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Caution: Federal (USA) law restricts this device to sale by or on the order
of a physician.
1. DEVICE DESCRIPTION
The SightRail Manual Dilator Sheath set consists of an inner and outer polymer
sheath that may be used individually or as a set in a telescoping fashion. The
inner sheath terminates with beveled tips. The outer sheath terminates with

one beveled tip and one blunt tip. Reference Figure 1.
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Figure 1: SightRail Manual Dilator Sheath Tip Configuration

Exterior stripe markings aligned with the beveled tips permit visual
identification of sheath orientation. Arrow markings on the inner sheath
indicate a region in which the inner and outer sheath tips are aligned.
Reference Figure 2.
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Figure 2: SightRail Manual Dilator Sheath Marking Features

The sheath set size is also marked on the inner sheath. There are multiple
diameter and length options available, which are referenced in Table 1.

Use with other devices

The SightRail Manual Dilator 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 SightRail Manual Dilator Sheath models and sizing
specifications.

Table 1: SightRail Manual Dilator Sheath Models and Sizes

Model size Inner / Outer Sheath Length
(cm)
550-008 85F 43/33
550-010 10F 43/33
550-011 11.5F 43/33
550-013 13F 43/33
555-508 8.5F Long 51/41
555-510 10F Long 51/41
555-511 11.5F Long 51/41
555-513 13 F Long 51/41
2. INDICATIONS FOR USE

The SightRail Manual Dilator Sheath is intended for use in patients requiring

the percutaneous dilation of tissue to facilitate the removal of cardiac leads.

3. CONTRAINDICATIONS

None known.

4. WARNINGS

+ The SightRail Manual Dilator Sheaths 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 the SightRail Manual Dilator Sheaths, DO NOT insert sheaths
over more than one lead at the same 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 inner or outer SightRail Manual Dilator Sheaths.
DO NOT maintain a stationary position with SightRail Manual Dilator
Sheath tips at the Superior Vena Cava (SVC)-Right Atrial (RA) junction
as it may result in damage to this delicate area during subsequent lead
extraction and reinsertion procedures (e.g., manipulating the dilator
sheath or implanting a new lead).
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5. PRECAUTIONS

« Do not resterilize or re-use this device, as these actions can compromise
device performance and/or increase the risk of cross-contamination due
to inappropriate reprocessing.

+  Re-use of this single use device could lead to serious patient injury or
death and voids manufacturer warranties.

« Do not alter the sheath from its original state prior to use.

+ When the SightRail Manual Dilator Sheath is in the body, it should only
be manipulated under fluoroscopic observation with radiographic
equipment that provides high quality images.

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

«  If selectively 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.

+ When advancing dilator sheaths, use proper sheath technique. Maintain
adequate tension and coaxial alignment on the lead to minimize the risk
of vessel wall or cardiac structure damage.

«+ If excessive scar tissue or calcification prevents safe advancement of
dilator sheaths, consider an alternate approach.

+  Excessive force with dilator sheaths used intravascularly may result in
damage to the vascular system requiring emergency surgical repair.

« Ifthe lead breaks, evaluate fragment for retrieval.

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

+  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 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.

« Ifthe dilator sheath fails to progress after initial success, or if advancing
the sheath was difficult, remove the sheaths one at a time to inspect the
tips. If the inner sheath tip is distorted or frayed, the other end may be
used. A new sheath set may also be used to continue treatment.

+ When advancing a sheath around a bend, be cognizant of the sheath’s
beveled tip orientation.

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;

« 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 directly to the lead body

8. HOW SUPPLIED
8.1 Sterilization

«+ Single use only; not for resterilization 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

«  Prior to use, visually inspect the sterile package to ensure that seals have
not been broken. The sheaths should be examined carefully for defects or
damage. Do not use if the sheaths have apparent defects or the Use-by
Date has been exceeded. Do not use if it is damaged or unintentionally
opened.

9. COMPATIBILITY
Information for determining SightRail Manual Dilator Sheath dimensional
compatibility is shown in Table 1.

P017739-00 02MAR21  (2021-03-02) 4




> Spectranetics ||nstructions

SightRail for Use

Manual Dilator Sheath

10.
10.1

English / English
DIRECTIONS FOR USE

Procedure Setup
Obtain a thorough patient history, including blood type. Appropriate
blood products should be readily available.
Determine the manufacturer, model number, physical dimensions, and
implant date of the target lead. Perform radiographic evaluation of
position, type and condition of target lead.
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.
Arrange for immediate surgical back-up.
Establish back-up pacing as needed.
Using sterile technique, open the sterile package.
Make available, and open as needed, any other adjunct devices such as
lead locking devices or related accessories.

Clinical Technique

. Surgically expose the proximal end of the target lead(s) and remove the

lead(s) from its/their connections (if connected).
Remove all suture and tie-down materials.

. Cut off all proximal fittings, if present, using clippers or other cutters. It

is important to cut the lead very close to the connector (but past any
crimp joints) leaving as long a portion of the target lead to work with as
possible. Avoid closing off the interior lumen (or coil) of the lead when
cutting it.

. Advance a lead locking device down the lead lumen as distal as possible

and deploy the locking mechanism.

Unless the lead exterior is damaged, degraded or too thin, tie a suture at
the proximal end of the lead to use as a traction element (the suture may
be attached to the proximal portion of a lead

locking device).

For an active fixation lead, attempt to unscrew the lead fixation
mechanism via counterclockwise rotation by rotating the lead (and lead
locking device, if used) counterclockwise.

. Gently apply traction to the lead to determine if it is still engaged in

tissue. If the lead is sufficiently free of binding tissue, gently pull on the
lead locking device (if used) and lead to remove it.

If the lead is not removed from the vessel with gentle pulling, dilator
sheaths (or other retrieval devices) may help separate the lead from any
tissue encapsulation by advancing the dilator sheath over the target lead
and any accompanying lead locking device.

. The SightRail Manual Dilator Sheath set is assembled by inserting the

inner sheath into the proximal end of the outer sheath until it appears
beyond the distal end of the outer sheath. The SightRail Manual

Dilator Sheaths may be advanced in alternating, telescoping fashion to
progressively dilate tissue along the length of the lead. Alternatively, the
inner or outer sheath can be used independently.

