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CorVocet

Instruction for use

DEVICE DESCRIPTION

CorVocet™ biopsy systems are a sterile single patient use device comprised of a core needle
biopsy device, optional coaxial introducer and stylet. It is available in several needle gauge sizes
and lengths. The top and rear actuator buttons on the device are color coded according to the
various gauge sizes. Yellow=20 gauge, Pink=I 8 gauge. Purple= 16 gauge and Green=14 gauge

INDICATIONS FOR USE

CorVocet™ biopsy systems are intended for use as a guiding needle in obtaining core biopsy-
samples from soft tissues such as liver, kidney, prostate, spleen, breast, lung, lymph nodes and
various soft tissue tumours.

CONTRAINDICATIONS:

Physician judgment is required when considering biopsy on patients with bleeding disorders or
receiving anticoagulant medications.

~nofily~cderal (U.S.A.) law restricts this device to sale by or on the order of a physician trained
and/or experienced in the use of this device

WARNINGS

. After use, this product may be a potential biohazard. Handle and dispose of in accordance
with acceptable medical practice and with applicable local, state, and federal laws and
regulations.

. Unusual force applied to the needle or unusual resistance against the needle may cause
the needle to deform or bend. A bent or deformed needle may not function properly.

. Post-biopsy care may var> with the biopsy technique utilized and the individual patient's

physiological condition. Observation of vital signs and other precautions should be taken to
avoid and/or treat potential complications that may be associated with biopsy procedures.

. The collection of multiple core biopsy samples may help to ensure the detection of any
cancer tissue. A "negative" biopsy in the presence of suspicious radiographic findings does not
preclude the presence of carcinoma.

. Corvocet™ Biopsy System is not intended for use in bone.
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PRiI:CAIJTIONS

e This product should be used by a physician who is completely familiar with the indications,
contraindications, limitations, typical findings and possible side effects of core needle biopsy, in
particular, those relating to the specific physiology being biopsied.

« for single patient use only. Do not reuse, reprocess or resterilize. Reuse, reprocessing or
resterilization may compromise the structural integrity of the device and/or lead to device failure
which, in turn, may result in patient injury, illness or death. Reuse, reprocessing or resterilization
may also create a risk of contamination of the device and/or cause patient infection or cross-
infection, including, but not limited to. the transmission of infectious disease(s) from one patient
to another. Contamination of the device may lead to injury, illness or death of the patient.

« Inspect the product for damage. If damaged, appropriately discard the entire device and prepare
a new instrument.

e These instructions for the Corvoceff' are NOT meant to define or suggest any medical or
surgical technique. The individual physician is responsible for the proper procedure and
techniques to be used with this product.

e The introduction of the Corvoceff'* Coaxial Introducer into the body should be carried out
under imaging control (ultrasound, X-Ray. CT, etc.). This product has not been tested for MR
imaging compatibility.

NOTI-. : If collecting multiple samples, inspect the needle for a damaged point, bent shaft or
other imperfections after each sample is collected. Do not use the needle if any imperfection is
noted.

POTENTIAL COMPLICATIONS/ADVERSE EFFECTS

Potential complications associated with core biopsy procedures are site specific and include, but
are not limited to: A

» Air Embolism

* Bleeding

* Unintended Organ Injury

 frack Seeding

* Infection

* Perforation

* Hematoma

* Hemorrage

» Adjacent tissue injury'

* Pain

« Hemoptysis

* Hemothorax

* Non-target tissue, organ or vessel perforation

* Pneumothorax

Air embolism is a rare but serious potential complication of lung biopsy procedures. Rapid
deterioration of neurological status and/or cardiac arrhythmia may be indicative of air embolism.
Prompt diagnosis and treatment must be considered if the patient exhibits signs or symptoms of
air embolism.

INSTRUCTIONS FOR USE

BIOPSY DEVICE PREPARATION
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1. Using aseptic technique remove the biopsy device from its package. Remove protective needle
sheath that is secured to device and pull back slightly on the top trigger to remove packaging clip

2. Adjust device throw length to desired level (usable range is 10 mm - 25 mm). Each '‘click" is

0.5 mm. The colored line on the adjustment dial indicates the penetration depth.

3. Energize (prime) device by pulling back on the top or rear trigger until you feel a click. When
the device is primed, a yellow indicator will show in the indicator window (labeled "ready”).

4. Advance the rear octop trigger until you feel a slight increase in resistance.
NOTE: Advancing the trigger past this point of increased resistance will cause the device to fire.

5. Device is ready to fire (primed).

BIOPSY PROCEDURE (WITHOUT OPTIONAL COAXIAL INTRODUCER)

1. Using aseptic technique, prepare site as required. Adequate anesthesia should be considered
prior to procedure.

2. Verify instrument is ready to fire (primed).

3. Advance the needle tip of the biopsy device to a position proximal to the desired biopsy site.
NOTE; Once fired, the biopsy needle will travel to the preset penetration depth beyond the
biopsy needle tip.

4. While maintaining the device's position and needle orientation, depress the rear trigger or
push the top trigger distally to cause the needle to automatically advance.
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NOTE: For devices that include a safety, it must be disengaged before the device will dAre. 'fhe
safety will toggle to red when ready to fire.

5. Remove the device from the patient.

6. Pull proximal on the top or rear trigger until you feel a click. See Figure below. This motion
expels the specimen.

NOTE: This will prime the biopsy device.

7. Remove the specimen.

8. If additional biopsies are required, advance the rear or top trigger until you feel a slight
increase in resistance.

NOTE; Advancing the triggers past this point of increased resistance will cause the device to
fire. 9. Device is ready to fire (primed). Repeat steps 2-8 for all additional biopsies.

NOTE: If collecting multiple samples, inspect the needle for damaged point, bent shaft or other
imperfections after each sample is collected. Do not use needle if any imperfection is noted.

10. After your last sample is collected it is recommended that-yDu disengage the device by dry
firing it before you discard it.

BIOPSY PROCEDURE (WITH OPTIONAL CORVOCET COAXIAL INTRODUCER)
Select the appropriate Corvocet™ Coaxial Introducer to correspond with the gauge and length of
the Corvocet®*” Biopsy System in use. Refer to catalog for product numbers and descriptions.

NOTE: An optional blunt tip stylet may be included with 18 and 20 gauge Corvocet™” Biopsy
Systems. The blunt tip stylet may be used to manipulate through soft tissue and around
vasculature or other organs to minimize the risk of unintentional damage to these areas.

1 Using aseptic technique, prepare site as required. Adequate anesthesia should be considered
prior to procedure.

2. Using aseptic technique, remove the CorvoceU'r Coaxial Introducer from its package.

3. If preferred, advance the supplied depth stop to the predetermined placement depth.

NOTE: The depth stop should be adjusted so that the coaxial introducer is in proper position
when the depth stop is in contact with the skin. This will help stabilize the Corvocet™" Coaxial
Introducer. 4. Using image guidance, insert the tip of the CorvoceU'™ Coaxial Introducer
proximal to the lesion to be biopsied using the depth stop as an aid for proper placement and
adjust as necessary.

5. Hold the guiding cannula needle hub. Squeeze the stylet hub and pull proximally to remove
the stylet from the outer cannula. Leave the cannula in place as a guide for the placement of the
Corvocet™ biopsy device.
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6. Verify instrument is ready to fire (primed).

7. Place the Corvocet™™ biopsy device all the way through the guiding cannula to the lesion to be
biopsied.

NOTE: There should not be a gap between the hub of the Corvocet™*"* Coaxial Introducer and the
proximal end of the biopsy device.

()

8. Ensure device needle tip is at the correct location. NOTE: Once fired the biopsy needle will
travel to the preset penetration depth beyond the biopsy needle tip.

9. While maintaining the device’s position and needle orientation, depress the rear trigger or
push the top trigger distally to cause the needle to automatically advance.

NOTE: For devices that include a safety it must be disengaged before the device will fire.

10. Remove the device from the patient.

11. Pull proximal on the top or rear trigger until you feel a click. This motion expels the sample.
NOTE: This will prime the biopsy device. K

12. Remove the specimen.

13. If additional biopsies are required, advance the rear or top trigger until you feel a slight
increase in resistance.

NOTE: Advancing the triggers past this point of increased resistance will cause the device to
fire. 14. Device is ready to fire (primed). Repeat steps 6-12 for all additional biopsies. NOTE: If
collecting multiple samples, inspect the needle for damaged point, bent shaft or other
imperfections after each sample is collected. Do not use needle if any imperfection is noted.

15. After your last sample is collected it is recommended that you disengage the device by dr>'
firing it before you discard it. Recommendation: When collecting multiple samples, wipe the
core tissue biopsy needle with sterile moist gauze prior to reinsertion into the guiding cannula.
This will aid in proper movement of the Corvocet™ biopsy needle within the cannula
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APPENDIX TO INSTRUCTION FOR USE

FOR MEDICAL DEVICE

«CorVocet' ™ biopsy systems»

Manufactured by

Merit Medical Systems, Inc., the USA
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Manufactured by:

Merit Medical Systems. Inc.
1600 West Merit Parkway South Jordan. Utah. 84095. USA

The place of production of the medical device

1. Merit Medical Systems. Inc.. 1600 West Merit Parkway South Jordan, Utah 84095 USA
2. Merit Maquiladora Mexico, S. DP R.L. DE C.V., Avenida Sor Juana Ines De L a Cruz
19970 Interior B. Edificio 2, Parque Industrial Frontera, Tijuana. Baja California.

MEXICO 22630.

The authorized representative of the manufacturer on the territory ofthe Russian
Federation;

"Merit technologies"
Ofthe Russian Federation. 119017, Moscow. |~st Kazachiy pereulok 7. floor I, room 6

phone: +7 (495) 221-89-02
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1. DKVICE DESCRIPTION

CorVocet'~ biopsy systems:

1 CorVocet*'" biopsy systems, consisting of:

- biopsy needle, with a diameter of 14 G (2.1 mm). 16 G (1.6 mm). 18 G (1.25 mm). 20 G
(0.9 mm). 10 cm long, 15cm, 20 cm , 25 cm:;

- coaxial introducer with a diameter of 13 G (2.45 mm). 15 G (1.8 mm), 17 G (1.5 mm). 19
G (I.I mm); length: 4.4 cm: 4.5 cm; 4.6 cm; 9.4 cm; 95 cm; 9.6 cm; 145 cm; 14.6 cm;
19.5 cm - no more than 2 pcs. (if necessary);

- Stylet - no more than 2 pcs. (if necessary):

2. CorVocel*'™ biopsy systems, consisting of:

- coaxial introducer with a diameter of 13 G (2.45 mm). 15 G (1.8 mm). 17 G (1.5 mm). 19
G (I.I mm): length: 4.4 cm: 4.5 cm; 4.6 cm; 9.4 cm: 9.5 cm; 9.6 cm; 14.5 cm: 14.6 cm:
19.5 cm;

- Stylet - no more than 2 pcs. (if necessary);

CorVocet'™ biopsy systems are intended for use in obtaining core biopsy samples from
soft tissues such as liver, kidney, prostate, spleen, breast, lung, lymph nodes and various
soft tissue tumors.

CorVocet™” biopsy systems are sterile disposable products consisting of a biopsy needle,
an optional coaxial introducer and stylet.

The procedure for sampling tissue from a patient takes n6 more than 60 minutes. Thus, it is
believed that this medical device is mandatory for brief (less than 24 hours).

Biopsy needle is an automatic device that uses a spring coupled to a cutting needle to core
soft tissue. Biopsy needle is available in several needle gauge sizes and lengths. The top
and rear actuator buttons are color coded according to the various gauge sizes (e.g. yellow
= 20G. pink = 18G, purple = 16G. and green = 14G).

