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1. DEVICE DESCRIPTION

The TightRail Rotating Dilator Sheath (TightRail sheath) is an intra-operative device designed to facilitate the percutaneous removal of cardiac leads from the
vasculature. TightRail is used in conjunction with conventional lead extraction tools (e.g., locking stylets, outer sheaths). The components of the Spectranetics
TightRail device include an inner and outer shaft and a handheld drive mechanism (Figure 1.).

Figure 1. TightRail Device
The inner shaft (drive shaft) is able to rotate within the outer shaft to activate the rotary dilating feature at the tip.

The stationary outer shaft is contained within a polymer jacket. The handheld drive mechanism attached to the proximal end of the device is used to rotate the inner
shaft. Rotation of the distal cam of the inner shaft causes dilation of the tissue and fibrous attachments surrounding the lead facilitating the removal of said lead.

An outer sheath is also provided that can be used in conjunction with the device to support the device shaft facilitating additional tissue dilation effect and serve as
a conduit for re-implant.

The package includes either one 9F, one 11F, or one 13F TightRail sheath, along with one compatible outer sheath.
Use with other devices

The TightRail Sheath may be used in conjunction with the Spectranetics Lead Locking Device (LLD). Follow the “Instructions for Use” for other devices used. Table 1
provides TightRail Sheath models and sizing specifications.

Table 1. Model Specifications

Model Tip Inner Diameter Device Outer Diameter Outer Sheath Inner Diameter
Number (F) (in.) (mm) (F) (in.) (mm) (F) (in.) (mm)
545-509 9.2 0.119 3.0 159 0.207 53 16.6 0.216 5.5
545-511 11.2 0.145 3.7 18.0 0.234 59 18.7 0.243 6.2
545-513 13.2 0.171 43 20.0 0.260 6.6 20.7 0.269 6.8

2. INDICATIONS FOR USE
The TightRail Rotating Dilator Sheath is intended for use in patients requiring the percutaneous dilation of tissue to facilitate removal of cardiac leads.

3. CONTRAINDICATIONS
None known

4. WARNINGS
+ Lead removal devices should be used at institutions with cardiothoracic surgical capabilities by physicians knowledgeable in the techniques and devices for
lead removal. Complication prevention and management protocols should be in place and routinely practiced. The recommendations for lead management
of the Heart Rhythm Society' (HRS) and European Heart Rhythm Association? (EHRA) are highly recommended for best results.
When using a locking stylet:
- Do notabandon alead in a patient with a locking stylet still in place inside the lead. Severe vessel or endocardial wall damage may result from the stiffened
lead or from fracture or migration of the abandoned stylet wire.
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- Do not apply weighted traction to an inserted locking stylet as myocardial avulsion, hypotension, or venous wall tearing may result.
- Be aware that leads with a J-shape retention wire occupying their inner lumen (rather than being outside of the coil) may not be compatible with the
locking stylet. Insertion of the locking stylet into such a lead may result in protrusion and possible migration of the J-shape retention wire.

- Do notinsert more than one TightRail sheath or outer sheath into a vein at a time. Do not insert more than one lead into a TightRail device at a time. Severe
vessel damage, including venous wall laceration requiring surgical repair may occur.

- Maintain appropriate traction on the lead being extracted during advancement of the TightRail sheath or outer sheath.

«  Excessive advancement force may result in device or vessel wall damage.

« Do not leave the outer sheath tip at the SVC-atrial junction as it may damage this delicate area during subsequent procedures. (e.g., manipulating the outer
sheath, implanting a new lead).

« Do not activate device when at the myocardial wall.

5. PRECAUTIONS

- Thoroughly review the package insert for conventional lead extraction tools before attempting to use the TightRail sheath.

- Do not re-sterilize 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 TightRail sheath if the tamper-evident seal is broken.

- Do not use the TightRail sheath if any component has been damaged.

+  Prior to the procedure, evaluate the physical dimensions of the lead in relation to the specifications of the dilator sheath to determine compatibility.

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

- Do not pull on the lead because it may stretch, distort, or break, making subsequent removal more difficult. Damage to a lead may prevent passage of a lead
locking device through the lumen and/or make dilation of scar tissue more difficult.

« When the TightRail sheath is in the body, it should be manipulated only under fluoroscopic observation with radiographic equipment that provides high
quality images.

« Asinall extraction procedures, use proper sheath technique. Maintain sturdy traction and a stable “rail” position with the lead while keeping coaxial alignment
of the TightRail sheath to minimize the risk of vessel wall or cardiac structure damage.

- When advancing an outer sheath around a bend, keep the point of the sheath'’s beveled tip oriented toward the inside of the bend.

+  Advancing the TightRail sheath through heavily calcified tissue may require more activations of the dilating mechanism than through fibrous scar overgrowth.

- If unable to advance the TightRail sheath despite repeated activations of the dilating mechanism, consider an alternate approach. Be prepared to upsize to a
larger TightRail sheath, move to another lead, try a femoral approach or consider an open procedure.

«  Excessive advancement force may cause temporary binding of the device mechanism.

«  Ifthe lead breaks, evaluate fragment for retrieval.

- If hypotension develops, rapidly evaluate; treat as appropriate.

- When removing a chronic pacing lead, be aware that if it is freed spontaneously during the extraction procedure, the lead tip may become trapped in the upper
vasculature. Dilator sheaths, advanced at least to the innominate vein, are often necessary to extract the lead tip through the scar tissue at the site of venous
entry, and to avoid a venotomy.

« Upon removal of a lead, the outer sheath tip should be either.

a) fully into the atrium, or
b) retracted into the brachiocephalic (innominate) 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.

- Ifselectively removing leads with the intent to leave one or more chronic leads implanted intact, the non-targeted leads must be subsequently tested to ensure
that they were not damaged or dislodged during the procedure.

- If the TightRail sheath is removed from the body for any reason, thoroughly flush the device shaft, inner lumen and tip with saline to remove particles and
prevent blood from sticking before reinserting the TightRail sheath back into the patient.

«  If the TightRail sheath becomes kinked or damaged during use as evidenced by fluoroscopy, it is recommended to discontinue use of the device. Weigh the
relative risks and benefits of device removal versus continued use.

6. POTENTIAL ADVERSE EVENTS
Potential adverse events related to the procedure of intravascular removal of leads include (listed generally in order of increasing potential effect):
«  Dislodging or damaging non-targeted lead
+  Chest wall hematoma
+ Thrombosis
+  Arrhythmias
+  Bacteremia
+  Hypotension
+ Pneumothorax
+  Migrating fragment from lead
+  Migration of vegetation from lead
+ Pulmonary embolism
« Laceration or tearing of vascular structures or the myocardium
+  Hemopericardium
«  Cardiac tamponade
+ Hemothorax
+  Stroke
+  Death

7. INDIVIDUALIZATION OF TREATMENT

Weigh the relative risks and benefits of intravascular lead removal procedures in cases when:
+ Dual coil ICD leads are being removed with proximal coil located in SVC
«  The lead to be removed has a sharp bend or evidence of fracture
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«  The lead shows evidence of insulation disintegration raising the concern of pulmonary embolism
«  Vegetations are attached directly to the lead body

8. HOW SUPPLIED
8.1 Sterilization
+  Forsingle use only. Not for re-sterilization or reprocessing.
«  This device has been sterilized using Ethylene Oxide and is supplied sterile.
+ Non-pyrogenic
- Sterility guaranteed if 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 TightRail
sheath, should be examined carefully for defects. Examine the TightRail sheath for kinks or other damage. Do not use the product if the Use-by Date has been
exceeded. Do not use if it is damaged or unintentionally opened.

9. COMPATIBILITY
Information for determining TightRail sheath dimensional compatibility is shown in Table 1.

10. DIRECTIONS FOR USE
10.1 Procedure Set Up
TightRail Sheath Preparations:
Using sterile technique, open the sterile package. Remove the lid from the tray and gently lift the device from the tray while supporting the handle and shaft.

Patient Preparations:

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

2. Determine the manufacturer, model number and implant date of the lead to be removed. Perform radiographic/echocardiographic evaluation of lead
condition, type and position.

