA B TaKOWM SEKTPOA MOXKET MPUBECTU K BbIABUKEHMIO 1 BO3MOXHOMY MEpPeMELLeHIto

J-06pa3sHOTo yAepKI1BaIOLLErO MPOBOAHNKA.

He VICI'IOJ'IbSyﬁITe rmékuin paCLLII/IpI/ITEJ'IbeIVI KaTteTep C ynpoyHALWUMN MeTaJINYeCKUMN SnemMmeHTaMn
ANA NPOTUBOBLITAXEHWA B HanpasneHnn Mmokapaa.

MepemewaTb YCTPOCTBO ANA 3aMblKaHWUA 3NIeKTPoAa B Tesle NauneHTa MOXHO TONIbKO
noj PeHTreHOCKONNYeCKNM KOHTponem.

B npouecce BBegeHMA nasepHoro KaTtetepa Spectranetics Ha yCTPOWCTBO ANA 3aMblKaHWA
3/1eKTPOAa 1 N3BNEKaeMoe yCTPONCTBO HEOBXOAMMO BCe BPEMA MOAAEPXKIBATL COOTBETCTBYIOL|ee
TAHYLIee ycunme.

Mpy 0BHapYyXeHWN Ha PEHTrEHOTPaMMe OTIIOKEHWUI COMEN KanbLus, KOTOpble MepemellalTcs
BMECTE C yAiaNAemMblM YCTPOCTBOM, B YaCTHOCTU B NPaBOM NPeACEPANN, KpaiHe BaxHO obecneunTts
BO3MOXHOCTb OKa3aHWA SKCTPEHHOW XWPYPrUYecKoil MOMOLyW, ey 3Ta npo6rema BO3HWKNA B
pesynbTaTe BbINOHEHNA NPOLEAYPbI n3BnedeHns. HeobXoANMO Takke paccMOTPeTb BO3MOXKHOCTb
V3BNIEUEHA SNEKTPOAOB MyTEM TOPAKOTOMMUN.

Russian / Pycckuin asbik
5. Mepbl npeaoOCTOPOKHOCTN
Mepep uc I 0 KaTteTepa Spectranetics (SLS) c ycrpoiictBom pana
3aMblKaHUA 3N1eKTPpoAa BHUMaTEe/IbHO U3y4ynTe INCTKU-BKaAbIln K KaxKaomy yc‘rpoﬁlcrsy.

T ANnA opHop o np He nopnexut nosTOpHOW CTepunusauumn
1 (Mny) NOBTOPHOMY MPUMEHEHMIO. YCTPOWCTBO ANA 3aMblKaHUA 3MEeKTpofa NMpeAHasHaueHo Ana
1CMONb30BaHWUA B OHOM 3M1EKTPO/E.

3710 yctponcteo 3AMPELIAETCA noBTOpHO CTepunn3oBaTb WAM MOBTOPHO WCMONb30BaTh,
MOCKONbKY Takune ﬂeﬁCTEMﬂ MOTYT HeratMBHO MOBANATL Ha XapaKTePUCTUKN yCTpOI?ICTBa mwnn
NOBLICUTb  PUCK MEPEKPECTHOTO 3apaxeHUA BBUAY HeHaJnexalleii MOBTOPHON 06paboTKM.
MNoBTOPHOE NCMONb30BaHe 3TOrO OJHOPA30BOrO YCTPONCTBA MOXET MPUBECTU K CEPbe3HON TpaBMme
VNV CMepTU NaLMEeHTa, a TakxKe ABMIACTCA OCHOBaHVEM [ OTMeHbI rapaHTIV MPOU3BOAUTENA.

He I/ICI'IOJ'IbSyVITe yCTpOIZCTBO ANA 3aMblKaHNA NeKTPOoAa B YKa3aHHbIX HUXe Clydanax:

. ecnn nospexaeH SBLL[I/ITHbIVI 3N1eMeHT YMNaKoBKW, I'Ipe,qHaBHa‘leHHbllh ANA KOHTponAa
ee UenocTHoCTn;
. ecnn yCTpOIhCTBO ANA 3aMblKaHUA SNeKTpoAa NOBPeXXAeHO.

MepemewjaTb YCTPOCTBO ANA 3aMblKaHWUA 3N1EKTPoAa B Tesle NaLneHTa MOXHO TONIbKO
noj PeHTreHOCKONnYeCKNM KOHTponem.

Mepen nposefeHveM Mpoleaypbl COMOCTaBbTe pa3Mep W3BNEKAaeMOro 31eKTpoja C pasmepamu
YCTPOWCTB [1A W3BMIEYEHNA SNEKTPOAa W Pa3MepoM YCTPOWCTBA ANA 3aMblKaHUA 3eKTpoja.
BHyTpeHHWin AnameTp nioboro ycTponcTBa, NCNOb3yeMoro AJIA OXBaTa V3BIEKaeMOoro 3neKTpopa,
AOMKEH 6bITb 60JIbLLE MAKCMMANBHOTO Hapy»HOro AvamMeTpa 3TOro U3B/IEKaeMOoro 3/1eKTpoja.

nOCKOJ’Ibe TEXHONOrMA MU3roToBNIEHUA 3/IEKTPOAOB pa3BMBaeTCA 6b|CTp0, 310 yCTpOﬁCTBO MoXxeT
He noaxoauTb ANA W3BeYeHUA BCeX TUMNOB 3NEeKTPOAOB. B cny4vyae BO3HWKHOBEHMA BOMPOCOB
VAN OMaceHuin OTHOCUTENbHO COBMECTMMOCTU 3TOro yCTpOI?ICTBa C KOHKpPETHbIMW 311eKTpoAamu,
06paTl/lTer K Npon3soaunTento snexkTpoaa.