Exterior markings on the SightRail Manual Dilator Sheath may be used
to aid in identification of the approximate beveled tip orientation and
relative position of the inner and outer sheaths. Always use fluoroscopic
monitoring when manipulating the sheaths within the vascular system.

. Always maintain adequate tension and coaxial alignment on the lead

to support the maneuvering of dilator sheaths to properly guide them
within the patient anatomy.

With too little tension, the sheaths may damage the vein. Too much
tension may cause a myocardial avulsion. The size of the dilator sheath
should be large enough that the sheath can be advanced over the lead
without causing the lead to buckle or its exterior jacket to distort, but the
sheath should not be overly loose.

Rotating the sheath(s) during advancement may facilitate progress
through resistant scar tissue.

. For cardiac leads, if the lead has not been freed by the time the dilator

sheath nears the myocardial lead fixation point, position the sheath end
against the myocardium. Countertraction may be applied to dilate the
remaining tissue at the lead tip. This is accomplished by holding the
dilator sheath about one centimeter from the myocardium while steadily
and gently applying tension to the lead. Rotation of the sheath may help
dilate remaining tissue at the lead tip. The blunt end of the outer sheath
may be used as an alternative countertraction platform.

. When all binding tissue surrounding the target lead has been successfully

dilated, the lead may slide freely out of the body with applied traction.

. Once a lead is removed from the patient, the sheath may then be used as

a conduit for a guidewire to facilitate the implantation of a new lead.

. At the completion of the extraction procedure, withdraw the SightRail

Manual Dilator Sheath(s) from the patient and dispose of the product
according to local biological handling and disposal procedures.
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11. MANUFACTURER’S LIMITED WARRANTY
Manufacturer warrants that SightRail Manual Dilator Sheaths are 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 SightRail Manual Dilator Sheath.
Manufacturer will not be liable for any incidental, special, or consequential
damages resulting from use of the SightRail Manual Dilator Sheath. Damage
to the SightRail Manual Dilator 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 FORA
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 SYMBOLS

Quantity

Inner Sheath Minimum Inner Diameter

Inner Sheath Maximum Outer Diameter

Inner Sheath Length

Outer Sheath Minimum Inner Diameter

Outer Sheath Maximum Outer Diameter

Outer Sheath Length

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

Importer

Size

Long
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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 develog of the Sigt il
Standard/Norm and Date Title
Biocompatil

1SO 10993-1 Biological evaluation of medical de-
vices — 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

EN ISO 10555-1 Sterile, single-use intravascular cath-
eters — 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 con-
trolled environments - Part 2: Speci-
fication for testing and monitoring
to prove continued compliance with

1SO 14644-1.

Labeling:

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

EN 980 Graphical symbols for use in label-
ing of Medical Devices.

EN 1041 Information supplied by the manu-
facturer with medical devices

1SO 15223 Medical devices Symbols to be used

with medical device labels, labeling
and information to be supplied

Packaging:

EN1SO 11607-1 Packaging for terminally sterilized
medical devices - Part 1: Require-
ments for materials, sterile barrier
systems and packaging systems

EN1SO 11607-2 Packaging for terminally sterilized
medical devices - Part 2: Validation
requirements for forming, sealing

and assembly processes

1SO 780: 1997 Packaging - Pictorial marking for
handling of goods

Quality:

EN ISO 13485 Medical devices — Quality manage-

ment 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: Require-
ments for development, validation
and routine control of a sterilization
process for medical devices
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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 manage-
ment of medical waste class B according to SanPiN 2.1.7.2790-10.
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BHumaHme! B cootBeTcTBUM € depef patenbcrsom CLUA
npopaxa 3Toro ycTpoiicTea pasp p VnK no nx
1. OMUCAHME YCTPOUCTBA
B KOMM/IEKT pacLUVpUTENbHOTO KaTeTepa /1A Py4YHOro nosuLoHnposaxua SightRail
BXOAVIT BHYTPEHHWIA 1 BHELLHWIA KaTeTep 13 NOSIMMEPHOTO MaTepuana, KoTopble
MOXHO VCMO/b30BaTb OTAE/BHO WAV KaK TeNECKOMMUECKylo cucTemy. Ha KoHLiax
BHYTPEHHErO KaTeTepa PacrooMeHb! CKOLIEHHbIE KOHUMKU. OfUH KOHeL| BHeLLHero
KaTeTepa CKOLLeH, Ha APYroil ABNAETCA TYNOKOHeuHbIM. Cu. puc. 1.

TYMOKOHEUHbIA CKOLLIEHHbI
N 7
BHYTPEHHMIA \{ 2 3 BHELIHMA \<
PucyHok 1. Qop pacwmpn KaTeTepoB ANA Py4HOro
SightRail

P g

HaHeceHHble CHapy»1 OTMETKM B BLAE MOJIOC COBMaatoT CO CKOLLEHHbIMW KOHYMKaMU
W NO3BONAIOT BU3YasibHO ONpeAennTb OpPUEHTALIO KaTeTepa. OtmeTku B BUAE
CTPE/IOK Ha BHYTPEHHeM KaTeTepe yKa3biBaeT Ha 06nacTb 1 B3aUMHoe pacrnonoxeHvne
KOHUYMNKOB BHYTPEHHENO 1 BHELLHEro KateTepos. m. pwc. 2.

| et

BHYTPEHHUI

Rl e £
OBJIACTb MONOCKA
COBMELLEHMA ANA OPUEHTUPOBAHUA

PucyHoK 2. OTMeTKM Ha pacluMpUTeNbHbIX KaTeTepax AnsA Ppy4HOro nosu-
uuoHuposaHua SightRail

Pasmep KaTeTepoB 13 KOMMEKTa TakxXe yKa3aH Ha BHyTPeHHeM KaTeTepe.
[locTynHbl HECKOIbKO BapWaHTOB MameTpa 1 INNHbI, KOTOpble yKasaHbl

B Tabnuue 1.

Wcnonb3oBaHue ¢ Apyrumu ycTponicTBamu

PaclumpuTenbHbIi KaTeTep AnA PyYHOTO NO3MLMOHNPOBAHNA MOXET
MCMOMb30BaTbCA COBMECTHO C YCTPOWMCTBOM [N1A 3aMblkaHuA anekTpopaa (LLD)
KomnaHuu Spectranetics. Cobniogaiite IHCTpYKLWM NO NpUMeHeHwo Ans
[IPYrUX NCMONb3yeMbIX YCTPOCTB.

