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1. Name of medical product
Biopsy Gun PLURI-GUN, comprising:
1. Biopsy Gun PLURI-GUN, 1 pce
2. Storage and carrying case, 1 pce
3. Instructions for use, 1 pce

2. Information about the developer, manufacturer of the medical device and an authorized
representative of the manufacturer

Developer

M.D.L S.r.l.

Registered address: Via Tavani, 1/a - IT 23014 DELEBIO (SO), Italy
Tel.: +39 0342/682130

Fax: +39 0342/691316

E-mail: info@mdlsrl.com

Website: www.mdlsrl.com

Manufacturer

M.D.L S.rl

Registered address: Via Tavani, 1/a - IT 23014 DELEBIO (SO), Italy
Tel.: +39 0342/682130

Fax: +39 0342/691316

E-mail: info@mdlsrl.com

Website: wyyw,mdlad.com

Manufacturing site

M.D.L S.rl.
Via Tavani, 1/a — IT 23014 DELEBIO (SO), Italy

Authorized representative of the manufacturer:

Aktimed Plus Limited Liability Company (Aktimed Plus LLC)

Registered address: Lunacharskogo Prospect, 43, Block 1, Bld. A, Rooms 21-32, St. Petersburg,
194291, Russia

Tel.: +7 (812) 703-50-71

E-mail: info@aktimed-pius.ru

3. Intended use and intended users of the medical device

Intended use: The product is intended for the automated cutting biopsy of soft tissues from the
anatomical structurers of the patient's body for the purpose of pathological examination/testing of
the biopsy material.

Intended users of the medical device: Dedicated and certified medical personnel who meet the
qualification requirements applied to medical staff with higher professional (medical) education
(medical doctors) in the relevant area of training (specialty), and who have professional
knowledge, skills and abilities to perform cutting biopsy of soft tissues.

4. Indications, contraindications for use, side effects, precautions

Indications:
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Performing the cutting biopsy of soft tissues from anatomical structures of the body, such as thé
liver, kidneys, prostate, breast, spleen, lymph nodes and various soft tissue tumours, for the
purpose of tissue sample examination (tissue sample obtained through a biopsy prooedure) in case
of a suspected malignant tumour in any of the above tissues and/or suspected inflammatory process
of unknown origin.
Caution!

. Soﬁﬁmbiopsyahouldbepcfomedund«ul&nomx-myacrguidmemwﬂm

the most precige placement of the biopsy needle.
¢ A MRI-guided biopsy must not be performed.

bsolut indications (manipulations by of the broduct are strictt traindicated):
- Biopsy of bone, bone marrow, central nervous system and other hard tissues; and
- Pmlaﬁmﬂmﬁorypmﬂthebiopsysiﬁe(ahmmpkobtmmdmabwpsy
procedure).
Relative contraindications (manipulations by means of the product are possible if its diagnostic
Mwﬂwnﬁ.hneompﬁmﬂommhishlymbable)
Uncontrolled coagulation (severe bleeding disorders);
- Severe general condition of the patient (impaired consciousness to the point of a deep
m:pormdlsordmofﬂnmpimyorcardwvasuﬂatsym),

Caution! The need to perform the procedure, its risks and contraindications are to be considered
individually for each patient, and depend on his/her condition and presumptive diagnosis.
Note:
- [f the patient is taking anticoagulants (drugs to reduce blood cloiting) or non-stercidal
anti-inflammatory drugs, mwapbmablopsybymoftheprodcdmmbrbc
performed at least five days qfter their withdrawal,

- Dypically, a cutting biopsy of soft tissues is performed under local anaesthesia. However,
general anaesthesia must be used in some cases, for example, if the patient is unable to
conirol his/her movements or experiences severe anxiety. In such cases, no eating or
drinking is allowed within 8-12 hours before the procedure.

Caution! The risk of damaging the viscera during the procedure is minimal; however, it may
increase becanse of patient’s motions and very deep breaths.
Aﬁchﬁngaﬁmmpb(ﬁsmmpleobhmdmahwm).mm
mmobﬂmmmmmmdedwﬂnmUmlhmpmMmsofdwmﬁn
pﬁmmmmmmmmmwmm
ﬁdﬁmahaﬂﬁmmmsmmhg”mhﬁm&eﬁomymmmm
Furthermore, the patient should not remove the bandages or wet the biopsy needle insertion site
without the doctor’s permission within the first 1-2 days after the procedure.
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Caution! If the patient experiences a severe lightning or throbbing pain, severe swelling, redness
of the biopsy site, bleeding, or deterioration of the general health condition, he/she should consult
a doctor.

Use the product only in accordance with these Instructions for Use.
Use the product only after completing proper cleaning, disinfection and sterilization

procedures.

Users must employ the cleaning, disinfection and sterilization methods recommended by
the manufacturer. Follow the manufacturer’s recommended disinfection and sterilization
perameters for the product; otherwise, a failure to comply with the recommendations may

: result in the reduced service life, damage and/or failure of the product.

Before each use, always check the product for (internal and external) mechanical damage
and proper operation.

Do not use the product in case of damage to any of its perts or its malfunction.

If the product is faulty, see Section 11 “Troubleshooting”.

Follow the warning signs and take precautions when handling the product.

Never try to disassemble or repair the product yourself, as this may lead to its breakdown
and mechanical injury to the user.

When you bring the product from a cold place to a warm room, keep it at the room
temperature for at least 4 hours; otherwise, moisture settling on the product and its parts
may damage it.

Use the product oaly for its intended purpose, that is, to perform an automated soft tissue
biopsy procedure on the patient’s anatomical structure for tissue sample examination.

Do not make any modifications in the product. Any modifications to the design may result
in the product failure, malfunction, or injury of the user/patient.

Protect the product from falls and hard impacts.

The product can be used only by dedicated, certified medical personnel meeting the
qualification requirements that apply to the medical staff with higher professional
(medical) education (medical doctors) in the relevant area of training (specialty), who have
professional knowledge, skills and abilities to perform a cutting biopsy of soft tissues and
have studied these instructions for use in detail. The doctor is responsible for the
correctness of the biopsy procedure and the technigues used with the product.

It is recommended to use the product in conjunction with a custom-designed soft tissue

 biopsy needle for a reusable automatic system, manufactured by M.D.L. S.r.l. (Marketing

Authorisation No. FSZ 2012/13006 dated 16 December 2016), and soft tissue biopey
needles for a reussble automatic system manufactured by M.D.L., having the following
characteristics: diameter of 12G to 20G and length of 80 mm to 300 mm. The biopsy
needle is not included in the product delivery package.
Medical personnel should handle the product only while using personal protective
equipment for hands (medical gloves).
A soft tissue biopsy should be performed under ultrasound, X-ray or CT guidance to
wﬁm&emmpodﬁmofﬂwbiopsymedle
Caution! MRI-guided biopsy is prohibited.
mbiopoymedbmbemulhdmtheprodtmwiﬂummeap(shmh)on,ws
to avoid injury to the user. The protective cap (sheath) should be removed only immedistely
before insertion of the biopsy needle to take a biopsy sample (tissue sample obtained
through a biopsy procedure).
mmmwmmmaMMmmmeWMamm
installed, as this may result in an injury and damage to the biopsy needle. Always perform
mxptyM(mMngﬂwbmpsymmtheahomsideofmeﬁm)mmghopsy
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« When the safety of the product is released, it is ready for use. Take care not to press the
release button inadvertently and trigger the device.

- Do not remove the biopsy needle from the product in order to extract a biopsy sample
(tissue sample obtained through a biopsy procedure).

- To prevent the potential cross-contamination, do not use the same biopsy needle on
multiple petients. A new biopey needle should be used for each patient. Using the same
biopsy needle on multiple patients can lead to infection.

- Re-cleaning, disinfection and sterilization of a biopsy needle after its use is strictly
forbidden. The waste needle must be disposed of in accordance with the manufacturer’s
recommendations set out in the accompanying documentation and the regulations in force
in the country of use at the time of disposal. |

. gewupcfomaﬁopsyusincthedwheifﬁnpaﬁem’smdiﬁmdisqmliﬁulﬁmmuﬁm

procedure.

- The risk of damaging the viscera during the procedure may increase because of patient’s
motions and very deep breaths.

« Make sure that the biopsy device with a new biopsy needle has been disinfected and
sterilized for each patient.

S. Operating principle

The Biopsy Gun PLURI-GUN is a spring-loaded, reusable device for performance of a
cutting biopsy of soft tissues and viscera, such as the liver, kidneys, mammary glands, lymph
nodes, spioen and prostate glands. It is recommended to perform this type of biopsy under X-ray,
ultrasound or CT guidance in order to achieve the most precise placement possible of the biopsy
needle. The automatic biopsy device has a special-purpose spring mechanism, which, after
triggering, introduces a biopsy needle into the abnormal mass and cuts off a tissue. The
penetration depth can be selected: 15 mm or 22 mm.

6. Product description

The Biopsy Gun PLURI-GUN is a spring-loaded reusable device for performance of a cutting
biopsy of soft tissues and viscera, such as the liver, kidneys, mammary glands, lymph nodes, spleen
and prostate gland, which can be used under X-ray, ultrasound or CT guidance.

The surface of the PLURI-GUN device body has the following marking (Figure 1):

- Manufactures’s logo
- Trade of the product
- “Opea | | ("Open bere”);

- Biopsy needle penetration (cutting) depth: “22mm/15mm”
- Version “4.0”

INSTRUCTION FOR USE FOR THE MEDICAL DEVICE

Biopsy Gun PLURI-GUN
Page 5 of 14

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Figure 1 — Biopsy Gun PLURI-GUN

The Biopsy Gun PLURI-GUN is recommended to be used in conjunction with a custom-
designed soft tissue biopsy needle for a reusable automatic system manufactured by M.D.L. S.r.l.
(Marketing Authorisation No. FSZ 2012/13006 dated 16 December 2016), and soft tissue biopsy
needles for a reusable automatic system manufactured by M.D.L., having the following
characteristics: diameter of 12G to 20G and length of 80 mm to 300 mm. The biopsy needle is not
included in the product delivery package. The biopsy needle diameter and length should be chosen
depending on requirements of the procedure in each specific case.

The Biopsy Gun PLURI-GUN is provided with indicators of the charge (cocking) of the
biopsy needle cannula and the stylet (see Table 1)

Table 1. Indicator of charge (cocking) of the.cannula and stylet

The device is idle, both indicators are colourless.

- Charging (cocking) the biopsy needle cannula via the first
movement (pulling back) of the plunger — the charge (cocking)
indicator of the biopsy needle cannula turns white.

- Charging (cocking) the biopsy needle stylet via the second
movement (pulling back) of the plunger — the charge (cocking)
indicator of the biopsy needle stylet turns white.

- The product is ready for operation — BOTH charge (cocking)
indicators of the biopsy needle cannula and stylet turn white.
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The PLURI-GUN device provides adjustment ofthe shot (penetration) depth of the biopsy needle
using a penetration (cutting) depth switch (Table 2):

Table 2 - Setting the biopsy needle shot depth

A manually switched lever safety protects the product against inadvertent activation (Table 3). The
product cannot be activated, unless the safety is released.

Table 4 - Releasing the PLURI-GUN safety
The Biopsy Gun PLURI-GUN is at safety. The product cannot be

I activated unless the safety is released.
1
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Before activation, release the safety by moving the safety latch to the
appropriate position.

After tfie shot, the safety returns to its original position.

7. Procedure of use

Figure 2 - How to use the Biopsy Gun PLURI-GUN

A. How to prepare the PLURI-GUN device

1 Before using the Biopsy Gun PLURI-GUN, make sure that there is no damage to the storage
and carrying cases and no visible damage to the product’s body.