B cnyyae BbIGOpO‘IHOFO yAaneHnAa 3NeKTpoaoB C HamepeHWem OCTaBUTb HETPOHYTbIMWU OAUH
WNn HeCKOJNIbKO 3/1eKTpoaoB Ansa MNOCTOAHHOW KapanocTumynaynm HewusB/ievyeHHble 3/1eKTpoabl
BnocneacTsnn HeOsXOHI/IMO npoBepuUTb, 4TO6bI yﬁe,qI/ITbCﬂ B TOM, 4YTO OHU He 6bln noBpeXxaeHbl B
Xofe npoueaypbl U3BeYeHNA.

6. HexxenaTtenbHble ABNeHNA
K 4acTo BO3HMKalOWMM B XOfie U3B/IeUEHNA INEKTPOAA HexenaTeslbHbIM ABNEHNAM OTHOCATCA:

. CflaBNBaHNe B pesynbTaTe reMonepukapaa;
. remoTopakKc;

. Tpom603;

. TPUKyCnuanbHaa HeloCTaTOUHOCTb;

. nHbeKuus;

. cMepTb.

Kpome Toro, B xoAe 13BneyeHra SNeKTpoa MOryT TakxKe BO3HUKATb Y HUXe
ABNEHNA N COCTOAHMA (NPprBeAeHbI B andaBUTHOM NopaaKe):

. 6akTepremns;

. Manblii cepAeyHbIn BbIGPOC;

. MUrpaumsa pparmeHTOB 3EKTPOA];

. Murpaums BeretaLum;

. paspbiB MUOKapAa;

. npexaeBpeMeHHOe COKpaLLieHME KenyjouKOB;

. 3M60NKA NEeroyHoi apTepuny;

. VHCYNbT;

. paspbiB BeHbI;

. KenyouKoBas TaxvnKapausa.

[LononHu cBen nf B CTaTbAX, YKa3aHHbIX B CMICKe TUTepaTypbl.

7. WnanBnpyanbHbiil NOAXOA K IeYeHUI0
HeOﬁXO/ZLI/lMO B3BeCUTb OTHOCUTEsIbHbIE PUCKM U NpenmyuliecTsa npouenyp ydaneHusa
BHYTPUCOCYAUCTOrO 3N1eKTPOoAa, 0Co6eHHO B nepevynciieHHbIX HUXKe Cydanx:

. yAanAemblil SNeKTPOJ, MeET OCTPbIN N3rb NN Ha HeM eCTb Cliefibl Pa3pyLIEHUS;

. LeNIOCTHOCTb M30MALMN 3NMEKTPOAa HapylleHa, YTO Bbi3blBaeT OMaceHNA BO3HWKHOBEHUA
3M60NNN NerouHol apTepuw;

. pa3spacTaHusA TKaHel MPUCoeaNHEHbI K KOPyCy SNeKTpoaa.

Ecnn nocne u3BneyeHnsa 3nekTpopa OCTaBUTb Ha MecTe OoxBaTblBalOWMiA ero KaTteTep, ero MOXHO
NOTOM MCMOSb30BaTh B KaYeCTBE KaHana Ansa obneryeHna UMnaaHTaLmuy HoBoro aneKTpoaa.

KoHuuk KaTeTepa fjomKeH 6o a) NOHOCTbIO HAXOAUTLCA B NPaBOM Npeacepani, 6o 6) GbiTb oTBeaeH
B 6paxvioLedanbHyio BeHy.

He pexkomeHayeTca pa3mellatb KOHYMK BHELLIHEero Karetepa B mecte coeiuHeHusa BEpXHeVI Mosow BeHbl
1 NpaBoro npefcepana, Tak Kak 3T0 MOXET NPUBECTU K NOBPEXAeHUI0 el quCTBI/ITeHbHOVI obnactn
BO BpemA nocneaywwmx npoueayp, Hanpumep, nepemelleHna BHeWHero Karetepa uin nmnnaHraymmn
HOBOrO 351eKTpoaa.

OueHb BaKHO BO BPEMA KaX[oW MOMbITKN M3BMEUYEHWA SEKTPOAa MPUKNagbiBaTh K Hemy
cooTBeTCTByIOWlEe TAHylWee ycunve. Ecnm He ypgaeTcAa npuaepuBaTbCA COOTBETCTBYIOWIETO
TAHYLLEro YCUANA C LieMblo KOMMEHCaLMM NPOTUBOAABEHNA, AeGOPMIPYIOLLETo KOPMYC 3N1eKTPoAa,
HEo6X0AMMO PaccMOTPETL BOSMOXHOCTb NPOBEAEHNA APYroii MPOLeAyPbl N3BEUEHUA.
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YCTpOoncTBO AnA 3aMblkaHuA anekTpoaa (LLD)
Habop BcnomoratenbHbIX MHCTPYMEHTOB
Pe>xyLLiee yCTPOCTBO ANA NeKTpoaa

NHCTpyKumn no
NPUMEHEHNIO

Mpu o6HapyXeHUN Ha PEeHTreHorpamme OTIIOXKEHWUN Conell KanbLusA, KOTopble nepemeLaloTca
BMeCTe C yAjanAemMblM 31EKTPOAOM, B YaCTHOCTY B MPABOM MpPeACcepAny, KpaitHe BaxHO obecrneunTb
BO3MOXHOCTb OKa3aHWA SKCTPEHHO XMPYPINYECKol NOMOLLYY, €N 3Ta NpobsiemMa BO3HIUKNA B XoAe
BbINOSIHEHWA NpoLeaypbl n3BneveHns. HeobXoanMo TakxKe paccMOTPeTb NOKasaHUA K U3BNeUYEHNIo
3N1eKTPO/I0B NyTeM TOPAKOTOMUN.