The Coaxial Introducer is intended for use as a guiding needle in obtaining core biopsy
samples from soft tissues such as liver, kidney, prostate, spleen, breast, lung, lymph nodes
and various soft tissue tumors. The coaxial biopsy introducer is a three-part disposable
device consisting of an outer (guiding) cannula with an attached female Luer lock hub, an
inner stylet with an attached hub, and a flexible slip ring-style depth slop. The Coaxial
Introducer is color coded to match the correlating gauge of biopsy device. A blunt-tipped
stylet will be included with all 17G (1.5 mm) and 19G (1.1 mm) coaxial introducers to
manipulate through soft tissue vasculature and minimize the risk of unintentional damage.
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Kig. 1CorVocet CorVocet™ biopsy systems, consisting of a stylet with a blunt tip (top), a
biopsy needle (in the middle) and a coaxial introducer with a depth limiter (bottom)

Manufactured by:
Merit Medical Systems, Inc.
1600 West Merit Parkway South Jordan. Utah. 84095, USA

The place of production of the medical device

Merit Medical Systems, Inc., 1600 West Merit Parkway South Jordan, Utah 84095 USA
Merit Maquiladora Mexico, S. DE R.L. DE C.V.. Avenida Sor Juana Ines I)e L a Cruz

19970 Interior B. Edificio 2, Parque Industrial Frontera. Tijuana. Baja California. MEXICO
22630.

2. PRODUCT SPECIFICATIONS

2.1biopsy needle. Table
Characteristic 14G 16G 18G 20G

The outer 21 mm 1.60 mm 1.25 mm 0,90 mm

diameter of the

cannula

Working length 10 cm 10cm 10cm 10cm

of the cannula 15 cm 15cm 15cm 15cm
20 cm 20 cm 20 cm 20 cm
25 cm 25 cm 25 cm 25 cm

The distance 10mm

between the
marks depth

bending Multiple needle deflection on 15 tube must withstand at least 20 tests
resistance

The shape of At the distal end of the cannula tip must type Francine

the cannula tip

Emission length 10-25 mm

(working range) Step 0.5 mm

ofthe needle

blade edge It must be sharpened and free of visible defects, such as burrs, by external
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Characteristic 14G 16G 18G 20G

examination
The surface of On the outer surface should be free of surface defects and process.
the cannula
Maximum arm 17 0mm
length
The maximum 17.7 mm
outer diameter
of handles,
where the
product is held
b>' hand
The outer 1,50 mm 1.05 mm 0,85 mm 0,58 mm
diameter of the
stylet, trocar
Surface On the outer surface should be free of surface defects and process.
The product
must withstand
a certain
number of starts 12 cycles {12 starts)
without giving
up
2.2 introducer coaxial Table
2
Characteristic 13G 15G 17G 19G
The outer 2.45mm 1.80 mm 1,45 mm 1.10 mm
diameter of the
cannula
Working length of 4.4 cm 4.4 cm 4.4cm 4.4 cm
the cannula 4.5 cm 4.5 cm 45 cm 45 cm
4,6 cm 4.6 cm 4,6 cm 4.6 cm
9,4 cm 9.4 cm 9,4 cm 9.4 cm
9.5cm 9.5cm 9.5cm 9.5cm
9,6 cm 9.6 cm 9.6 cm 9,6 cm
145 cm 145 cm 14.5 cm 14.5 cm
146 cm 14.6 cm 14.6 cm 14.6 cm
195 cm 195 cm 195 cm 19,5 cm
The distance 10mm
between the
marks depth
The shape of the At the distal end of the cannula tip line
cannula tip
The surface of the On the outer surface should be free of surface defects and process.
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Characteristic 13G I5G 17G 19G

cannula

Luer connector The outer diameter of 7.60 mm

handles The inner diameter 0f4.0 mm

Thetaoerof 6%

The outer 2,09 mm 1,48 mm 1,24 mm 0,88 mm
diameter ofthe

stylet

Surface On the outer surface should be free of surface defects and process.

2.3 Stylet TABLE
Characteristic Supplied with introducer Supplied with introducer
I7G 19G

The outer diameter of 1,27 mm 0,92 mm

the stylet

Tip shape stylet

straight straight

Surface

On the outer surface should be free of surface defects and process.

3. STERILIZATION METHOD

Merit Medical Systems, Inc., utilizes Ethylene Oxide (EQ) sterilization for the products
described in this Technical File. The EO sterilization cycle is validated according to European
International Standard 1SO 11135. Annual re-validation occurs assessing a worst-case
reference load based on density and boxing configuration, which allows routine sterilization of
a mixed-pallet load. Merit’s products meet ISO 10993-7 requirements for ethylene oxide
sterilization residuals, no more than 10"

This product does not provide a user re-sterilization.
4. DESCRIPTION OF PACKAGING

For products of the company "Merit Medical Systems, Inc." permissible standard warehousing,
unless special conditions of storage, in accordance with the risk management reports are not
listed on the packaging. The product is packaged and labeled as a sterile disposable article.
Sterile barrier systems specified in the standard I1ISO 11607, are designed to prevent the ingress
of microorganisms and provide an aseptic preservation of products to end use. Checking
package integrity is carried out within the production process.
All products (biopsy needle, biopsy introducer, stylet) are packaged in a protective case. The
biopsy needle is packed in a protective case, fastened with a packing clip.
The needle of the Corvocet~* Biopsy System is packaged in a protective sheath that is held on
with a packaging clip. The entirety of the device is then placed in a thermoformed PETG blister
tray sealed with a Tyvek® lid. Some configurations also include the coaxial introducer and
13
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blunt stylet in the tray. I'ive (5) units are packaged per shelf carton and four (4) shelf cartons
per shipper.

The stand-alone Corvocet™ Coaxial Introducer needle is packaged in a protective sheath and
placed in aTyvek. Some configurations also include one (1) blunt stylet. The coaxial introducer
is packaged live (5) units per shelfcarton and four (4) shelf cartons per shipper.

Instructions for use placed in group packaging.

Certification of packaging products was carried out in accordance with the requirements of the
following standards:

ISO 11607-1: packaging of medical devices to be sterilized at the final stage of production -
Part 1. Requirements for materials, sterile protection systems and packaging systems.

ISO 11607-2: packaging of medical devices to be sterilized in the final stages of production -
Part 2: Requirements for validation processes forming, sealing and assembly.

ASTM D4169: Standard method of testing the efficiency of transport of containers and
systems.

5. RISK ANALYSIS SYSTEM

Potential risks are evaluated during the design / product development and manufacturing
processes according to 1ISO 14971. The appropriate risk assessment tool (FMEA, Clinical Risk
Assessment - CRA.) is applied in order to identify potential failure modes and potential effect
on patients or users. Appropriate control and prevention mechanisms are defined and
implemented. Risk Analysis reports are revisited and updated as necessary and controlled under
Merit's Document Control system. A cross-functional team, including persons with clinical
experience, reviewed the Risk Analysis reports to ensure that all potential risks were addressed.
An ancilvsis o fthe retalionship between benefits and risks is included in the risk analysis plan.

Important Hazards

The conclusions drawn by the cross-functional team are located in the Risk Assessment reports.
The most important hazards include air embolism, vascular perforation, systemic infection,
moderate blood loss, chemical toxic effects - limited or moderate organ involvement, and tract
seeding.

Manufacturer statement regarding safety

Based on the documentation provided and/or referenced in this technical file describing the
design, manufacture, packaging and sterilization of the Corvocef'” Biopsy System and the
assessment of potential risks compared to the benefits of the use of these producta through
formal risk analysis, clinical evaluation, and product/process qualifications. Merit Medical
Systems has determined that the Essential Requirements of the European Community Council
Medical Device Directive 93/42/EEC or the General Safety and Performance Requirements of
the Medical Device Regulations (EU) 2017/745 have been satisfied and that the Corvocet™
Biopsy System is safe and effective for its intended use as labeled.

Drug substance that are parts o fthe medical device:
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I'nc manufacturer Merit Medical Systems, Inc.. USA, declares with full responsibility that
there arc NO drug substances used during the manufacture of medical device «Corvocet™
Biopsy System».

Materials of animal or human origin with indication information on their biological
compatibility:

Materials ofanimal and human origin arc not used.

6. INFORMATION ON LABELING OF PRODUCTS

Product label formats have been developed and approved for unit product, sterile packages
and transport packaging. The approved labeling is located in the product Device Master
Record. For label content and symbol generation. Merit utilizes. EN 1041, 1SO 15223-1. EN
15986. and FDA Guidance on Medical Device Patient Labeling; Final Guidance for Industry
and FDA Reviews (4/19/2001). in order to meet current requirements of the MDD or the
MDR.

Description of the symbols used on the medical device’s label are represented in the table.

Symbol Explanation of symbols
Authorized representative in the European

EC  REP .
Community

Manufacturer

Rx ONLY Caution: Federal (USA) law restricts this
device to sale by or on the order ofa
physician.
For single use only

REF Catalog number

6. Use by ....
- Based on the European Regulation, the
symbolfor "Use By" or "date of
manufacture” can be used to sterile
products. In the case of "use by" date is
indicated, in which the product can be used
(the expiration date), after that date, it is
impossible to use the product. In this case,
to determine the date ofproduction must be
deducted the total period ofstorage ofthe
product, manufacturer's declaration of

"Use By" date.
7. LOT Batch code
8. STERILE EO Sterilized using ethylene oxide
9. A Caution! Consult accompanying documents
10 C€ This symbol means that product complies
0086

with the essential! requirements of the
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Directive 93/'42/EEC concerning medical

devices
11 Protect from moisture
T
This side up
13 Fragile, handle with care
T
14. Do not use if package is damaged
15. Refer to the instructions for use.
c a'

7. TRANSPORTATION, STORAGE AND HANDLING
Storage conditions:

The device should be stored in a cool, dry and dark place. Do not store catheters where they are
directly exposed to organic solvents, ionizing radiation, ultraviolet light and high temperatures.
Rotate inventory so that device is used prior to the Use By date on the package label. Products

released from the transport packaging should be kept at an ambient condition;

Storage conditions:

Temperature +5°C to +27 °C (environment)
Relative humidity 10% to 90 % (non-condensing)
Atmospheric pressure 84.0 kPa - 106.7 kPa (630 - 800 mmHg)

Transport conditions:

Temperature -35°C to +55 °C (environment)
Relative humidity 10% to 90 % (non-condensing)
Atmospheric pressure 84.0 kPa - 106.7 kPa (630 - 800 mmHg)

Usage environment:

Ambient temperature not exceeding 25 °C.

Temperature range for use - the body temperature of 32 °C to 42
Relative humidity: 100% (blood contact)

Atmospheric pressure 86-106 kPa.

The shelf life of sterile devices - 36 months from the date of sterilization.
8. DISPOSAL

To prevent the formation of health risks when disposal of medical devices and also formation of
environment risks connected with disposal of medical devices, the personnel have to dispose MD per
protocol adopted in particular organization.
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Medical Device "Corvocet™ Biopsy System" according to the Sanitary Rules and Regulations
2.1.7.2790-10 is related to Class B contaminated and potentially pathological wastes
(epidemiologically hazardous wastes).

9. MAINTENANCE

Not subject to maintenance and repair. There are no parts that are serviced on site. This means
that repair in conditions operation is not carried out (non-applicable).