2. Before the first use and after each intended use, J1e biopsy device must be cleaned, disinfected
and sterilized by autoclaving (for cleaning, disinfection and sterilization of the PLURI-GUN
device, see Section 12 of this document).

3. After completing the cleaning, disinfection and sterilization steps, sanitize the skin of your
hands, then put on medical gloves and remove the PLURI-GUN device from its sterile
packaging.

2. Before installing a biopsy needle into the device, checking its functionality (correct operation)
is recommended:

- Hold the device in the palm ofyour hand with your fingers on the white recess, the plunger.
(Figure 2).

- Twdce firmly pull the charging (cocking) plunger ofthe cannula and stylet toward the palm
ofyour hand, until both indicators on the product body turn white. The PLURI-GUN device
has two indicators: at the first movement of the plunger, the colour of the distant indicator
changes, which indicates the charge (cocking) ofthe cannula; at the second movement, the
near indicator turns white, indicating that the stylet is charged (cocked). (Fig.2)

- When both indicators turn white, the Biopsy Gun PLURI-GUN is charged and ready for
use.

Then, check the functioning of the penetration (cutting) depth selection in the cocked
position by turning the special switch to the appropriate value: 15 mm or 22 mm.

- Check the functionality of the product by switching the lever safety from a horizontal to
avertical position (hold the Biopsy Gun PLURI-GUN with the white recess down).

- Pressthe release button to activate the Biopsy Gun PLURI-GUN. Once released, the safety
lever will automatically return to the safe position.

B. Preparing the biopsy needle

After completing the functional testing of the Biopsy Gun PLURI-GUN, prepare the biopsy

needles following the rules of antiseptics.
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It is recommended to use the product in conjunction with a custom-designed soft tissue
biopsy needle for a reusable automatic system, manufactured by M.D.L. S.r.1. (Marketing
Authorisation No. FSZ 2012/13006 dated 16 December 2016), and soft tissue biopsy
needles for a reusable automatic system manufactured by M.D.L., having the following
characteristics: diameter of 12G to 20G and length of 80 mm to 300 mm. The biopsy
needle is not included in the product delivery package. The biopsy needle diameter and
length should be custom-selected depending on requirements of the

« The needle has the depth mark and is packaged together with a spacer. The doctor should
select a needle depending on the biopsy procedure parameters. During the entire procedure,
the doctor is to hold the needle only by the special fixing bar (spacer).

 Before use, visually inspect the biopsy needle for signs of damage and check that the
disposable biopsy needle package is not opened and/or damaged. Remove the needle from
the package while wearing medical gloves. Inspect the needle components for damage.
Each biopey needle is placed in a protective sheath.

Caution! DO NOT USE if needle components are damaged.

C. Biopsy procedure

1. A biopsy needle can be used in two ways:

L Insest the selected biopsy needle into the fully charged PLURI-GUN device as follows:
Open the cover of the cocked device. Insert the biopsy needle into the corresponding
“geats” of the device so that the tip of the biopsy needie extends through the slot in the
front wall of the device (noedle outlet). Pull the spacer to remove it and close the cover.
Introduce the biopsy needle through an incision in the skin under ultrasound, x-ray or
CT guidance, until the tip of the needle is as close to the biopsy site as possible.

II. Introduce the biopsy needle with the spacer through an incision in the skin under
ultrasound, X-ray or CT guidance, until the tip of the needle is close to the biopsy site.
Once the position has been ascertained, insert the needle into the cocked PLURI-GUN
device. Insert the needle into the corresponding “seats” of the device so that the tip of
the biopsy needle extends into the slot in the front wall of the device (needle outlet).
Partially close the cover, while keeping the needle in place. Remove the spacer from the

2. The depth of the biopsy needle shot (penetration, cutting) is selected and set by turning the
special switch to the appropeiate value: 15 mm or 22 mm (Table 2), The introduction depth of
the biopay needle can be set only when the device is fully cocked.

3. While maintaining product position and needle orientation, move the lever safety (Table 3) in

order to prepare the device for precision biopsy, and press the release button to release the

cannula and stylet.

. Remove the needle from the patient's body.

. A biopsy sample (tissue sample obteined through a biopsy procedure) can be extracted from

the biopsy needle by moving (pulling back) the plunger of the device. The cannula will open

the “window” of the biopsy needle stylet with the obtained biopsy sample. The biopsy device
design allows extracting the obtained tissue sample without removing the biopsy needle from
the device.

6. If another biopsy sample (tissue sample obtained through a biopsy procedure) needs to be
taken from the patient after extraction of the tissue sample, the device can be prepared for use
only after re-cocking by a single pull of the plunger back. This movement activates the product
for the second biopsy.

Note: After one biopsy, if additional samples need to be taken, always assess the integrity of

the needle and inspect it for damage before starting the next blopsy.

Caution! Do not use the needle if any defects are noticed.

7. If additional biopsies are not needed, put on the protective cap (sheath), and remove the needle
by opening the product cover and reinserting the spacer.
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8. After removing the needle, dispose of waste needles in an appropriate biohazard container
according to special hospital procedures.
Note: Clean, disinfect and sterilize the PLURI-GUN device before each use as instructed in

Section 12 of this document.
Table 4 — Speclﬁcatxons of the Biopsy Gun PLURI-GUN
Specification Value

Dimensions Length, mm (+10 %) 122
Width, mm (10 %) 35
Height, mm (+10 %) 35

Weight, kg 0.3
Shot depth, mm (£0.5 mm) 15
22

8. Scope of delivery

Biopsy Gun PLURI-GUN, comprising:
1. Biopsy Gun PLURI-GUN, 1 pce,
2. Storage case, 1 pce;
3. Instructions for Use®*, 1 pce.

* Available in hard copy or in soft copy documentation posted online.

9. Packaging

Packaging material and design do not adversely affect the content and ensure integrity of
devices subject to their proper storage, the minimum risk of contamination of the content when
opening the packaging, and protection of the content under normal transportation and storage

conditions.

The Biopsy Gun PLURI-GUN is packed in a labelled plastic case. Instructions for Use for
the device are packed in an individual clear LDPE bag. The case containing the device and the

Instructions for Use are packaged in an additional clear LDPE bag (Figure 3).
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Figure 3 — Packaging of the Biopsy Gun PLURI-GUN

Biopsy Gun PLURI-GUNS are packed in shipping cartons in quantities requested by the -
buyer. The size of a shipping carton is as ordered by the buyer.

Explanation of symbols of package Iabelling:
Table 5 - Designations and symbols
Symbol Description Symbel Description
‘ Manufacturer ﬂ Manuficture date
Part mumber * Keop dry
Donoti?eifthe
L Secial number @ and read Instructions
Jor Use
A Handle with care ' Read Instructions for
g~ Eg Use or to electronic
& | Not MRI-compatible Instructions for Use
Upper tempesature ' Protect against

10. Storage, shipping and operation conditions

COLUN SRR DRI SN

11. Troubleshooting

This section provides a list of possible malfunctions of the Biopsy Gun PLURI-GUN
(Table 6) during its preparation for use and intended use, and possible causes of their occwrence
and recommendations for actions in the event of malfunctions. If all troubleshooting steps are
taken but the trouble remains, please contact the authorized representative in the Russian

Federation.
Table — 6 List of possible malfunctions of the Biopsy Gun PLURI-GUN during
preperation for use and intended use
Malfunction Recommended corrective actions
The device does not | - Properly position the biopsy device in your hand.
charge (does not cock) | - Pull the plunger back to the end of its stroke for charging (cocking) of the
or charges (cocks) with | biopsy noedle cannula and stylet.
difficulty - Make sure that you do not press the release button while charging
(cocking) the device.
- Clean, disinfect and sterilize the Biopsy Gun PLURI-GUN (see Section
19 of this
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A biopsy needie cannot
be installed in the device

- Check if the PLURI-GUN device is fully charged (cocked) or completely

{uncocked).
- Check that the “seats” (grooves) for installation of the biopsy needle are
not distorted.
- Make sure that a fully compatible biopsy needle is inserted into the
device.

The device cover cannot
be closed

- Check if the cover can be closed without the biopsy needle installed.
- Make sure that the biopsy needle is installed correctly.
cmmmnﬁammmmnunmmm(mmu
of this document).
- Make sure that a fully compatible biopsy needle is inserted into the
device.

Biopsy procedure (shot

Make suro the devics is fully charged (cocked).

Make sure that the safety of the biopsy device is released.

Make sure that you press the release button firmly.

Clean, disinfect and sterilize the device (see Section 12 of this

- Make sure the device is fully charged (cocked).
- Clean, disinfect and sterilize the biopsy device (see Section 12 of this
document).

12. Cleaning, disinfection and sterilization of the device

The Biopsy Gun PLURI-GUN is supplied non-sterile. Before first use and after each intended
use, clean, disinfect and sterilize the device by autoclaving.

1. Preperation of the device: Prepare the device for cleaning by opening the top cover and turning
the penetration depth switch to 22 mm for optimal access to the internal parts of the device.
The introduction depth of the biopsy needle can be set only when the device is fully cocked.

2. Disinfection and pre-sterilization cleaning: Prepare aqueous solution of 0.3% enzyme

concentrate, Wash the device with the above solution and leave to soak for 10 minutes. Clean
all visible areas of the device with a soft brush so that no visible traces of contaminants remain.
Caution! : .

- DONOT USE 2 % glutaraldehyde or other antibacterial solutions;

- DO NOT USE highly alkaline or highly acidic cleaners;

- DO NOT USE concentrated chlorhexidine gluconate or any alcohol-containing agent

to clean the device.

. Washing and drying: Take the device from the solution and rinse with running water. Place
the device on a dry, sterile cloth. After drying, perform a visual inspection to ensure that
cleaning is effective and that all visually detectable contaminants have been removed. If visual
inspection results are unsatisfactory and contaminants remain on the device, repeat the
cleaning. Do not use the device if traces of contaminants cannot be cleansd due to
deterioration of the device, such as corrosion, discoloration, metal fatigue, peeling of the outer
coating, and cracking
. Smhmﬂm.hepmthedevmnspedﬂedmmaphlofdmucﬁmhc&thebmy
device in a sterilization package, then place the biopsy device in an autoclave, Parameters for
sterilization by autoclaving are provided in Table 7. The sterilization process takes
10 minutes. Allow the device 10 cool. After every sterilization procedure, the biopsy device
should be inspected for integrity before its further use.

Table 7 — Sterilization perameters of the Biopsy Gun PLURI-GUN
Parameters Values
Time 10 min

Temperature 134°C23°C
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| Pressure I 2bar__
Caution!
- DONOT STERILIZE with radiation;
- USRE personal protection means
- The maximum possible number of reprocessing cycles is not more than 600.
13. Disposal

Medical devices “Biopsy Gun PLURI-GUN” are classified as epidemiologically hazardous waste.
In this case, 2 medical organization only performs the collection, disinfection and temporary
storage of the above waste. Disinfection must be carried out in compliance with sanitary rules and
other regulations of a particular country in all medical institutions, regardless of their profile.
Waste is collected in single-use bags or containers with colour markings, adopted for hazardous
M@Mmamumplnuanﬁbkfoﬁmpmmofmmmm
subsequent transportation to a destruction or disposal site.

Transportation of medical waste (used implants or their components) from medical facilities and

mwmmmwwmwmhmwmwm
hazardous medical waste.

Cmmmmncwﬁdu@dmmwmm(mmdmsmm
contacting body fluids of patients or infectious patients), which is close by its composition to
municipal solid wastes (MSW). However, it is recommended to dispose of them separately as
industrial waste through specialized organizations licensed for this type of activity.

Epidemiologically safe waste is collected in reusable containers or disposable bags (excluding
bags of the colour adopted for hazardous waste). The procedure for washing and disinfiection of
reusable containers is determined in accordance with the waste management scheme in each
specific organization. The procedure for collection of epidemiologically safe waste is determined
in accordance with the waste management scheme in each specific organization.