Use a procedure room that has high quality fluoroscopy, pacing equipment, defibrillator, and thoracotomy and pericardiocentesis trays.

Prep and drape the patient’s chest for possible thoracotomy; prep and drape the patient’s groin for a possible femoral approach extraction procedure.
Arrange for immediate surgical back-up.

Establish back-up pacing as needed.

Have available additional TightRail sheaths, other sheaths, locking stylets, stylets to unscrew active fixation leads, snares (femoral workstation) and any other
accessory equipment deemed necessary.

NowvhWw

10.2 Clinical Technique
1. Patients are prepared for multiple lead extraction approaches, including an emergency cardiac surgical intervention. Preparations may include: general

endotracheal anesthesia or conscious sedation, shave and preparation of both the chest and groin areas, ECG monitoring, insertion of an arterial line and a

Foley catheter, presence of instruments for pacing and defibrillation, an electrosurgical unit, and a sternal saw for emergencies.

2. Atemporary pacing lead is inserted in all patients needing a pacemaker. An exception is made for patients with an implanted permanent pacemaker whose
leads are not to be extracted.

3. Fluoroscopy will be used to monitor all transvenous maneuvers.

4. Expose the proximal end of the lead and sever any suture holding the anchoring sleeve. Debride overgrowth from the lead as required to expose the venous
entry site. Sever the lead terminal pin and remove the anchoring sleeve.

5. For active fixation leads, unscrew the lead helix.

6. Sever the lead terminal pin connector and remove the anchoring sleeve.

7. Insert and lock a Lead Locking Device into the lead as distal as possible and deploy the locking mechanism. Secure appropriate lengths of suture material to
the proximal end of the lead insulation and high voltage cables to provide additional traction.

8. Hydrate the inner lumen of the TightRail sheath and wet the outer jacket.

9. If using an outer sheath, flush the inner lumen and place over the TightRail sheath.

10. Support the handle and shaft of the TightRail device while loading the device onto the locking stylet and target lead.

11. Extraction technique:

a.  Apply sturdy traction on the lead and/or its locking stylet to maintain a stable “rail” position with the lead while keeping coaxial alignment of the TightRail
sheath. This is critical to safe passage of the TightRail sheath over the lead. If traction is inadequate, the lead may buckle, precluding the TightRail sheath
from advancing along the appropriate path.

b. With the lead in tension, advance the TightRail sheath over the lead until an obstruction is met. When using an outer sheath, use an “inchworm” technique
to alternately advance the outer sheath and the TightRail sheath over the lead.

c. Use the following guidelines to determine if a tissue obstruction is met:

«  TheTightRail sheath will not advance into the vein.

«  TheTightRail sheath bows when longitudinal pressure is applied.

«  Fluoroscopy shows that the sheath tip does not advance relative to the lead body.

«  Fluoroscopy shows that the TightRail sheath tip is not caught on a lead electrode, a lead bend, or another lead.

d. When an obstruction is met and the TightRail sheath cannot be advanced:

«  Use AP and oblique fluoroscopic views to ensure that the tip of the TightRail sheath is aligned and coaxial with the longitudinal axis of the lead.

« If the optional outer sheath is being used, retract the outer sheath so that its distal end does not overlap the tip of the TightRail sheath. Press the
TightRail sheath gently into the obstructing tissue.

« Use gentle pressure on the TightRail sheath to advance the device while squeezing the trigger to activate the inner shaft’s dilating mechanism. Apply
traction to the locking stylet while advancing and dilating tissue.

«  With each full squeeze of the trigger, the dilating mechanism will extend, rotate, and retract. The dilating mechanism retracts into the sheath tip when
the trigger is fully released.
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« Ifthe trigger is partially squeezed the rotational direction of the dilation mechanism may not change directions.
«  Return the trigger to a fully forward position between each subsequent squeeze.
+ When the TightRail sheath breaks through the obstruction you may stop activating the dilating mechanism while advancing to the next point of
binding tissue.
+  Monitor all device maneuvers and activations by fluoroscopy.
- If needed, advance the outer sheath to the new position of the TightRail sheath.
e. If the traction device unlocks its grip on the lead, it is necessary to remove the TightRail sheath and outer sheath, and apply a new traction device, before
proceeding again with the TightRail sheath.
f.  After the resistance has been relieved, advance the TightRail sheath and optional outer sheath to the next desired location or point of resistance on the lead
and repeat the process as described in 11 (a-d) above.
g. If necessary, use countertraction to free the lead tip from the heart wall while applying traction to the locking stylet until the lead tip is free.
«  Countertraction may be applied by positioning the TightRail sheath, without actuation of the trigger, at or near the myocardial wall.
« Asan alternative, the blunt end of the outer sheath may also be used to apply counter traction at or near the myocardial wall.
Withdrawal of the TightRail sheath and optional outer sheath can be accomplished at any time during the procedure. If the lead is free, it should be drawn into
the TightRail sheath before the lead, the TightRail sheath, and the outer sheath are removed from the body.
To retain venous access for re-implant, remove the lead through the TightRail sheath, keeping the TightRail sheath in place for guidewire insertion. Remove
the TightRail device from the body after guidewire is inserted. If the optional outer sheath is being used, an alternative is to keep the outer sheath in place for
guidewire insertion when removing lead and TightRail sheath. Remove the outer sheath from the body after guidewire is inserted.
At the completion of the extraction, withdraw the TightRail sheath and outer sheath from the patient and inspect the TightRail sheath for damage prior to any
additional use.
Dispose of the used products according to local biological handling and disposal procedures.
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MANUFACTURER’S LIMITED WARRANTY

Manufacturer warrants that the TightRail sheath 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 TightRail sheath. Manufacturer will not be liable for any incidental, special, or consequential damages resulting from use of the TightRail sheath. Damage
to the TightRail sheath 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.

12.

NON-STANDARD SYMBOLOGY

Importer @ Tip Inner Diameter @ Working Length F 4

Quantity QTY | Device Outer Diameter _®- Size

Caution: Federal (USA) law restricts this device to sale by or on the order of a physician. Rx ONLY
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13. APPLICABLE STANDARDS
The standards identified in Table 13.1 were applied to the development of the device.
Table 13.1: Standards applied to the development of the TightRail.

Standard/Norm and Date | Title

Biocompatibility:

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

Clinical Study:

ENISO 14155 | Clinical Investigation of medical devices for human subjects

Design:

ANSI Z136.1 Safe Use of Lasers

ENISO 10555-1 Sterile, single-use intravascular catheters - Part 1: General requirements

US 21 CFR 820 Quality System Regulation

Environmental:

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

ISO 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:

ENISO 11607-1 Packaging for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier sys-
tems and packaging systems

ENISO 11607-2 Packaging for terminally sterilized medical devices - Part 2: Validation 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:

EN ISO 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

14. 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 accordance 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.
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1. OMUCAHUE YCTPOMNCTBA

Bpawwatowumiica pacwmputenbHblii katetep TightRail (nanee — «katetep TightRail») npeactaBnseT coboin nHTpaonepaumoHHoe naenve, npegHasHayeHHoe Ana
obneryeHna YpecKoXHOro N3BIEYEHNA NEKTPOAOB [AN1A KapAnoCTUMYNALMmn 13 cocyanctoro pycna. Katetep TightRail ncnonbsyetca B kombuHauum ¢ 06bluHbIM
HabOPOM MHCTPYMEHTOB ANA W3BMIEYEHUA SNEKTPOAOB (Hanpumep, CTUNETbl C cucTemMon dUKcaumuy, BHeWHMe KateTepbl). KomnoHeHTbl ycTponcTtaa TightRail
KomnaHuy Spectranetics BKNOYaloT BHYTPEHHUIA U HAPYXKHbIN CTEPXKeHb, @ TakKe PyYHON MPUBOAHON MexaHu3m (puc. 1).

PucyHok 1. Ycrpoiictso TightRail
BHYTpeHHWI1 (BeyLunin) CTepKeHb MOXKET BPaLLaTbCsl BHYTPW HAPY»KHOTO 1 aKTUBMPOBATb GYHKLMIO PACLUMPEHNS MOCPEACTBOM BPALLEHUA HAa KOHUVIKE.