10. WARRANTY

Limited Warrant} and Disclaimer

Merit Medical Systems. Inc. represents and warrants that the products shall materially conform
to the specifications at the time of shipment to Customer and will remain materially free of
defects in materials and workmanship for the period specified on the written limited warranty
separately provided with each product. Warranty shelf life of medical device Corvocet"™ Biopsy
System is 3 years. This warranty shall not apply to products that have been (i) modified,
changed, repaired, refurbished, reprocessed, or altered by anyone other than Merit; (ii) subjected
to misuse, mishandling, re-use, re-sterilization, accident, abuse, neglect or tampering: (iii)
damaged by excessive physical, environmental or electrical stress; or that have had a serial
number altered, defaced or removed; (iv) combined with any other product: (v) used outside the
approved “Indications for Use*’ as cleared by the relevant competent authority, used contrary to
the use outlined in the product specifications or in an application or environment for which such
product was not designed or contemplated. Any technical product advice furnished by Merit is
provided without duty or compensation and Merit assumes no obligation or liability, all such
advice being given and accepted at Customer's risk. EXCEPT AS EXPRESSLY SET FORPH
HEREIN MERI'f MAKES NO REPRESENATION OR WARRANTY OF ANY KIND.
EXPRESS OR IMPLIED, TO CUSTOMER, ITS END-USERS OR ANY THIRD PARTIES
WITH RESPECT TO THE PRODUCTS. MERIT DISCLAIMS AND EXCLUDES ANY AND
ALL OTHER IiXPRESS, IMPLIED, AND STATUTORY WARRANTIES. INCLUDING
WITHOUT LIMITATION, WARRANTIES AGAINST INFRINGEMENT, AND THE
IMPLIED WARRANTIES OF MERCHANTABILITY AND FITNESS FOR A PAR I'CULAR
PURPOSE.

Limitation of Liability

UNDER NO CIRCUMSTANCES SHALL, MERIT BE LIABLE TO CUSTOMER OR ANY
OTHER PERSON OR ENTITY FOR ANY PUNITIVE, SPECIAL, INCIDENTAL OR
CONSEQUENTIAL DAMAGES. WHETHER BASED UPON LOST GOODWILL, LOST
RESALE PROFITS. WORK STOPPAGE. PRODUCT FAILURE, IMPAIRMENT OF OTHER
PRODUCTS OR OTHERWISE AND WHI"THER IN A CONTRACT, TORT OR OTHER
ACTION FOR OR ARISING OUT OF BREACH OF WARRANTY. BREACH OF
CONTRACT, DELAY. NEGLIGENCE, STRICT LIABILITY, OR OTHERWISE.

11. COMPLAINT
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The organization, which takes claims from consumers about the product quality on the Russian
Federation territory:

Limited Liability Company "Merit Technologies"
(LLC "Merit Technologies"). BIN 1117746679533, TIN 7705960130

Legal address: Russian Federation. 119017. Moscow. 1-st Kazachiy pereulok 7. floor 1. room 6
Tel/fax:+7 (495) 221-89-02
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WHCTPYKLMA N0 NPUMEHEHUIO MEAULMHCKOTO U3Aenns:

«Habopbl gna nonyyeHus 6MoncuinHeix 06pasLoB U3 MArknx Tkadei CorVocet" >
Jata 21 anpens 2020.

CoctounT 13 18 cTpaHuy,

LUTAT IOTA )
TOYHOE MEeCTO
OKPYT CONT-NENK )

CerogHs, 21 anpens 2020 roga, Ko MHe, HoTapuycy [pxeHHudep Popaxsm, NUYHO siBunca Pobept

| BonbapT, cTapwuii  MeHemKep MO HOPMATMBHO-MPaBOBOMY 06ecrnevyeHWto, MpPeAbABMBLUMI  MHE
JOCTaTO4YHble f0Ka3aTeNbCTBA TOM0, YTO OH ABMAETCA INLOM, UMEHEM KOTOPOro nojnucaH npuiaraemblii
JOKYMEHT, U MOATBEPAUBLLWIA, YTO OH IMYHO NOAMNuUcan ero.

Y goctoBepsieTcss MOeit MoANMCbI0 U 0hMLUANBbHON MeyaTblo

/nognuce/
HoTtapuyc

Mosi nMueH3na aelicTBMTeNbHA A0 27 utoHa 2021 T.

[LWramn:

xeHHudep dopaxsm

HoTapuyc wrata FOT1a *

JlnueHsma Ne 695417

Mosi nMueH3na aeincTBuTeNbHa 40 27 noHa 2021 r.J
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MHCTPYKLUMA N0 NPUMEHEHNIO MEAULIMHCKOIO U3LENNA:
«Habopbl Ana nosy4yeHNss 6MoONcuiiHbIX 06pasLOB U3 MAFKUX TKaHeld CorVocetN'
npoussoacTea KoMmnaHum «Meput Megukan Cucrteme, VIHK.», CLLA

Inodnuchl
PobepT Bonbhapt

CTaplmMit MeHe)Kep Mo HOPMaTWBHO-NPABOBOMY 06ecrneyeHunto
21 anpens 2020

[MeyaTb KOMNaHum «MepuT Meaukay Cucteme, Mnk.»\
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CorVocet

NHCTPYKLIMS M0 NMPUMEHEHUIO

OMNMMCAHWE N3JENNA

Habopbl ana nonyyeHus 6GuoncuiiHbiXx 06pasyoB M3 MArkMx TkaHen CorVoceC* — 3To
CTepunbHas 0fHOpPa3oBas CUCTEMa, COCTOAWAA W3 UMbl OMONCUIAHOW W AONOAHUTENLHOMO
KOaKCManbHOro MHTpPoAbloCepa 1 CTuneTa. YCTPOCTBO JOCTYMHO A1 UMM pasHbIX Kanubpos K
ANViHBL. TlepefHAs W 3af4HAS KHOMKM CrNyCKa Ha YCTPOWCTBE WMEKT LBETOBYI KOAUPOBKY,
0603HavalOWy Kanubp wurnbl: >Xentblii =20 kanubp (G), po3osbii = 18 kanmbp (G),
(hmonetoBbIli = 16 Kanmbp (G) u 3eneHblli = 14 kannbp (G).

MOKA3SAHVA KIMPUMEHEHWNIO

Hab6opsl AN NONy4YeHMs OUONCUIAHBLIX 06pasuoB M3  MATKMX TkaHel CorVocet"/
npegHasHayeHbl AN NOAyYeHUs BGUONCUIHBLIX 06pPa3LOB M3 MATKMX TKaHel, TakKMX Kak TKaHu
neyeHun, NoYek, NpeacTaTe/lbHON Xenesbl, CENe3eHKN, TPYAHON KNeTKKU, NIerkux, NMMgoy3nos, a
TaKXXe pasIMYHbIX ONYX0Nen MATKUX TKaHe.

MPOTUBOTIMOKA3AHWNA

PelueHne 0 Lenecoo6pasHOCTM  BbIMOMHEHMS GUOMCUMKM Yy  MAUWEHTOB, CTpajatolinx
HapYLIEHUAMU CBEPTbIBAHUS KPOBWM WM MNPUHUMAIOLLMX aHTUKOAryNsaHThbl, MNPUHUMAETCS
BPa4oM.

BHumaHue! CornacHo (hegepanbHOMy 3akoHogaTenscTBy (CLUA) 3To ycTpoilcTBO
MOXEeT NpofAaBaTbCA TONbKO Bpayam, BNafeloLMM TEXHWKOW MpoBefeHMs GMoncum  u/unm
COOTBETCTBYIOLLVMMU HaBbiKamMy paGoThl C JaHHbIM YCTPOWCTBOM, WK MO UX 3aKa3y.

MNPEAYNPEXAEHNA

Mocne WUCNOMb30BaHWS  [laHHOE  W3Aenne  MOXET  MpPeAcTaBAsTb  MNOTEHLUMANbHYHO
OMONOrMYeCcKyt0  OMacHOCTb.  JKCh/yaTauus  M3genus U ero  yTUAMsaums  AOSMXKHbI
OCYLLECTBNSATLCA B COOTBETCTBUM C OBLLENPUHATON MeAULUHCKON NPaKTUKON 1 NPUMEHUMbIMU
MECTHbIMM, rOCYapCTBEHHbIMU U (hefiepanbHbIMN 3aKOHAMU U HOPMATUBHBLIMMW MONTOXKEHUSMUA.
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- Tlpn NpWUNOXEHUW K WrNe Ype3MepHoW CUMbl WA COMPOTWB/EHWS UrNa MOXEeT
Ae(hopMMpoBaTbCA WAM  3arHyTbCs. M30rHyTas wunvM  gedopMupoBaHHas WUrna He MOXET
(YHKLMOHMPOBATL HAfNEXallMM 06pa3oM.

- Yxof 3a nauueHTamu nocne OGUOMCUM MOXET BapbMpoOBaThbCa B 3aBUCMMOCTU  OT
CMONMb3YEMOro MeTofZa GMOoNcMu M (PU3MONOTMYECKOTO COCTOSIHUS KOHKPETHOrO MnalueHTa.
Heo6xo4MMO CnefnTb 3a OCHOBHbLIMU MOKa3aTensMU XXU3HeAesTeNbHOCTW 1 cob6oaaTh Apyrue
Mepbl MPeAOCTOPOXHOCTYW, UYTOBbl 136eXaTb U (MK) YCTPaHUTb NOTEHLMANbHbIE OCMOXHEHNS,
CBsI3aHHbIe C MpoLieAypaMu 61Moncum.

- 3abop HeCcKoNbKUX 06pa3yoB B paMKkax MYHKLWOHHOW 6Guoncuu o6ecrneyvnT BbISBIEHUE
PaKOBbIX TKaHei npu ux Hannumu. OTpuuaTenbHbI pesynbTaT 6GuMoncMM NpU  HaNUyum
NOA03PUTENbHbIX PEHTTEHONOMMYECKNX AaHHbIX HE UCKNOYaeT Hauums KapLuMHOMbI.

- Habopbl gna nony4vyeHuss OGMONCUIiAHLIX 06pa3UoB M3 MArKMX TkKaHelr CorVocet™" He
npeAHasHayeHbl 418 6UONCUN KOCTHOM TKaHMU.

MEPbBI MPEJOCTOPOXHOCTW

* Bpay mMoXeT ucnonb3oBaTb AaHHOE M3feNve TONbKO B TOM Ciyvae, ec/in OH B MOJIHON Mepe
3HAKOM C MOKa3aHWAMMW, MPOTMBOMOKA3aHUAMMW, OFPaHUYEHUAMU, TUNMNYHBIMU pe3ynbTaTaMmn U
BO3MOXHbIMM MOBOYHbIMM 3h(heKTaMU MYHKLMOHHOW BMONCUM, B YACTHOCTU OTHOCALLMMUCA K
opraHy, 6MONCMI0 KOTOPOro NiaHMPYeTCs NPOBECTHU.

* Vicnonb3oBaTb TOMLKO ANS OAHOrO nNauyueHTa. He mcnonb3oBaTb MOBTOPHO, He MoABepraThb
MOBTOPHON 06paboTKe MM NOBTOPHONM cTepunm3ayuu. MoBTOpPHOE MCNO/b30BaHWe, NOBTOPHas
06paboTKka WM NOBTOpHAsA CTepuaM3aums MOryT MPUMBECTM K HapYLEHWUK CTPYKTYPHOW
LLeNIOCTHOCTM YCTPOICTBA U/MNM €ro HeMcrnpaBHOCTM, KOTOPbIE, B CBOK O4Yepedb, MOTyT cTaTb
NPUYMHOW TpaBM, 3a60/1€BaHNIN UM CMEPTK naumeHTa. MOBTOPHOE MCMOMb30BaHWe, MOBTOPHas
obpaboTka WAM NOBTOpHaa CTepuamMsauuMs YCTPOMCTBA TakXke MOryT co3gaTb PUCK €ero
3arpAs3HeHns u/mnm npuBecT K WHPUUUPOBAHMIO WM NEPEKPECTHOMY WHGPULUPOBAHUIO
nauueHTa, BKAKYas, MNOMUMO MpoOYero, nepefgadvy WHMeKUMOHHOro 3aboneBaHus (Mnu
3ab0neBaHNiA) OT OAHOrO MayMeHTa K ApyroMmy. 3arps3HeHue YCTPOMNCTBA MOXET MPUBECTM K
TpaBMam, 3a60neBaHMAM UM CMePTH NaLluneHTa.