8. (@opma Bbinycka

8.1. Crepunusauymsa
Tonbko AnA ogHop o np
NOBTOPHOMY NPUMEHEHUIO.
YCTpOIhCTBO ANA 3amblKaHWA 3neKTpoaa, Ha6op BCMoOMOraTesibHbIX MHCTPYMEHTOB U pexyliee
yCTpOI;ICTBO ANA 3NeKTpoAa npownuv ctepunnsaunio STUNeHOKCMA0OM N NOCTaBNAIOTCA B CTEPUNIbHOM
anMPOreHHOM COCTOAHWUN. CTepI/I}'IbHOCTb rapaHTMpyeTca TOJIbKO Npu yCnoBWUU, YTO ynakoBKa He
BCKpbITa 1 He NoBpeXxaeHa.

He nopnexvT noBTOpHOI cTepunusaumm n (unu)

8.2. TpaHcnNopTMpPOBKa N XpaHeHne

Eepeqb OT Bnaru. XpaHI/ITb B MpPOX/lagHOM CyXOM MecTe. He Aonyckatb nonagaHuAa npAmMoro
COJTHEYHOTO CBETa 1 BO3[eiCTBIA BbICOKMX TemnepaTyp (cBbiwe 60 °C unu 140 °F).

8.3. OcmoTp nepep ncnonb3oBaHnem

I'Iepea ncrnonb3oBaHMeM BHUMaTE/IbHO OCMOTPUTE CTEPUSIbHYIO YMNAKOBKY, 4yTO6bI yﬁe.ClMTbCﬂ B
OTCYTCTBMN I'IOEDEMIJEHVIVI. Bce yCTpOﬁCTBa, KoTopble 6y/:ly1 NCNONb30BaTbCA B XOA4€e BbINONHEHUA
npoueanypbl, B TOM Yncne yCTpOVICTBO ANA 3aMblKaHWA 2NeKTPOoAa, CieflyeT BHMMaTe/IbHO OCMOTPEeTb
Ha oTCcyTCTBME ﬂ,ed)eKTOB. I'Ipoaepre yCTpOVICTBO ANA 3aMblKaHWA 3N1€KTPOAa Ha OTCYTCTBME 3arn6os,
nepeKkpyyMBaHNA UM APYrvX MOBPeXAeHU. 3anpellaeTca UCMonb3oBaTb MOBPEXAEHHOe WUNn
HeHamepeHHO BCKpbITOe usgenue.

9. CoBMeCcTMMOCTb
Cm. pazgen «Onucaxme».

10. YKa3saHuA No NpUMeHeHUIo
NPUMEYAHUE. HaumeHoBaHne LLD oTHOCUTCA KO BCem YCTPOMCTBaM AJ1A 3aMblKaHWA dneKTpoaa
(N 1,Ne 2,Ne 3, EnEZ).

MPEOOCTEPEXKEHUE! He ocTtaBnAaiiTe B Tene nauyveHTa 3NeKTPOA C PaCMONIOKEHHbIM BHYTPU
YCTPONCTBOM ANA 3aMblKaHUA 3nekTpopa. [loBbllieHe XeCTKOCTU 3MeKTpoAa, HapylleHue ero
UenoCTHOCTU U CMeLleHne yCTpOI;ICTBa ANA 3aMblKaHWA 3N1eKTPoAa, OCTaBNEHHOrO B Tesle nauneHTa,
MOryT Bbi3BaTb CEPbe3HOE MOBPEXAEHIE CTEHOK COCYZ0B N SHAOKAPAA.

MPEAOCTEPEXXEHWE! Heobxoaumo yuuTbiBaTb, 4YTO 3/1eKTPoA C J-06pasHbiM  yAepKuBalowum
NPOBOAHNKOM, HaXOAALWMMCA BO BHYTPEHHeM MpOCBeTe 3MeKTPofa (a He CHapy»u BHYTPeHHero
CNNPanbHOro NPOBOAHIIKA), MOXET GbITb HECOBMECTUM C YCTPOWCTBOM [/1A 3aMblKaHUA 3N1eKTpoja.
BBefjeHVe yCTPOIICTBa ANA 3aMblKaHWA 3NEKTPO/A B TaKOW 3EKTPO/ MOXKET MPUBECTU K BbIABIKEHNIO
1 BO3MOXHOMY NepemelleHuio J-06pa3Horo yAepK1BaloL|ero npoBoAHMUKa.

MPEAOCTEPEXXEHWE! Bo3peiicTBrie N3NULLHEro TAHYLEro YCUMA MOXKET OTpULIaTeNIbHO CKa3aTbCA Ha
BO3MOXHOCTMN YCTPOWCTBA [1A 3aMblKaHWA SNeKTPo/ja OTCOeANHUTLCA OT INIEKTPOoAaA.

MPEOOCTEPEXXEHUE! He TAHUTe BBefjeHHOe YCTPOMCTBO [ANA 3aMblKaHUA 3neKTpoja C
1CMOJIb30BaHKEM TPY30B, MOCKOJbKY 3TO MOXET MPUBECTU K HapYLIEHMIO LeIOCTHOCTU MOKapAa,
TANOTEH3WM N Pa3pPbiBY BEHO3HOMN CTEHKM.