CTauMOHaPHbIN HaPYXHbI CTEPXKEHb 3aK/OYeH B MOMMMEPHYI0 060/104KyY. PyYHO NMPUBOAHON MeXaHWU3M MPUKPENSIEH K NMPOKCMManbHOMY KOHLY YCTPOWCTBA
1 UCMONb3YeTCA ANA BpaLeHUA BHYTPEHHEro CTepXHA. BpalleHne ANCTanbHOro Kynauka BHYTPEHHEro CTEPXHSA NMPUBOANT K PaCLUMPEHUIO TKaHel 1 GUOPO3HbIX
obpa3oBaHNIl BOKPYT 371eKTPOAa, obneryas ero ussneyeHue.

Take B yCTPOWCTBE NPefyCMOTPEH BHELWWHNUI KaTeTep, KOTOPbIA MOXET MCMOJIb30BaTbCA Kak BCMIOMOraTesbHbIN 3N1EMEHT AN1A CTEPXKHA YCTPONCTBa, obecneymsas
LOMOSTHUTENbHBIV 3OPEKT paclUMPEHNA TKAHeN 1 CNYXKUT B KauecTBe KaHasa Anfa NOBTOPHON UMMNNaHTaLun.

B komnnekT BxoauT oauH KateTep TightRail paamepom 9F, 11F unu 13F, a Takxke 0fUH COBMECTUMbIN BHELLHWI KaTeTep.
Wcnonb3oBaHme ¢ apyrumm ycTpoiicteamu

Katetep TightRail MoXeT ncnonb3oBaTbcA COBMECTHO C YCTPOWUCTBOM ANA 3amblkaHus anekTpoaa (LLD) komnaHum Spectranetics. Cobniofante MHCTpyKummn no
NPUMeHEeHMIo ANA APYTrUX NCNONb3yeMblX YCTPONCTB. B Tabnvue 1 npuseaeHbl Ha3BaHuA mogenei 1 pasmepbl katetepos TightRail.

Ta6nuua 1. TexHnueckmne xapakTepucTuku mogenen

Homep BHYTpeHHMI1 AnameTp KOHUYMKa HapyHbih gnameTp ycTpoincrea BHYTpeHHMNI auameTp BHELWHEro Katerepa
mopenun (dpeHun) (aonmbi) (Mm) (dpeHun) (aronmbl) (Mmm) (dpeHun) (aronmbi) (Mm)
545-509 9,2 0,119 3,0 15,9 0,207 53 16,6 0,216 55
545-511 11,2 0,145 3,7 18,0 0,234 59 18,7 0,243 6,2
545-513 13,2 0,171 43 20,0 0,260 6,6 20,7 0,269 6,8

2. TMOKA3AHMA K NPUMEHEHMIO

Bpawwatowumiica pacwmputenbHblii kateTep TightRail npegHasHaueH AnA YUpeCcKOXHOro paclMpeHnsa TKaHel C Lenblo obneryeHus yaaneHws 3NeKTPOAoOB ANA
KapAVOCTUMYNALMK 13 Tena naLmneHTa.

3. MPOTUBOMOKA3AHUA

06 13BECTHbIX NPOTUBOMOKa3aHUAX He coobujaeTcs.

P017740-00 02MAR21 (2021-03-02) 8



[(:) Spectranetics® BpaLuatowminca paclumpuTenbHbI Katetep TightRail WHcTpyKummv no I'IpI/IMGHeHI/IIO]

Russian / Pycckuin f3bik

4. MNPEAYNPEXAEHUA
«  YcTpoicTBa ANA W3BNEYEHUA SNEKTPOLOB AOMKHbI MCMOMb30BaTbCA B YUPEXAEHMAX C BO3MOMXHOCTbIO MPOBEAEHUA KapAvOTOpaKasbHbIX onepauui
cneyuanmctamu, 06nafatoLMMmM OMbITOM yAaneHUs 3N1eKTPOAOB 1 PaboTbl C TAKMMM YCTPOCTBaMU. B yupexxaeHnr fOmKHbI MPUCY TCTBOBATb U MPUMEHATHCA Ha
NpaKTUKe NPOTOKOSIbl MO NPOUNAKTIKE 1 NIEYEHUNI0 OCNIOKHEHVI. [INA AOCTVIXKEHUA HaVyYLIMX Pe3yNbTaTOB HACTOATENbHO PEKOMEHYETCS MPUAEPKNBATLCA
VNHCTPYKUMI AN SNeKTPOAOB ANA KapANOCTUMYNALMK, BbinyLeHHbIXx ObecTBom putma cepaua (Heart Rhythm Society’, HRS) n EBponeiickon accounaumein
HapyLeHnin putma ceppaua (European Heart Rhythm Association?, EHRA).
. I‘Ipm MCMOSb30BaHUM CTUNETA C CUCTEMOW GMKCaLMK BbIMOHANTE yKa3aHHble flanee AeicTBUs.
He ocTaBnsiiTe aneKkTpog B Tene naumeHTa C pacrosioXXeHHbIM BHYTPY HEro CTUIETOM C CUCTeMON uKcaumn. MoBbILLEHVIE XECTKOCTM 3NEKTPO/a, HapyLLeHne
€ro Lie/IoCTHOCTY I CMeLLeHe MPOBOAHMKOB OCTaB/IEHHOTO CTU/IETa MOTYT Bbi3BaTb CEPbe3HOE MOBPEXAEHME CTEHOK COCYI0B WU SHAOKapAa.
- He TAHUTe C BBEAIEHHDIV CTUNET C CMCTEMON GUKCALIMK C NCMOb30BAHMEM IPY30B, MOCKOJIbKY 3TO MOXET MPUBECTU K HAPYLLIEHNIO LIeNTOCTHOCTY MUOKapAa,
TMMNOTEH3UV U Pa3pbiBY BEHO3HOW CTEHKM.
- Heobxoanmo yunTbiBaTb, YTO 3MEKTPOA C yAEPKUBAOLMM NMPOBOAHUKOM J-06pa3Hoi popmMbl, HAXOAALMMCA BO BHYTPEHHEM MPOCBETE 31eKTpoaa (a
He CHapy»V BHYTPEHHEro CNMpanbHOro MPOBOAHYKA), MOXET ObITb HECOBMECTVM CO CTUMIETOM C cucTemMon dukcauun. BeefeHve ctuneta ¢ cuctemon
dUKcaluy B TaKOW 3MEKTPOZ MOXKET NMPUBECTM K BbIABUXXEHNIO U BO3MOXXHOMY NepemeLLeHnto J-06pa3Horo yaepK1BatoLLero NpoBoAHMUKa.
+  3anpetlyaetcs BBOAUTb B BeHy Cpa3y HeCKOmbKo KateTepoB TightRail nnm BHeLHX KaTeTepoB. 3anpellaeTcs BBOAWTL B YCTPOWCTBO Cpasy HeckonbKo anekTpogos TightRail.
3TO MOXET BbI3BaTb CEPbe3Hble MOBPEXAEHVISl COCYO0B, BK/IOUas pa3pbiBbl BEHO3HbIX CTEHOK, TPEOYIOLLIE XPYPIMYECKOrO BOCCTAHOBIEHUS.
- Bnpouecce BBefeHus kateTepa TightRail nnm BHelwHero kateTepa He06X04UMO BCe Bpems NMOALEPKMBaTb COOTBETCTBYIOLLEE TAHYLIEEe yCunme.
+  YpesmepHoe ycunve npu BBeAEHNUN MOXET NPUBECTY K NMOBPEXEHMIO CTEHKU COCYAa UKW YCTPOWCTBA.
«  He ocTaBnAiiTe KOHUYMK BHELLIHErO KaTeTepa B MecTe COeANHEHNA BEPXHEN MO0 BEHbI 1 MPABOro NPeacepans, Tak Kak 3TO MOXKET MPUBECTU K MOBPEXAEHMIO
3TOW YyBCTBUTENbHO 0611aCTV BO BPeMs NoCeAyoLmX npoLueayp (Hanprumep, npu nepemeLieHr BHeLWHero Katetepa uim UMNiaHTaLuy HOBOro 3N1eKTpoaa).
+  He akTuBUMpYTe yCTPONCTBO, HAXOAALLEECA Y CTEHKM MMOKapaa.