Tmmuﬁmm&spoulmmdmmmuﬁmmtmaﬁmm
in accordance with the sanitary legislation of a particular country for the maintenance of populated
areas and treatment of production and consumption waste.

14. Warranty period of operation and storage

Table 12— Wmmypedodofoggon_. storage _
wamtyofandwioemm <600 cycles ‘
Number of activations of charging and <12000
| teleasing mechanisms
Guaranteed shelf life >1 year

15. List of international standards that the medical device complies with

DIRECTIVE 93/42/EEC, MDR 2017/745, EN ISO 13485/A11, EN ISO 14971, EN ISO
15223-1, ASTM F2503-20, EN 62366-1 + A2, ISO/TR 20416, EN ISO-11737-1, EN ISO
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11737-2, AAMITIR 12, AAMITIR 30, EN ISO 15883-1, ISO TS 15883-5, EN ISO 17664,
MEDDEYV 2.7/1, Rev. 4, MEDDEV 2.12/1, Rev. 8.

Note: The standards are used in the latest edition: the organization maintains and updates the
list of reference standards as a record of its own management system in accordance with 1ISO
13485.
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of DPR 28th December2000, no. 445andoftheministerialdecreedaled 12th July 2000.
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[[Tepesoo ¢ anzruticxoz0 u UMARLAHCKO20 AIHIKOS HA PYCCKULE AIBIK]

Jata: 25 nexabps 2023 .

Visepxaeno

Mapuemno Jlenms'Oxa (Marcello Dell’Oca) /nodnuce/ (ommcs)
Tencpansuuii TupexTop

«MJLJL Cpa» (MDL. Sx.l)

[Limamn: «<M.JLJL. CPJI»

Bua Tapaum, 1/a

23014 Nenebro (Connpuo), Aranua

(Via Tavani 1/a — 23014 Delebio (So) Italy)
Per. nonep miareasmmuxa HIIC 00656810140]

HHCTPYKIIHA IO NPHMEHEHHIO
HA MEJHITHECKOE H3/{EJTHE

Ycrpoilicrso Ononcuiinoe PLURI-GUN



1. HammeHoBaHVe MeAVULIMHCKOIO U3fenvsa
Yctpoiicteo 6uoncuiiHoe PLURI-GUN, B cocTaBe:
1. YcrtpoiictBo 6uoncuiiHoe PLURJ-GUN - 1T,
2. Kelc gnsi xpaHeHUs 1 NepeHocku - 1 LwiT.

3. VIHCTpyKUMS MO NMPUMEHEHUIo - 1 1uT.

2. CsefieHVs1 0 pa3paboTUMKeE, NPON3BOAMTENE MEAULIMHCKOIO M34eNNs U YNoSHOMOYEHHOM
NpeAcTaBUTENE NPON3BOANTENS

Pa3paboTumk

M.D.L.S.rl. («kM.A.N. Cp.n. »)

FOpuandeckuii aapec: Via Tavani, 1/a- IT 23014 DELEBIO (SO), Italy
Ten.. +39 0342/682130

hakc+39 0342/691316

an. noyrta: info@mdlsrl.com

Be6-caiiT: www.mdlsrl.com

[NpownssognTenb

M.D.L.S.r.l. («M.4.J1. C.p.n.»)

FOopuamyeckmii gapec: Via Tavani, 1/a- 1T 23014 DELEBIO (SO), Italy
Ten. +39 0342/682130

hakc+39 0342/691316

an. nouvta: info@mdlsrl.com

Be6-caiiT: www.mdlsrl.com

MecTo Npon3BoACcTBa

M.D.L.S.r.l. («M.J.J1. C.p.ni»)
Via Tavani, 1/a- IT 23014 DELEBIO (SO), ltaly

YN0NHOMOYEHHbIV NpeacTaBUTe/lb NPOU3BOANTENS

O6LLECTBO C OrpaHNYeHHOM OTBETCTBEHHOCTBLIO «AKTUMeEL, NIHoc» (OO0 «AKTUMES, NHOC»)
Poccus, 194291, r. CankT-lMeTepbypr, np. JlyHayapckoro, a. 43, kopn.l. /liutep A, nom.
NeNe21-32

Ten.:+7 (812) 703-50-71

an. nouta: info@aktimed-plus.ru

3. HasHaueHue MeAULIMHCKOrO U3Aenusl, NoTeHUMa bHbIe NOTPe6UTENN

HasHaueHue: MpegHa3HaveH 419 NpoBeAeHMS NPOLEAYPbI PeXyLLer G1MONCcUM MATKNX TKaHel 13
aHaTOMUWYECKOW CTPYKTYpbl TeMa nauMeHTa B aBTOMaTUHECKOM PeXuMe, C LIefbio NPoBeAeHNs
MaTo/10rMYeCcKOro NCCef0BaHMSITECTMPOBaHMSE BUOMNCUIAHOTO MaTeprasa.

MNoTeHUWaibHbIE  MOTPEOUTEN I MeaUNMHCKOro  usgesvsa:  CreunasibHO  OBYYeHHbIn 1
arTeCToBaHHbI  MeAULMHCKNIA NepcoHasl,  COOTBETCTBYHOLUMA  KBa/IMOMKALIMIOHHBLMN
TpeboBaHUAM K MeOVLUUHCKUM paboTHMKaM C BbICLUMM NPOMPeCcCUoHa/TbHLbIM (MELULUHCKMM)
00pa3oBaHMEM (Bpaun) MO COOTBETCTBYHOLLEMY HarpaBfIEHNIO MOArOTOBKN (CNELMasibHOCTW),
o6nagarowmini - NPOdPECCUOHATBHLIMU - 3HAHUAMW, YMEHUSMW W HaBblKamMn MO MPOBEAEHVIO
pexyLien 6UoNcum MArknMx TKaHen.

VMHCTPYKUWA no NPUMEHEHNIO HA MEAVNLINHCKOE U3AENNE
YcTtpoiicteo 6uoncmiiHoe PLURI-GUN
CtpaHuua 2 n3 15
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4. JoxazanHg, NPOTHBONOKAIAHNA K MPHMEHCHNHI0, Nobonble 3§PexTn, MOpM

NPeXOCTOPORHOCTH
Iloxasanus:
Bumonnenne pexymeli GHONCHN MATXHX TxaHell H3 aHATOMHYECKOM CTPYKTYDH TeJA, TAKHX
KdK NEC9CHD, MOYKH, NPEACTATCILHAY XeJie3a, MONOIHAL XEe3a, CENC3CHKA, TAMbaTHIecKHe
YN H Pa3IHYHLIC ONYXOJIH MATKHX TKaHelf, ¢ ICIBIO NPOBeACHHA THCTONOTHYCCKOTO
Hecnenopanus GHonrara (oOpasen TRaHH, MOMyHEHHEI ¢ IOMOIIBIO NPONieAYPH GHONCHK), NpPH
NOMO3PeHHE HA 3NOKAYSCTBEHHYIO ONYXoNb B Mobol B3 mepeuHcleRHBIX TRaHeH w/uma mpa
NOZIO3PEHHE HA BOCHANNTEALHEE Mpoltece HEBRSCHCHNOH YTHONIOTHE.
BraManpe!

e DbroncAs MATXAX TxaRelf MO/XHA DPOBOAMTLCS HOA KOHTpodeM Y3H,

peatrenxorTponeM HiH KT ant zocrexenns RanGonee TOYHOTO MONORCHHS HITHI
Guoncauituolt.

L HponqnemeﬁnoncmnonxompomMPTsanpeméno

A&azwmm npomueonoxasanus (UGPOBOAMTH MAHMMYNMIHE ¢ NOMOMBIO H3ZCHHA
KSTerOPHICCKH IPOTHBONOKA3AHO).
= GHONCHL XOCTH, KOCTHONO MO3Ta, HEHTPANbEO# HEPRHOH CHCTEMEL H APYTHX TBEPABIX
TXagel;
- reoinslt pocnanuTeasHE nponece b MecTe 3a6opa OromTara (06pasen TKAHM,
HDONyYeHHLI ¢ MOMOLIEIO MPONEAYPH (HONCHH). :
Omnocumenvivie npomugonoxasanus (NPOBOMHTD MAHHNYNMIHH C NOMONBIO H3NCIHA
BO3MOXHO, ¢CIIH AHATHOCTHICCKAR MOME3A OT Hee NPEBHINACT PHCK, HO NPH ITOM CYIIECTBYST
BHICOKAA BEPOSTHOCTH PASBHTHS OCIOXHEeHHIE):
- HEKOHTPONHpYeMAS KOATYNMIHS (TOKENbC HAPYIICHAS CBCPTHBACMOCTH XPOBH);
-  TEXKEROC 00Inee COCTOSHHE MAlHEHTA (HAPYIMICHHOE COIRAHES A0 ITy(OKOro Ornylenns,
HA/IAYHE BEIPANCHHLIX HapyIicHRH arxaTensaol 160 ceprcaHo-cocymHCTOH CHCTEM);
= CepAcvYnHAs HENOCTATOYHOCTD B CTANHH ACKOMIICHCAIIAN;
- caxapHEif aAHabeT B CTAAY NCKOMIICHCALHN;
- ocTpHe HEQexmHORAE 3a6onesanus (I'paxm, OPBH, COVID-19.)

Bummanme! HeofxomamocTs BLNOMECHMS DpONEAypHl, PHCKE H MPOTHBONOKASAHHA
PAcCMATPHBAIOTCS HHAMBHAYWIBHO VIS KAXKAOr0 IANACHTA H 3aBHECAT OT €10 COCTOSHEA,
NPEATIONATaeMOro JHAHO34.

Tlpumeuanue:

- Ecau nayuesm npunumaem aumMuxoayaskmu (npenapamm 038  CHUDCEHUR
CEEPMBIBACMOCIIY KPOGY) UAY HECMEDOUONbIE NPOMUBOSOCHARUMERLHLIE CPEOCmSa,
maxue Kax acnupun, mo GuoNcuI0 ¢ NOMOUHIO USOERUR BOIMONCHO NPOCECTMYU MOALKO He
MEHEE YEM YEPE3 NAML OKell ROCRE UX OMMENDI.

e OOuYunO peacyryas buoncus MRzKix mxareil nposooumcs noo mecmuoii anecmesueii. Ho
6 HEKOMOPOLIX CAY4ARX HeoOX00uUMO UCHOAL308amb obwuil HAPKO3, Hanpumep, €Cau
RaYuUENM He KORMPORUPYEM CBOU OSUNCERUR UAY UCTLIMBISAEM CURLHYIO MPECONCHOCTD.

B maxux cayvanx 3a 8—12 yacoe 00 npoyedypw 3anpeujaemcs npunuMamy mayy u
nume.

LoGogntte sdpextrr:
- Bonessie omymeHHA B 30HE B3ATHA SHOMAaTEpHANA,

HMHCTPYKIMA IO NMPHMEHEHHIO HA MEJJULIHHCKOE W3JEJIHE
Ycipoiictso Groucuitioe PLURI-GUN
Crparmua 3 us 18

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



- HesnauuTeNnnabii 0TEK, KPOBOTOYHBOCTD, NEMATOMA.
- Kpooreucnue, MEQHIHpOBAHNE, TPABMEPOBAHHE CMEXHEIX TKaHEH.