B 1np ] bl PaCLIMPUTENbHBIX KaTeETEPOB U3
KOMMJIeKTa AnA py4HOro nosuumoHnposaHua SightRail.

1. M np Pbl pacluIMpUTENIbHbIX KaTeTepos n3
KOMNneKTa AnsA py4yHoro p Sigt il
Mopenb Pasmep (AOTIE BW""“‘::‘)
550-008 8,5 dpeHua 43/33
550-010 10 dppeHyein 43/33
550-011 11,5 ppeHua 43/33
550-013 13 ppeHuen 43/33
555-508 8,5 dpeHya, ANNHHbIN 51/41
555-510 10 dpeHuen, ANHHbIN 51/41
555-511 11,5 ¢ppeHya, ANVHHDIA 51/41
555-513 13 dpeHuen, ANNHHbIN 51/41

2. MOKA3AHUA K MPUMEHEHUIO

PaclumpuTenbHblii KaTeTep AnA py4YHOro no3nuymnonnposaxus SightRail

npeHasHayeH 11A YPECKOXHOTO PaclUMPeHNA TKaHel C Lienbio obneryeHna

yAaneHusa SnekTpofoB ANA KapANOCTUMYNALIM 13 TeNa NaLueHTa.

3. NMPOTUBOMOKA3AHUA

06 13BeCTHbIX NPOTVBOMOKa3aHKAX He coobulaeTcs.

4. NPEAYNPEXAEHUA

« PacwwuputenbHble KaTeTepbl 1A PyYHOro no3uuuoHnposaHua SightRail

[IONMKHbI NCMONb30BaTbCA B yUPEXAEHNAX C BO3MOXHOCTbIO NPOBeAeHNA
KapavioTopakasbHbIX onepaLuii cneumanicTam, obnagaoLmmm onbITom
yAaneHus sneKTpoaos 1 paboTbl C TaKUMK yCTpoiicTBamu. B yupexaeHnn
[IOMXKHbI NPUCYTCTBOBATb U NPUMEHATLCA Ha NPAKTHKE MPOTOKObI MO
npodunakTke n 0 0CJ10; 7. [ina pocTi y
Pe3ynbTaToB HaCTOATENIbHO PEKOMEH/lYeTCA NPUAEPXNBaTbLCA
VIHCTPYKLMI ANA 3NeKTPOAOB ANA KapAOCTUMYNALIMK, BbINYLLEHHbIX
O6wecTBom putma cepaua (Heart Rhythm Society’, HRS) u Esponetickoit
accouvayuen HapyleHnin putma cepgua (European Heart Rhythm
Association?, EHRA).
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6.

Russian / Pycckuin a3bik
Mpu pa6oTe ¢ pacluMpuTeNbHBIMI KaTeTepamit INIA PYYHOTO
nosuynonnposanua 3AMPELLAETCA BBoAnTb B KaTeTep cpasy
HECKONbKO 31eKTPO/I0B. ITO MOXET NPUBECTU K CePbe3HbIM TpaBMam
COCYA0B, BKNIOYaA pa3pbiB BEHO3HbIX CTEHOK, B C/ly4ae KOTOPOro
TpebyeTca Xupypruyeckan PeKOHCTPYKLUMA.
Bo Bpemsa NpoaBMXKEeHNA BHYTPEHHErO UK BHELHEro paclunpuTenbHOro
KaTeTepa [i/18 PyYHOro NO3MLMOHNPOBaHNA TAHYTb YAaNnAemblil SNeKTPoA
Heo6X0AMMO C COOTBETCTBYIOLMM yCUanem.
3AMPELWAETCA pacnonaraTb KOHUMKM pacluMpUTENbHbIX KaTeTepoB Ana
pyuHoro nosuymornposarua SightRail B mecte coeanHeHna BepxHen
MooV BeHbI C npasbiMm Npeacepanem, Tak Kak 3T0 MOXeT NpusecTn
K MOBPEX/IEHMI0 YyBCTBUTENbHO 06N1acTy BO Bpema nocneayiolmx
npoueayp (Hanpumep, BO BpeMa nepemeLeHIA BHELWHEro Katetepa unu
YCTaHOBKU HOBOTO 3/1eKTPOAa).