5. MEPbI MPEQOCTOPOXXHOCTU

+ MMepepn ncnonb3oBaHvem Katetepa TightRail BHMMaTenbHO U3yunTe NNCTOK-BKNafbll, rAe yKasaHbl CTaHAAPTHbIE WHCTPYMEHTbI, UCMOMb3yemble Ana
N3BJIeYeHA 3N1eKTPOAOB.

+ JTO YCTPOWCTBO 3anpeLjaeTca MOBTOPHO CTEPWIM30BaTb WAV MOBTOPHO WCMONb30BaTb, MOCKOMbKY Takue AeCTBMA MOryT HeraTMBHO MOBAMATb Ha
XapaKTepUCTUKM YCTPONCTBA MU MOBbICUTL PUCK NePEKPECTHOrO 3apaXxeHna BBUAY HeHaaexallel NOBTOPHON 06paboTKu.

+ [loBTOpHOE NCMONb30BaHNE 3TOr0 OAHOPA30BOro YCTPOWCTBA MOXKET NPUBECTU K CEPbe3HOI TpaBMe UM CMepTU NaLueHTa, a TakKe ABNAETCA OCHOBaHVEM
[NA OTMEHbI rapaHTUN NPOU3BOAUTENA.

+  Heucnonb3yiite katetep TightRail, ecnivn noBpexaeH 3alUTHbIN 3N€MEHT yNakoBKY, NpefjHa3HauYeHHbIN /1A KOHTPOSA ee LeIoCTHOCTU.

+  He ucnonbayiite katetep TightRail, ecnu Ha no6om 13 KOMNOHEHTOB UMEIOTCA NPY3HAKK NOBPEXAEHNA.

+ lepen npoBefeHnem npoueaypbl oLeHuTe Gusnyeckre pasmepbl SNEKTPOAa N COMOCTaBbTE KX C XapakTepUCTNKaMU PacLUMpUTENbHOTO KaTeTepa, YTobbl
onpeaennTb X COBMECTUMOCTb.

+  TMockonbKy TEXHONOTA N3roTOBNIEHUA INEKTPOAOB Pa3BUBAETCA ObICTPO, 3TO YCTPONCTBO MOXKET He MOAXOAUTL ANA PacCLUMPEHNA TKaHel BOKPYT 3N1eKTPOJoB
BCEX TUMOB. B ciyuae BO3HMKHOBEHMA BOMPOCOB WM OMaceHNii OTHOCUTENIbHO COBMECTUMOCTY 3TOrO YCTPOMCTBA C KOHKPETHbIMYU SN1eKTpoAamm, obpaTtntech
K MPOV3BOAUTENIO 3NeKTPofa.

+  HeTAHUTe 3a 3neKTPOZ, NOCKONbKY OH MOXET PacTAHY TbCA, AeOPMMPOBATLCA VN CIOMATbCA, YTO 3aTPYAHUT NocneayioLee yaaneHue. MoBpexaeHvie snekTpoaa
MOXET rMomelLLaTb NPOXOXAEHMNIO YCTPOWCTBA A1A 3aMblKaHUA SNEKTPOAA Yepes NPOCBET U (1K) 3aTPyAHUTbL paciuvperme Grbpo3HON TKaHM.

- Korpa katetep TightRail HaxopgnTca B Tene mauveHTa, BCE MaHWMYNALMU JOMKHbI OCYLECTBAATHCA TOMbKO MO PEHTreHOCKOMUYECKNM KOHTpOnem C
MCMOMb30BaHNEM PEHTIeHONorMYeckoro 06opyaoBaHNa, obecreymnBaloLero n306paxeHna BbICOKOro KauecTsa.

+  Kakun gna Bcex npoueayp 13BneyeHuns, NCnosb3yiiTe COOTBETCTBYIOLLYIO TEXHIKY paboTbl ¢ KaTeTepoM. TAHWTE SNeKTPOJ yBEPEHHO 1 COXPaHANTe yCToNuBOe
«HanpasnAioLlee» NonoxeHue, npu 3tom katetep TightRail He pomKeH OTKNOHATLCA OT OCK, YTO MO3BONWT CBECTU K MUHUMYMY PUCK MOBPEXAEHUA CTEHOK
cocyaa unm CTPYKTYPHbIX MOBPEXAEHWUI cepaLa.

+  Bo Bpemsa npoaBMxKeHNA BHELHEro KaTeTepa Yepes 13rnb 3a0CTPeHHbIN Kpail CKOLEHHOTO KOHUVKa KaTeTepa [oSIKeH ObITb HanpasfeH BHYTPb 13ruba.

«  MMpwn npoaswxeHnn Katetepa TightRail yepes TKaHb C BbICOKOI CTeneHblo KanbLupMKaLMU MOXET MOHaAobKTLCA Bonbluee KONMYECTBO BO3AENCTBUIA
MeXaHv3Ma paclMpPeHUs, Yem Npv NPOXoxaeHUn Yepes GrubposHble paspacTaHusa.

«  Ecnn npopsuxeHue katetepa TightRail He npoucxoanT, HeCMOTpA Ha HEOAHOKpPaTHble CpabaTbiBaHWA MeXaHV3Ma pacluvpeHus, HeOOXOANMO NPUGErHyTb
K anbTepHaTVBHOMY noaxody. ByabTe roToBbl K TOMy, UTO MOXET MOHaaobUTbCA ncnonb3osatb kateTep TightRail 6onblero pasmepa, apyroi anekTpoa,
npuberHyTb K YpesbepeHHOMY AOCTYMY UV NPOLIEAYPE CO BCKPLITUEM FPYAHON KNeTKN.

+  YpesmepHoe ycunve npu NpOABMKEHUN MOXET Bbi3BaTb BPEMEHHOE 3aKNMHVBaHVE MeXaHV3Ma yCTPONCTBa.

+ B cnyyae nonomku anekTpoaa HeobxoaMMO onpeaenuTb, Kakme GparmeHTbl CeayeT UsBneyb.

+ B cnyyae pa3ButnA rinoteH3nm BbINOAHNUTE GbICTPYIO OLEHKY COCTOAHUA; MPUMEHUTE fleYeHne B COOTBETCTBUN C YCTaHOBIIEHHbIM MOPAAKOM.

+  [pwv n3BneyeHun anekTpoaa ANA NOCTOAHHON KapANOCTUMYNALMN ClefyeT MOMHUTL O TOM, YTO B Clly4ae ero Camornpov3BO/IbHOTO BbICBOOOX/AEHUA B XOAe
npoLeaypbl N3BNEeYeHUA, KOHUMK SN1IEKTPOJa MOXET 3aCTPATb B BEPXHEN COCYANCTON ceTi. YacTo paclunpuTesibHble KaTeTepbl, KOTOPble AOBOAAT MO MEHbLUEN
Mepe [10 6e3bIMAHHON BEHbI, CMOSb3YIOT ANA N3BIeYEHUA KOHUMKa aneKTpoaa Yepe3 ¢prbpo3Hyio TKaHb B MecTe BXOAa B BEHY BO N3beXKaHye BeHOTOMUN.

+  TMocne n3BneyeHnA anekTpofa KOHYMN BHELLHEro KaTeTepa [OMmKeH mbo
a) NONHOCTBIO HAXOANTLCA B MPABOM Npeacepanu, nmbo
6) 6bITb OTBefleH B bpaxuoLiedanbHyio (6e3biMAHHYI0) BeHy. He pekomMeHyeTcA pa3mellaTb KOHUMK BHELLHEro KaTeTepa B MecTe CoefiHEHVA BEPXHEN Nonomn

BEHbI M NPaBOro NpeAcepaAma, Tak Kak 3TO MOXeT NPUBECTY K MOBPEXAEHWIO 3TON YyBCTBUTENbHO 06/1aCcTI BO BpemaA NocneayoLyx npoleayp, Hanpumvep,
nepemeLleHA BHELHero KateTepa Uiy MMnaaHTaLmm HoOBOTrO 3N1eKTPoAa.