BuaMange! Prck HOBpeXNCHAS BHYTPCHANX OPraHOB BO BPEMA NPORCAYPH MAHHMANCH, HO OH

' YBENHYMBACTCH, €C/IH NAIHERT COBEPINACT ABHXCHHS, OICHD ITy0OKHC BAOXH.
Hmemymemmﬁnonm(o@enmnonyunmﬂcnouommnpmenypu
Ouoncui) nokazaH oTAMX H moxoif. Jlo momBoro 3axHBiICHHS TKaHeH# CleAyeT HCKMOMHTH
mwm(pmnepemuemmmm
Ganlo, cayny, Gaccelin, rpers NecTo 3a60pa OHonrTara. Taxxe He ClelyeT CHEMATH NOBA3KH, Ge3
paspeiiieHHMs Bpaua MOUMTL MECTO BBefieBHs Ononcuiimolf uran B mepshie 1-2 g mocae
APOnCyPhl.

- DapMagme! [Ipa nosencrEn cHALHOM cTpensiomedt unr nynpcapyiomelt 60, BHPaKCHHONO
OTeKa, NOKPACHSRHS MecTa CHONCHM, XPOBOTCSCHES, YXYAMCHAL o6Mero COCTOSHUS CleayeT
OoOpaTATECA K BpAYy.

Mepii NPEAOCTOPOXHOCTH

- Hcnomesyiite H3fiene TONBXO B COOTBETCTBHH ¢ JAHHHIM PYKOBOACTBOM MO
AKCILTyaTaIlHH. _

- Hanenwe ROXXKHO HCNOMBE30BATHCA TOMBKO NOCHEe HAIVICKAMEH OYHCTKH, Ae3HHE(EKIHE H
CTCPRIH3AIEE, ‘

- Tlons3oBaTeNE AOMKHE! HPHMCHATH METOAHN OMHCTKH, AC3HHQOEKIIHH H CTCPHIM3ANMH,
pexoMenzoBaHHEC m3roroBHTencM. Cobmonafite peROMCHROBAHHEIC H3NOTOBHTCICM
napaMeTphl JAeSHE(QEXUWH H CTCPHIHM3AIHM H3ACHHA, B DPOTHBHOM CHYIae
HecoO/mOZicHHEE PCKOMCHAAIHN MOXKST NPDHBOCTH K CHHXCHHIO CpOKAa CIyxOH,
NOBPEANICHHIO H / KM BHXOAY H3CINAL B3 CTPOK.

- Jlepen xaxANM HCHOAB3OBAHHEM BCETZA MpPOBCPARTe H3ILCAHC HA .IPEMET
MexaHuJYeckHX (BHYTpPeHHHX H BHEINHHMX) NOBPEXACHHM, a TAKXC HCIPABEOCTH €TI0

pabotsi.

«  OxCIUTyaTaIHs K3C/HS HE JIONYCKACTCA B CIy4ae NOBPEAACHHA KaKkHX-H00 ero uactel,
HEHCOPABHOCTH €10 paboThL

- Ecm msgerme Be paforaer, cMorpure mynkre 11 «Ilomck H  ycTpaneHHCS
HEHCHpPaBHOCTEH».

- VYuntiBaiite mEPOpMAIMIO, DOIYCHHYIO H3 NpeAyOpPEIUMTENBHHX 3HAKOB, H
coGmozaiite MepH IPEAOCTOPOXHOCTH, pafoTat ¢ HIEIHEM.

- Haxoraa He nuTaliTech CaMOCTOSTCBLHO Pa3OHPATH HIH PEMOHTHPOBATH H3NSIHC, 3TO
MOKET MPHBECTH K €10 NOJIOMKE, MCXaHHYCCKHM TPABMAM NIONL30BATCAL

- Ecna B 3aHechH B3ZCHHE ¢ XONOAA B TEIUIOS NOMCIICHHC, BRIACPEHTE €ro mpH
KOMHATHON TeMIepaType He Mc¢Hee 4 4acoB, HHAYe BJAra, OCCBMANL HA H3IZCAMH H €ro
AETANAX, MOXET BHBECTH ¢r0 H3 CTPOS.

- chomymmmemno HASHAYCHREK
GmoncAM wMarxExX TRaHell H3 aHaTOMHUSCKON CTPYKTYpH Te¢NA DamEcHTA B
ABTOMATHICCKOM pekiMe, ¢ OCNEI0 NPOBEACHHA THCTOJOTHUOCKOIO HCCHCROBAHHA
GxoncuitHOro MaTepHana.

- He BHOCHTe W3MCHEHH: B KOHCTpyXumIO m3jiemid. JlioOhie HIMCHCHHS KOHCTPYKIVHH
MOTYT NpHBECTH K MONOMKEe H3fieNHs, €r0 HeNmpaBmAbHOH paboTe HIH TpaBMaM
NOJB30BaTeNs / AIHEHTA.

- OGeperaiiTe H3Ae/He OT NancHKE U yAapOB.

- K ‘skcnnyaranps m3fienus  AONYCKACTCA TONBKO CHEUMAanbHO oOyueHHHH H
ATTECTOBAHHEN MEAMIHMHCKHM NECPCOHAN, COOTBETCTBYIOMHM KBANH(OHKALMOHEEIM
TpeGoBaHASM K MEIMIOHHCKHM pPalOTHMKAM ¢ BHCHIHM NPOHECCHOHANBHEIM
(MemmuHCKEM) ofpasopaHHeM (BpauH) N0 COOTBETCTBYIOIICMY HAOPABICHHIO

HHCTPYKLIMA MO ITPUMEHEHHIO HA MEJJTHUMHCKOE H3/IEJIME
Yerpoikctso Guoncaiinoe PLURI-GUN

Crpanmnua 4 i3 15
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DOATOTOBKE  (COCHHANBHOCTH), oOmanaiomuli npodecCHOHANBHEIME  3HAHHAMM,
yMEHHAMH M HABHIKAMH MO BOLIPOCAM pexymreli OHONCHE MATKHX TKaHell ¥ AeTAMLHO
H3YIMBInHYA HACTOAIMee PyKOBOACTBO NO KCIUTyaTaIy. Bpav HeceT OTBETCTBCHHOCTD 38
OpaBRALHOCTS NPOBEACHHA MNpoUeAYpH OHONCHH H MCTOIHKHM, HCIOJAB3YyeMEIE C
H3ACHHEM.

- PexOMCHZYCTCA HMCOOAB3OBATL HIACANC COBMECTHO CO CHENHANBHO paspalboTaHHOMH
Arnoi win CRONCHH MATXHX TXaHeH no.n MHOIOpa30BYIO SBTOMATHYCCKYIO CHCTEMY,
HIPOR3IBOACTBA M.D.L. Sl
"MAJL. Menaxan Mepaiic JlaGoparpu C.p.." (PermcTpamuoHHOE YAOCTOBEpeHHE Ne
@®C3 2012/13006 ot 16.12.2016 r.), a Taxke A Aue GHONCHA MATKHX TKaHelt moa
MHOTOpA30BYI0 ABTOMATHUYCCKYIO CHCTeMy, mpomssojgcrea M.D.L. umesomme
CHCAYIONIHEe XapaKTepHCTHKH, 8 HMCEHO maMerp ot 12G no 20G anana or 80 MM a0
300 4. Hrna Groncuitnas B KOMINEKT NOCTABKH H3AENHA He BXOAHRT.

- Memunmicknii nmepcoBan AOKEH B3AHMOACHCTBOBATE ¢ HMINCHHCM TONBKO epes
CPEACTBA HHAMBHAYAMLHON SAIMHTEH PYK - MCAHIHHCKHS NICPIATKH.

- buoncna Marxmx Txamelt JOKHA NPOBOAHTECA NOA KOHIpoleM Y3H,
peHTrenkoHTponieM Hm KT ang jocTHxeHEs HanGoZee TOYHOTO IIOJIOMXCHHS
Guoncuitno# MrasL.

BuuManse! ITposenenne 6noncun nox xontponeM MPT sanpemeno.

- Hrna Ouoncuiinas JO/DKHA YCTAHABNHMBATECA B H3ACIHC ¢ HANCTHM 3alTUTHEIM
xonnaukoM (TyGycoM) Bo H30OexaHEe TPaBMBl HONE30OBATENA. JANIMTHHIE KOMMIAY0K
(TyGyc) nomken OHITH CHAT TONLXO HEMOCPCACTBCHHO NCpell PasMCICHHEM HITIH
Omoncaiinoli nns sawmas Omomrara (ofpasen Txam®, NOJMYYCHHHN C NIOMOMBIO
mpoueayps: GEoncHn).

- C pensio npenoTBpamCHAS HaHCCCHUS ymiepba HEKOTrZAa He ocymecTiaiite mpoOHE
BHICTPCJI, IPOBCPKY H3NICAHA ¢ YCTARHOBICHHON GRONCHIfRON HroH, 310 MOXeT DpHBECTH
K TPaBMAM H NOBPCAACHEIO GHONCHIHON HIIIH. «XO0NOCTHE» BHCTPENN (MMHTAIHIO
nponecca CHONCHE B BO3AYX¢ BHC TKAHH) BCCTAa ocymecTaasiiTe Ges Gnoncuiinoi HrisL

- Ecmm B3gemRe CHATO ¢ MPeAOXpAHETENd, OHO roroso x paGore. HeoGxomamo OHTH
OCTOPOXHEIM, ITO0H HEIPCHANCPCHHO HE HAKATE CIYCKOBYIO KHONKY H HC IPHBOCTH B
BelicTeHe.

- Jina msBnedenns Guonrata (oGpasel; TKaHH, HONYYEHHH C NOMOIBIO NPOlEAYPH
OuoncuK) w3 GuoncHitHON HIMH He CHeAYeT H3BICKATS €¢ H3 H3ACHHA.

- He ncnonsaylite oy H Ty Xe OHONICHIHYIO MYy AId HECKOABKHX NANMEHTOB M4
NPEAOTBPAIICHHS BO3MOKHOCTH INEPeKpecTHOrO 3apaxeHHd. JIis Kaxmoro namuenta
AoxHa OHTe HCHONB3OBAHA HOBad Omoncuiimas wurma. Hcenomssopanre oamoH
GmoncuiAON MIMH AN4 HECKONBKHX TAMCHTOB MOXET NPHBOCTH K BOSHHKHOBCHHIO
HEQEXIHH.

- [Ilocne HCHONB30OBAHHA KATCTOPHYCCKH 3aNpPCIACTCA NOABEprars OHoncuiimyio HImy
TIOBTOPHOM OuHCTKe, AcsHH(EKIME H CTCpRIH3AIHHA. MCIONB30BAHHAY HINA AOJDKHA
OHTH YTHIH3EPOBAHA B COOTBETCTBHH C PEKOMCHAAIMHANH B3TOTOBHTC/L, HIIOKCHHEIMEA
B CONPOBOAMTCNbHOH ROXyMEHTalMB, M NIpaBRJAMH, JCHCTBYIOIIAMM B CIpaHe
OPEMCHCHHES Ha MOMEHT Y TH/IH3AIHH.

- 3anpemaercd NPOBOAMTH OHONICHIO ¢ IMOMOMBIO H3JCHAAS B TEX CIywadx, Kofja
COCTOSHHE NAHHEHTa STON0 He I03BOJILCT.

- PHCK MOBpeRICHMS BHYTPEHHHMX OPraHOB BO BpeMs MPOLCAYPH YBCIMYHBACTCH, CCHH
NAIACHT COBEpIIaeT KAKHE-THGO ABAXCHRSA, 0%¢HD IAyGoKHe BAOXH.

- VOemErech B TOM, 9T0 MEKAY KaXIHIM MOJNB3OBARTENIEM ¢ HOBOM OmoncHimod urnoH
npoBeAcHA AecHHGCKIEA H CTepIIH3anNA ycTpoicTsa GHONCAEORHOTO.