MEPbI MPEAOCTOPOXXHOCTU
70 yCTPOIACTBO 3anpeLaeTca NOBTOPHO CTEPUNN30BaTb UM MOBTOPHO
MCMonb30BaTh, NOCKONbKY Takne AeiCTBIA MOTyT HeraTVBHO NOBANATL
Ha XapaKTepUCTUKM YCTPOCTBA 1 (MNK) NOBBICUTH PUCK NEePEeKPeCcTHOro
3af BBUAY Jil /i NOBTOPHOW 06paboTKN.
MOBTOPHOE UCMONb30BaHVE 3TOrO OAAHOPA30BOr0 YCTPOICTBA MOXeET
npueecTn K CEphe3HOIﬁ TpaBMe nnn CMepTu NauneHTa, a TakXxe ABNAeTCA
OCHOBaHWeM ANA OTMEHbI rapaHTUn NPoOn3BOAUTENA.
3anpellaeTca U3MEHATb UCXOAHOE COCTOAHME KaTeTepa
nepea ncnosb3oBaHneMm.
I'Iepemeu.(arb paCLLIIApMTeanbIIZ KareTep AnAa py4yHoro
nosuyuoHnpoBaHua SightRail nocne ero BBefeHNA B Teno naumeHTa
HEO6XOF[I/IMO TONbKO NpU OAHOBPEMEHHOM PEHTIEHOCKONNYeCKOM
KOHTPOJIe C MOMOLLbI0 PEHTTeHONOrYeckoro obopyaoBaHus,
obecrneunBaloLLero BbICOKOe KauecTBo 1306paxeHuit.
Mepen npoBeseHViem NpoLieaypbl OLieHUTe GpUsnyeckne pasmeps
SNeKTpoAa 1 CONOCTaBbTe UX C XapakTePUCTUKaMK paclumpuTenbHOro
KaTtetepa, 4TOGbI onpeaenntb NX COBMeCTUMOCTb.
B cnyyvae Bbl60p0‘-lH0|’0 YAaneHna s3nNeKTpoaos C HaMepeHnem oCTaBuUTb
HETPOHYTbIM OANH NN HECKOIbKO MMNIaHTUPOBAHHbIX 3N1€KTPOA0B
ana NOCTOAHHON KapAnoCTUMynALUN HeN3BieYeHHble 31eKTPpOoAb!
BnocneacTsun HEO6XOFWIMO npoBepuTb, 4TOGbI yGQF[I/ITbCil B TOM, 4TO OHU
He 6binn nospexeHbl nnn cmelleHbl B Xoae npoueaypbl.
Wcnonb3yiite Hagnexalume METOANKN ANA NPOABUXKEHUA
pacwmnpuUTeNbHbIX KaTeTepos. COXpaHﬂI;ITe HeOﬁXOF[VIMOe HaTAXeHune
1 COOCHOE PaCMoNOXeHNEe OTHOCUTENbHO INEKTPOAa, YTO NO3BONUT
CBECTN K MUHUMYMY PUCK MNOBPEXAEHNA CTEHOK COCyAa Un CTPYKTYPHbIX
noBpexnaeHuii cepaua.
Ecnn 6e3onacHomy npo 0 pacLumpu KaTeTepoB MeLaloT
ype3mepHble pUOPO3HbIE paspacTaHnsA UM ouary Kanbumdukayum,
HEO6XOF[I/IMO ﬂpMﬁeI’HyTb KanbTepHaTuBHOMY nogxoay.
BO3IJ€VICTBI/IE Ha pacwuvpwuTesibHble KaTeTepbl YpesMepHbIM ycunmnem
MOXET NPUBECTY K NMOBPEX/AEHIIO COCY/I0B, B Cllyyae KOTOporo Tpebyetcs
IKCTPEHHOE XMPYPruyeckoe BOCCTaHOBNEHNE.
B cnyyae nonomkm 3nekTpoaa HeO6Xo[MMO OnpeaenuTb, Kakue
dparmeHTbI CrieayeT nssneub.
B cny4vae pa3BuUTUA TMNOTEH3UU BbINONHUTE 6blCprl0 OUEHKY COCTOAHUSA;
npumMeHuTe neYyeHne B COOTBETCTBUU C YCTAHOBIEHHbIM MOPAAKOM.
nOCKOﬂbe TEXHONOrMNA N3roToBNIEHUA SNEKTPOAOB pa3BmnBaeTCca
6bICTPO, 3TO YCTPONCTBO MOXET HE NOAXOANTD ANA PaCLIMPEHUA TKaHen
BOKpPYr 3/1eKTPOL0B BCEX TUMOB. B cny4vae BO3HNKHOBEHMA BONPOCOB
VK OMaceHNii OTHOCUTENbHO COBMECTUMOCTM 3TOMO YCTPONCTBA C
KOHKPETHbIMU 3NeKTPpOoAamMu, O6paTMT9Cb K NpoOu3BOAUTENIO SNEKTpoAa.
He taHuTe 3a SNEeKTPOoA, MOCKOJIbKY OH MOXET PacTAHYTbCA,
[nehOPMMPOBATLCA UAN CIOMATLCA, YTO 3aTPYAHWT NOCNeAyloLLiee yaaneHwe.
ﬂospe)«nenme SNEKTPOoAa MOXET NoMeLaTb NPOXOXAEHUIO yCTpOI;ICTBa
ANA 3aMblKaHWA 3N1eKTpOoAa Yepes NpoCBeT n (vmm) 3aTpyAHUTb
pacwuperune prnbpo3HON TKaHW.
I'Ipm n3BnevyeHun anekTpoga ana MOCTOAHHOW Kapaunoctumynauymn
cnefgyeTt NOMHUTBL O TOM, YTO B C/ly4ae ero CaMonpou3BosibHOro
BblCBOGO)KF[eHI/Iﬂ B X0oAe npoueaypbl U3BeYeHns, KOHYUK 3n1eKTpoaa
MOXeT 3aCTPATb B BerHeIZ COCyAMCTOﬁ ceTtn. Yacto pacwupuTesnibHble
KaTeTepbl, KOTOPble AOBOAAT NO v mepe Ao 6 Ol1 BEHbl,
MCMONb3YIOT ANA N3BNEYEHNA KOHYMKA SNeKTpogaa Yepe3 GprbposHyio
TKaHb B MeCTe BXOAa B BEHY BO n36exaHvie BEHOTOMUW.
Ecnu nocne ycnewHoro npoasuXeHna B Havane npoueaypbl
paCLLII/IpI/ITeJ'IbeII;I KateTep He yaaeTcA BBeCT Aanblue unv seegeHne
3aTpyAHEHO, N0 OAHOMY U3BNEKUTE KaTeTePbl N OCMOTPUTE UX KOHUYNKW.
Ecnu KoHUMK BHYTpeHHero KateTepa AepOopMUpPOBaH VN N3HOLEH,
VCNONb3yiiTe IPYroi KOHYMK. TakxKe AnA NPOAO/IKeHUA npoLieaypbl
MO>HO MCNONb30BaTb HOBbIV KOMMAEKT KaTeTepos.
Mpopaguran Katetep BOKpYr n3rvuba, cnefute 3a opueHTauueil ero
CKOLWEHHOro KoOH4YunKa.
BO3MO>KHbIE HEXXEJIATEJIbHbIE AABEHUA

K BO3MOXHbIM , Cl c npoueaypou
BHYTPVCOCYAUCTOrO yfjaneHuns 3NeKTPOA0B, OTHOCATCA ClefytoLme (Kak npasuno,
NepeunNCATCA B NOPAAKE YCUNEHIA BO3MOXHOTO 3ddeKTa):

CMeLLeHVe NN NOBPeXAeHNe INeKTPoza, KOTOPbIN He NOANeXUT
n3BneYvYeHunio;

rematoma B 061acTV rpyaHON CTEHKU;

Tpom603;

HapyLeHnA cepAeyHoro putma;

6akTepnemns;

rMNOTeH3uA;