+ B cnyyae Bbi6opOUHOTro yaaneHna anekTpoaoB C HaMepeHeM 0CTaBUTb HETPOHYTbIM OAVH U HECKOMbKO UMMIaHTUPOBaHHBIX IN1EKTPOAOB AJ1A MOCTOAHHO
KapANOCTUMYNALMN Heu3BNeUeHHble SNEeKTPOAbl BNOCNEACTBUN HEOOXOAUMO NPOBEPUTb, YTOObl YOeANTbCA B TOM, YTO OHW He Obln MOBPEXAEHb! 1u
CMelLLieHbl B Xofie NpoLieaypbl.

+  Bcnyyae ypanenua katetepa TightRail 13 Tena nauueHTa He3aBUCKMO OT NPUYUH NEPeA ero NOBTOPHbLIM BBEA€HVEM TLIATENIbHO NMPOMOITE GU3MONOrNYECKM
pPacTBOPOM CTePXKEHb YCTPOWCTBA, BHYTPEHHWI MPOCBET U KOHYMK ANA YAaNEeHUA YacTuL, 1 NpeAoTBpaLleHNA HaMnaHUa KPOoBU.

+ B cnyvae nepekpyumBaHua unu nospexaeHuna kKatetepa TightRail Bo Bpema sKkcnnyataumu, NogTBEPXKAEHHOTO peHTreHorpaduueckum nsobpaxeHviem,
peKomeH/yeTca NpekpaTTb UCNOoJb30BaHMe 3TOro YyCTPONCTBA. B3BecbTe OTHOCHTENbHbIE PUCKK 1 NPEUMYLLECTBA YAANEHNA YCTPOWMCTBA MO CPAaBHEHWIO C ero
fanbHENLWNM NCMOMb30BaHNEM.
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6. BO3MOHbIE HEXKEJIATEJIbHbIE ABJIEHUA
K BO3MOXHbIM HexenaTenbHbIM ABNEHUAM, CBA3aHHbIM C MPOLEAYPOV BHYTPUCOCYAWUCTOTO YAAneHUs 3NeKTPOAOB, OTHOCATCA crefytowme (kak npasuno,
NepeyncnaTCa B NOPAAKE YCUNEHNs BO3MOXHOTO 3ddeKTa):
+  CMeLleHVe NI NMOBPEeXAEeHVE 3N1IeKTPOAA, KOTOPbIN HE MOANEXNT N3BNEYEHNIO;
+  rematoma B 0611acTu rpyfiHOMN CTEHKY;
+  Tpomb603;
+  HapyLeHusA CepAeyHoro puTma;
+  bGakTepuemus;
+  TWUNOTEH3VS;
+  MHEeBMOTOPAKC;
+  nepemelyeHvie parmeHTa 3eKTPoaa;
+  MepemelyeHrie pa3pacTaHnii TKaHEeN OT INEKTPOAa;
«  3M060M1s NeroYHoN apTepuy;
+  pa3spbiBbl UM PACCIOEHUA COCYAUCTBIX CTPYKTYP WIIN MUOKaPAA;
«  remonepuviKkapg;
«  COaBvBaHvie cepaua;
+  reMoTOpakKC;
«  VHCYNbT;
«  CMepTb.

7. WHAMBUAYANbHbBIA NOAXOA K JIEYEHUIO
Heob6xoarmo B3BECUTb OTHOCUTESNIbHBIE PUCKY 1 MPEUMYLLeCTBa NpoLeayp YAANeHUA BHYTPUCOCYANCTOrO M1EKTPOAA, OCOBEHHO B NEPEUNCIEHHDBIX HUXKE CITyYanX:
+  yganeHvie 3N1eKTPoAOB MMMIaHTUPYEMOro KapArosepTep-gednbpunnatopa ¢ ABYMA CMPanamy C NPOKCMMANbHON Cnvpanblo, pacrnonoXXeHHON B BepXHEN
Nnosnown BeHe;
+  y#ansemblil SNeKTPOS UMEET OCTPbI M3rnMb UM Ha HeM eCTb CieAbl PaspyLLeHus;
+  LEeNOCTHOCTb M30MALMM NEKTPOLA HapYLLEHA, YTO BbI3bIBAET OMaceHNsi BO3HUKHOBEHVA 3MOOINMN NErOYHON apTepun;
+  pa3spacTaHus TKaHel NPUCoeanHEeHbl HEMOCPEACTBEHHO K KOPMYCY 3M1eKTpoaa.

8. ®OPMA BbIIMYCKA
8.1. Crepunusaymsa
+  TonbKo AnA oAHOPa30BOro NPVYMeHeHNA. 3anpeLlaeTca NOBTOPHO CTEPUNN30BaTb UM NOBTOPHO UCMOMb30BaTh.
+ DTO yCTPOMNCTBO NPOLLSIO CTEPUN3ALIMIO STUNEHOKCUAOM Y NOCTaBAACTCA CTEPUSTbHBIM.
+  AnuporeHHo.
+ CTepunbHOCTb rapaHTUPYeTCA NPV YCIO0BUW, YTO YakoBKa He BCKpPbITa 1 He NoBpexaeHa.

8.2, TpaHcnopTUpOBKa 1 XpaHeHne
Bepeub ot Bnarn. XpaHutb B NpoxsiagHOM Cyxom mecTe. He gonyckatb nonafaHnsa NpsAMOro CONHEYHOro CBETa U BO3[EVCTBIA BbICOKVX TemnepaTyp (cabiwue 60 °C nnwn 140 °F).
8.3. OcmoTp nepep NCNoNb3oBaHNEM

+ [epen ncnonb3oBaHVeM BHMMATENIbHO OCMOTPKTE CTEPUSIbHYIO YMakoBKy, 4TOObl yO6eanTbCcA B OTCYTCTBMM MOBPEeXAeHWUi. Bce ycTpoiicTBa, KoTopble
6yAyT MCNonb30oBaTbCA B XOAe BbIMOMHEHUA Mpoueaypbl, B ToM uucne Katetep TightRail, cnefyeT BHMMaTeNbHO OCMOTPeTb Ha OTCYTCTBUE [edeKTOB.
MposepbTe kaTeTep TightRail Ha oTcyTCcTBYE 3arN6OB MK APYrx NoBpexxaeHWn. He ncnonb3yiite yCTPOCTBO NOC/E NCTEYEHUA YKa3aHHOIO CPOKa rOAHOCTY.
3anpellaeTca UCnoib3oBaTh MOBPEXAEHHOE UM HEHaMePEHHO BCKPbITOe n3fenue.

9. COBMECTUMOCTb
NHdopmaumn ans onpegeneHns COBMeCTMocTu katetepa TightRail no pasmepy npuseaeHa B tabnuue 1.

10. YKA3AHUA NO NPUMEHEHWUIO

10.1. MoparoToBKa K BbINONHEHMIO NPoLeAypPbI
MoparoroBka Katetepa TightRail
OTKpoiiTe CTEPUIbHYIO YNaKOBKY, CObMoAan Mepbl obecneyeHra cTepunbHOCTN. CHUMKTE KPbILLKY C IOTKa U OCTOPOXHO MOAHUMITE YCTPOICTBO, NpUAepKmBas
PYUKY 1 CTEPXKEHD.

MoaroroBKka nayneHTa

1. CobepwTe NonHyto NCToputo 6oNe3HN NaLMEHTa, B TOM YKCIe AaHHbIE O rpyrnne Kposu. Heo6xoanmo NoAroToBUTb COOTBETCTBYIOLLVE NPenapaThl KPOBU.

2. OnpepenviTe NPOU3BOAWTENSA, HOMEP MOAENH 1 AaTy MMIaHTaLMm U3BneKaeMoro snekTpoga. lNposeguTte pagrorpadurueckyio v (1nv) sxokapamorpaduyeckyto
OLIEHKY COCTOAHUA 3NEKTPOAA, €ro TUMa 1 pacrnonoXeHus.