10.1. KnuHnueckas metopguka

I'Iepeq ncnosib3oBaHnem yCTpOﬁCTBa ANA 3aMblKaHUA 3NeKTpoAa BHUMATENIbHO U3yynte
NNCTKN-BKNAAbIWKW K Jla3epHOMY KaTeTepy Spectranetics nnn Apyrum UHCTpymeHTam Ana
n3BneyeHunA aNeKTpoaos.

10.2. MoparoToBKa K BbINONHEHMIO NpoLEeAYpPbI

MoaroToBKa yCTPOICTBA AN1A 3aMblKaHUs 31EKTPOAa
OTKpOiTe CTEPUIIBHYIO YNAKOBKY, COBMIIOAAnA MEPbI 06ECeUeH s CTEPUIbHOCTU.

nOQFOTOBKa nauneHTa

1. COﬁeleTe MOMHY nctoputo 6onesHn nauveHTa, B TOM 4Yucne AaHHble O rpynne KpoBu.
HeOﬁXOﬂI/IMO NOAroToBUTb COOTBETCTBYIOLLNE NpenapaTbl KpOBU.
2. YTouHUTE npowussofnTena, Homep Moaenn N aaty UMnaaHTaunv n3BneKaemoro snekTpoja.

MpoBepute paavorpapuyeckyio 1 (Mnn) 3SXOKapAMOrpapuUUEcKylo OLEHKY COCTOAHWA
3N1eKTPO/a, €ro TVMa U PacroNOXKeHNs.

3. Wcnonb3yinTe  mpoueAypHbIi  KabUHET, B KOTOPOM HaxoAutca obopyaoBaHve AnA
peHTreHorpaduy, KapanoCcTUMynAuun, AepubpunnauMM W Habop WHCTPYMEHTOB ANA
TOPaKOTOMUU 1 NPOKONa nepukapaa.

4. MoarotoBbTe ¥ HakpoWTe rPyAHON OTAEN MauMeHTa XWPYPruyeckol MNpoCTbiHen Ana
BO3MOXHOV TOPaKOTOMWUW; MOArOTOBbTE MaxoBylo O6NAcTb MauyeHTa U HakpoiTe ee
XUPYPrveckoin MpocTbiHe [A BO3MOXHOW Npouleaypbl W3BNEUeHUA MOCPeACTBOM
upesbeapeHHoro focTyna. [lpu nposefieHUM uYpesbeApeHHOro AOCTyna YCTPOWCTBO AnA
3aMblKaHWA N1EeKTPo/ia NCNoNb30BaTb NPOTUBOMOKa3aHo.

5. Mpy HEO6XOAVMOCTY YCTAHOBUTE 3aNacHON KapANOCTUMYIATOP.

Russian / Pycckuin asbik
10.3. MpoBepeHue npoueaypbI
1. O6Hax1Te NPOKCUMabHBI KOHEL| 3MeKTPoAa, YAanuTe WBbl U yAepKuBalolume 3MeMeHTbl,
CpexXbTe COeAVHUTENbHbIE KOMMOHEHTbI C MPOKCMANbHOTO KOHLA SN1eKTpoAa (Mpy Hanmuun).
Mcnonb3sys pexyliee ycTpoiicTBO ANA 3NeKTpoaa Spectranetics unm Apyroi COOTBETCTBYOLMNIA
VHCTPYMEHT, 06HaXKI1Te BHYTPEHHUI CNVPanbHbIi NPOBOAHUK 3MEKTPoAa.
MPYMEYAHWE. Ecnn aneKTpop, MOHOMONSAPHbIVA 1 AOCTaTOYHO JINHHDIN, BbINOSIHUTE CKaslbrenem KpyroBomn
Hajipes V30NALMM Ha PacCTOAHWM ABYX CaHTUMETPOB OT Cpe3a MPOKCVMANbHOTO KOHL@ 3MeKTpopa
(nelicTBYiiTe  OCTOPOXHO, UTOGbI He AepOPMUPOBaTb BHYTPEHHWI CMUPANbHbBIA  NPOBOAHUK).
3aTem CTAHWUTE U30MALWIO, YTOGbI OGHAXKNTL BHYTPEHHWIA CNIYPabHbIA MPOBOAHNIK.

B cnyuyae 61nonApHOro sneKkTpoaa ¢ Koakcl BHYTp cnup; NPOBOAHMKAMU
yAanuTe HapyHbI CrvpanbHbIl MPOBOAHWK W BHYTPEHHIOW W30MALMI, 4TOObI OGHAXUTb
BHYTPEHHWI1 CNpanbHbIN MPOBOHVK 1 NPeOTBPATUTb €ro BTAJIKMBaHVe ry60KO BHYTPb BHELIHEro
CNPanbHOro NPOBOAHNKA.

O6HaXWB BHYTPEHHUI NPOCBET 31eKTPO/a, BBEAWTE B HErO PaCLUMPUTENb BHYTPEHHETO CNPanbHOro
NpoBOAHVKa 3neKTpoaa Spectranetics, 4Tobbl y6eanTbCA B OTCYTCTBUW NPENATCTBUN [NA BCTaBKK
KanMbpoBOUHbIX WTUGTOB Spectranetics, Mcnonbyemblx ANnA ONpeaeneHna COOTBETCTBYIOLIErO
pasmepa yCTPONCTBa /1A 3aMblKaHNA SN1eKTpoga.