HHCTPYKLUA 1O IPMMEHEHHIO HA MEJTHLIHHCKOE H3IENTHE
Verpoitcreo Gsoncaitsoe PLURI-GUN

Crpanmua § u3 18
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* S, IlpunnEn geficreug

Verpolicreo  Omoncuiinoe PLURI-GUN  mpencramser cofoli  npyxuuBOe
MHOIOPA30BOC YCTPOHCTBO WIS pexymeli GHONCHH MATXHX TEaHel H OPraHOB TAKHX KAk
De3eHb, NMOYKA, MOJOYHBIC Xele3h, JEM(aTHUeCKHE Y3/Ibi, CCNC3CHKA H NPEACTRTCNBHON
weiessl. Jlanmnit BHZ OHMOncHE nNenecoo0pasH0 NPOBOMETH NOJ PEHTTEHONOTHYCCKHM,
yabTpasBykoBHM HH KT-koHTponeM Ang JocTixenns Hap(oaee TOYHOINO NONOKEHHS
O6uoncuitnolt uHruel. AsroMarHueckoe YycTpolicTeo ans GHONCHM HMeeT cCHEIHANBHBIN
TpYXHHEHHEIH MEXaHH3M, NT0CTe CpadaTHBAHHA KOTOPOro Aria Ais GHONCHE mpOABHTacTCs HA
15 wm 22 MM B FIYGHHY NATONOTHIECKOro 00pasoBanis H cpesacT ofpasen TKAHH.

6. Onucanme mynenms

Yerpoiicteo 6nocuitnioe PLURI-GUN - npyXxwHHOE MHOTOpaszoBo€ YCTPOHCTBO Iix
pexymelf 6HOnCHN MATKHX TKABCH H OPraHOB TAKHX KAK IIeYeHE, NOYKH, MOMIOYHEIC XeNe3H,
nEMPETHYOCKHE Y3NH, Celle3eHKA H NPEACTATENBHAS KCAC3H, KOTOPOC MOXET OHThH
HACNONBIOBAHO IIOA PEHITCHONOTHICCKHM, YATPa3ByKoBsIM Hna KT-KoRTpOICeM.

Ha mnoBepxaocts xopmyca ycrpolictBa PLURI-GUN Ttaxxe HAaHOCCHE! HAAMHCH-
yxasarens (puc. 1):
= JIOoroTHII HPOH3BOAMTENS

- HAHMCHOBAHAC RIJCIHS
- openi I » (KOTKpHBATH 38eCHD>);

- ry6rHa npoRUKHOBEHEA (Cpesa) HIH GHoncatinol «22 Mm/15 Mu»
- Bepcna ycrpolictsa «4.0»

Prcynox 1 — Yerpoiicrso 6uoncaitnoe PLURI-GUN

Yerpoiicteo Guoncuitioe PLURI-GUN pexoMenxyeTcs HCOONL3OBATH COBMECTHO €O
CHEUHANBHO paspaCoTaHHON HIION Ui OHONCHA MATKHX TKAaHCH IOA MHOTOPA3OBYIO
ABTOMATHYICCKYIO cHCTeMy, npoussogctsa M.D.L. S.r.l. «M.JI.JI. Meauxan [egatic
C.pa» (PerucrpanmonHoe yzoctopepenre Ne OC3 2012/13006 or 16.12.2016 r.), a Taxxe
HInaMB ;nd OHONCHE MATKHX TaHeH MOA MHOTOPasOBYIO ABTOMATHYECKYIO CHCTOMY,
npoussoactsa M.D.L. S.rl. «<MJIJI. Memaxan [epalic JlaGoparpr C.p.i» HMeOmHMH

. CheAyIOiMEE XapaKTepHCTHKH, 8 AMeHBO qaaMetp oT 12G no 20G 1 wmuy ot 80 MM 10 300 M.

HHCTPYKLIMA IO MPUMEHEHHIO HA METHLIMHCKOE H3ENTHE
Verpoiicreo Gsoncuitaoe PLURI-GUN
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WUrna 6HoncHiiHad B KOMIUICKT NOCTaBKH H3JIE/Hs He BXOAHMT. BrGop aMameTpa M JUIMHEI MIJIBI
GHONCHI{HOA OCYINECTBIIAETCS B COOTBETCTBHH C TPEeOOBAHMAMHM INpPOUEAYPHl B KaKIOM
KOHKPETHOM CJIy4ae.

Ycrpoiicteo 6uoncuiinoe PLURI-GUN cHabxeHo WHIMKaTOpamMH 3apina (B3Bola)
KaHIOJIH H CTHJIETa MUK OHoncuitHoi (Tabn. 1).

Ta6bnuua 1. UaauxaTop 3apsna (B38oJa) KaHIONH H CTHJIETA

YcrpolicTBo B HEpaboueM COCTOSHHH, 003 HHAMKATOpPa HE HMEIOT
nBeT

0 3apane (B3BOAE) KaHIONM HIibl OHONCHAHON mNpH mnepBOM
NBH)XCHHH (OTTATHBAaHHH) NMOPIIHA - MHAMKATOpP 3apana (B3BOIa)
KaHIOJIH HIJIbl GHONICHHHOM CTAaHOBHTCA O€NbIM.

- 0 3apsafe (B3BOAE) CTHNETa HINbI OGHONCHUHON mpH BTOPOM

] —= ABH)KCHHH (OTTATMBaHHH) NMOPILIHA - MHAMKATOp 3apana (B3BoAa)
— CTHJIETa HIJIbl OHONCHIHHONK CTAHOBHTCA OeNBIM.

- 0 FTOTOBHOCTH H3/ieJMs K paboTe - HHOUKATOpH! 3apaaa (B3BOJa)

KaHIONH H CTHJIeTa HIUIB 6uoncuitnol OBA cTaHOBATCS Ge/bIMH.

HHCTPYKIHMA 110 MPUMEHEHHIO HA MEJJULIMHCKOE U3IEJIUE
VYerpoiictso 6noncuiinoe PLURI-GUN
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Usgerme PLURI-GUN ¢ nomompio nepexmodareis IMyOHMHB NPOHHKHOBEHHs (cpe3a)
obecneunBaeT peryaMpoBKy IJyOHHEI BhICTpena (IPOHHKHOBEHHUS) HIIkI 6HoncHitHol (Tabn. 2).

Tabmmua 2 — YcranoBka riryOHHBI BRICTPeIa HIJIBI OHONCHIHOK

PrIuaroBeiif npefoXpaHHTENDb, MEPEKIOYEHHE KOTOPOrO OCYLIECTBIAETCA B PYYHOM peXHMe,
ofecneynBaeT 3alUTy H3AENHA OT CiydaiHoro cpabarnBanus (Tabn. 3). Usgenue ne Moxer
OLITH IpHBEICHO B NEHCTBHE, €CIIH OHO HE CHATO, C IPEAOXPaHHTEJIA.

Tabmuua 3 — Custre n3nenus PLURI-GUN ¢ npenoxpanuTtens

YcrpoiictBo 6noncuiinoe PLURI-GUN Ha npenoxpanutene. Usnenne
He MoXeT OBITh NpHBEACHO B ACHCTBHE, €CIM OH HE CHATO C
NpeaoXpaHHTENA.

Ilepen npuBeneHMEM B JOEHCTBHE YCTPOACTBO CHHMaeTci C
IpPEeJOXpaHUTENd MEpPEeBOAOM IPEAOXPAHHUTENIBHOM 3allleNlkdH B
COOTBETCTBYIOIIIEE NOJIOXKEHHE

Tlocne BBICTpENIA, IIPCAOXPAHHUTENb BO3BpAMACTCS B HCXOAHOE MOJIOXKCHHC.

HUHCTPYKLMA 1O MNPUMEHEHUIO HA MEJTUITHHCKOE U3JIEJIHE
Vcrpoticteo 6noncutinoe PLURI-GUN
CrpaHuua 8 u3 15
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7. Tlopagox npAMCHCHAS

Pucynok 2 - Iopanok npamenenns ycrpoticrsa 6noncriinoro PLURI-GUN

A.Tlopanox moarorosx ycrpo#ictsa PLURI-GUN

1. Ilepen mazanoM mcHoNb30BaER: ycTpoiicrea Guoncaiinoro PLURI-GUN yGenmarech, 410 Ha
Kelice VIS XpaHCHHA ¥ NCPCHOCKE OTCYTCTBYIOT NOBPEXKICHHA, & TAKKe HET BHANMBIX
TOBpeXICHRAI HA KopIyce H3NCHA.

2. lepex nmepBHIM HMCHONB3OBAHAEM H NOCHE KAKAOTO HNpHMEHEHHA N0 HASHAYCHWIO,
HeoOX0ARMO NOABEPrHYTS YCTPOolcTBO OaonCHitHOE OUMHCTRE, AesHHGEXITHE H CTCPHIH3AINNN
METOZIOM aBTOKIABHPOBAHHA (CM. MYHKT 12 AaRHOIO JOKYMEHTa 1O OMHCTKE, Ae3HBEKIEE B
crepanusaunn n3geans PLURI-GUN).

S.Hmeupommxmonmm,Wncmmmm,npom
SHTHCCNTHAKY KOXH PYK, HOCIC 9€T0 HARCHLTC MCTHIMHECKHC IICPIRTKE H H3B/ICKHTS H3leIHe
PLURI-GUN m3 er0 CTCPHIBLHOH YIAKOEKH.

2. Tlepea ycranoBkot BN Ouoncuitaolf B yCTpoMCTBO pEeKOMEHAYETCR NPOBEPHTH €ro
(bymum(mmnnoecomme(ncnpamompaﬁom)

PexoMeHAyeTCS fepAaTh YCTPOMCTBO Ha JANOHH, MONOXKHB NIkl Ha Oenoe
yruyGnenue — nnardopuy. (puc. 2).

- Cycmmmxmmmnm@ommm(mm)mnncmam
HANPARJICHKIO K JAJOHH A0 TeX Nop, moxa 0062 HHAKKATOPA HA KOPIMYCe H3fCNHA He
craayr Gentivu. Hapemnue PLURI-GUN cnaOxeHO AByMS HHAMKATOpAMH: NpH
nepeoM ABHXCHHH MIATGOPME! POHCXONAT HIMEHEORHE IBETA JANBHET0 HHAMKATOPA,
9T0 YKashiBaeT Ha 3apaj (B3BOA) HA KAHIONM; NPH BTOPOM IBAXCHWH — Gmmxmmlt
Wmﬁmmw«ow(m)mm

- Koraa ofa umpuxaropa CTaHOBATCE OeNbIMH, 3T0 O3HAYAET, YT0 YCTpoHcTBO
Gaoncuiinoe PLURI-GUN 3apsxeH0 H roToBO K paGore.

- Taxxe npopeppre dymxpuno BwOopa IIyORHH RDPOHEHEKHOBCHHA (Cpe3a) BO
B3BCACHHOM NOJAOKEHHH NyTeM [OBOPOTA CIOCIHANBHOIO HEPEKAIOuaTeNs Ha
COOTBCTCTBYIOMeE 3HateHne: 15 My mim 22 MM,

- Wmmmwmmmmmmpnw
H3 TOPH3OHTAIBHOTO TIONOMCHHS B BEPTHKANBHOE (AcpEHTe YCTpOHCTBO
6noncuitioe PLURI-GUN GenmiM yrayGnesnes pHA3).

- HaxuMETe CcOyckoByIO XHOIKY, 9To0H axTHBHpOBAaTH YcTpoiicrBo OmomcuifHoe
PLURI-GUN. Ilocne OTINMycKaHHS NPCAOXPAHATENBHEIN phHMar aBTOMATHICCKH
BepHETCH B 5e30NACHOC MONOKEHHE.,

B. IToarorosxa Hras Ouoncalao#

Tlocne QymxmmonaneHol nposepxu ycrpolicrsa OGuoncaitioro PLURI-GUN, cobmozas
MpPAaBHJIA ABTHCENTHKH, IPHIOTORBTE HIVIK VIS GHOIICHE.