3. [posoanTe npouefypy B NpoOLEeAypHOV KOMHaTe, OCHALIEHHOW COBPEMEHHbIM PEeHTreHOCKOMUYECKNM 06opyAoBaHUEM, KapAWOCTUMYNIATOPaMU,
nedbnbpunnatopamm n HAGOPOM NHCTPYMEHTOB AJ1A TOPAKOTOMMM 1 MPOKOa neprkapaa.

4. ToprotoBbTe 1 HAKPONTE rPyAHON OTAEN NauMeHTa XMPYPrimyeckorn NPOCTbIHeR AnA BO3MOXHOWM TOPaKOTOMUY; NMOArOTOBLTE NaxoBylo 061acTb NaumeHTa n
HaKpoWTe ee Xpypruyeckon NpoCTbiHEN AnA BO3MOXHO NpoLeaypbl U3BeYeHrs NoCpeACcTBOM Ype3bejpeHHOro AocTyna.

5. CpenaiiTe BCe NPUroTOBNEHUA 41 HEMEANEHHOIO XMPYPrMyeckoro BMeLLaTenbCTBa.

Mpv HEOBXOAMMOCTY YCTaHOBUTE 3aMacHOW KapANOCTUMYNIATOP.

7. 0ObecneybTe 4OCTAaTOUHOE KONMYECTBO AOMNONHUTENbHDBIX KaTeTepos TightRail, Apyrvx KaTeTepos, CTUNETOB C cMCTEMON GUKCaLMK, CTUNETOB /1A OTBUHYMBAHUA
3NEKTPOAOB akTUBHOW drKcaLmu, netenb (6efpeHHbIN KoMMIeKc) 1 Ntoboro Apyroro He06XoAMMOro BCoMoraTeslbHOro 060pyAoBaHuA.

o

10.2. KnuHnueckaa metoguka
1. TlMoproToBKa MauMeHTOB MpeAycMaTPUBAET BO3MOXHOCTb MPUMEHEHUA HECKONbKMX MEeTOAOB W3BNEYEHUA SNEeKTPOAa, BKIOYaA 3SKCTPEHHble
Kapavoxmpypruyeckne npouegypbl. Takas MOAroToBKa MOXET BKOYaTb: OOLLYI0 SHAOTPaxeanbHYl aHeCTe3no WM MeCTHYl aHecTe3uio, bpuTbe u
NMOArOTOBKY rPyAHOro oTAeNa 1 naxosou 06nactu, SKI-MOHUTOPUHT, BBEEHME BHYTPUapTepranbHOro Katetepa v katetepa Qones, NOAroToBKy MHCTPYMEHTOB
ONA KapauocTumynaunm n gedbunbpunnaumm, annapat AN SNeKTPOXUPYPrv U CTEPHOTOM AJA SKCTPEHHbIX onepauui.
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BpemeHHbI aneKTpo AnA KapANOCTUMYNALMM BBOAAT BCEM MaLieHTam, KOTOPbIM HeOOXOAMMa yCTaHOBKa KapAnoCTiMynaTopa. VcknioueHne coctaBnaioT

nauMeHTbl C UMMIAHTUPOBAHHbBIM MOCTOAHHBIM KapANOCTUMYNIATOPOM, S1EKTPOAbI KOTOPOTrO He MOAJIeXaT 13BSIeUYEHMIO.

[InA MOHVTOPMHIa BCEX Ype3BEHHbIX ABUXKEHWI UCNONb3YIOT peHTreHorpaduio.

O6HaxunTe MPOKCMManbHbIN KOHEL, dNeKTpofa ¥ rnepepexbre LWOB, YAEPXKMBAOWMIA aHKePHYIO BTYNKY. YaanuTe paspocluMecs TKaHu C dnekTpofa AnA

npefocTaBneHna JOCTyna K MecTy Bxofa B BeHy. OTCOeiuHUTE KOHTAKTHbIN BbIBOA N1EKTPOA U U3BNEKNTE aHKEPHYIO BTYIIKY.

[lnA aneKTpoAOB C aKTUBHON PprKcaLmen BbIKpYTUTe Cnpaib.

OTcoepnHNTEe MyPTy KOHTAKTHOTO BbIBOAA NIEKTPO/A U U3BNEKUTE aHKEPHYIO BTYJIKY.

BcTaBbTe 1 3aduKcMpyiiTe yCTPOMCTBO AJ1A 3aMbIKaHUA NEKTPOAA B SNIEKTPOA Kak MOXHO Aablue B AUCTallbHOM HanpaBieHun 1 npuBeante GrKCUpyoLwunia

MexaHn3M B paboyee nosnoxeHvie. 3akpenuTe LWOBHbIN MaTepran COOTBETCTBYIOWEN ASIMHBI HA NMPOKCYMaNbHOM KOHLE U30MALUM SN1eKTPOAa U NpoBoAax

BbICOKOTO HanpsaXeHUa Ana obecneyeHns AONONHUTENbHON TPaKLUN.

YBnaxkHuTe BHYTpeHHMI npocseT KaTeTepa TightRail n cmounTe BHeLWHIO0 060510UKY.

Mpwv ncnonb3oBaHUM BHELLHErO KaTeTepa NPOMONTe BHYTPEHHWI NMPOCBET 1 NoMecTUTe ero noBepx Katetepa TightRail.

MprpepxmBanTe pykoATKy 1 cTepkeHb ycTpoiicTea TightRail B npouecce ero BBeaeHVA B CTUNET C CUCTEMON GUKCALIMN U U3BIEKAEMbI N1eKTPOA,.

Mpoueaypa n3sneyeHns.

A. TAHUTe 3neKkTpof W (Mn) CTUNeT C cucTeMon GUKCauMn yBepeHHO, 4YToObl NopAepuBaTb CTabuibHOE «HampaBaAlollee» MONOXEHWe YCTPONCTBa
OTHOCUTENIbHO 3M1eKTpoAa, Npw 3Tom KateTep TightRail He pomkeH OTKNOHATLCA OT OCK. ITO KPUTUYECKM BaXKHO AnA obecneuyeHna 6e3omacHoOro
npoxoxpaeHua Katetepa TightRail uepes anektpop. Ecnu Tpakuyma He cOOTBETCTBYET TpebyembiM YCIOBUAM, SNEKTPOS MOXET fedOopMUpPOBaTbCA 1 He
No3BONUTb TEM CaMbIM faSibHelLLee NPOABMKEHME.

B. HataHyB Takum obpa3om anektpog, nepemeLante katetep TightRail uepes anektpoa ao foctvxeHuna npenatcTmA. [py ncnonb3oBaHUM BHELLHErO KaTeTepa
C MOMOLLbIO METOAVKM «4ePBAYHOIO» NepemeLLeHNA NPOABMHbTE BHELWHMI KaTeTep 1 KaTeTep TightRail no anekTpogy.

B. Cnepyite npuBeAeHHbIM HUXE YKa3aHMAM, YTOObl OnpefennTb, MeLLatoT v TKaHU fanbHelLeMy NPOABUXKEHNIO.

«  Karetep TightRail He npofBuraetca fanblue no BeHe.

- Karetep TightRail Bbirnb6aetca Hapy»Ky noj BO3AeCTBMEM NMPOLOSIbHOTO YCUUA.

«  Ha peHTreHorpaduyeckom n3obpaxxeHur BUAHO, YTO KOHEL| KaTeTepa He ABUXKETCA OTHOCUTENIbHO Kopryca dneKTpoja.

«  HapeHTtreHorpaduueckom nsobpakeHum BUAHO, 4To KoHel KaTeTepa TightRail He uennaeTca 3a anekTpopa, n3rnb anekTpoaa NNy Apyroe OTBETBNEHME.

I. Ecnn TKaHm obpasytoT npenatcTBue u KateTep TightRail He yaaeTca npoaBuHyTh Briepes, BbINOMHUTE YKa3aHHble HUKe AeNCTBUA.