« MpoBepbTe U3geNne Ha MpeaMeT MoBpexAeHWin. Ecnu m3genve noBpexpaeHo, yTUNM3npyiite
ero Haa3sexalum o6pa3oM ¥ NOAr0TOBbTE HOBbIA UHCTPYMEHT.

e [laHHOe PYKOBOACTBO K HabopaM ANnd MONy4YeHMUs GUOMNCUINHBLIX 06pa3LOB M3 MATKUX TKaHEM
CorVocet’* He COLEPXUT YKasaHU UM peKOMeHAaumnin KacaTe/lbHO Kakoin-nm60o MeLUUUHCKOM
WUN  XUPYPruYeckor MeToauKW. Bpay HeceT NMYHYHO OTBETCTBEHHOCTb 3a Hafnexatiee
npoBefeHne npoueaypbl M BbIGOP TEXHWKM OGUOMNCUKM, BbINOMHAEMON C MOMOLLbIO [AAHHOTO
n3genus. * Hukorga He TeCcTMpyliTe YCTPOICTBO NOCPEACTBOM BbICTpena B BO34YX. ITO MOXET
MPUBECTU K €r0 NOBPEXAEHUIO 1 TPABMUPOBAHUIO MalMeHTa n/unm nonb3oBartens.

* BBefileHne Urnbl B TeNO ciefyeT BbIMNOAHATL MO KOHTPO/ieM Bu3yasusauum (ynbTpasByKoBOe
nccnegoBaHune, peHTreHorpagums, KOMNbOTEpHas Tomorpadus). 3To u3fgenvMe He NPOBePANOCH
Ha COBMECTUMOCTb ¢ cuctemamu MPT.
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MPUMEYAHWME. TMpu 3abope HecKonbkMX 06pasloB MpoBepsiTe WrAy Ha npeameT
NOBPEXAEHUA KOHUMKa, CrmbaHma wam apyrue fedekThbl rnocne 3abopa Kaxporo oépasua. Mpm
HannumMmn aegekTa He NCNONb3YITe Urny.

BO3MO>XHbIE OCJ/TOXXHEHWA

B03MOXHble OCMOXHEHWS, CBA3aHHble C MPOLEAYPO MNYHKLMOHHOW GUONCUW, 3aBUCAT OT
yuyacTKa npoBefeHns 6UOMNCcKm, 1 B YMCIe NPOUYMX BKIKOYAIOT:

» Bo3gyLlwHaa ambonusa

* KpoBoTeyeHune

* HeyMblILL/IEHHOE NOBPEXAEeHNe opraHa

» O6CemMeHeHMe NO XO4Y Wrbl

* lnthnunposaHue

e [epgopayms

* [emaToma

* KpoBounsnuaHue

» TpaBMUPOBaHNE OKPYXatoLLNX TKaHeMn

* bosnb

* KpoBoxapKaHbe

e [emoTOpaKkc

* Mepopaymsa HeLeneBon TKaHW, opraHa uam cocyga

* [THeBMOTOpAaKC

Bo3gywHaa ambonusa ABNSeTcA pefKUMM, HO Cepbe3HbIM MOTeHUWaIbHbIM  OC/IOXHEHUEM
npouenypbl 6uoncuy nerkoro. Ha BO3AYLWHYK 3MO60AMI0O MOXET YKasblBaTb ObICTpOe
yXy[lleHne HeBpPOSIOrMYECKoro cratyca w/unm ceppedyHas aputmua. Ecnim y  nauyumeHTa
Habn4alTCA NPU3HAKN WA CUMNTOMbI BO3AYLIHOW aM60AuUK, cnefyeT NPOBECTU HEOT/IOXHYHO
OVarHoCTUKY W fleyeHue.

PYKOBOACTBO no 3KCMAYATALUWNN

MOATOTOBKA YCTPONCTBA ONA BNOMCUNN
1. [docTaHbTe Wrny GMOMNCUIAHYIO U3 YNaKOBKW, co6/toaas acenTuyeckue ycnoBusi. CHuUMUTE

3alWMTHBIA by rNsp Urbl, NTPUKPENIEHHbIA K YCTPOWCTBY, W CNerka oTTAHWTE Hasaz NepeAHtoto
KHOMKY CMyCKa, YT06bl YAaNnTb 3aKIM YNaKOBKM.
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2. Bbibepute anunHy Bbibpoca (pabounii gnana3oH 10-25 MMm). Mpu KaXKAoM LienvKe 3HavyeHue
yBenuumeaetca Ha 0,5 MMm. LiBeTHas /IMHUA Ha perynvMpoBOYHON LIKane MokasbiBaeT rnyobuHy
NMPOHUKHOBEHWA.

3. 3apsaguTte urny 6uncuiiHyto (aKTUBUPYITE B3BOAHbLIA MexaHW3M), OTTAHYB Ha3afd MepeaHHoto
NUNW 3afHIOK KHOMKY Cnycka Ao (ukcauun. Ecnm ycTpoicTBO 3apsXKeHo, B MHAMKATOPHOM OKHe
(c Hagnucblo «ready» (roTOBO)) MOABUTCA XKENTbIA UHANKATOP.

cs 4CHOT

4. TlepemeliainTe Bnepes 3afHIO WNN MNepPefHIO KHOMKY CMycKa, Moka He Mo4vyBCTBYeTe
YyBE/IMYEHNE CONPOTUBIEHNUS.

MPNMEYAHWE. Ecnnm npofomKuTb MepemeLleHne KHOMKWM CNycKa nocfie NpoXoXKAeHus
TOUKM YBE/IMYEHNS COMPOTUBIIEHNS, YCTPOINCTBO cpaboTaer.

5. WrnabuncuiiHas rotoBa K BbICTPeny (3apsXeHo).

MPOLEAYPA BUOMNCUWN (BE3 WCMNOJNIb3OBAHUA AOMNONHUTENABHOIO
MHTPOABIO CEPA KOAKCUAJTIBHOTO)

1 Cobntogas acenTUyeckue ycnosus, MOATOTOBbTE YYacTOK COOTBETCTBYHOLWMM o6pas3om. [o
Hayana npoueaypbl cnefyeT BbIMNOMHUTL afjeKBaTHYIO aHecTe3unto.

2. Y6eauTech, 4TO Urna 6uoncuninHas rotosa K BbICTpeny (3apskeH).

3. BBeguTe KOHYMK UMbl GBUONCUIAHON NPOKCMMabHO K BbiIGpaHHOMY MecTy 3abopa o6pasua.

MPMMEYAHWE. Tlocne BbicTpena wurna 6uoncuitHas BOWAET B Teno nauuMeHTa Ha
npeaBapuTENbHO YCTAaHOBMIEHHYHO TNYOUHY 6e3 yyeTa A/IMHbI KOHYMKA UMbl
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4, COXpaHFIFI Nnosio>XKeHne yCTp0I7ICTBa n opueHTayno uUrnbl, oTNyCcTnTE 3aHOK KHOMKY CMyCKa
NN HaXXMUTE NepeaHo0 KHOMKY CrMyCKa B AUCTa/ilbHOM HanpaB/leHUN, yTO6bI adKTUBNPOBATb
aBTOMaTN4eCKOoe npoasu>XeHne nrnbl Bnepem.

MPUMEYAHWME. Hennm wnrna 6uoncuitHas MMeeT MpefoxXpaHuTeNb, Mnepes BbICTPE/IOM €ero
HeobX0AUMO AeakTuBMpoBaTb. VIHAMKATOP NpefoxpaHMTens CTaHOBMTCA KpacHbIM, KOrga urna
6noncuitHas rotosa K BbICTpeny.

5. 3Bnekute nurny u3 tena naymeHTa.
6. MepemeluariTe NepefHIO UM 33[HIOKD KHOMKY CMyCKa B NMPOKCUMMA/IbHOM HanpaBfieHUn [0
(hmkcaymm. CM. pUCYHOK HiKe. DTO NMO3BONUT focTaTb 06pasel, TKaHU.

MPUMEYAHWE, Mpn 3TOM 1rna 6uoncuitHas 3apskaeTcs.

7. i3BnekuTte obpasey,..
8. Ecnm HeobxogmMmo nonyuuTb eule ofAuMH ob6pasel, nepemeluarite Brepes 3af4HIO WK
NnepesHIO KHOMKY CMycKa, NMoKa He OWYTUTe HEKOTOPOE YBENNYEHWE CONPOTUBIEHUS.

NMPUMEYAHWME. Ecnv npopomkatb MepemeLleHne KHOMOK ChycKa Moc/fe MpoxXoXaeHus
TOYKMN yBENMYEHNS CONPOTUBNEHNSA, YCTPOMNCTBO cpaboTaeT.

9. Wrna 6uoncuitHas rotoBa K BbiCTpeny (3apshkeHo). [na 3abopa [ONONHUTENbHBIX 06pa3LoB
rnosTopuTe wWwarun 2-8

MPUMEYAHWME. TIpn 3abope HeCKONbKMX 06pas3LoB MNpoBeEpAnTe WUrny Ha npeameT
MOBPEXAEHNSA KOHUMKA, CcrmbaHne unu gpyrue geekTbl rnocne 3abopa Kaxgoro obpasua. MNpu
Hannumm geekTta He UCMONb3YNTe Ury.

10. Mocne 3abopa nocnefHero o6pasua, npexge Yem BbIGPOCUTb WINY GUOMCUIiHYIO,
PEKOMEH/IYeTCS COBEPLUNTL XOMOCTOMN BbICTPEN, YTOObI Pas3psauThb ee.
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NPOULEAYPA BUMOMNCUM (C WNCMNOJNIbSOBAHVMEM AOMNONHUTENBHOTIO
NMHTPOABKOCEPA KOAKCUATBHOT O)

BbibepuTe noaxoaswmii MHTPOAbOCEP KOAKCUaNbHbI, COOTBETCTBYIOLLMI N0 Kanubpy n AnnHe
NCNoNb3yeMOMY Habopy Ans nonyyeHUs 6MONCUtHbIX 06pasL 0B U3 MATKUX TKaHeil CorVocet'”™,
Homepa v onucaHnsa N3Lennini MOXXHO HaiTK B KaTasore.

MPUMEUYAHWE. [O0NONHWUTENbHbLIA TYMNOKOHEYHbIA CTUNET MOXeT BXOAWUTb B KOMMIEKT
nocTaBkM Habopy [An1s NonyyveHUs 6GUONCUIHBIX 06pasLoB U3 MATKUX TKaHel CorVocet™” ans
ouoncuiiHbix urn 18 mn 20 KanmbpoB. TYMOKOHEYHbIA CTUAET MOXHO WCMNONb30BaTb AN
MaHUMNynAUuUiA BHYTPU MAFKMX TKaHei W BO3/Me COCYAOB MO0 [pYrMxX OpraHoB Ans
MUHUMU3ALUN PUCKA HEYMbILLIEHHOTO NMOBPEXAEHUSA 3TUX YUYaCTKOB.

1 Cobniogas acenTuyeckue ycnoBusi, NOATOTOBbTE Y4acTOK COOTBETCTBYHOLWMM o6pasom. [0
Hayana npoueaypb! cnefyet BbINOMNHUTL afleKBaTHYH aHecTesnio.