- PexoMenzyeTcd BCTIONB30BATH COBMECTHO CO CNeNMAanbHO paspaboranHolt HrnoHt A
OBomcHM WMATKHEX TKaHel @mOA MHONOpPa3oOBYI0 ABTOMATHYCCKYIO CHCTEMY,
oponssogctea M.DL. Srl. «MJJI. Memukan Jlesatic JlaGoparpu C.p.i»
(Peructpamuoneoe yaocToBeperne Ne ®C3 2012/13006 or 16.12.2016 r.), a Taxse

HHCTPYKLIMA ITO TIPUMEHEHHIO HA MEJMLIMHCKOE H3IENTUE
Yerpotictso Suoncrlinoe PLURI-GUN
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BITH YIa GHONCHM MATKHX TKaHe#l Noji MHOTOPAasOBYIO ABTOMATHYECKYIO CHCTEMY,
opon3BoacTBA M.D.L. HMelomme cefyiomue XapaxTepACTHRH, 8 HMCHHO AHAMETD
ot 12G mo 20G u mmmia ot 80 MM a0 300 MM. Hrna GHoncuiteas B XOMILICKT
TOCTABKH H3feMA He BXoguT. BHOOp AHaMerpa H MIHEM Hrau GHONCHMHON
OCYIECTRISCTCE B COOTBEICTBHH C TpPeOOBAHMAMH NPONCAYPH B KaXAOM
KOHKPETHOM CITy™1a¢.

- Hrma mHMeeT MAPRKEPOBKY A H3MepeHHES IIyGHHN H YNAKOBAHA BMECTE CO
caelicepos. Bpau BLOHpaeT By, OMHPAACh HA NAPAMCTPH NponeAypH Groncan. Bo
BpeMs Beelt mponeAypHl Bpay ASPAHT HIAY TONBKO 33 COCIHANBAYI0 GAKCHPYIOMYIO
masxy (coeticep).

- Ilepen BCmoONb3OBAHHEM NPOBCAMTE BHIYANRHEI OCMOTP HrAN Omonchiino#t Ha
DPECAMCT NPHIHAKOB MOBPCAK/ICHHN, & Takke YOCAHRTECH, YTO YIAKOBKA OAHOPasoBoH
MK yix GHOTICHA HE BCKPHTA M/ Be NoBpexaeHa. JlocTaHbTe HITY H3 YIAKOBKH,
HCNOJIB3YS MEIHIMHCKHC nepuarkd. OCMOTpHTe XOMNOHEHTH HITIH HAa HANHIHCS
nospexzenuit. Kaxnas Guoncuitaag nrna emeer sampTHi TyOyC.

BamMame! CTIONB3OBAHVE 3ATIPEIIEHO, ecias KOMIOEEHTH HITH HOBPEXICHEL

C. Ilponeaypa 6uoncau
1. BosMoxHO ABa criocoGa MpAMEHCHHA M OHONCHI{HOMN:

I. B nomoctsio 3apsxeHHoe #3geme PLURI-GUN BcrapbTe BHOpaHHYIO Hroy ana
OsoncuE: OTKpoifiTe KpBIIKY B3BEICHHOTO YcTpoilicta. Hrna OGuomcmitHas
BCTABIETCS B COOTBETCTBYIOMME «NOCANOYHbIC» Nashl YCTpolicTBa TaK, 9T0 OCTpHE
HraM Gaoncuiinol BHXOMMT B Npopess B Nepemueit creHxe H3feNHs (BHIXOX HIJIE).
Iloranute coeiicep, YTOOM CHATh €ro M 3a8KpHTH Kphmnky. Mrna mms Gmonces
BBOAHTCA uepe3 pa3pes Ha Koxe NOA koHTpoieM Y3H, pentrenxontponeM uma KT
NOKA OCTPHE HIMH He OKAXETCS MAKCHMANLHO NPHOMIKEHO X 00NACcTH, noAnexamedt
6uoncuy.

II. Hrna GroncHHAS ¢O cHCHCEPOM BBOMMTCH 9EPE3 Pa3pe3 HA KOKE MOJ KOHTPOJICH
V3H, pentrenxonrpoied aaH KT noxa XOHIAK HITIH HE OKAKCTC PALOM C MECTOM
6uoncus. Kax Tonpko mnosHums OyZer UOATBCpAACHA, HITIA BCTaBIgeTCE B
mpeaeHnoe yerpoiicteo PLURI-GUN. Hrmn ycTaHABIHBAETCS B COOTBETCTBYIOMMHE
«IOCANONHER» Iaskl ycTpolicTBa Tak, WTO OCTpHe HININM OHonchifHodl BHIXOFHT B
mpopess B mepenuell cresixe u3nenna (BHXOA HIVE). YacTHUHO 3aKpoiiTe KpHIIKY,
9700 AT ocTasanach Ha Mecre. CHHMHTe cheiicep ¢ HIVIB, Kpenko YAepXHBaA
meane. Jaxpoitre XphIKY.

2, BufHpaeTcd H yCTAaHABNIHBACTCS IYOHHA BHICTpeNa MIAH OHoncmiiHo# (IPOHAKHOBEHMS,
Cpe3a) nyTeM MOBOPOTA CHENHANBEONO NePeKIOYaTeNIS Ha COOTBETCTBYIOMCE 3HAYCHHES: 15
MM mmn 22 mMMm (Tabn. 2). YcraHoBKa ryORHNM BBepcHES Hrau  Ouoncmiimoit
OCYIIECTBASETCA TOMBKO NONHOCTHIO Ha B3BSACHHOM YCTpOlicTBe,

3. Coxpanas NONIOXCHEE HMMCAHA H OPHCHTALHIO HIJIH, NEPEMECTHTS NPCHOXPAHHTCIALHEIMH

paaar (10 3), IT06H NOArOTOBMTH YCTpOH#CTBO K BHNOJNHEHHIO TouHOH OHonCHH, H

HAXMHTE CITyCKOBYIO KHONKY, 9100k 0cBOSOARTS KAHIOMO H CTHIET.

. YAANHTE HIAY H3 Tea NANMCHTA,

. Vnanense Gaonrara (ofpasen Txand, MONy4YeHHH ¢ NONOMBIO NpoUeAYPH GRONCHN) B3
Hrasl GHoncHiHON NpPOMBOAMTCA NOCPEACTBOM NBHXCHHA (OTTATHBAHHA) INATGOPME
yetpodicTea. KaHions OTKPOET «OKONXO» CTHACTA HINH ORONCHHHON ¢ MOMyueHHBIM
OmomraroM. KoHcrpyxmua ycrpolicrsa OHoncHiHONO mO3BONISET YARNATH NOXYyICHHEIN
obpasen TxaHH 6e3 n3naATES HTIH GHONCANHOI H3 Hero.

6. Eciu nocne m3BncuyeHHd o0pasna TKAHH HEoOXOAMMO DPOBOJMTH AANbHeHIIee B3STHE
6ronTara (06pasen] TKAHH, MOMYSCHHERI ¢ MOMOINLIO MPOREAYPH GHONCHR) Y NAUMCHTS, TO
H3fiC/IHE INOTOBO K HCHONL3IOBAHHIO TOJMBKO NOCHE HOBTOPHOTO B3BOAR NIYTEM OIHONO

el

HHCTPYKUHA ITO MIPMMEHEHHIO HA MEITULIHHCKOE W3ZIENIHE
Verpoitcrso Guoncuiinoe PLURI-GUN
Crpannnas 10 u3 15
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OTTArMBaHUA naropmbl Hasad. 3TO ABWKEHME OyAeT akTUBMPOBaTb M3aesve /11 BTOpoii
éuoncun.
MpumeyaHue: Mocne ofHON 6Guoncun, ecnn HEOO6XOAMMO B3ATb AONOJHUTE/NbHbIE MPOObLI,
BCerja oueHMBaiTe LEeNoCTHOCTb UMbl U OCMAaTpUBaiTeE ee Ha Haamune MOBPeXKAEHWI
nepeg Havanom cnegytowien 6uoncuu.
BHuMaHMe! He ncnoneayiite nrny, eciv 3ameyeHbl Kakne-inbéo aedeKTbl.

7. ECcnn pononHuTeNibHble BUOMNCUM He HY)XXHbI, HafeHbTe 3allUTHbIA KO/Nayok (Ty6yc),
yAanute Urny, OTKPbIB KPbILLKY M34e/Ms 1 NOBTOPHO BCTaBUB crielicep.

8. Nocne ypaneHust Urnbl, YTANU3UPYATE WUCMOMb30BaHHbIE UMbl B COOTBETCTBYHOLMIA
KOHTelHep 4/11 GMOIOrMYeckn OrnacHbIX MPeaMETOB B COOTBETCTBUM CO CreuyasibHbIMU
60/TbHNYHBIMU MPOoLEAYPaMU.

MpumeyaHne: OuUCTKa, [Ae3uHpekuns ©n cTepwusauma ycTpoiicTea PLURI-GUN
MPOBOAMTCA Mepef Ka>kAblM MCNOMNb30BAHWEM B COOTBETCTBUM C UHCTPYKUUAMU MYHKT
12 paHHOro JOKYMeHTa.

XapakTtepucTmka 3HayeHne
ra6aputbl  AnuHa, mm (= 10 %) 122
WnpwnHa, mm (£10 %) 35
BbicoTa, MM (= 10 %) 35
Macca, Kr <0,3
15

"ny6uHa BbicTpena, MM (= 0,5 mm) 2

8. KoMnnekT nocTtaBKuU

Ycrpoiicteo 6uoricuinHoe PLURI-GUN, B cocTase:
1 Ycrpoiicteo 6GroncuiiHoe PLURI-GUN - 1.
2. Kelic gy xpaHeHus - 1 u.
3. VHCTpyKUus Mo NpUMEHEHUo* - 1 L.
*[locTynHa Ha OymaxHOM Hocutenie wim B opMe S/1eKTPOHHOIO  [JOKYMeEHTa
nocpeaeTBoM pasMelLeHns: B MHOPMaLNOHHO-TENTEKOMMYHUKALMOHHOM ceTn VIHTEpPHET.

9. ¥YnakoBkKa

Matepuas 1 KOHCTPYKLMSA YNaKOBKM He OKa3bIBatoT BPeAHOro BO3AENCTBUSA Ha COAEPXMMOe
1 obecrneunBatoT COXpaHeHue M3LEeNMA NPU NX NPaBUWIbHOM XpPaHeHUU, MYHUMaSIbHBIA PUCK
3arpsA3HEHNs COAEPKMMOro MpY BCKPbITUX YMNakoBKKW, a Takke 3auTy COAEPXUMOro npu
HOPM&U/TbHBIX YC/TIOBUSIX TPAHCMOPTUPOBAHUA U XPaHEeHNS.

N3penve «YctpoiictBo GuoncuiiHoe PLURI-GUN» ynakoBaHO B M/1aCTUKOBbLIA KeNC C
MapKUPOBKOW. VIHCTPYKUMA MO MNPUMEHEHUIO K YCTPOWCTBY YynakoBaHa B OTAE/bHbIN
NPO3paYHbIi NakeT U3 NOMITUIEHA HU3KOW M/IOTHOCTW. Kelc € yCTPOMCTBOM, 1 MHCTPYKLMS MO
NPYIMEHEHUIO YNakoBaHbl B AOMOSHUTENbHBIA NPO3payHbIvi MakeT M3 MOSIUATUIEHA HU3KOW
nnotHoctn (Puc. 3).

MHCTPYKUWNA NO NPUMEHEHWIO HA MEOVNLUWHCKOE N3AEJIVE
Yctpoiicteo 6uoncuiiHoe PLURI-GUN
CrtpaHunua 11 us 15
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PucyHok 3— YnakoBka ycrpoiictsa 6uoncuiinoro PLURI-GUN

Ycrpoiicta 6uoncuiinnie PLURI-GUN nakyioTcs B TpaHCIOPTHBIE KAPTOHHbIE KOPOOKH
B KOJM4YECTBE MO 3aKkaly mokymarens. PasMmep TpaHcnopTHO# KOpoOKH 3aBHCHT OT 3akasa

NOKyTaTes.