«  Cnomolyblo nepeaHe-3aAHeN N KOCOW NPOeKLMIN PEHTTeHOCKOMMYeCKNX 1n306paxeHunin ybeanTecb B TOM, UTO KOHel, KaTeTepa TightRail HaxoamTca Ha
O[HOW NIHUV C NPOAOJIbHOW OCbIO ANeKTpoaa.

« B cnyvae ucnonbsoBaHnA JOMONHNTENbHOIO BHELLHErO KaTeTepa OTBEAUTE ero Hasag Takum 06pa3om, YUToObl ero ANCTanbHbIN KOHeL, He nepeKpbiBan
KoHuuK KaTeTepa TightRail. AkkypaTtHo TonkHuTe KaTeTep TightRail B HanpaBneHun TKaHu, o6pasoBaBLuel NpenATCTBMe.

«  AkkypaTHO HapaBnuBaiiTe Ha KaTeTep TightRail ana npoaBmxeHNA ycTponcTBa, OAHOBPEMEHHO NPUBOAA B eNCTBME MYCKOBOW dNIeMEHT MexaHu3ma
pacluMpeHns BHYTPEHHEro CTepHA. [pun 3TOM TAHWTE CTUET C CUCTEMON GUKCaLMUN NPV NMPOABVIXKEHUN U PaclUNPEeHNN TKaHe.

«  [pu Kax[om NOSTHOM HaXkaTuK NYCKOBOTO IeMeHTa MeXaH13M paclupeHnsa 6yaeT pacluMpATbCA, BpalaTbCa U BTArMBaTbCA. [1py NOMHOM OTNYCKaHUN
NyCKOBOTO 3/1eMeHTa MeXaHU3M pacluMpeHuns BTAMMBAETCA B KOHUMK KaTeTepa.

«  [Npwn YacTMYHOM HaxaTVn NYCKOBOrO 3/1eMeHTa HarnpaB/ieHne BpalleHra MexaH3Ma pacluMpeHnsa MOXEeT He N3MEHUTbCA.

« Mexpy KaxzblM NoC/eAyoLWwmm HaxxaTuem Bo3BpaLlaiiTe MyCKOBOW 3/IEMEHT B KpaliHee nepefHee NnonoxeHue.

«  [Mocne npoxoxpeHua katetepom TightRail yepes 06CTPYKLMIO MOXHO MpeKpaTUTb aKTUBALMIO MeXaHM3Ma pacluMpeHns BO BPeMA NMPOABVKEHNA K
cnepyloLemy y4acTKy NpYKpenieHHON TKaHw.

«  KoHTponupyiite Bce feNCTBUA YCTPONCTBA U LIMKIIbl aKTVBALMM MOCPEACTBOM PEHTTEHOCKOMNMN.

«  [pun HeobxoAMMOCTN NPOABUraiiTe BHELHNI KaTeTep B HOBOE NosoxeHvie katetepa TightRail.

I. Ecnv KpenneHue BbITArMBAIOLLEro YCTPONCTBA K 3MIEKTPOAY pasbeAVHAETCA, NpeXxae YeM NPUCTYNUTL K BbIMONIHEHWIO MaHUNynAaumi ¢ katetepom TightRail,
Heobxoanmo yaanuTb Katetep TightRail n BHelwHW KaTeTep 1 ncnonb3oBaTb HOBOE BbITArMBAlOLLEEe YCTPOMCTBO.

[1.Mocne ycTpaHeHnsa conpoTusneHnsa npoasuraite katetep TightRail  gononHuTeNbHbIN BHELWHNIA KaTeTep K CrefyioLemy y4acTKy Uiy TOUKe CONpPOTUBEHUA
Ha aneKTpofe 1 NoBTOpUTe NpoLiece, Kak onucaHo Bbiwe B . 11 (A-T).

E. Mpu HeobxoAMMOCTN ANA M3BEUYEHUA KOHUMKA NeKTPOAa U3 CTEHKU cepAua 3afeicTByiTe NPOTVBOBLITAXXEHME, TONKaA AfiA 3TOro CTUeT C CUCTeMON
duKcauum fo BbICBOOOXKAEHNA KOHYMKa dN1eKTpoza.

«  [NpoTUBOBBITAMXEHME MOXXHO BbINONHUTb, pa3mecTuB KaTeTep TightRail Ha cTeHKe M1oKapfa Unv PAAOM C Hell 6e3 HaXKaTUA MYCKOBOTO d/IeMeHTa.
+ B KauecTtBe anbTepHaTVBblI NPUTYMIEHHBIN KOHEL, BHELIHEro KaTeTepa TakxKe MOXKeT UCMOb30BaTbCA ANA CO3[aHNA NPOTVBOBLITAXKEHNA Ha CTEHKe
MUOKapaa nnv pAaaom C Hel.

W3Bneub Katetep TightRail n fononHUTeNbHbIN BHELWHMIA KaTeTep MOXHO B 1060/ MOMEHT BO BpeMsa npoueaypbl. Ecnv anektpoa ocBoboxaeH, ero cnepyet

BTAHYTb B KaTeTep TightRail ao yaaneHus anektpopa, katetepa TightRail n BHelwHero kaTeTepa 13 Tena nayueHTa.

[lnAa coxpaHeHnA BEHO3HOro AOCTYyMa C Liefbio MOBTOPHONM UMMIaHTaumm yaanute anektpog yepes kKatetep TightRail, octaBnas katetep TightRail Ha mecTe

[nA BBefleHNA NpoBoAHuKa. Yaanute yctponctso TightRail n3 Tena naymeHTta nocne BBefeHNA NPoBOAHMKa. B KauecTBe anbTepHaTUBbI NPV UCMONb30BaHNN

[OMOJTHUTENbHOIO BHELLHEro KaTeTepa ero MOXHO OCTaBUTb Ha MecTe [/1A BBEAEHWA NPOBOAHMKA BO BPeMA U3BJeYeHVA dneKTpoaa 1 Katetepa TightRail.

Ypanute BHeLWHWIA KaTeTep 13 Tena naumeHTa nocse BBeAeHVA NPOBOAHMKA.

Mocne 3aBeplueHns yganeHua snekTpoaa nssnekute katetep TightRail n BHewHuin KaTeTep 13 Tena nauneHTa, B Cflyyae AOMOMHUTENIBHOIO UCMONb30BaHNA

ocmotpuTe KaTtetep TightRail Ha Hannure noBpexaeHwiA.

YTunusunpyiite ncnonb3oBaHHble U3Aenna B COOTBETCTBUN C PerMoHabHbIM 3aKOHOAaTeIbCTBOM Mo 06paboTke 1 yTunmsauum 61Monornyeckrx OTXoAoB.

CnncoK ncnonb3oBaHHON NUTEpPaTypbl
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11. OrPAHUYEHHAA TAPAHTUA NPOU3BOAUTENA