2. [locTaHbTe MHTPOALIOCEP KOAKCUasibHbIA 13 YNaKOBKKW, CO6/M04as acenTuyeckue ycnosms.

3. T10 >XenaHWK MOXHO YCTAHOBUTb BXOAALWMA B KOMMAEKT OrpaHu4nTeNb rny6uHbl B
NONOXeHWe BbIOPaHHOM 3apaHee rnyoOuHbI BBeAEHWS.

MPUMEYAHWE. OrpaHnuntens rnyouHbl cnefyeT OTperynmpoBaTb Takum 06pa3om, 4TOObI
WHTPOLbIOCEP  KOAKCMA/bHbIA  HAxoAunCA B NPaBU/IbHOM  MONOXEHUW MNPU  KOHTaKTe
OrpaHnyuTeNs ¢ KoXel. TO MOMOXeT cTabunn3npoBaTb UHTPOAbIOCEP KOAKCUANbHbIN.

4. Tlof, KOHTpONemM BM3yanu3auuu BBEAWTE KOHYMK WHTPOAbKOCEpPA  KOaKCManbHOro
NPOKCMMaNbHO OTHOCUTE/NIbHO BbIGPAHHOIO ANS 6UOMCMM Ovara, UCMOMb3ys OrpaHUynTENb
rny6uHbl Kak npucnocobneHne Ans npasuIbHOrO NO3ULWOHMPOBAHUA, U MPU HEOBXOAUMOCTHU
OTKOPPEKTUPYWTE NONOXEHNE.

5. YpepxuBaiiTe BTY/NKYy Hanpasnstouweid KaHwonn. Coxmute BTY/NKY CTUneTa U OTTAHWUTE ero
MPOKCMManbHO, 4YTO6bl M3BNEeYb U3 KaHW. He wu3BnekaiTe KaHM0, 4TO06bI 06ecrneymnTb
NpaBu/bHbIA BBOL WUT/bl GUNCUAHON.

6. Yb6eanTecb, YTO MHCTPYMEHT rOTOB K BbICTpeny (3apsKeH).
7. BBogute wurny OWMMNCUIAHYHO 4epe3 HaMpaBAsAKOWYK KaHAK K ovary, W3 KOTOpOro
HeobXxo4MMO BbIMONHUTL 3a60p MaTepuana.

MPUMEYAHWME. Mexay KaHloneldi WHTPOAblOCEPA KOAKCUANbHOTO U MPOKCMMAabHbIM
KOHL,OM YCTpOWCTBa AN18 6MONCMM He LO/MKHO 0cTaBaTbCs 3a30pa.
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8. Y6eauTechb B MPaBU/IbHOM MOJIOXEHUM KOHUMKA UMbl 6UOMCUIAHOIA.

MPAMEYAHWME. Tlocne BbiCTpena urna 6GuoncuiiHas BOMAET Ha NpeaBapuTeNlbHO
YCTAHOB/IEHHYO [NyOUHY NPOHUKHOBEHMA 6€3 yyeTa A/IMHbI KOHUYMKA UTIbl GBUONCUIAHOIA.

9. CoxpaHss NO0XEeHNEe YCTPONCTBA N OPUEHTALMIO UT/bl, OTMYCTUTE 3aJjHIO0 KHOMKY crnycka
WAN HaXMUTE NepefHIO KHOMKY CMycKa B JMCTaNbHOM HamnpasfieHWM, 4ToObl aKTMBMPOBATb
aBTOMAaTMYECKOE MPOABUXKEHWNE WUT /bl BNEPEA.

MPUMEYAHWE. Ecnn wrna O6uoncuiiHas uMeeT NpefoXpaHUTeNb, MNepef BbICTPEIOM
YCTPOICTBA €ro He06X0AUMO AeaKTUBMPOBATb.

10. N3BNeknTe Urny nU3 Tena nauueHTa.
11. MepemeLuaiiTe NepeaHIOD UN 3a[jHIOK KHOMKY CNyCKa B MPOKCUMMaNbHOM HanpaBieHun [0
(uKcaymmu. 3To NO3BOANT JOCTaTb 06pa3el, TKaHu.

MPUMEYAHWE. Mpu 3TOM nrna 6ucncuinHasa 3apspkaercs.

12. N3BneknTe 06paseL.
13. Ecnn Heob6xoAMMO MONy4MTb elle OAWH obpasel, MepemellaiTe Brepes 3afHKO0 WK
nepesHIO KHOMKY CNYCKa, MOKa He OLLYTUTEe HEKOTOPOE YBEeIMYEHe CONPOTUBEHUS.

MPNUMEYAHWE. Ecnn npofomkaTb nepemMelleHMe KHOMOK CNycKa nocne npoxoXXAeHnsa TOUYKU
yBE/MYEHNA CONPOTUBNEHNSA, YCTPOMCTBO cpaboTaeT.

14. Nrna 6uoncuiiHaa rotosa K BbiCTpeny (3apskeHo). Ana 3abopa LONONHUTENbHbLIX 06pa3LoB
nosTopuTe Warn 6-12.

MPUMEYAHWE. TMpu 3abope HeCcKONbKMX 06pasyoB MpoBepsaiTe Wray Ha npeamer
MOBPeXAeHNsA KOHYMKa, crmbaHue wnn gpyrue fedekTbl nocne 3abopa Kaxgoro obpasua. Mpu
HannMuun feekTa He UCNONb3YIATE UTNY.

15. TMocne 3abopa nocnegHero ob6pasua, npexae 4Yem BbIGPOCUTL WUrAy OGUONCUIAHYIO,

PEKOMEH/yeTCs COBEPLUMTb XONOCTON BbICTPes, YTOObI pa3psaanThb ero.

PekomeHgaums. Mpu 3a6ope HECKONbKMX 06pa3LoB NPOTpUTE WUrY OUONCUIAHYIO CTepU/IbHOM
MapieBo/ CangeTKoW, Mpexae YeM CHOBa BBECTM B HanpaBfAOWYH KaHWM0. 370
Cnoco6CTBYET HOPMabHOMY NPOABVXXEHUIO UT /bl GUONCUAHON BHYTPU KaHIONN.
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MpownsBoguTens:

«Meput Megmnkan Cnctems, VIHK.»

(Merit Medical Systems, Inc.)

1600 YacT Meput Mapkyaii, CayT xopaaH, KOTa 84095, CLUA
(1600 West Merit Parkway, South Jordan, Utah, 84095, USA)
1-801-253-1600

Cnyx6a paboTbl ¢ KnneHTamm B CLUA 1-800-356-3748

EC R

YNONHOMOYEHHbIV NpeAcTaBUTENb:

«Meput Megukan AipneHg Nta»

(Merit Medical Ireland Ltd)

Mapkmop busHec Mapk Bect. MNonyait. MpnaHauns
(ParkTore Business Park West. Galway. Ireland)
Cnyxb6a paboTbl ¢ KnneHTammn B EC +31 43 3588222
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wAw.merit.com 401157003RU 001 2016-03-08
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MPNNOXEHWME K MHCTPYKUWW O MPUMEHEHWIO

HA MEOANUNHCKOE U3AENNE

«Habopbl 4N nony4veHUsA 6MONCUIAHBIX 06pasL0B M3 MATKUX TKaHel CorVocet™V

Mpou3BoaANTENb:

«Meput Megukan Cucteme, MIHK.», CLLUA
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MpoussoguTens:

Meput Megukan Cucteme, Nuk., CLLUA.
(«Merit Medical Systems, Inc.»)
Appec; 1600 West Merit Parkway South Jordan, Utah, 84095, USA

MecTa Npov3BO/ACTBa:

1) Merit Medical Systems, Inc., 1600 West Merit Parkway South Jordan, Utah 84095 USA
2) Merit Maquiladora Mexico, S. DE R.L. DE C.V., Avenida Sor Juana Ines de la Cruz

19970 Interior B, Edificio 2, Parque Industrial Frontera

Tijuana, Baja California, MEXICO 22630

YNONHOMOYEHHbIV NpeacTaBUTelb MPOU3BOANTENS Ha TeppuTopun P®:

O6LWecTBO C OrpaHNYEHHON OTBETCTBEHHOCTHIO «MepuT TeKHONOLKMUCY
P®d, 119017, ropoa MockBa, 1-bii Kasaunii nepeynok 4. 7, atax 1, Kom. 6

Ten.:+7 (495)221-89-02
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b HA3BAHWE, COCTAB N TIPNHUWIMblI PYHKLUNOHWNPOBAHWNA.

Hab6opbl Ana nonyyveHns 6MonNcuinHbIX 06pasLoB U3 MArkux Tkaveir CorVocet™;

1. Habop ans nonyyeHns 6MoncuitHblix 06pasLoB M3 MArkmx TkaHein CorVocetN*, B cocTase:
- urna buoncuitHasa, gnametpom 14 G (2,1 mm), 16 G (1,6 mm). 18 G (1,25 mm), 20 G (0,9
MM), annHoin 10 cm, 15 cm, 20 cm, 25 cm;
- UHTpOAbloCcep KoakcuanbHbli, guametpom 13G(2,45mm), 15G (1,8 mm). 17G(L45
mMm), 19 G (1,1 mm); anuHoir: 4,4 cwm; 4,5 cwm; 4,6 cm; 9,4 cm; 9,5 cm; 9.6 cm; 14.5 cm; 14,6
cM; 19.5 cm - He 6onee 2 WT. (Npn HEO6XOANUMOCTH),
- CTUNET - He 6onee 2 WT. (NPY HEOBXOAMMOCTK).
- UHCTPYKLMSA MO NPUMEHEHUIO

2. Habop ans nony4veHuns 6uoncuiiHbix 06pasuos M3 MArkMx TkaHein CorVocetM*. B cocTaBe:
- UHTpOAbloCcep KoakcuanbHbiin, gnametpom 13 G (2,45 mm), 15 G (1.8 mm), 17 G (1,45
mm), 19 G (1,1 mm); anvHoii: 4,4 cm; 4,5 cm; 4,6 cm; 9.4 cm; 9,5 cm; 9,6 cm; 14,5 cm; 14,6
cM; 19,5 cm
- CTUNET - He 6onee 2 WT. (NpM HEOBXOANUMOCTN).
- UHCTPYKLMA MO NPYMEHEHUI0

Habopbl Ana nonyvyeHns OUONCUIAHBIX 00pa3uoB M3 MArkMX TKaHel CorVocet™”
npejHasHaveHbl AN NofyvyeHUs GMONCUIAHBIX 06pasL0B M3 MATKUX TKaHeil, TakMX KakK TKaHu
MeyeHun, NoYeK, NpeacTaTeNbHON Xenesbl, CeNne3eHKn, rPyAHON KNeTKW, Nerkux, MMmgoysnos, a
TakKXe pa3NNUHbIX OMYXO0ein MArKUX TKaHei.

Ha6opbl Ans  nonyyeHus OMONCMIAHBIX 060pasyoB M3 MATKMX TKaHeir Corvocet™™
npeAcTaBnAlT co6OW CTepuibHble OAHOPAa30Bble U3AeNns, COCTOsLLee M3 WUIbl GUONCUIAHON,
JOMNONHUTENIbHOIO KOAKCMaNbHOr0 MHTPOAbOCEpa 1 CTUETa.

Mpoueanypa 3abopa 06pa3uoB TKaHel M3 MayueHTa 3aHWMaeT He 6o0nee 60 MUHYT. Takum
obpa3om, cuuTaeTcd, 4TO  fdaHHOe  MeAULMHCKOe  u3fenue  ABNAeTCA  U3LeNNem
KpaTKOBPEMEHHOIO KOHTaKTa € nauueHToM (MeHee 24 4acos).