MPUMEYAHWME. OcmoTpurTe NpocseT 1 y6eamnTech B TOM, YTO BHYTPEHHUI CNPanbHbI NPOBOAHNK
He Cr/IoWeH, ¥ B NPOCBETe HeT 3aAupOB, KOTOpble MOTyT MPEnATCTBOBaTb BBEAEHUIO B HEro
KannbpoBOUHbIX WTHTOB Spectranetics Unu ycTPOCTBa 1A 3aMblKaHWA SNeKTPoa.

2. Onpepennte  COOTBETCTBYIOWMI  pa3mep yCTPOWCTBA  ANA  3aMblKaHUA  31eKTpoja
Nno BHYTPEHHeMy AWaMeTpy BHYTPEHHEro ChMpanbHOro MNPOBOAHUKA  dNeKTpopja.
[na onpefeneHvs BHYTPEHHEro [MameTpa BHYTPEHHEro ChMpanbHOro MPOBOAHVIKA
UCNONb3ylTcA  KannbpoBouHble  WTUGThI  Spectranetics. Pasmep  cooTeeTcTBylOU|Ero
YCTPOIICTBA ANA 3aMblKaHWA 3M1EKTPOAAa OnpeaensaeTca no pasmepy HaubGonbluero wrndTa,
KOTOPbI MOXXHO CBOGOJIHO BBECTU BO BHYTPEHHNII CIMPabHbIN NPOBOAHNK.

3. MpoBepbTe  MPOXOAWMOCTb ~ MPOCBETa  BHYTPEHHEro  CMMPanbHOTO  NPOBOAHVIKA.
MNepepn BBEAeHMEM YCTPOWCTBA ANA 3aMblKaHUA 31€KTPOAA, BBEANTE BO BHYTPEHHUI NPoCBeT
3NeKTPOAA 30HA [N1A OUNCTKIN BHYTPEHHEro KaHasna 3N1eKTpo/a (BXOAUT B KOMMIEKT NOCTaBKy
YCTPOIICTBA AN1A 3aMblKaHNA 3EKTPOAA), YTOObI YAANWUTb 13 HETO KPOBb, KOAryanpoBaHHbIe
oCTaTKn MW Apyrve npenaTcTBuA. Y6eavBlUMCL B OTCYTCTBUM MPENATCTBUI B MPOCBETE,
M3BJIEKUTE 30H[ /1A OYNCTKM BHYTPEHHErO KaHana aneKkTpoaa.

MPUMEYAHWVE. LlenecoobpasHo 0603HaunTb rny6uHY BBEAEHUS B SNEKTPOA 30HAA ANA OUUCTKU

BHYTPEHHEro KaHana 3N1eKTPo/ia, YCTaHOBMB Ha 30H/] 3aXK1M TUNa «MOCKWT» B MeCTe BbIXO/la 30HAa 13

cpe3a Ha KoHLe dnekTpofa. O6o3HaueHVe ry6uHbI BBEAEHNA 30HAa MOXET MOMOUb B Aa/bHellem

BO BPeMA KOHTPONA NpoLiecca BBe/IeHNA yCTPOWCTBA ANA 3aMblKaHWA 3NeKTpoaa.

4. Bo3bmuTe YCTPOWCTBO [NA 3aMblKaHUA 3EKTPOAa COOTBETCTBYIOLIEro pasmepa Ha yvacTke
CeTKM W BBeAWTE ero BO BHYTPEHHUN CNvpanbHbli NPOBOAHMK 3NeKTPOfa, UCMONnb3ys
PEHTTEHOKOHTPACTHbIN MapKep A1 PEHTTEHOCKONNYECKOTO KOHTPONA.

BHUMAHWE! He nbitaiiTecb npoaBuratb U MpPOBOpauMBaTh YCTPOWCTBO [ANA  3amblkaHuA

3NeKTPOAa C NOMOLLbIO NPOKCUMANIbHOW COEANHUTENBHON My(Tbl, TaK Kak 3TO MOXeT MpUBECTU K

npexaeBpeMeHHOMY NPUBEAEHMIO YCTPOICTBA B pabouee NONOXeHNEe NN NOBPEXAEHNIO CETKM.

BHUMAHWE! He nbiTaiiTecb npoBopaunBaTb YCTPOWCTBO ANA 3aMblKaHUA 3N1eKTpoAa C NMOMOLLbIO
NPOKCMMarbHO NPOBONOYHON PYKOATKE, UMetolein Gopmy NeTnn, Tak Kak 3TO MOXKET NPUBECTN K
noBpeXJeHIo YCTPOoCTBa.

5. 3aduKcupyinTe yCTPOICTBO [ANIA  3aMblKaHWA 3MeKTPOAa, BbLIMOMHMB OMUCaHHbIe
nanee aencTeus.

lMocne Toro, Kak yCTPOMCTBO ANA 3aMblKaHWA SMEKTPOAA JOCTUTHET AUCTaNbHOIO KOHLa 3NeKTpoaa

VNV NoNoXeHus, 0603HaueHHOTO 30HAOM A/A OYNCTKN BHYTPEHHETO KaHasna 31ekTpoja, OTCoeuHITe

NPOKCMMAJIbHYIO COeANHUTENbHYI0 MydTy OT rodppupoBaHHOrO MaHApeHa, CABUHYB MydTy C

rodbpripoBaHHON YacT.