NHEeBMOTOPaKC;

nepemetyeHne GpparmeHTa 31eKTpoaa;
nepemelleHne paspactaHuil TKaHel OT INeKTPoAa;
3M60NNA NEroYHoN apTepuu;
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+  pa3spbiBbl UM PACCTIOEHNA COCYANCTBIX CTPYKTYP WU MUOKAPAa;
+ remonepuKapa;
+  CAaBnvBaHVe cepaua;
+  TeMOTOpaKC;
« VHCYnbT;
+  CMepTb.
7. WHAVBUAYATbHBIA NOAXOA K JIEYEHUIO
HeobxoanMo B3BeCUTb OTHOCUTENbHbIE PUCKN 1 NPenMyLecTBa Npoleayp
yAaneHus BHyTPUCOCYAUCTOrO INEKTPOAA, 0CO6EHHO B NepeuncieHHbIX
HUXe Cnyyvanx:
+  ynaneHue 3neKTPOAOB NMMaHTVPYeMOro KapavioBepTep-aedubpunnatopa c
[IBMA Civipanamu;
+  y;anAaemblil SNeKTPOA MeET OCTPbIi U3rub 1N Ha HeM eCTb Criefibl Pa3pyLLEHIS;
*+ LeNoCTHOCTb U30NALMI SNEKTPO/ja HapyLLIEeHa, YTO BbI3bIBaeT onaceHna
BO3HMKHOBEHIA SMBONNI NIErOYHON apTepnK;
+  paspacTaHuA TKaHeil NPUCOeAVHEHbI HEMOCPEACTBEHHO K KOPYCY SNeKTpoza.
8. ®OPMA BbINMYCKA
8.1. Crepunusauusa
«  TonbKo ANA 0fHOPa30BOro NPYMEHEHWS; 3anpeLLaeTcA NOBTOPHO
CTepUIN30BaThb NI NOBTOPHO NCMOb30BaTb.
«  DTO yCTPOWCTBO NPOLLNO CTEPUNN3ALNIO STUNEHOKCUAOM U
NOCTaBNAETCA CTEPUNIbHbIM.
«  AnuporeHHo.
«  CTepunbHOCTb rapaHTUPYeTCA NPU YCNIOBUK, YTO YNAKOBKA He BCKPbITa U
He noBpexpeHa.
8.2. TpaHcnopTupoBKa U XpaHeHne
Bepeub oT Bnaru. XpaHuTb B NpoxnagHom cyxom mecte. He gonyckatb
nonagaHuA NPAMOro CONIHEYHOro CBeTa U BO3AECTBUA BbICOKNX
Temnepartyp (cBbiwe 60 °C unu 140 °F).
8.3. OcmoTp nepea NCnonb3oBaHnemM
+  [epep ncnonb3oBaHneM HEOHXOAMMO NPOBECTU BU3YasibHbIN OCMOTP
CTePUNbHON YNaKOBKM 1 YJOCTOBEPUTLCA B LIENIOCTHOCTY MIOM6.
KaTeTtepbl HEOGXOAMMO TujaTeNIbHO OCMOTPETb 1 Y6eANTLCA B OTCYTCTBIN
AedpeKToB Unu noBpexaeHnit. He ncnonb3yiite KateTepbl, €CNN Ha HUX
MMeIoTCA ABHbIE AePEKTbl NN UCTEK CPOK FOAHOCTU. 3anpellaeTca
1CNoNb30BaTh NOBPEXAEHHOE NN HeHaMePEHHO BCKPbITOe U3zienvie.

9. COBMECTUMOCTb

WHpopmauma ana onpeaeneHns COBMECTUMOCTY PaclUMPUTENbHOTO KateTepa
ANA pyyHoro nosuuvoHnposanua SightRail no pasmepy npuseaexa 8 tabnuue 1.
10.  YKA3AHUA NO NPUMEHEHUIO

10.1. MoAroToBKa K BbINOMHEHWMIO NpoLeaypbl

+  CoGepuTe NonHyo UcTopuio 60Ne3HN NayneHTa, B TOM YnCne AaHHble
o rpynne Kposw. Heo6xoarMO NoAroToBMTL COOTBETCTBYIOLLVE
npenaparbl KpOBY.

+  Onpepgenvite NPOV3BOAUTENS, HOMEP MOAENW 1 ATy MMNIAHTALMM SNEKTPOAa.
MpoBepavTe papvorpaduyeckyio OLEHKY NONOKEHUA SNEKTPOA], €r0
COCTOAHVIA U TUMa.

« [poBoawnTe Npoueaypy B NPoLeaypPHOI KOMHaTe, OCHALEHHON
COBPEMEHHbIM PEHTIeHOCKOMUYECKUM 060pyAOBaHEM,
KapavocTumynaTopamu, 4edpnbpunnatopamm n Habopom NHCTPYMEHTOB
[INA TOPAKOTOMUY 1 NPOKONa NeprKapaa.

« [oparoToBbTe N HaKpPONTE rPYAHON OTAEN NaLUeHTa XMpPypPrvyeckon
NPOCTbIHEN ANA BO3MOXHON TOPAKOTOMMN.

+  Cpenaiite BCe NPUrOTOBSIEHNA A1 HEMEJ/IEHHOTO XV PYPrUECKOro BMeLLaTeNbCTBa.

+  [Npu HEOBXOAUMOCTY YCTAHOBWTE 3aNacHO KapANOCTUMYIATOP.

+  OTKpoViTe CTepunbHyIO yakoBKy, Cobnioaan Mepbl obecreyeHns CTepUIbHOCTU.

+  O6ecneybTe JOCTYN ¥ NPW HEOGXOANMOCTI OTKPOIATE NtobbIe ApyrUe
BCNOMOraTesibHble YCTPONCTBA, Takne KaK yCTPOMCTBa ANA 3amMblKaHNA
3NeKTPOAA UNM HeOBXoAMMbIE ANA NPOLEAYPbI MPUHAANEKHOCTU.

10.2. KnuHunueckaa metoguka

1. Xupypruyeckum nytem obHaxuTe NpoKci 1 KOHeL| yA; X
3N1EKTPOAOB U OTCOEAMHNTE MX (€CNIN UMEETCA NOAKIOUEHNE).

2. Ypanute BCe WOBHbIE U GUKCUPYIOLME MaTepranbl.

3. Orpexbre Bce NPOKCMMAanbHbIE KPenyieHus, eC/v OHW €CTb, UCNONb3yA Kycaukin
WV Apyrvie pexyLyve MHCTPYMEHTbI. BaxHO obpesaTb 3neKTpoz oueHb 6113ko
K COBAVHUTENBHO MydTe (HO MUHYA OBGXIMHbIE COEAVHEHIS), OCTaBNAS
ANA paboTbl Kak MOXHO 605ee ANVIHHYIO YaCTb YAANAEMOro NeKTPoAa.