Wrna 6uoncuiiHas npefctaenseT cob60i aBToOMaTn4eckoe nsgenne, B KOTOPOM UCMNOJb3YeTCs
MPY>XXWHa, COeAMHEHHAs C pexyLlen Wrnow, Ans Bbipe3aHus MArKoW TkaHW. Wrna 6uoncuiiHas
[JOCTYMNHA B HECKO/IbKMX BapuaHTax Kanubpa v AauHbl ura. lepefHAas M 3afHAS KHOMKM
NPMBOAHOI0 MexaHn3Ma 0603Ha4YeHbl LBETOM B COOTBETCTBUN C KaTubpom. [epefHsAs v 3agHAA
KHOMKW CMyCcKa Ha YCTPOMCTBE MMEIOT LBETOBYIO KOAMPOBKY, 0603HaYatoLWy0 Kanubp MUrbl:
XenTbiin = 20 kannop (20 G), po3osbiii = 18 kanubp (18 G), uroneToBbln = 16 Kannop (16 G) u
3eneHbln = 14 kann6p (14 G).

WNHTpoablocep KoakKcuanbHbIA MCMONb3YeTCA B Ka4eCTBe MPOBOLHMKOBOW UT/bl MPU MONYYEHUU
O6MONCUIHBLIX 06pasL0B M3 MATKUX TKaHen, TakMX KakK TKaHW MeyeHun, Nnoyek, npeacraTesbHOM
Xenesbl, Cefle3eHKU, TPYLHON KNeTKW, Nerkux, NMmgoysnos, a TakXe pasIUYHbIX OMnyxosei
MATKUX TKaHeil. VIHTpoabrocep KoaKCuanbHbI npeAcTaBnseT co60i ofHOpa3oBoe u3penue,
COCTOsILLEe M3 TPex 4acTeil: BHewWHel (NPOBOAHMKOBOWM) KaHK/M C NPUKPENEHHbIM XaboM ¢
COoefiHeHWeM Mo Tuny «J103p», BHYTPEHHUM CTUNETOM C MPUKPensieHHbIM Xabom U TMoKUM
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orpaHuunTeNneM rny6uHsbl

B BMAE CKOMb3ALWEro Kofbla.

KoakcuanbHbli

0603Ha4YeH LBETOM B COOTBETCTBUM C Kannbpom 6UOMCUAHON Wbl
CTuner ¢ TynbiM HaKOHEYHWKOM MOCTaBAsSETCA BMeCTe CO BCEMW WHTPOAbIHOCEpamu

KoakcuanbHbiMK, anameTpammn 17 G (1,5 mm) n 19 G (1,1 mm) gng MaHUNynMpoBaHUsA vepes
COCYAUCTYIO CETb MATKUX TKaAHEW M MUHUMU3ALUN PUCKA HEMpesHaMePEHHOT0 NOBPEXAEHNS.

WHTpO/AblOCEp

Puc. 1 Habop fgns nonyyeHus 6MONCMItHLIX 06pa3LoB U3 MATKUX TKaHed CorVocet™”,
COCTOSALLMIA M3 CTUNEeTa C TYNbIM HAKOHEYHUKOM (CBEPXY), urna buoncuiiHas (nocepegunHe) un
KOaKCManbHOro MHTPOAbloCepa C orpaHuyunTenem rnyouHbl (BHU3Y)

MpoussoguTens:
Meput Megunkan Cucteme, VHK., CLUA.
(«Merit Medical Systems, Inc.»)

Agnpec; 1600 West Merit Parkway South Jordan, Utah, 84095, USA

2. TEXHNYECKNE XAPAKTEPUCTUKWN U3AENTNA

5.1 Virna 6uoncuiiHas.

XapakTtepuct Kanunép Kann6p
nKa 14G 16G

BHeLLHWi 2,1 Mm 1,60 Mm

anamertp

KaHNn

Pab6ouas 10 cm 10 cm

AnuHa 15 cm 15 cm

KaHNun 20 cm 20 cm
25 cm 25 cm

PaccTosHue
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10mMMm

Kanunép
18G
1,25 Mm

10 cm
15 cm
20 cm
25 cm

Tabnuuya 1

Kanuép
20G
0,90 mMm

10 cm
15 cm
20 c™m
25 cm



Xapaktepucr Kannbp Kann6p Kannbp Kann6p
nKa 14G 16G 18G 20G

mMexay

MeTKaMm

rnyouHb

dopma Ha gncTasbHOM KOHLe KaHKIN KOHYUK A0/MKeH Tuna ®paHcuH

KOHYMKa

KaHNn

OnvHa 10-25 mm

BblGpoCa Lar 0,5 mm

(pabouero

JunanasoHa)

Urnb

JlomKeH 6bITb OCTPO 3aTOYEH U CBOBOLEH OT BUAUMBIX [eeKTOB, TaKMX KaK 3ayCeHLibl,

Mpu BHELLHEM OCMOTpe

Ycunve, Jonyctumeblii nutepsan - o1 0,19 qyHT-cunbl 4o 4,0 PyHT-CKbI

Heobxoanmo (o1 0,85 H o 17,79 W).

e ans

ynpas/ieHns

C MOMOLLbI0

PYKOSATKU

MoBepxHoCT Ha BHelWHeli NOBEPXHOCTN HE JOSIKHO 6bITb TEXHONOTMYECKNX U MOBEPXHOCTHbIX

b KaHON fLeeKToB.

MakcumansbH 170 mm

asa gnvHa

PYKOSATKM

MakcumanbH 17,7 mm

bl BHELLHWIA

anameTp

PykoaTku,

rge vsgenue

yaepXuBaeTe

1 pyKoii

BHewHniA 1,50 mm 1,05 mMm 0,85 MM 0,58 mMm

anametp

cTuneta-

Tpoakapa

Kpaii ne3sus

MoBepxHoCT Ha BHeLUHEeN NOBEPXHOCTU HE JO/KHO 6blTb TEXHOOTMYECKUX U NMOBEPXHOCTHbLIX
b fetheKTosB.
N3nenune

[0/IXKHO

BblgepXuBat

b

onpefiefieHHo 12 uuknos (12 3anyckos)
e

KOJINYECTBO

3anyckoB 6e3

0TKasa
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2.2 IHTpoabtocep KoaKcuanbHbIi

XapakTtepucTt

NKa

BHewHW
anameTtp
KaHM
Pabouas
ANvHa
KaHoNu

PaccTtosiHue
mexay
MeTKaMu
rnyouHsbl
dopma
KOHUMKa
KaHH M
lMoBepxHoCT
b KaHN
Pasbem
oapa
pyKoATK
BHellHWI
avameTtp
cTuneta

lMoBepxHoCT
b

2.3 Ctunert

XapakTepuct

nKa

BHeLLHW
anameTp
cTuneTa
dopma
KOHUMKa
cTuneTa

[MoBepxHOCT

Tabnuua 2

Kannbp Kann6p Kanuép Kannép
13G 15G 17G 19G
245mm 1,80 mm 1,45 mm 1,10 mm
4,4 cm 4.4 cm 4,4 cm 4,4 cm
4,5 cm 4,5 cm 4,5 cm 4,5 cm
4,6 cm 4,6 cm 4,6 cm 4,6 cm
9,4 cm 9,4 cm 9.4 cm 9,4 cm
9,5 cm 9,5 cm 9.5 cm 9,5 cm
9,6 cm 9,6 c™m 9,6 cm 9,6 cm
14,5 cm 14,5 cm 14,5 cm 14,5 cm
14,6 cm 14,6 cm 14,6 cm 14,6 cm
19,5 cm 19.5 cm 19,5 cm 19,5 cm

10mMm

Ha gucTanbHOM KOHLE KaHIU KOHYUK ﬂpHMOﬁ

Ha BHeLUHein NMOBEPXHOCTU He JO/MKHO BbiTb TEXHOMIOTMYECKMUX U MOBEPXHOCTHBIX
netheKToB.
BHewHun gnameTp 7,60 MM
BHyTpeHHUn gnametp 4,0 MM
KOHYCHOCTb coenHeHns 6%

1,24 mm 0,88 mm

2,09 mm, 1,48 mm

Ha BHeLHel NOBEPXHOCTN HE JO/IHKHO BbITb TEXHOMNOTMYECKMNX U MOBEPXHOCTHbIX
fedheKTos.
Ta6bnuuya 3

MocTaBNsfeMblii C MHTPOLbHOCEPOM MocTaBnseMblii C MHTPOAbLIOCEPOM

17G 19G
1,27 Mm 0,92 mm
Tynoi Tynoi

Ha BHelLlHel NMOBEPXHOCTM He JO/MKHO ObiTb TEXHONOTMYECKUX U NOBEPXHOCTHbIX
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Xapaktepuct MocTaBnsemMblil C UHTPOALIOCEPOM MocTaBnsieMblii C UHTPOALHOCEPOM
nKa 17G 19G

b [letheKToB.

3. CNOCOBbl N METOAbLI CTEPNANSAUNN MEOVNLUWNHCKWMNX N3OAENTNN

KomnaHusa «Meput Megukan Cuctems, VIHK.» CTepunnsyert n3fenus, onmcaHHbIE B HaCTOALLEM
TeXHU4YeckoMm paiine, atuneHokemgom (20). Banmpauma uukna cTepunmsaymm 30
OCYLLecTB/ileTCA B COOTBETCTBMM  C  TpeboBaHMAMM  MeXAYHapoOAHOro  craHgapTta
ISO 11135. ExxerofHas MOBTOpHasa Banufjauus OLEHWBAET HauXyAWwuid cnydva 3TanoHHOW
3arpy3km Ha OCHOBaHUM MJOTHOCTU W KOH(MUrypauun Tapel, 4YTO MO3BONAET MPOBOAUTL
CTaHAapTHYIO CTepunusauuio 3arpysky cMewaHHoro nopafoHa. Wsgenus komnaHum «Meput
Meaukan Cuctems, WHK.» oTBeyatoT TpeboBaHuAM cTaHgapTa ISO 10993-7 K ocTaTOYHOMY
COZlep>XaHuI0 aTU/IEHOKCUAA Nocne cTepunmsanmm He 6onee 107

[.aHHoe n3genune He NpefycMaTpuBaeT NOBTOPHYHO CTEPUIN3ALMIO NO/b30BATENIEM.

4. OMMNCAHVE YTTAKOBKN MEANUMNHCKOIO N3JENUNA

Ana vn3pgennii kKomnaHun «Meput Megunkan Cucteme, VIHK» 4ONyCTUMO CTaHAApTHOE CKafCcKoe
XpaHeHue, ecfiM Ha YnakoBKe He YyKa3aHbl 0COOble YC/MI0BUSA XPaHeHUsi, B COOTBETCTBUU C
OTuyeTamy MO ynpaBfieHUIO PUCKOM. M3fenue ynakoBaHO ¥ MPOMapKMpOBaHO KakK CTEpPU/IbHOe
n3genve 04HOpPa3oBOro nNpuMeHeHus. CtepunbHble 6apbepHble CUCTEMbI, YKa3aHHble B CTaHAapTe
ISO 11607, npepHa3HayeHbl AN NpeaoTBpalleHMsa  nonagaHWd  MWKPOOPraHW3MoB U
obecneynBarOT acenTUYECKOe COXpaHeHWe W3Lenns [0 KOHEYHOro npumeHeHus. [poBepka
LLe/IOCTHOCTY YNaKOBKW OCYLLECTBNSETCSA B paMKax NpPou3BOACTBEHHOIO npoLecca.