Mpy 3TOM NPOBOMOYHAA CETKa BHYTPW SNEKTPOfa PaclumMputca W 3aduKCMpyeT ero Ha Mmecte
(ycTpoiicTBO NpuBeAeHo B pabouee NONOXKeEHNE). YCumne BbITAXKEHNA MOXKHO NPUNOXKUTL K MaHAPEHY
VU K MPOKCUMAbHOMN NPOBOMIOYHOI PYKOATKE, MetoLLel popmy netiu.

6. PekomeHyeTca NpuBA3aTh LOBHYIO HUTb K MPOKCMManbHOMY KOHLLY N30NALN U3BJIEKaeMOro
3MeKTpoAa B KauecTBe [JOMOSIHUTENBHOTO CPeACTBa [NIA CO3AAHUA YCUNNA BbITAXKEHMNA.
BTOpOIt KOHeL| LWOBHOW HUTV MOXHO 3aKPEenuTb Ha YCTPOWCTBE [N 3aMblKaHUA 3NeKTpoaa C
NOMOLLIO AVCTaNbHON NPOBONOYHON PYKOATKY, MMetoLleil GopMy MeTnu, HenocpeACTBEHHO
Hajl MPOKCUMAsNbHON COeAUHNTENbHOM MydTON. TpUKpEenneHne WOBHOM HUTW K ANCTaNbHOMN
NPOBOMNOYHON PYKOATKE, UMeloweit GopMy NeTnn, obnerynt BBeAeHUE YCTPOWCTBA
LA 3amMblKaHWA 3NeKTpofla C LIOBHOW HWTbIO 4Yepes nasepHbiii KaTeTep Spectranetics.
Crporo cobntopaitte VHCTpyKLWK Mo NpuMeHeHUto Habopa NasepHoro KaTeTepa Spectranetics.

7. Ecnv no Kako-nn6o npuymHe n3Bneyb SNeKTPof He yACTCA, N STO OKaXKeTCA HEBO3MOXHbIM
No MeAULIMHCKM MPOTUBOTMOK , 7 vnn MONOXeHNA YCTPONCTBa
[IN1A 3aMblKaHNA SNEKTPOJIa MOXHO YNPOCTUTD, BLIMOJIHIB yKa3aHHbIe janee AeiCTBUA.

BHOBb yCTaHOBITE NPOKCMAbHYIO COEIVHUTENBHYI0 My$TY Ha FOGPUPOBAHHYIO YaCTb MaHApPeHa.

Mpy 5TOM [rameTp NPOBOJIOYHON CETKN BHYTPU SNEKTPOAA YMEHbBIUNTCA, I OHa OTCOEANHWTCA OT
BHYTPEHHelN NOBEPXHOCTU KaHana SnekTpopa.

MPEAOCTEPEXXEHWE! Bo3peincTarie N3NULLHEro TAHYLEro YCUIWA MOXKET OTPULIATENIbHO CKa3aTbCA Ha
BO3MOXHOCTU YCTPOWMCTBA /1A 3aMblKaHUA 3/1eKTPO/la OTCOEANHUTBLCA OT IN1eKTPoAa.

N3Bneknte yCTpOIhCTBO ANA  3aMblKaHUA 3NeKTpoda Wan U3IMeHUTe ero noJioXeHue,
3axBaTMB MNPOKCHMaJIbHYO YacCTb CETKU yCTpOI7ICTBa.
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Ecnmn ycTpoicTBo AnA 3amblKaHUA 3N1eKTPOja He OTCOEAUHUNOCH OT BHYTPEHHEN MOBEPXHOCTU KaHana
3N1eKTPO/ia, PEKOMEHAYETCA BbIMOJHUTb YKa3aHHbIE HUXKE [eNCTBIA.

A, 3axBaTuTe CeTKy y NPOKCUManbHOMO KOHL@ BHYTPEHHEro ClpasbHOro MpoBOAHMKA
3NeKTpofla 1 Cnerka pacrpaMuTe CeTKy, HaTArMBas ee B CTOPOHY MPOKCUMabHON
COeMVHUTENBHON MydTbI.

b. BHOBb 3axBaTWTe CeTKy Y MPOKCUMA/IbHOMO KOHL@ BHYTPEHHEro CrupanbHOro
NPOBOAHYKA 3M1eKTPO/Aa, NPOABMUHLTE Briepes, YCTPONCTBO /1A 3aMblKaHWA SEKTPoja
BHYTPW 3/1EKTPO/Ia, @ 3aTeM MOTAHMTE 3TO YCTPOICTBO, OHOBPEMEHHO NOBOPaUMBas ero,
V1 U3BNIEKMTE €ro 13 3eKTPO/a.