Mpw 0b6pe3aHumn nsberaiite NepPeKPbITIA BHYTPEHHEro NpocseTa (vnu
BHYTPEHHEro CNMPabHOro NPOBOAHIKA) SNeKTPOAA.

4. TMpopsuraiite yCTPOCTBO ANA 3aMblKaHWA INEKTPOAA NO NPOCBETY Kak
MOXHO Aanblue B ANCTaNbHOM HanpaBieHun 1 NpuBeanTe GUKCUpyoWmUin
MexaHu3Mm B pabouee NonoxeHue.

5. Ecnu Ha anekTpoae OTCYTCTBYIOT BHELWHWE NPU3HaKK NOBPEXAEHWU nnn
NCTOHYEHUA, Ha NPOKCUMANbHOM KOHLE 2NeKTPOoAa 3aKpennTe HUTb,
4TO6bI UCNOMB30BATH €€ B KauecTse TPAKUMOHHOrO 31eMeHTa (HI/ITb
MOXHO NPUKPENUTL K NPOKCUManbHOM YacTh yCTPOUCTBa
ANA 3aMblKaHWA 31eKTPOoAA).

6. [InA 3neKTPOAOB aKTUBHOW GUKCALMM NOMbITANTECH OTBUHTUTH MEXaHN3M
duKcaumv 3neKTpoaa, Bpalyan 3NeKTPoz (M yCTPONCTBO ANA 3aMblKaHUA
3M1eKTPOAA, €CAIN NCMOSIb3YETCA) NPOTUB YaCOBOW CTPENKN.

7. AKKypaTHO NOTAHUTE SNEKTPOA, YTOObI OLEHUTL €ro KpenneHne K TKaHAM.
Ecnu okpyxaloLive ero TkaHe NpuKpennieHbl K SNeKTpoay HennoTHO,
OCTOPOXHO MOTAHMTE 3a YCTPOWCTBO ANA 3aMbIKaHUA 31eKTPoAa
(ecnn ncnonb3yeTcs) 1 3NeKTPOA ANA €ro U3BNEUEHUA.

8. Ecnu npu ocTpoXKHOM BbITArMBaHWUM U3BEUb SN1EKTPOA U3 coCyaa He
YAAETCA, ANA OTAENEHUA OT MI0ObIX TKAHEN, MHKANCYNPYIOLLNX SNeKTPOA,
MOXHO MCNOMb30BaTb PacLUMPUTENbHBIN KaTeTep, NPoABUras ero noBepx
V3BNIEKAEMOrO 3M1eKTPoza 1 N0BOro YCTaHOBNEHHOTO YCTPOWCTBA ANA
3aMmblKaHMA INeKTpoAa.
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9. CGOpKa KOMMNNeKTa paclumpuUTeNbHOro Katetepa ana py4yHoro
nosuumoHunposaxua SightRail ocyliectBnAeTca NnocpeacTBOM BCTaBKN
BHYTPEHHero Karetepa B I'IpOKCVIMaﬂbeII;I KOHeLl BHeLHero Karetepa Ao 1ex
nop, NOKa OH He NOABUTBLCA U3 ANCTa/IbHOMO KOHYNKa BHELWWHEro Katetepa.
I'Ipoqsmra'rb pacwmpuTenbHble KateTepbl 4N1A PYYHOro NO3NUMOHNPOBaHUA
SightRail MOXXHO anbTepHATUBHbBIM, TENECKONUYECKVM CIOCOBOM, KOrAa TKaHu,
pacnonaratowmecs no BCel ANVHE 3NeKTPOoAa, PaCLUMPAIOT NOCTENEHHO.
,ﬂpyl’aﬂ BO3MOXHOCTb NpeaycMmaTpueaeT UCNosib3oBaHne BHYTPEHHEro n
BHELWHEero KateTepos OTAENbHO.

OTMETKY Ha BHeLUHeli NOBEPXHOCTY PaCLUMPUTENBHOTO KaTeTepa 1A PyYHOro
nosuumoHvposanus SightRail MOXHO ncnonb3oBaTh Ans onpeaeneHns
NPUBNN3UTENBHOM OPUEHTALIMM CKOLLIEHHOTO KOHUKA 1 PacroNoXeHua
BHYTPEHHETO 1 BHELLHEro KaTeTepoB OTHOCUTENbHO ApYr Apyra. Bce peicteus
C HaXOAALMMWCA B BeHax KaTeTepamn Heo6XoarMO KOHTPONMPOBaTL
nocpeCTBOM PEHTFEHOCKONUN.

10. Bcerpa coxpaHsiite HeO6X0AVMOE HaTAXEHE I COOCHOEe PacronoXeHne
OTHOCUTENbHO 3NeKTpoAa AnA obecneyeHns Haanexalero
MaHeBPUPOBaHUA PaCLUMPUTENbHbIX KaTeTepOB 1 NPOABUXEHNA UX B
Tene nauveHTa.

Korpa ypoBeHb HaTAXeHUA CINWKOM HU3KUIA, KaTeTepbl MOryT
nospeanTb BeHbl. CINLIKOM CUNbHOE HaTAXeHNe MOXeT NPBecTu

K aByNbCUM MUOKapAa. PaclumpuTenbHblii Katetep fO/mKeH 6biTb
[10CTaTOYHO 6ONbLIOTrO pa3mepa, YTo6bl ero MOXHO 6biIo NepemellaTh
noBepx 3NeKTPO/a, He n3rnbas ero n He AepOPMUPYA BHELLHIOD
060/104KY, HO TaKe PacLUMpPUTENbHbIN KaTeTep He AOMKeH ObiTb
CANLIKOM 60NbLINM.

Bpau.leHme KaTeTepos BO BpemA BBEAEHUA MOXET obneruntb npouecc
NPOXOXAeHNA Yepes NNOTHbIe paspacTaHnAa ¢I/I6p03HOIh TKaHW.