MpousBoanTenb rapaHTUpyeT otcyTcTBYE Y KaTeTepa TightRail nedekToB MaTeprana n n3rotoBneHNA Npu yCI0BUM NCMOJSTb30BAHUA [JO YKa3aHHOrO CpOKa roAHOCTH,
a TaKXe Mpu yCNoBUN BCKPbITUA HEMOBPEXAEHHOW YNakoBKM HEMOCPeCTBEHHO nepes 1crnosib3oBaHnem. OTBETCTBEHHOCTb NPOW3BOAUTENA MO 3TOW rapaHTun
OorpaHMYMBaEeTCA 3aMEHOW UM BO3MeLLeHeM CTOMMOCTM MOKynKK ntoboro Katetepa TightRail c gedpektom. MpownssBoanTenb He HeceT OTBETCTBEHHOCTY 3a No6on
cyyvaliHbIv, GaKTUYeCKNI UM KOCBEHHDIN yllep6, BO3HMKLLNIA B pe3ynbTaTe ucnonb3oBaHua KateTepa TightRail. MospexaeHue katetepa TightRail B pesynbrate
HemnpaBWJIbHOTO MCMOJMIb30BaHUA, BHECEHUA M3MEHEHWI, HENPaBUIbHOTO XpPaHeHUsA, obpalleHna unm noboro Apyroro HapyLeHUa HacToAWmUX NHCTpyKumMmn no
MPUMEHEHIO aHHYNIMPYET HACTOALYI0 OrpaHuyeHHyto rapantuio. HACTOALWAA OFPAHUYEHHASA FAPAHTUA B ABHOW ®OPME 3AMEHAET BCE APYIUE
FTAPAHTUWN, ABHbIE WU NMOAPA3YMEBAEMBbIE, BK/TIOYAA MOAPA3YMEBAEMYIO TAPAHTUIO TOBAPHOIO COCTOAHUA U NPUrOAHOCTU ANA
KOHKPETHOW LIEJIN. Hu oaHO du3mueckoe unm puanyeckoe anuUo, B TOM Y1Cie YNOAHOMOYEHHDIN NpefcTaBuTeNb 1AM TOProBblii NOCPeAHUK MPON3BOANTENs
He MMeeT MOSIHOMOUNI NPOAJSIeBaTb UM PACUMPATL 3Ty OrPaHMYEHHYIO rapaHTuio, 1 Niloban yMbllWIeHHaA NoMbiTKa cAenatb 310 He OyAeT MeTb UCKOBYIO Cuy
NpPOTUB NPON3BOANTENA.

12. HECTAHAAPTHbIE CUMBOJIbI

Importer @ Tip Inner Diameter Working Length

Wmnoptep BHyTpeHHUIT AnameTp KOoHUMKa Pabouas anuHa

Quantity QrY Device Outer Diameter _@- Size

Konuyectso Hapy»Hblit anameTp ycTpoiicTea Pasmep

Caution: Federal (USA) law restricts this device to sale by or on the order of a physician. Rx ONLY
BHumaHue! B cootBeTCTBUM C deaepanbHbiM 3akoHoaaTenbctom CLLUA npoaaxa 3Toro ycTpoiicTBa paspeLueHa TofbKo Bpadam Wi No ux 3aKasy.
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13. MPUMEHUMBbBIE CTAHAAPTDI
MpoeKTMpOBaHYie 3TOTo YCTPOICTBA BbINOMHEHO B COOTBETCTBUM CO CTaHAAPTaMV, yKa3aHHbIMM B Tabnuue 13.1.

Ta6nuua 13.1. CraHgapTbl, NpUMeHMMble Npu pa3paboTke ycrpoiicTBa TightRail.

CraHpapT/HOPMaTMBHbIN AOKYMEHT, HanmeHoBaHue
para

Buonornyeckaa coBMeCTUMOCTb:

1SO 10993-1 | Buonornyeckoe oueHrBaHve MeNLMHCKMX YCTPONCTB. YacTb 1. OueHKa nccneposaHma

KnuHunueckoe nccnegoBaHme:

EN ISO 14155 | KnrnHunuyeckoe nccnegoBaHne NCnosnb3oBaHUA MEAULIMHCKNX N3NNI, NPOBOANMOE C yyacTmem nofen
KoHcTpyKumsa:
ANSI Z136.1 be3onacHoe ncnonb3osaHve nasepos

ENISO 10555-1

KaTeTtepbl BHYTPUCOCYAUCTble CTEPUJIbHbIE OAHOPA30BOro NCMOJIb30BaHUA. Yactb 1. O6wme Tpe6OBaHVIﬂ

US 21 CFR 820

Cucrema ctaHga PTOB KayecTBa

OKpy»<alowas cpepa:

I1SO 14644-1 YucTble NomeLLeHNA 1 CBA3aHHbIE C HUMU KOHTponupyemble cpefpl. YacTb 1. Knaccudukauma unctotbl
BO3JyXa

1SO 14644-2 YuncTble MomeLLeHNA 1 CBA3aHHbIE C HUMUN KOHTponupyemble cpefbl. YacTb 2. Tpe6oBaHUA K KOHTPONIO 1
MOHUTOPVHTY ANA NOATBEPXAEHUA NOCTOAHHOrO cooTBeTcTBUA ISO 14644-1.

MapkupoBka:

EN 556-1 Crepvnusaumns MeAUUMHCKUX n3aennin. TpeboBaHUA K MegULNHCKM n3aenuam ¢ o6o3HayeHmnem CTEPUSb-
HO. TpeboBaHUA K MEAULNMHCKM U3AENVAM, NOANEXaLWMM GUHMLLHOWN CTepuan3aumm.

EN 980 lpadurueckne cMMBOSbI, NCNONb3yeMble ANl MaPKUPOBKN MEANLIMHCKUX U3LeNnA.

EN 1041 CBepeHuA 0 MeANLMHCKIX N3Oenunax, NpeaocTaBasemMble NponssoanTenem

1SO 15223 MeanuunHckme nsgenua. CUMBONbI, UCNOMb3yeMble C HaKNenkaMn Ha MeAULIMHCKUX U3AeNnAX, MapKNpPOBKa
1 npepocTasnaemas nHpopmauus

YnakoBKa:

ENISO 11607-1

YnakoBKa MEAVLIMHCKUX U3AENWIA, noaniexatnx GUHULWHOM cTepunmsaumn. Yactb 1. TpeboBaHua K matepu-
anam, CTepubHbIM 6apbepHbIM CUCTEMAM 1 YNaKOBOUYHBIM CUCTEMAM.

EN SO 11607-2

YnakoBKa MeAULMHCKUX N3Aenuni, nognexalymx GuHnwHom ctepunmsaumm. Yacts 2. TpeboBaHuA K Bannga-
Lun npoueccoB GopmMoBaHUs, repmeTnsaumnm n cbopku.

1SO 780 Ynakoska. [padpunueckne o603HaueHUs, NprMeHAEMble AnA 06PaboTKM 1 XpaHEHUA YNAaKOBOK.

KauectBoO:

EN ISO 13485 MeanumnHckme nsgenua. Cuctembl ynpasieHna KayeCTBOM.

YnpaBneHune puckamm:

EN ISO 14971 MepaunuunHckune nsgenuna. NpumeHeHne cUcTeMbl ynpasneHna puckamv K MegULMHCKUM U3AeNNAM.

EN 62366 MepaununHckne nsgenna. NprmeHeHne NPOeKTUPOBAHNA SKCNNyaTaLMOHHON NPUTOAHOCTU K MeANLH-
CKUM U3fenuam.

Crepunusayms:

ENISO 11135 Crepunusauma MeANLMHCKOM NPOoAYKUUn. dTuneHokema. Yactb 1. TpeboBaHUA K pa3paboTke, Banvaaumm n
TeKyLeMy ynpasieHnio NPOLeCcoM CTepumn3aun MeANLNHCKNX N3AeNniA.

14. YTUNIU3AUUA

MpumeHeHne n ytunnsauuio yCTpOVICTBa cnefyeTt ocyLlWecTBATb B COOTBETCTBUN C 06[.I.|€I'lpMH$|TOI7| MeANLMHCKON NPaKTUKON 1 ,qel7ICTBleLLlVIMM pernoHanbHbIMu,

rocyfapcTBeHHbIMAU U (be,qepaanblMM 3aKOHaMn 1 HOPMATUBHbBIMU MONOXKEHNAMWN.

W3penna MOryT NpeacTaBiATb NOTEHUMANbHYO 6VIOI]OFI/I‘<I€CKyIO OnacHOCTb Nocne NpuMeHeHnA.

B cnyuae nospexaeHUA ynakoBku 1 (Unn) nocne nctevyeHna Cpoka rogHoCTU N3aenne HeobXoAVMO YTUAM3NPOBaTb B COOTBETCTBIM C NpaBuiamMi obpalyeHms ¢

MeAVLUMNHCKUMM oTXofamm Knacca A cornacHo CanlluH 2.1.7.2790-10.

Mcnonb3oBaHHOE M3fenune NOANEeXUT yTUAn3aLmm B COOTBETCTBUN C NPaBuiaMun ynpasneHna MeuLMHCKMMIN oTxogamm knacca B cornacHo CanlluH 2.1.7.2790-10.
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