11. OrpaHu4YeHHasa rapaHTUA npousBoguTens

MpounsBoauTenb rapaHTMpyeT OTCYTCTBME Y YCTPOWCTBA ANA 3aMblKaHWA dnekTpoja fedekTos
MmaTtepuana 1 13roTOBNEHWA MPU YCIIOBUN UCMOMb30BaHMA [0 YKa3aHHOTO CPOKa FOfIHOCTY, a Takxke
npu YCNoBUN BCKPbITUA HEMOBPEXAEHHOW YMaKoBKM HEMOCPeACTBEHHO nepef WCMoNb3OBaHNEM.
OTBeTCTBEHHOCTb ~ NPOW3BOAWTENA MO  3TOW  rapaHTUM  OTPaHNYMBAETCA  3aMeHOW  Uu
BO3MeLLEeHEeM CTOMMOCTU MOKYMKU N06Oro yCTPONCTBa /A 3aMblKaHWA 3MeKTpoaa ¢ AedeKToMm.
MpounsBoguTenb He HeceT OTBETCTBEHHOCTM 3a /060 CyyaiHbli, GaKTUYECKUN WU KOCBEHHbIN
ylep6, BO3HWKIIMIA B pesynbTaTe WCMONMb30BaHUA YCTPOWCTBA ANA 3aMblkaHUA 3NeKTpoAa.
MoBpexaeHne ycTpoiicTBa ANA 3aMblKaHNA SNEKTPO/A B pe3ysibTaTe HenpaBuIbHOTO NCMONb30BaHUS,
BHeCeHnA 7, Hemp. oro Xp: , 0bpaLLy nnn no6oro Apyroro HapylieHns
HacToAWMX WHCTPYKUMW MO MPUMEHEHMIO aHHYNMPYeT HACTOALLYI OrpaHUYeHHYK rapaHTuIo.
HACTOALLAA OrTPAHUYEHHAA TAPAHTUA B ABHOW ®OPME 3AMEHSAET BCE PYTUE
TAPAHTUWU, ABHLIE WIW MOAPA3YMEBAEMbDIE, BKJIIOYAA MNOAPA3YMEBAEMYIO
FTAPAHTUIO TOBAPHOIO COCTOAHUA WU NPUrOAHOCTU ANA KOHKPETHOW LIENN.
Hu oaHo du3snyeckoe nnn puaNYEcKoe N1LO, B TOM YUC/E YNOHOMOUEHHbIV NpeacTaBUTeNb Unu
TOProBbIii NOCPeHUK NPOU3BOAWUTENA He UMeeT MOJHOMOYMI NpojfieBaTb VAWM PacluMpATb 3Ty
OrpaHUYeHHYI0 rapaHTuio, 1 Nto6an yMblLIeHHas NOMbITKa CAeNnaTh 3TO He By/leT UMeTb UCKOBYIO CUnly
npoTVB NPOU3BOAUTENS.

12. CnucokK nutepaTtypbl
Furman S.: Removal of Implanted Hardware: PACE May 1991, Part I: 14:755
Byrd, C. L., Schwartz, S, Hedin, N.: Lead Extraction: Cardiology Clinics November 1992: 10 (4): 735-748

Epstein, A. E, et. al.: Personal and Public Safety Issues Related to Arrhythmias That May Affect
Consciousness... A Medical/Scientific Statement From the AHA and NASPE, May 10, 1994
Policy Conference

Wilkoff, B. L., et. al.: Seven Year Single Center Analytical Experience of Transvenous Lead Extraction.
NASPE Abstract, PACE April 1996

Berstein, A., Parsonnet, V.: Pacing Practices in the United States, NASPE Abstract, PACE April 1996

Berstein, A., Parsonnet, V.: Pacing Practices in the United States (Updated), Heart Web Abstract,
June 1996

Helguera, M., Meierhenrich, R, Wilkoff, B., Morant, V., Tchou, P, Pinski, S., Cleveland Clinical Foundation:
Medium-Term Performance of the Endotak Lead, NASPE Abstract, PACE April 1996

Byrd, C. L.: Extracting Chronically Implanted pacemaker Leads using the Spectranetics Excimer Laser;
Initial Clinical Experience: NASPE Abstract, PACE April 1996

Byrd, C. L.: Laser System Improves Success at Removing pacemaker Leads: NASPE News Brief
(Abstract #1687), PACE April 1996

Byrd, C. L.: Extraction of Telectronics 330-808 and 329-701 Leads, NASPE Abstract, PACE April 1996
Smith, H. J., et. al.: Five-Year Experience with Intravascular Lead Extraction: PACE 1994:17:2016-2020
Safety and Efficacy Report on the 12 Fr Spectranetics Laser Sheath, FDA publication, July 1998

Spectranetics Laser Sheath (SLS) Instructions For Use

13. HectaHgapTHble CUMBOJbI

Russian / Pycckuin asbik

Lead Internal Diameter Range
JlnanasoH BHyTPeHHUX
AVameTpoB 3N1eKTpoaa

@

Kit Includes
CocraB Habopa

Clearing Stylet Outer
Diameter

CNUpanbHOro NPpoBOAHNKa

Size

Pasmep Hapy»Hbiii riameTp 30HAa _®—
[N OUNCTKN BHYTPEHHETO
KaHarna snekTpoga

Pin Gauge Contents

KannbpoBouHbIn WTndT Copepumoe

i Coil Expander
Quantity
KonunuectBo QTY PaCLLIVIpI/ITE}'Ib BHYTPEHHero

Caution: Federal law (USA)
restricts this device to sale by
or on the order of a physician.
BHumaHwe! B cootBeTCTBIM C
d)e,qepaanblM 3aKoOHOAaTeNbCTBOM
CLUA npopgaia 3Toro usgenus
paspelieHa TONbKO Bpayam Wi no
VX 3aKasy.

Importer
Wmnoptep
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14. MpumeHnMble cTaHAaPTbI

npOeKTI/IpOBBHI/IE 3TOro yCTpOIhCTBa BbIMO/IHEHO B COOTBETCTBMN CO CTaHAAPTaMK, YKa3aHHbIMW B TBGJ'II/ILle 14.1.

Ta6nuua 14.1. CraHaapTbl, NPMMeHUMble Npy paspaboTKe ycTpolicTBa Ana

3aMbiKaHUA 3/1eKTpoaa.