11. B cnyvae aneKTpoaos ANA KapAVOCTUMYNALINK, €CIN K MOMEHTY
NpnBAVXKeHUA PaClIMPUTENBHOTO KaTeTepa K TOUKe dpuKcaLmmn anekTpoaa
K MUOKap/y 3NeKTPo/ He yianocb 0CBO6OANTb, PacnoNoXmUTe KOHUUK
KaTeTepa HanpoTMB M1oKapya. [INA pacluvpeHna oCTaBLIeca Ha
KOHUMKe dNeKTPO/a TKaH! MOXKHO NPUGErHYTh K NPOTUBOBbITAXEHNIO.
MpPOTUBOBLITAXEHWE JOCTUTAETCA NYTeM yAEPKUBAHUA PaCIINPUTENBHOTO
KaTeTepa Ha pPacCTOAHWUM NPUBNN3NTENBHO OJHOTO CaHTUMEeTpa OT
MWOKap/a, NPy 3TOM 3N1eKTPO/ MOCTEMEHHO N OCTOPOXKHO TAHYT.
BpalieHve KaTeTepa npu 3TOM MOXeT MOMOUb PaclUMPUTL OCTaBLUYIOCA
B 06NacTV KOHYMKa 3NeKTPO/a TKaHb. B KauecTse anbTepHaTVBbI ANA
NPOTUBOBBITAXEHA MOXET UCMOMNb30BATHCA MPUTYNNEHHbIN KOHeL|
BHELLHero KateTepa.

12. MNpu ycnewHom pacluvpeHnm Bcex NAOTHO OKPYXKaloLyX U3BneKaemblii
3NEKTPOA TKaHel SNeKTPo/ MOXeET 6bITb CBOGO/IHO N3BNEYEH 13 Tena
nauneHTa C NpUMeHeHnem Tpakuun.

13. MNocne nssneyeHnA aneKTpoaa U3 Tena NaumneHTa Katetep MOXHO
1Cnonb3oBaTh B KauecTse KaHana Ana NpoBOAHNKa, 4To obneryaer
MMNNaHTaLMIo HOBOTO 31eKTPoAa.

. Mo 3aBepLueHn NpoLieaypbl IKCTPAKLMMN U3BNEKUTE paclivpuUTeNbHble
KaTeTepbl 1A PyYHOro nosuuyuonnposanusa SightRail n3 Tena nauvenTa n
YTUNU3NPYITE UX B COOTBETCTBIM C PErvoHaNnbHbIM 3aKOHOAATeNbCTBOM
no o6paboTke 1 yTunn3aumm 6UONOrNYecKkrnx OTXOA0B.

S
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11.  OFPAHUYEHHAA TAPAHTUA NPOU3BOAUTENA

lMpousBoauTeNb rapaHTUPYeT OTCYTCTBYE Y PACLUMPUTENbHBIX KAaTeTepoB /1A
pyuHoro nosuumonnposaxua SightRail aedekTos mateprana v nsrotoBneHus npu
YCTI0BUM MCMONb30BaHMA [0 YKa3aHHOTO CPOKa FOAHOCTY, a TakXKe MpY YCIIoBUM
BCKPbITUA HEMOBPEXAEHHOI YNAKOBKMN HEMOCPEACTBEHHO Nepes UCTONb30BaHNEM.
OTBETCTBEHHOCTb NPOU3BOANTENA MO STON rapaHTUN OrPaHNYMNBAETCA 3aMeHO
YNV BO3MELLIEHNEM CTOMMOCTY MOKYMKM N060ro pacLuMpuUTeNnbHOro Katetepa
ANA pyyHoro nosuyunonunposanus SightRail ¢ gedpexktom. Mpoussogutens He
HeceT OTBETCTBEHHOCTM 3a Nto6OI CyyYaiiHbli, GaKTUYECKUI MU KOCBEHHbIN
ylep6, BO3HWKLINII B pe3ynbTaTe NCMOsb30BaHNA PaCLUNPUTENIbHOTO KaTeTepa
ANA pyYHoro nosuyunonunposanus SightRail. MospexaeHve paclumputenbHoro
KaTeTepa AnA pyyHoOro nosuumonnposaxua SightRail B pesynbrate HenpasunbHOro
CMONb30BaHWA, BHECEHUA 7, Henp: 070 Xpi , 06paLLy wm
106OrO APYroro HapyLLEeHNsA HAaCTOALLWX VIHCTPYKLVM MO NPUMEHEHNIO aHHYIMPYeT
HacToALLyto orpaHunyeHHyio rapandtuio. HACTOALLAA OFPAHUYEHHAA
TAPAHTUA B ABHOW ®OPME 3AMEHAET BCE IPYTUE TAPAHTUU, ABHbIE
W NOAPA3YMEBAEMbIE, BKJTIOYAA NMOAPA3YMEBAEMYIO TAPAHTUIO
TOBAPHOIO COCTOAHUA WA NPUFOAHOCTU AN1A KOHKPETHOW LIENW.
Hu ogHO dursnyeckoe Nnu IPUANYECKO. INLIO, B TOM YNC/E YNIONHOMOYEHHBIN
npeacTaBuTeNb WU TOPrOBbIN NOCPEAHUK NPON3BOANTENA HE MeeT
NONHOMOYUI MPOANIEBATL UMM PACWUMPATD 3TY OrPAHUYEHHYIO rapaHTuio, 1
N06an yMbllAEHHAA NOMbITKa CAeNaTh 3TO He GyAeT UMETb UCKOBYIO CUITY
NpOTVB NPON3BOANTENS.
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12. HECTAHAAPTHbIE CUMBOJIbI

Quantity

Konnuectso ary

Inner Sheath Minimum Inner Diameter
MUHVManbHbI BHYTPEHHUIA AMAaMETP BHYTPEHHEro KaTeTepa

Inner Sheath Maximum Outer Diameter
MakcrManbHbI Hapy»KHbI inaMeTp BHYTPEHHEro KaTeTepa

Inner Sheath Length F
JlHa BHyTpeHHero katetepa

s

Outer Sheath Minimum Inner Diameter @

MWHVManbHbI BHYTPEHHNI ANAMETP BHELLHEro KaTeTepa

Outer Sheath Maximum Outer Diameter
MaKc1ManbHbIi Hapy»KHbI AMAMETP BHELHEro KateTepa

Outer Sheath Length I_ _I
[InvHa BHeLIHero KaTeTepa

Caution: Federal (USA) law restricts this device to sale

by or on the order of a physician.

BHumaHue! B cootBeTcTBUN C hefepanbHbIM
3aKkoHogatenbcteom CLUA npopgaxa 3Toro yctponcraa

paspelueHa TONbKO Bpayam UMu Mo 1X 3aKasy.