Pacmu$poBKa CHMBOJIOB, NPHMEHSEMbIX B MAPKHPOBKE YIIAKOBKH

Tabmnua 5 — O603Ha4eHHs H CHMBOJIBI

REF]

Howmep no karanory

<

CuamBoa Onucanne Camsoa Onuecanne
‘ Hsrorosurens d] Hara npoussoacTsa
He nomyckats

BO3JI€HICTBHA BIarH

Cepniinbiii HoMep

He ucnons3osars npu
MOBPEXACHHH YNAKOBKH
H 00paTHTBCA K

UHCmMpyKyuu no
RPUMEHEHUIO

Ocropoxno!

Hecosmectum ¢ MPT

(1]

ObGparurech k
UHCMpYKyuu no
nPpUMEHEHUI0 WK K
UHCMPYKYUU no
npumenexuio B
3/IEKTPOHHOM BHAE

¥

BepxHas rpaHuua
TeMNEPaTypHOro
AManasoHa

N

ES

He nomyckarb
BO3ACHCTBHSA
COJIHEHHOrO CBETa

10. Ycii0BHS XpaHeHHS, TPAHCIIOPTHPOBKH H 3KCILTYaTAllHH

YCnoBHS XpaHEHHs, TPAHCIIOPTHPOBKH H 3KCILTyaTalluHu:
- TeMneparypa: He Boime 50 °C,

HUHCTPYKLMA MO MPUMEHEHHIO HA MEJJULIMHCKOE U3EJIME
Vcrpoticteo 6uoncuitioe PLURI-GUN

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Crpanuua 12 us 18




- OTHOCUTE/IbHas B/IXKHOCTb: HET OCOObIX TPeGOBaHUIA,
- atMocdhepHOe JaB/ieHNe: HET OCOObIX TPeOoBaHWIA.

11. TTouCK 1 ycTpaHeHne HeMcnpaBHOCTEN

B paHHOM pasgene npeacraBrieH nepeyeHb BO3MOXHbIX HEVCMPaBHOCTEN YCTPOMCTBa
6voncuiiHoro PLURI-GUN (Tabn. 6) npy noarotoBke K UCMOIb30BaHUIO 1 UCTOIb30BaHUA MO
Ha3HayeHWto, a Takke BO3MOXHble MPUYMHBI WX BO3HUKHOBEHUS W pPeKoMeHJaumm Mo
[ENCTBUAM MpY BO3HMKHOBEHUM HencnpaBHOCTEW. Ecv nocre BbINOSIHEHNST BCEX LUAaros Mo
YCTPaHEHMIO HEUCNPaBHOCTb OCTa/laCb, MNOXasyiicTa, CBSXKUTECH C  YNOSIHOMOYEHHbIM
npeacrasuterniem B P®.

Tabnunua - 6 MepeveHb BO3MOXHbIX HencrnpaBHOCTeN ycTpolictBa broncuinHoro PLURI-GUN
NPV NOArOTOBKE K MCMO/Mb30BaHUIO M UCMO/b30BaHUM MO Ha3HAYEHUIO

HeuncnpaBHOCTb

V3penvie He 3apsbkaetcA
(He B3BOOMTCH) WM
3apshraeTcs (B3BOAUTCSH)
C TpyZAoMm

HeBo3MOXKHO
YCTaHOBUTb nriy
OUOMNCUAHYIO B 13ae/ve

HeBO3MOXHO  3aKpbITb
KPbILLIKY YCTpOIiCTBa

evorcum
UI/bl

lMpouecc
(BbICTPEN
GVONCUIAHOIA)
NPOVZBOAMTCSA C TPY.AOM

HeBoO3MOXHO
MEPEKTIIOHATL  [TTyOUHY
MPOHVKHOBEHVIA (Cpe3a)

PekomeHAaLmMm no ycTpaHeHUo

- MpaBWIBHO pPacrosioK1Te YCTPOICTBO BMOMCUIMHOE B PYKE.

- MNotannte riardhopMy A/ 3apsida (B3BOOg) KaHKOMM U CTWIETA UMbl
OMOMCUIAHONM Ha3af, 10 KOHLIA ero XOa.

- YpocTtoBepbTeCb B TOM, YTO Bbl 0OHOBpeMEHHO C 3apsaoM (B3BOAOM)
V3OS HE HAXKMIMaeTe Ha CIyCKOBYHO KHOTKY .

- [poBegute OYUCTKY, [OE3VHGEKUMIO M CTEpWIM3aLMIO  YCTPOWCTBa
ovoncuiiHoro PLURI-GUN (cm. n. 19 HaCTOSALLIEro IOKYMEHTA).
-YpoctoBepbTecb B TOM, 4TO YycTpoictBO PLURI-GUN  no/HOCTBIO
3apsbikeHO (B3BEAEHO) WK MOSTHOCTLHO He 3apshkeHO (He B3BeOEeHO).

- YA0CTOBEpPBLTECH B TOM, YTO «MOCaA04UHbIE» Masbl 4/ YCTaHOBKU UI/bl
GVONCUINHOM He AedhopMIPOBaHbL

- YpoctoBepbTeCb B TOM, YTO B U3de/ve BCTAB/IHETCA  MO/HOCTHHO
COBMECTUMAA C HM Ur/1a GriorncuiiHas.

- [MpoBepbTe, 3aKPbIBAETCA /M KpbllWka 6e3 YCTaHOB/IEHHON WUI/ibl
GVOMNCUIAHON.

- YA0CTOBEPLTECH BTOM, HTO Ur/ia GUoncuiiHast NMpaBiibHO YCTaHOBEHAL

- lMpoBeoyre OUUCTKY, AE3VHMPEKLUMIO U CTepuIM3aumio YCTpovcTBa
PLURI-GUN (cm. n. 12 HaCTOALLEro A0OKYMEHTa).

- YpoctoBepbTeCb B TOM, YTO B U3Ae/Me BCTAB/HETCA  MO/HOCTHHO
COBMECTUM@A C HAM Ur/ia G1oncuiiHas.

- YOocToBepbTECH BTOM, UTO M3AE/ME MOMHOCTHHO 3aPshkeHO (B3BEAEHO).

- YA0CTOBEPLTECH, YTO YCTPOCTBO GMOMCUIMHOE CHSITO C NPeaoXpaHTESS.
- ¥0CTOBEPLTECH B TOM, HTO BbI M/I0THO HaXKau 1 Ha CIMyCKOBYHO KHOTKY.

- MpoBeguTe OUMCTKY, AE3MHADEKLMIO N CTEPUINZALIMIO YCTPOKCTBA (CM.
M. 12 HaCTOALLEro AOKYMEHTA).

-YO0CTOBEPLTECH BTOM, YTO M3AE/E NOSTHOCTLHO 3aPsPKeHO (B3BEAEHO).

- [MpoBeaute OYUCTKY, OE3VNHKDEKUMIO U CTEPUIN3ALMIO YCTPOCTBA
6uoncuiiHoro (Cm. n. 12 HaCTOSALLEro AOKYMEHTA).

12. OuncTKa, Ae3nHgeKUma, cTepunmnsaLma n3aenms

YctporictBo 6uoncuiiHoe PLURI-GUN rnoctaenseTca  HecTepwibHbIM.  [epeq, nepBbiM
NCMO/1b30BaHMEM W MOC/IE KaXXA0ro NPUMEHEHUST MO Ha3HAYEHMIO HEOOXOANMO NMOABEPTHYTL Er0
OUMCTKE, AE3NHIEKLMM 1N CTEPUI3ALIN METOAOM aBTOK/IaBUPOBaHMS.

1. MoproToBKa YCTPOCTBA: NOATOTOBbLTE YCTPOMCTBO K UNCTKE, OTKPbLL BEPXHIOK KPbILLKY, U

nepeBeauTe NepekstoyaTeslb BbiGopa r/y6uHbI MPOHMKHOBEHWS Ha 22 MM /18 06ecreyeHus

MHCTPYKLUWA NO NPUMEHEHWIO HA MEAVNLUWHCKOE U3AETVE
Yctpoiicteo 6uoncuiiHoe PLURI-GUN

CtpaHuya 13 n3 15
& 000 LUPMM &7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



ONTHMATLHOTO ZOCTYNA K BHYTPCHHHM HAaCTIM HM3IZCHHA. YCTAHORKA IMyOHHH BBEACHHS
Hras GroncHifROM ocyImecTRIgETCS TOALKO TIONHOCTHIO HA B3BEJICHHOM YCTpoHcTae.

2. Nesundexns 1 NpeCTEPHIHIAITAONEAS OYHCTKA: IIPATOTORbTE BOAuLI pactsop Ha 0,3%-
HOM KOEIeHTpare sH3uMa. [IpoMoiite yeTpolicTBo BHImICYKa3saBHEM PacTBOPOM H OCTABETS
saMauRBaTees Ba 10 MuHyT. OWHCTHTE BCe BHAMMEIC MeCTa YCTpolicTBa Markol meTwod
TaK, 700K He 0CTaBaNOCH BRANMEIX CJIGOB 3arpaiHenuit.

Buamanse!
- HE HCTIOJIb3YHITE 2%-auii pacTeop IIyTapalbAeTHs H APyTHe GakTepHIHARE
PAcTBOPH;
- HE UCTIOJIb3YUTE BHCOKOMENOIHIE BIH BRCOKOKHCIOTHRIE OMHCTHTEIH;
- HEHCHOMWTEWWWMWWM
XJIOPreKCHANEA WM Jnobolf arenT, cozepxaimuit cnBpr.

3. IMpomeiBka ¥ cymxa: JIocTaEbTe HHCTPYMEHT H3 PacTBOpa H nmpomMoiire nporouHolt Boaoik.
TlomecTnTe ycTpolicTBO Ha Cyxolf crepunbiodi canderxe. Ilocne cymxs npomssejmTe
BHIYAMLHEN KOHTPONL, 9T00H yOemuTcs B 3¢dEKTHBHOCTH YHMCTKH H B TOM, Y10 BCE
BU3YQIRHO ONMpeZeseMble 3arpi3ueHns Obum ynanensl. Ecau pHsyanbHuilf XORTpONS Aaer
HETaTHBHLIC PE3YNLTATH H HA YCTPOMCTBE OCTANHCH 3arpS3HeHHs, HARO MPOBECTH MMCTKY
nobTopHo. Ecne crae 3arpsssieHEll He OUMINACME! BCNGACTBHE H3HOCA YCTpoi#icTsa,
HANpPHMED, KOPPO3Hd, NOTEPA LBETA, YCTANOCTH METALIA, OTC/OHKA BHEIIHETO NOKPHITHA,
PACcTpEeCKHBAHHE, OTKAKATECH OT €10 HCIONB30BAHNA.

4. Crepumasanus: IloaroToBsTe H3IC/HHE TAX, KAk 310 yYRasaHo B [lynxre 1 aaumoro pasaesna.
Vnaxy#ire ycrpoiicteo OmoncumiiHoc B YHAKOBKY IS CTCPHIM3AUMH, HOCIC IOMCCTHTE
yerpolictBo OmomcmifHoc B aBroknaB. [lapamerpsl IS CTCpENH3ALUHH  METONOM
aBTOKNABHPOBAHHA NpecTaBicHH B Talymue 7. Ilponece crepammansn puures 10 MuHYT.
Jatire u3gensio oxnamuTheA. [locie xaxzol CTCPHNH3IAIME CICAYCT NPOBSCTH OCMOTP
yoTpolictea OHONCHHHONO HA NPCAMCT TCHOCTHOCTH HOEpeAl  MOCHCAYIOLIEM

. HCHOE30BAHHCM.