CraHpapT / HOpMaTNBHbI
AOKYMEHT, AaTa

HaumeHoBaHue

Buonornuyeckas coBMeCcTUMOCTb:

1SO 10993-1 Brionoruyeckoe oueHnBaHne MegULIMHCKMX yCTPONCTB. YacTb 1.
OueHKa nccnepoBaHna

KoHcTpykuua:

EN SO 10555-1 KaTeTepbl BHYyTPUCOCYANCTbIE CTEPUIbHbIE OAHOPA30BOro

ncnonb3oBanua. YacTb 1. O6wume TpeboBaHus

US 21 CFR 820 Cucrema cTaHJapTOB KayecTBa

Okpyxalowas cpega:

ISO 14644-1 YucTble nomeleHnA 1 CBA3aHHble C HUMU KOHTPONIMpyemble
cpepbl. YacTb 1. Knaccndrkauma 4ncToTbl BO3ayxa

1SO 14644-2 YucTble nomeleHnA 1 CBA3aHHbIe C HUMK KOHTPONMpyemble
cpenbl. YacTb 2. TpeboBaHUA K KOHTPONIO 1 MOHUTOPWHTY ANA
MOATBEPXKAEHNA NOCTOAHHOTO CooTBeTCTBUA ISO 14644-1.

Mapkuposka:

EN 556-1 Crepunusauna MeguLUHCKNX n3aenuin. Tpe6oBaHWA K MeANLIH-
CKUM n3genmam c obosHaueHnem CTEPUJIbHO. TpeGoBaHus K me-
AVILMHCKUM U3AeNUAM, NOANEXALLMM GUHULIHON CTEPUIN3ALMN.

EN 980 [paduyeckmne cMBOJIbI, UCMOSb3yeMble /1A MapKUPOBKN Mefu-
UMHCKNX M3aenni.

EN 1041 CBefileHUA 0 MeVLIMHCKNX U3AeNnAX, NpeoCcTaBiAeMble NPOon3-
BojuTENnEM

1SO 15223 MepunuyuHckre nsaenna. CUMBONbI, UCNOMb3yeMble C HaKnenkamu
Ha MeJVLIMHCKUX 13[1enunaX, MapK1poBKa 1 npefocTasaseman
nHpopmauma

YnakoBkKa:

ENISO 11607-1 YnakoBKa MeAULIMHCKNX N3N, nognexalinx GpuHuHoOn
cTepunmsayuu. Yactb 1. TpeboBaHusA K MaTepuanam, CTePUIbHbIM

6apbepHbIM CUCTEMAM U YNaKoBOUHbIM CCTEMAM.

ENISO 11607-2 YnakoBKa MeAULIMHCKNX N3N, nognexalynx GuHuWHon
cTepunmsayum. Yactb 2. Tpe6oBaHMA K Banupauum npoLeccos

dopmoBaHuA, repmeTU3aLUN 1 COOPKN.

1SO 780 YnakoBka. lpaduueckre 0603HaueHus, NpUMeHaemble Ansa obpa-
60TKM 1 XPaHEHNA YNAKOBOK.

Kauectso:

EN ISO 13485 MepguuuHckne nsgenua. Cctembl yrnipaBneHua KauyecTBOM.

YnpasneHue puckamu:

EN ISO 14971 MepavuuHckre uspenua. MpuMmeHeHne CUCTeMbl ynpaBneHns
PUCKaMM K MEAVLIMHCKUM U3AENUAM.

EN 62366 MepavuuHckre nsaenua. MpumeHeHne NPOEKTUPOBaHUA SKCMNya-
TaLUVIOHHON NPUTOAHOCTY K MEAVLIMHCKUM U3AeNnAM.

Crepunusauus:

ENI1SO 11135 Crepunusauna MefULMHCKO NpoAyKumn. STuneHokcn. Yacts 1.
TpeboBaHuA K pa3paboTke, BanmaaLum 1 Tekylemy ynpasnieHuio
NPOoLeCcCoM CTePUAM3aLK MeAULIMHCKNX N3Lenii.

Russian / Pycckuin asbik

15. YTunusauus

MprMeHeHe 1 yTUnK3aLuio yCTPONCTBa CneflyeT OCyLLeCTBIATL B COOTBETCTBIN C O6LLENPUHATON
MeANLIVIHCKO NMPaKTUKOM 1 AeACTBYIOWMUMU PEruol , FOCYapCT n depep:
3aKOHaMM 11 HOPMATVBHbIMYI MONOKEHUAMM.

I/I3‘:\envm MOryT NpeacTaBnATb NOTEHUNANbHYO 6VIOJ10I'VILIeCKyIO 0OnNacHOCTb NoCNe NPpUMeHeHuA.

B cnyyae noBpexaeHna ynakoBKy v (1) nocne NCTeYeHUa CpoKa rofJHOCTY n3genme Heo6XoaMmMo
YTUIN3MPOBATbL B COOTBETCTBUV C NPaBuIamMmn o6paLleHns ¢ MeANLIMHCKUMM OTXoAamu Knacca A
cornacHo CanluH 2.1.7.2790-10.

Mcnonb3oBaHHoe nigenvie noANeXuT yTunmsaynm B COOTBETCTBMN C NpaBuiamm yrnpasneHna megum-
LMHCKMUMKM OTXoAamu Knacca B cornacHo CanlluH 2.1.7.2790-10.
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Spectranetics Corporation
9965 Federal Drive, Colorado Springs, CO 80921 USA

d Tel:1-800-231-0978 - Fax: 719-447-2022

Authorized Russian Representative:

3, Sergey Makeev Str., Moscow, 123022, Russia

PHILIPS Limited Liability Company

mo-rca@philips.com

-

Contacts of the Attorney:
(Tel: (495) 937 93 00 Fax: (495) 937-93-07)
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