Importer @
Mmnoptep

Size

Pasvep

Long
[nuHa
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13. lpuMeHuMble cTaHAAPTbI
MpoeKT1pPOBaHMe 3TOro YCTPONCTBA BbINOIHEHO B COOTBETCTBUM CO CTaHAapTa-
MW, yKazaHHbIMM B Tabnuue 13.1.

13.1.C I K npw pasg ycrpoiicrea SightRail.

CTaHAapT / HOPMaTUBHBI AOKY- HanmeHoBaHune

MEeHT, faTa

Buonoruyeckas cOBMeCTUMOCTb:

1SO 10993-1 Buonoruyeckoe oueHnBaHme
MeAVNLMHCKUX YyCTPOoncTB. YacTb 1.
OueHKa uccnenoBaHna

Knunuyeckoe nccneposanue:

ENISO 14155 KnunHuueckoe nccneposaxme
VCMOMNb30BaHNA MeAULIMHCKNX
n3[enuii, NPOBOAKMOE C yyacTem
nopen

KoHcTpykuna:

ANSI Z136.1 Be3onacHoe ncronb3oBaHue nasepos.

EN SO 10555-1 KateTepbl BHyTpucocyaucTble cte-
pubHblE OAHOPA30BOTO UCMOJb30Ba-
HuA. YacTb 1. O6wme TpeboBaHus

US 21 CFR 820 CncTema CTaHAapTOB KayecTBa

Okpyxarowas cpepa:

1SO 14644-1 YucTble MomeLLeHNA 1 CBA3aHHbIE C
HMM KOHTPONMpyemble cpefpl. YacTb 1.
Knaccudukauma unctotbl Bo3ayxa

1SO 14644-2 YuncTble nomelLLeHVA 1 CBA3aHHbIe
C HIMV KOHTPOMMPYeMble Cpefbl.
YacTb 2. TpeboBaHUA K KOHTPONIO 1
MOHWTOPVIHIY ANA NOATBEPXKAEHNA M-
CTOAHHOTO cooTBeTCTBUA ISO 14644-1.

MapkupoBskKa:

EN 556-1 Crepunm3auma MeAVLIMHCKVX N3AENIA.
TpeboBaHMA K MEAVLIMHCKVM M3ennam
¢ 0603HaueHnem CTEPUSIbHO. Tpebo-
BaHUA K MEAULIVHCKIM V3AENNAM, Nof-
NexalLm GUHULLIHON CTePUIM3aLIAN.

EN 980 Mpaduueckne CMMBOSbI, UCMONbB3Y-
emble /1A MapKNPOBKI MeULIVIH-
CKUX 138enunin.

EN 1041 CBefieHns 0 MeAVLUVHCKIX N3Lenusx,
npe/ioCcTaBNAeMble NPoV3BOAUTENEM

1SO 15223 MeguumHckue nsgenvs. CUMBOSbI,
1crnonb3yemble C Haknekamm Ha Me-
L[VLIMHCKNX U3[eNUAX, MapK1POBKa 1
npefocTaBnAemas nHopmauma

YnakoBka:

ENISO 11607-1 YnakoBKa MeAULIMHCKIX N3AenuiA, Nog-
NeXaLyX GUHULLIHON CTepUIM3aLn.
Yactb 1. TpebosaHus K MaTepuranam,
CTepunbHbIM 6apbepHbIM CUCTEMAM 1
YMaKoBOYHbIM CUCTEMaM.

ENISO 11607-2 YnakoBKa MeaULIMHCKIX U3Lenuid, nog-
Nexalyx GUHULLIHOM CTepUIM3aLn.
Yacb 2. TpeboBaHus K Banuaaumn
NpoLieccoB GpOPMOBaHIISA, repmeTi3a-
Lm 1 cGopKu.

1SO 780: 1997 YnakoBka. Mpadumueckrie o603Have-
HYIA, TpUMeHsAeMble Ana 06paboTku
1 XpaHeHNA yNaKkoBOK.

Kauectso:

EN ISO 13485 MeavuuHcKne nspenus.

CuncTembl yripaBneHna KauecTBoMm.

Ynpaenexne puckamm:

EN ISO 14971 MepwvumHckune nsgenusa. MprmeHeHne
CHCTEMbI YNPaBNEHNA PUCKaMU K
MEAULIMHCKM U3AENNAM.

EN 62366 MeguumnHcKkne nsgenuvs.
MpriMeHeHne NpoeKTNpoBaHNA
3KCNAyaTaLVOHHON NPUrOAHOCTY K
MeANLIMHCKM U3fiennam.

Crepununsayms:

ENISO 11135 Crepynusaums MeanLIMHCKON
npogyKuumn. 3tuneHokeua,. Yactsb 1.
TpeboBaHwA K pa3paboTke, BanuaaLmv
N TeKyLLieMy yrpaBfieHuIo NPOLIeccom
CTEPUNN3ALIN MEVILIMHCKVIX U3AENIA.
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PaclumpuTenbHbIN KaTeTep A py4HOro
No3nYMOHNPOBaHNA

Russian / Pycckuin a3bik
14.  Ytunusauua
MpuMeHeHVe 1 yTUAK3aLMIo YCTPOICTBa CleflyeT OCyLLeCTBNATb B COOTBETCTBUM
C 06LEeNPYHATON MEAVLIMHCKON NPAKTUKO 1 JeACTBYIOLLMMUI PErvioHasbHbIMK,
rocyaapCTBeHHbIMN U ¢e,u,epaanb|MV| 3aKOHaM1 1 HOPMATUBHbIMW MONOKEHNAMN.

M3penua MoryT npeAcTaBnATb NOTEHLMAbHYIO 6UONOrMYECKYIo ONacHOCTb
nocne nprMeHeHunA.

B cnyuae nospexaeHns ynakosKku 1 (Mnmn) nocne NcTedeHms cpoka rogHoCTv
v3fenve HeoGXOAMMO YTUU3MPOBATL B COOTBETCTBUM C MPaBuiamMmn 0bpaLyeHns
C MeAnLMHCKUMKM oTxofamu Knacca A cornacHo CanlMuH 2.1.7.2790-10.

Mcnonb3osaHHoe n3genne NoANeXUT yTUAN3aumnn B COOTBETCTBUN C
npasunamm ynpasneHna MeanUMHCKIMM 0Txoaamm knacca B cornacHo
CaHlnH 2.1.7.2790-10.
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