Bce n3pgenus Habopa And nony4vyeHUss 6MONCUIAHBIX 00pasLLOB M3 MArkuMx TkKaHeir CorVocet™*"
(urna 6uoncuinHas, UHTpoAblocep OGUNCUIHBIA, CTUNET) ynakoBaHbl B 3alWMTHbIA 4yexon. Wrna
6voncuinHas ynakoBaHa B 3alUTHbIA Y4eX0J1, CKPEN/IeHHbIA YNaKkoBOYHbLIM 3a)KUMOM.

Habop gns nonyyeHus GMONCUIAHLIX 06pa3LoB M3 MATKUX TKaHel CorVocet, BKAYatoLLmnii
urny 6uoncuiiHyto, a TakXke MNpu Heob6XOAMMOCTM WHTPOAbIOCEP KOAaKCWalbHbI W CTUNeT
nomelaeTcs B TEPMO(OPMOBAHHbLIA GAUCTEPHbLIA NOTOK M3 M3TIM, 3aKkpbIThbii KPbIWKON U3
TaliBeka. B KaXayt KapTOHHYH KOpoOKy nomewiaetcs no 5 (NATb) WTYK U3AENNIA, B KaXAbli
TPaHCMOPTHbIA KOHTENHep - N0 4 (4eTbipe) KAPTOHHbIE KOPOOKMN.

Ha6op ans nonyyeHus GUONCUMIAHBLIX 06pa3LOB U3 MATKMX TKaHei CorVocet™, BKIHOYaOLLNiA
WHTPOLbIOCEP KOAKCMa/bHbIA, a Takke nNpuM Heob6XOAMMCOTM CTWAET nomeljaetcs B
TepMocBapmBaembllii NakeT U3 TaiiBeka. B KaxAylo KapTOHHYIO KOpPO6Ky rnomeluaetcs no 5 (nAtb)
WTYK N3NNI, B KaXKAbI TPAHCMOPTHbIA KOHTENHEp - N0 4 (Y4eTbipe) KapTOHHbIE KOPOOKMN.

NHCTPYKLMS MO NPUMEHEHMIO MOMELLaeTCs B FPYNMoBYH YNaKoBKY.
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ATTecTauua ynakoBku usgenuii 6oina npoBefeHa B COOTBETCTBMM C TpebOBaHUAMU CNeLYHOLLMX
CTaHAapTOB:

ISO 11607-1: YnakoBKa A1 MeAUUMHCKUX W3LeNUiA, noanexawmx (UHULIHOW CcTepuansauun.
YacTb 1. TpeboBaHusa K MaTepuanam, CTePUIbHbIM 6apbepamM M yNnakoBOYHbIM CUCTEMAM.

ISO 11607-2: YnaKkoBKa A1 MeAULMHCKUX W3AeNuin, nognexawmnx QUHULIHON CcTepuamnsauunm.
YacTb 2. TpeboBaHuA K BanujauuMy npoueccoB (QOpMMPOBaHWUA, repmetmsauum um cOHOpKM.
ASTMD4169: CTaHgapTHad MeTOAMKa WCMbITAHWMI  3KCNAyaTauMOHHbIX  XapaKTepucTUK
TPAHCMOPTHbIX KOHTENHEPOB U CUCTEM.

5. AHATN3 PNCKOB

MoTeHUMaNbHble PUCKN OLEHMBAIOTCA BO BPEMS NPOEKTUPOBaHUA, pa3paboTKM 1 NPon3BOACTBA
n3genuii B cootBeTcTBuM ¢ 1SO 14971. [ns BbiABNEHMA MNOTEHLMANbHbIX TUMOB OTKa30B U
BO3L4EMCTBMA Ha MauMeHTOB WM NONb30BaTeNell UCNOJb3yeTCsa COOTBETCTBYIOWMUIA UHCTPYMEHT
OLIEHKN pUCKOB (aHann3 TUMNOB M MocneacTeuii oTkasoB (FMEA), oLeHKa KIMHUYECKOro pucka
(CRA)). CooTBeTCTBYIOLWMNE MEXAHU3Mbl KOHTPONA W NpeAoTBpaLLeHUs OnpefensdoTca W
BHEAPAKOTCA B paMKax Mpouecca yrnpaBieHUs pPUCKaMU Ha MPOTSXEHUU BCEro Cpoka CNyXoObl
n3genma. OTYeTbl NO aHanM3y pPUCKOB MepecMaTpuBaloTcd, MO0 Mepe Heo6X04MMOCTM
OOHOBMIAIOTCA UM KOHTPO/MPYKOTCA B pamKax CUCTEMbl KOHTPOASA [OKYMEHTauuu KOMMaHuu
«Meput Megukan Cucteme, NHK». pynna cneunanncTos pasHOro npo@uns, BKIKYas nuu C
KNMMHUYECKMM OMbITOM, PacCMOTpena OTYeThbl MO aHanum3y PUCKOB A8 rapaHTUM ycTpaHeHus
BCEX MOTEHLMaNbHbIX PUCKOB.

AHauyM3 COOTHOLWEHNS MeXK Y NONb30I NPUCKAMM BXOAUT B MYaH aHaun3a pyCKOoB.
Ba)XHble onacHOCTU

BbiBOAb!, cAenaHHble TPYNMoi CneuuannucToB pasHOro npoduns, cogepxarca B OoTyeTax 06
OLEHKe puckoB. Hambonee 3Ha4YMMbIMW BUAaMW OMACHOCTU ABAAKTCA BO3AyLIHAs 3amb60nus,
nepgopaums COCyfoB, CUCTEMHas WHMeKUMs, YMepeHHas KpoBOMoTeps, XUMUYECKoe
TOKCMYEeCKOe BO3AENCTBME - /OKANM30BaHHOE WAM  YMEpPeHHOe MOpaXeHne OpraHos,
obceMeHeHMe TpakTa.

3asnBneHne NPouU3BOAUTENA OTHOCUTENBHO 6e30NacHOCT !

Ha ocHOBaHWM NpefoOCTaBNeHHOW W (MNIM) YNOMWHAEMONM B HACTOALLEM TeXHWYeCKOM (paiine
[LOKYMeHTauun, OonucbiBalLein NpoekTupoBaHue, NPOU3BOACTBO, YMakoBKY W CTepuansauuto
cucTembl  6uoncuM M KoakcumanbHOro wuHTpofbtocepa CorvoceH'. a Takxke OUEHKY
MOTEHLMANbHbIX PUCKOB MPU WUCMONb30BAHUW [aHHbIX W3LeNNiA N0 CPaBHEHWIO C MOJIb30K
nocpeicTBOM  (hOPMasbHOrO  aHanm3a pPUCKOB, K/IWHUYECKOW OLEHKM 1 aTTecTauuu
nsgenua/npouecca, Komnauus «Meput Megukan Cuctema» oOnpegenuna, 4YTo OCHOBHble
TpeboBaHUs, ycTaHOBNEHHbIe AupekTnBoi 93/42/EQC No MeAULMHCKAM U3LeNnsam, unu obwme
Tpe6oBaHMA K 6e30MacHOCTM W 3KCMyaTauMOHHbIM  XapaKTePUCTUKaM, YCTaHOBJ/IEHHbIe
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PernameHtom EC 2017/745 no MegWUMHCKUM M3Aenuam, Obliv COOGMOAEHbI U YTO CUCTeEMa
6uoncumn Corvocet™ n KoakcuanbHblil MHTpPoAblocep Corvocet™” aBnsatoTca 6e30MacHbIMU 1
3 (PEeKTMBHLIMW NPU NCNOJIb30BAHUU MO HA3HAYEHMIO, KaK YKa3aHO B MapKMpPOBKE.

HEKapCTBeHHbIe BeWeCcTBa, BXogduine B cCoctaB MeEQULIMHCKOIO U3aeTNA.

KomnaHusa npoussogutens «Meput Megmkan Cuctems, NHK.» (Merit Medical Systems. Inc.).
CLUA, c NoNHON OTBETCTBEHHOCTbLIO 3asBNSAET, YTO NPW MPOM3BOACTBE MEAMLMHCKOTO U3aenus:
«Habopbl And  nonyyeHUs OGUONCUIRHBLIX 06pa3yoB M3  MATKUX TKaHeid CorVocet™»,
NeKapCTBEHHbIe BeLLecTBa He NPUMEHSIOTCS.

MaTepmanbl XNBOTHOIO0 UM 4enoBe4YeCKOro NnpuMeHeHnNA C yKasaHMem CBe,quMVI 06 nx
61oNOrnYecKoii COBMeCTMMOCTMN.

Martepuranbl XXMBOTHOIO M Ye/I0OBEYECKOIr0 NMPOUCXOXAEHMNA HEe NCNOJIb3YIOTCA.

6. MHPOPMALINA O MAPKUPOBKE N3AE/TNU

dopmaTbl 3TUKETOK U3Aennin 6binn pa3paboTaHbl M 0f0OpeHbl A1 OTAENbHbIX W3LENNNA,
CTEPUNbHbIX YNaKOBOK W TPaHCMOPTHOW Tapbl. YTBepXAEHHAs MapKupoBKa NpefcTaBfieHa B
TEXHOJIOrMYEeCKOM pernameHTe usgenuns. [na onpegeneHns cofepXaHusa u co3faHusa CMMBOJIOB
3TUKETOK C LEeNbl BbINONHEHUA AeACTBYHOWMX TpeboBaHUN [AUPeKTUBbI MO MeLULUHCKUM
n3genuaMm  unm  PernameHTta no MeAULMHCKUM U3LeUAM  KoMnaHusa «Meput»  MUCrnonb3yet
ctaHgaptel EN 1041, 1SO 15223-1, EN 15986, PykoBoacTteo YnpaeneHusa CLLUA no KOHTpoo
KayecTBa MULLEBbIX MPOAYKTOB W JIeKAPCTBEHHbIX CPEACTB B OTHOLWIEHUM MapKUPOBKMU
MEeAULMHCKNUX W3LeNnii ANa nauueHTa, NOCMeHIO pefakuuio PykKoBoACTBa 415 oTpaciv u
0630pbl YnpasneHnsa CLUA no KOHTPONIO KayecTBa MULLEBLIX NPOAYKTOB U NEKAPCTBEHHbIX
cpeacts (19 anpens 2001 r.)

OnucaHne CUMBO/IOB, NPUMEHSAEMbIX NPU MapKMPOBKE MeANLMHCKOIO U3Aenus, npeacTaBieHbl B
Tabnuue HMXe.
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Wcnonb3oBatb A0 ....

OCHOBbIBasACbL Ha EBpONericKoM perynmpoBaHuu, CUMBON
«Mcnonb3oBaTb J0» MM «[JaTa U3roTOBNEHUA» MOXKET
NPUMEHATbLCA K CTEPUIbHbbM NPOAYKTaM. B cnyvae
npumeHeHuns «lcnonb3oBaThb 40» yKa3blBaeTCA fgaTa, B
KOTOPYI0 NPOAYKT MOXKeT OblTb UCNONb30BaH (4aTa
NCTeYeHNs CpoKa AeicTBNS), Nocne 3TON faThbl
HEBO3MO>KHO MCNOMb30BaTh NPOAYKT. B 3TOM cnyyae ans
onpegenenus AaTbl NPOU3BOACTBA HEO6XOAMMO BbIYECTb
00Nl CPOK XpaHeHUs NPOAYKTa, 3adBNeHHOr0
N3roToBMTENE.M, U3 AaThl «/cnonb3oBaTh A0».