Tabmaua 7 — wmim 6nocuiinoro PLURI-GUN
[ 3mavemmn

,l__BEL 10 vom
eMmepaTypa 134°C+3°C

Hannesse 2 Gap

CTEPWISYHTE
- HECTEP H3NYYCHHEM;
- HUCTIONB3YHTE cpencTsa REAHBHZYANBHOM QAT
- Maxcmamoemomoemmmnonnompuoﬁo@aﬁmcomer
Be Gonee 600 nuxioB.
13. Ymaamsanns

Megumanckae wmwnends  «Verpoiicteo  Gmoncmitmoe  PLURI-GUN»  ormocETes X
SMHACMHOIOTHIECKH ONACHHM OTXORAM.

B nanHOM cyuat MEAHIMHCKAS OPTAHH3AIESR OCYIICCTBISET TONBKO ¢Oop, obessapaxuBanve U
BPEMCHHOE XpaHeHHE BHINCYKa3aHHEIX OTX0f0B. (OfessapaxHBaHHe NONXHO IPOBORAUTHCH B
COOTBETCTBHH ¢ TpeCOBAHHNMHA CAHMTAPHLIX NPEBHJ H MHEX HOPMSTHBHBIX IPABOBLIX 8KTOB
TOM MM HHOH¥ CTPAHEI BO BCeX JieIeOHO-NPOPHIAKTHUCCKEX YUPERKACHHAX HESABHCHMO OT BX
npodans. Cﬁopocymemmrnmmmnmrwﬁmpuomoxpamomnpmenmxc
UBETOBOM MAPKHPOBKOHM, NPAHSTOH 19 ONACHBIX MEAHIHHCKHMX OTXONOB B MOMCINCHHE HIH B
MECTAX M4 BPEMCHHOTO XpAaHEHHS MEJHIHACKHX OTXOROB X0  HOCHGAYIOMEro
TPAHCIOPTHPORAHHSA K MECTY YHHYTOXCHHAS HIIH YTHIH3AIMH.

HHCTPYKILIHA 10 MPUMEHEHHIO HA MEJJULIHHCKOE H3IEJIME
YVerpoiicrso Groncuttioe PLURI-GUN

Crpannua 14 m3 1§
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TpaHCNOPTUPOBaHMEM  MEAMLMHCKMX  OTXOAOB  (MCMO/b30BaHHbIX — MMIIAHTATOB WK
KOMMOHEHTOB) M3  MEAMUMHCKMX  YUYPeXOEHWA, KX  yTWamMsauuelrd  3aHMMaroTCs
crieuyasi3vpoBaHHble OpraHvM3auun, MMEeLWmMe NIMLEH3NI0 Ha obpalleHMe C OnacHbIMKM B
3NVAEMMNOSIONMYECKOM OTHOLLIEHUM MEALIMHCKMMM OTXOAaMW.

MoTpebuTenibCkasd ynakoBka OTHOCUTCA K  3MUAEMUOSIOTMYECKN 6e30nacHbIM — OTXo4am
(HeonacHbIM OTXOZaM, He UMEIOLLMM KOHTakTa C GMONOrMYECKMN XUAKOCTAMUY MaLMeHTOB,
NHADEKUMOHHBIMN  BONBHBIMW), MPUGKEHHBIM MO COCTaBy K TBepAbiM ObITOBbIM OTXOAaM
(TBO). OgHaKo pekoMeHAyeTCH YTUIN3MPOBaTb MX OTAE/bHO Kak MPOMbILLIEHHBIA OTX0[, Yepes
crneuvaniM3poBaHHble opraHM3aumm, UMetoLLVe IMLEH3UIO Ha AaHHbIA BUL, AeATe/TIbHOCTH.

CO6op anMMAeMNONOIMYECKM 6Ee30MacHbIX OTXOAOB OCYLLECTB/IIETCA B MHOrOpPa3oBble €MKOCTU
WM OHOPAa30BbIe MakeTbl (3a UCK/THOYEHNEM MaKeTOB LiBETa, MPUHATOrO /19 OnacHbIX OTXOA0B).
MopsAaoK MbITbst U AE3NHAIEKLMM MHOrOPa30oBoi Tapbl ONPEAEnSeETCA B COOTBETCTBMM CO CXEMOIA
o6pallleHNsT OTXOA0B B KaXXAOM KOHKPETHOW opraHu3auun. [opsgok cbopa M XpaHeHust
ANNOEMMNONOTNYECKM 6Ge30MacHbIX OTXOAOB OnpeaensieTcs B COOTBETCTBUM CO  CXEMOW
obpaLleHNsa OTXOA0B B KaXKA0M KOHKPETHOW opraHm3auun.

TpaHCcnopTMpoBaHNe U YTUNN3aLUMS OCYLLIECTBASKOTCA C YYETOM TpeboBaHWM, MPUHATLIX 415
[AaHHON TEPPUTOPUN, B COOTBETCTBUMN C CAHUTaPHbIM 3aKOHOAATE/TLCTBOM TOM UM UHOI CTPaHbI
K COAepXaHuo TEPPUTOPUIA HaceneHHbIX MECT M OOpaLLEeHM0 C OTXOZamMn MPOM3BOACTBA U
NoTpe6sIeHMsI.

14. T'apaHTUNHbIN CPOK 3KCMAyaTaunum 1 XpaHeHNs

MapameTpbl Ycrpoiicto tviorcviiHoe JPMBNMSUN
MoBTOpHasA 06paboTKa M3AEM A BO3MOXHO < 600 wiknos
KonmyectBO cpabatbiBaHMA  3apsioHbIX U <12000
MYCKOBbIX MEXaH/3MOB
apaHTUIAHB I CPOK XpPaHeHUs >1 rog,
I"apaHTUIAHbIA CPOK SKCTUTyaTaLym lroa

15. MepeyeHb MeXAyHapoaHbIX CTaHAAPTOB, KOTOPbIM COOTBETCTBYET MEAMLIMHCKOE
nsnenve

DIRECTIVE 93/42/EEC, MDR 2017/745, EN ISO 13485/A11, EN ISO 14971, EN
ISO 15223-1, ASTM F2503-20, EN 62366-1 + A2, ISO/TR20416, EN ISO 11737-1, EN ISO
11737-2, AAMITIR 12, AAMITIR 30, EN ISO 15883-1, ISO TS 15883-5, EN ISO 17664,
MEDDEYV 2.7/1, pea. 4, MEDDEV 2.12/1, pep. 8.

Mpumevarue: CraHOAPTbI UCTIONB3YHOTCA B NOCTIEAHEN pefaKLvn: OpraHn3aLya COXPaHseT 1 OOHOB/IHET
CMCOK CMNPaBO4HbIX CTAHAAPTOB Kak 3arcb COOCTBEHHOW CUCTEMb I YTPaB/IEHMS B COOTBETCTBUM C ISO
13485.

[MeuaTs: TOPIOBAA NAJTATA NPOMbILLJIEHHOCTW, PEMECEJ1 N CEJIbCKOIO
XO3ANCTBA COHAPVO]

MHCTPYKLUNA MO NMPUMEHEHNKO HA MEAVWLUMNHCKOE N3OEJTVE
YcTpoiicTBo 6uoncuiiHoe PLURI-GUN

CtpaHuya 15 mn3 15
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[Texcm na umaneSHCXOM # GHZRUNICKOM RIBIKAX UOLHMUNEH)

(Texams: TOPTOBAS NAJIATA ITPOMBILIEHHOCTH, PEMECEJ M CEJILCKOINO
XO3UCTBA COHIIPHO]

Perncrpanmonmniil momep 4588/2024
Hopaaxosnil momep 6572024

TOPTOBAS MTAJIATA TIPOMBILIVIEHHOCTH, PEMECEJI H CEJILCKOT'O XO34MCTBA
COHAPHO

HAcTOSIHM MBI TIOATBEPARAACM, YTO MOANHCABIINI SB/ISETCA AODKHBIM 06pa3oM
YIIORHOMOMCHERNM NpeAcTaENTeNeM KoMnaniy, MMe1oiHM Npaso NOZHCHBATS NOGHC JOKYMCHTH OT
nMenn Kounanuu, 8 Takoke NPEANPHHHMATS M00He ACHCTBHA NPH TOPIroB/Ie ¢ HHOCTPAHHBIMH

TOCYDAPCTBAMH. .

Or umenn FTEHEPAJIbHOI'O CEKPETAPA

VIIOJIHOMOMEHHBIH ITPEACTABHTE/L
(Ksapa Jixeporumu (Chiara Geronimi))

Inoomucy!

TOPI'OBAA NAJIATA MPOMBIIUIEHHOCTH, PEMECEJ H CEJIbCKOTO XO3ANCTBA
COHJIPHO

HACTOALIUM CBHAETEJNILCTBYETCA NOJIMHHOCTS NOATIHCH
KbAPDHI JDKEPOHUMM,

OTBETCTBEHHOIO COTPYAHNKA Toprosoii manarTs, B COOTBETCTBHH cO CTaTheH 33 Viasa

Tpesupesnta PeciyGmuxu (D.P.R.) Ne 445 ot 28 pexabps 2000 r. 1 MHHRCTEPCKHM JCKPETOM OT
12 mong 2000 .

Or umenn 'EHEPAJIBHOI'O CEKPETAPA
VIOJMHOMOYEHHDIH IMPEACTABHTEID
(Jammnna Beprunn (Daniela Bertini))

Inodnucel

[Tocomsn TOPFOBOH IAJIATH TOPIOBAA MAJIATA
ITPOMBILLLITEHHOCTH, PEMECEJT X COHJIPHO
CE/IBCKOIrO XO3AHCTBA COHIPHO)

COHIFHO, 08.04.2024 r.
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MepeBOA JAHHOTO TEKCTA BbIMO/IHEH MepeBoAYNKOM MantolwoBoi AHHOW AHApPEeBHOW

noannmcob

Poccuiickasa depgepaums
fopog MockBea
JBajuaTb yeTBepTOro anpesis ABe TbiCA4n ABaLaTb YETBEPTOro roga

A, Bepemuin Onus WropeBHa, HOTapuyc ropoga MockBbl, cBupaeTenscTsyto nopg”
nepesoguynka MantowoBoin AHHbI AHAPEEBHbI.

Mognucek caenaHa B MOEM NMPUCYTCTBUN.

NinyHocTb NnognNMcaBLWEro OKYMEHT ycTaHOB/IeHa.

3apernctpupoBaHo B peectpe: Noe 77/2194-h/77-2024-?2Y?/5N

YnnavyeHo 3a coBepweHMe HoTapuanbHoro gencrsma: 400 py6. 00 kon.

noanmchb repboBas nevarb epboBana Tl b
HoTapuyca r. MockBbl HOoTapuyca r. Moe
Bepemwuin O .. Bepemnin 1O ..

O .. Bepemuii

Bcero npowHypoBaHO, NPOHY;
M cKpenneHo neyatbio 31 nuc

Hotapuyc: noanncob

Poccwuiickas d®enepauns
Fopog MockBa
[Baguatb 4YeTBEPTOro anpens Ase TbiCAYM ABaALaTb YETBEPTOro roga

A, Bepemuii HOnus WropesHa/ HoTapuye ropoga MOCKBbI, CBUAETENbCTBYD BEpPHOCTb KOMWM C
npeacTaBfeHHOro MHe AOKYyMeH/

3apeructpn p?ec-g"N77/2194-0/77-2024-7'"736

Y nnave; bHOTO Aeicteusa: 3200 py6. 00 kon.

O .. Uepemuii

NpoOWHYpPOBAHO, NPOHYMEPOBAHO
bnneHo neyatbto 31 nuct(-a,-0B).

‘apuyc:
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