Koga naptun

CTepunmn3saums oKCMaoM 3TUNeHa

OcTopoxkHo! O6paTUTECh K MHCTPYKLUKN MO MPUMEHEHUIO

3TOT CUMBOJ 03HAYaET, YTO M3LeNNe NONHOCTbIO
COOTBETCTBYET EBponelickoin anpektunee 93/42 /EEC.
bepeub OT Bnaru

JTOli CTOPOHOI BBEPX

Xpynkoe, 06patlaThCcs 0OCTOPOXXHO

He ncnonb3osartb, eenv ynakoBKa NMoBpexaeHa

O6paTnTeCh K MHCTPYKLUW MO NPUMEHEHUIO

7. YCNOBUA SKCINYATAUNN. XPAHEHUA N TPAHCITOPTUPOBKMW.

YcnoBusa xpaHeHua:

XpaHUTb B MPOXNafHOM CYXOM TEMHOM MecTe. Bepeub OT BO3[EACTBUS OpPraHUYecKUx
pacTBOpUTENE, WOHU3NPYIOLWEFO W YNbTPaMONeTOBOrO M3/MY4YeHWUs, a TakXkKe BbICOKMX
TemnepaTyp. [lepuogMyeckn NPOBOAWNTL PEBU3NIO 3amacoB WM UCMOMb30BaTb W3AENUs [0
NCTEYEHNUS CpPOKa TFOAHOCTU, YKa3aHHOro Ha YnakoBKe. M3genus, 0CBOGOXAeHHble OT
TPaHCMOPTHOM YNaKOBKM, [OMKHbI XpPaHUTbCSA NPY CNeAYHL X YCN0BUAX OKPYXXatoLLeld cpeapl:

Ycnosusa xpaHeHus:
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Temnepatypa oT +5°C po +27 °C (oKpyXaroLaa cpeja)
OTHOCKTENbHAsA BIAXKHOCTb oT 10% po 90 % (6e3 KOHAeHcaLUK)
ATMOCHepHoe faBfieHne 84.0 klMa - 106.7 kMa (630 - 800 mm pT.CT.)

Y cnoBums TPAHCMOPTUPOBKN:

TemnepaTypa oT -35°C go +55 °C (okpyxatolas cpeaa)
OTHoOCUTeNbHasA BNaXXHOCTb oT 10% p[o 90 % (6e3 KoHAeHCaLmm)
ATmocChepHOe faBneHune 84.0 klMa - 106.7 kMa (630 - 800 mm pT.CT.)

Ycnosua akcnayarauuu:

Temnepatypa oKpyxatolei cpeabl: He 6onee 25°C

[dvana3oH Temnepatyp npu UcnonbL30BaHUK - TemnepaTtypa tena ot 32°C po 42°C
OTHOcUTeNbHasA BNaXHOCTb: 100 % (KOHTaKT C KPOBbHO)

ATmochepHoe gaBneHue: 86-106 klla.

CpOK XpaHeHWs CTePUNbHBIX U3Aennii 36 MecALEB C AaTbl CTEPUNM3ALIUN.

8. YTUNN3ALUWNA

Bo n36exaHne BO3HUKHOBEHUS PUCKOB [/ 3[0POBbs MPU YTUAN3ALUN MEAULIMHCKUX U3AENNiA,
a TakKXe BO3HWKHOBEHMS PUCKOB [N OKpYXalollel cpefdbl, CBS3aHHbIX C YyTUnu3auuei
MeAULMHCKUX W3Aenuii, nepcoHan JO/MKEH yTunauamposaT MW no npoTokony, NpUHATOMY B
OT/IeNIbHO B3SITOM YUPEXAEHUN.

MeanunHckoe unsgenne «Habopbl A8 MONYyYeHUS BUMONCUIAHBIX 06pasLOB M3 MATKUX TKaHel
CorVocet™» B cootBetctBun ¢ CadlluHom 2.1.7.2790-10 oTHocatca K Knaccy B
(3NMAemMnonormyeckn onacHble 0TX04bl) UHPULMPOBAHHbLIE H NOTEHLMANBHO UHPULMUPOBAHHbIE
OTXOfbI.

9. TEXHUNYECKOE OBCJ/1Y>XVBAHWVE

He noanexuTt 06CNY>XWBaHUIO N PEMOHTY. V3fenne He COAEpPXWUT 4YacTeil, KOTOpble TPebOyloT
06Ccny>XmMBaHMA Ha MecTe. ITO 03HAYaeT, YTO PEMOHT B MPOLLECCe 3KCNyaTalmMm He NpoBOAUTCA
(He NpYMeHnMmO).

10. FAPAHTUNHBIE OBA3ATE/IbCTBA

OrpaHnyeHHasa rapaHTUA U 0TKa3 0T OTBETCTBEHHOCTU
Komnauna «Meput Megukan Cucteme, WIHK» rapaHTUpYyeT COOTBETCTBME MPOLYKLUK

cneyudukaymam Bo Bpems OTrpy3ku [lokynaTento M OTCYTCTBUE AedeKTOB MaTepuanoB u
M3roTOBNEHWS B TeyeHMe Mepuofa, YKa3aHHOr0 B MWUCbMEHHON OrpaHWYeHHOW rapaHTum,
npunaraemMoii OTAENbHO K KaXAoMy M3Aenuto. [apaHTWUIAHbIA CPOK XpaHeHWUs un3aenus
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coctaBnseTr 3 roja. dTa rapaHTMs He pacnpocTpaHseTcs Ha NpoAyKuuto, Kotopas 6Obina: (i)
mMoAM(UUMpOBaHa, W3MeHeHa, NOABEPrHyTa PeMOHTY, BOCCTaHOB/IEHWIO, NepepaboTkKe wuan
M3MEHEHMAM ApYyroi KomnaHuwein, nommmo «MepuT Megukan Cucteme, WHK»; (i)
MCMONb30BaHA HEe MO Ha3HayeHWto, MOABEPrHyTa HenpasubHOMY O06palleHunto, NOBTOPHOMY
MCMOMb30BaHUIO MM NOBTOPHON CTepuaM3auuy, NnocTpagana B pesyibTaTe HECYACTHOrO Cayyas,
HapyLleHns npasun 3KcnayaTauum, XanaTHOCTU WAM MOCTOPOHHEro BMeluaTensctsa; (iii)
noBpexieHa B pe3y/nbTate (DU3MYECKOro, MPUPOLHOr0 WIN 3NEKTPUYECKOro BO3AeNCTBuUA, a
TaKXK€ C W3MEHEHHbIM, TMOBPEXAEHHbIM WAN  Y[aNeHHbIM CepUitHbIM  HOMepoM;  (iv)
MCnosib30BaHa B COYETaHMM C NI06LIM ApYrum usgenvem; (V) ncnosib3oBaHa He B COOTBETCTBUM C
YKazaHusMU N0 NPUMEHEHUID, YTO YCTAHOB/EHO YMONHOMOYEHHON  opraHusauue,
MCNOMb30BaHa He B COOTBETCTBMMU C 061aCTbi0 NPUMEHEHNS, YKa3aHHON B cneyudukauum, nnm B
YCNOBUAX, He MNpefyCMOTPEHHbIX ANA [LaHHOro Bupa u3genuin. Jliobble TeXHUYECKue
peKoMeHZaunn oT MMeHN KomnaHum «Meput Megukan Cucteme, VIHK» npefocTaBnstoTcsA 6e3
0643aTenbCTB UM KoMneHcaumu, komnauma «Meput Meagukan Cucteme, VIHK» He NpuUHMMaeT
Ha cebd Kakumx-nnbo 0653aTeNbCTB WM OTBETCTBEHHOCTM, BCE MOLOOHbIE peKoMeHauuu
nalTcd M NpMHUMaKOTCA Noj  OTBeTCTBEHHOCTb [lokynatens. 3A VCKJ/TKOYEHWMEM
BbILUEYKA3AHHbBIX CNAYUAEB. KOMMAHUNA «Meput Meaukat Cucrteme, WHk» HE
NAET 3ABEPEHUW UNUN TAPAHTUW NHOBOI0O POAA B OTHOLUEHWNW MPOAYKLNN,
KAK ABHO BbIPAXEHHbIX, TAK W MNOAPA3YMEBAEMbLIX. MOKYMNATE/NO,
KOHEYHOMY T01PEBEUNTENKO. TPETbUM NNUAM. «Meput Megukan Cucteme, VHK»
OTKNOHAET 7 NCKNKOYAET NOBbIE N BCE BbIPAXXEHHBbIE,
NMOAPA3YMEBAEMbBLIE W 3AKOHOAATE/IBHO MPEAYCMOTPEHHbBIE TAPAHTUN,
BK/IKOUAA TAPAHTUM OT HAPYWEHUA W MNOAPA3YMEBAEMbLIE TAPAHTWNW
TOBAPHOIO KAYECTBA WA MPNTOAHOCTI.

OrpaHI/ILIeHVIe OTBETCTBEHHOCTU

HU TMPU KAKUX OBCTOATE/IbCTBAX KOMMAHUA «MEPUT» HE HECET
OTBETCTBEHHOCTb MEPE/, 3AKA3UVKOM W1 /IIOBLIM APYTMM ®U3NYECKUM
WM IOPUAMYECKUM  JIMLUOM  3A  LWTPA®HbLIE.  CMELUWAJIbHbIE.
HEMPEOHAMEPEHHBIE WA MPEACKA3YEMbBIE  KOCBEHHBIE — YBbITKU.
MOHECEHHLIE BC/AEACTBUME YTPATbl PEMYTAUUW. HEAOMOJTYYEHHOMN
MPVBLIIM  OT MEPEMPOOAXW. TMPUOCTAHOBKW PABOTbI, MOBPEXXAEHUSA
MPOAYKLMW. MOPYM APYTOW MPOAYKUMN unu nHblix MPUYMH, BYAb To UCKU
BC/IEACTBUE HEWCMO/HEHUSA KOHTPAKTHbIX OBA3ATE/IbCTB,
FPAXOAHCKUX MPABOHAPYLUEHU U T.4,, BO3HUKAIOLIMX B PE3Y/IbTATE
HAPYLLEHWVA MONOXXEHUI FTAPAHTUN. JOTOBOPA. 3AAEPYKKWN. XANTATHOCTMW.
BE3YCJ/IOBHOW OTBETCTBEHHOCTW WA MHAYE.
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11. PEKJAMAUNA

OpraHusaums, npuHUMaroLas Ha Tepputopun Poccuiticko ®efepanum npeTeH3nm ot

noTpe6buTeNs No KauecTBy NPoAyKTa:
O6LecTBO C OrpaHUMYEHHO OTBETCTBEHHOCTbIO «MepuT TekHonomkuc» (00O «Meput

TekHonogpkuc»). OFPH 1117746679533, MHH 7705960130
KOpuanueckunin agpec: Pd, 119017, ropog Mocksa, 1-bii Kasaunii nepeynok 4. 7, atax 1, Kom. 6

Ten/takc: +7 (495) 221-89-02
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Poccuitickaa depepaums
"opos Mockea

[eBATHaALATOro NIOHA ABe ThiCAYM ABAALATOrO roa
7, MapTbiHoBa HaTalus AHApeeBHa, BPEMEHHO WCTONHSIOrLAas 06s13aHHOC T HOTapuyca

ropoga Mocksbl Akumosa IMneba bopucosnya, cBMAeTeNbCTBY NOAMHHOCTb NOANUCH NepeBoYnKa
MaHkoBa AHapes BrukToposuya.

Moanuck caenaHa B MOeM MPUCY TCTBUMN.
JIYHOCTb NoANMCaBLLEr0 IOKYMEHT YCTaHOB/EHaA.

3apermcTpuposaHo B peecTpe:  77/09-H/77-2020-
B3bickaHO rocyfapcTBeHHON nounnHbl (No Tapudy): 100 py6.
YnnayeHo 3a okasaHue yCnyr NpaBoBOro 1 TexHuyeckoro xapakTepa: 300 pyo.

HA. MapTbIHOBa

Bcero npoHypt
1 CKpenneHo ey

BPNO Hom apu]
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