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|. Device Description

The Aegisy Vena Cava Filter with Delivary System is designed for percutaneous delivery of
a permanent & temporary vena cava filter into the inferior vena cava (IVC).

:  The filter is laser cut from a nickel-titanium alloy tube (nitinol) and then molded into an

asymmetrical lantern-ike product. The proximal part resembles a "basket” in the form of six
diamonds, and the distal part is shaped like the letter *Y". This design guarantees optimal
retention of blood clots. The proximal and distal parts of the filter have one nut each, with
which the product is connected to the delivery cable, which ensures controlied extraction.
Six clamps, with which the product is attached to the vessel wall, are located at the junction
of the distal part and six straight wires. An extraction hook is provided on the nut located at
the distal end of the filter (See Figure 1).

The Aegisy Vena Cava Filter with Delivery System is delivered with an Introducer Kit. This
Introducer Kit containg a Sheath (6F), a Dilator, a Delivery cable and a Loader. The
Introducer Kit is needed to advance the filter through the Sheath to the proper position in
the IVC. The ID of Dilator is 1.0 mm, allowing the use of a standard 0.035" (0.89 mm)
guidewire. The guidewire is not included in the introducer kit.

Prior to implantation, the filter is connected to the delivery cable and then pulled back into

the loading device. First, the dilator is passed over the guidewire through the femoral or
jugular vein into the inferior vena cava, after which the guidewire is removed. Next, the fitter
from the loading device is moved along the dilator with a delivery cable. The dilator is pulled

back, after which the filter is opened to the diameter of the inferior vena cava. The anatomical

position of the filter is shown in Figure 25. (the proximal end of the filter is perpendicular to
the renal vein). In this case, the filter exerts an external radial force on the inner surface of
the vessel. Thus, a stable position of the product in the desired location is achieved (see

Figure 25). The main design elements of the device are shown in Figure 2. After implantation,
the cava filter can retain blood clots, while maintaining the patency of the inferior vena cava.

Some dimensional characteristics of the product are presented in table 1.

Table 1
Product Angilographic Vessel
Name Sheath Dilator
and Length{cm) Length({c
Catalog ID{mm) m)
No. 55 1.0 60
Aegisy { Recommmended
Vena Guidewire Recommended
Cava | Length | Diamete | Venous Access Sites
Fifter {cm) r(in}
with
Delivery 0.035"
System 150 (0.89 Femoral or Jugular
XJLX326 mm)
0

The guidewire used must be complied with 1SO11070:2014+AMD1:2018 for stérile single-
use intravascular catheter introducers. The guidewire is not included in the kit package.

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

- ke

a7 MBS s o

Do e




Figure 1

Il. Indications

Aegisy Vena Cava Fiiter with Delivery System is indicated for fiitrating thrombus after
percutaneous placement in the inferior vena cava in the following situations:

e Pulmonary embolism, when anticoagulants are contraindicated
» Failure of anticoagulant therapy in thrombo-embolic diseases

 Emergency treatment following massive pulmonary embolism when anticipated benefits
of conventional therapy are reduced

» Chronic, recurrent pulmonary embolism when anticoagulant therapy has failed or is
contraindicated.

[ Contraindications

e Patients with risk of septic embolism.

» Patients with uncontrolled infectious disease.

e Patients with an IVC diameter smaller than 20 mm and larger than 28 mm.

» Patients contraindicated for procedures under fluoroscopy.

« Patients with demonstrated hypersensitivity to one of the components of Aegisy-

* Patients with deformed IVC.
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Iv. Recommended Percutaneous Procedure for Aegisy Vena Cava Filter with
Delivery System Implantation

A pre-placement cavogram is required:

® To confirm the patency of the vein route from the puncture point to the proper placement
- position of filter in IVC.

® To evaluate the anatomy of the vena cava and identify any venous anomalies.
® To mark the level of the renal veins.
® To determine the highest level of any thrombus, which may be present.

¢ To determine the desired level for filter deployment and to mark the intended position with
respact to the vertebral bodies.

® To ensure that the diameter of the vena cava (AP projection) at the planned filter deployment
site is less than or equal to 28 mm in diameter and larger than or equal to 20 mm.

1. Preparation of the placement accessories

Product preparation: Take Aegisy venous cava filter with delivery system and wire (wire
parameters are shown in Table 1)

1.1 Remove all product components from sterile packaging

Note: Contents are supplied sterile. Do not use if product sterile barrier or packaging is
broken.

Whether through the femoral or jugular approach, the user must check the screw connection
between the delivery cable and the filter before inserting the filter into the vein. Step
described in part 1.2 for the femoral approach, part 1.3 for the jugular approach,

1.2. For femoral insertion, check the screw connection between the delivery cable and the
filter according to paragraphs 1.2.1-1.2.6 (Figure 3 — Figure 7)

Note: Before checking, tightly connect the loading device and the hemostatic valve by
rotating the first clockwise.

1.2.1. Figure 3: Puli the filter out of the loading device by pulling out the delivery cable. You
can see that the distal part of the filter is connected to the delivery cable.

1.2.2 Figure 4: Disconnect the filter from the delivery cable by rotating the filter clockwise.
Disconnection occurs on the distal nut
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1.2.3 Figure 5: Connect the filter to the delivery cable by rotating the filter counterclockwise.
The connection takes place on the distal nut

1.2.4. Figure 6: Pull the filter and the delivery cable back and forth to check whether the
filter is securely attached to the delivery cable

Note: If the filter is disconnected from the delivery cable, you must stop using it.

1.2.5. Figure 7: Loosen the filter connection by a semicircle clockwise to ensure safe

disconnection of the filter cable after final placement in the hollow vein.

1.2.6. After the described steps, insert the filter back into the boot device. Then rinse the
product with sterile heparinized saline solution or other suitable isotonic solution.

1.3. During the jugular insertion, check the screw connection between the delivery cable and
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the filter according to paragraphs 1.2.1, 1.2.2 and 1.3.1-1.3.8 (Figure 3, Figure 4, and
Figure 8 — Figure 20).

. Note: Before checking, tightly fasten the loading device and the hemostatic valve by rotating
the loading device clockwise.
1.3.1 After 1.2.1 and 1.2.2, pull the delivery cable out of the loading device, then insert the
delivery cable into the loading device, as shown in Figure 8, to the condition shown in Figure
9, so that the screw of the delivery cable can be seen from the skie of the hemostatic valve.

1.3.2 Connect the filter to the delivery cable by rotating the filter counterclockwise as shown
in Figure 10. The connection takes place on the distal nut

1.3.3 Pull the filter into the boot device, as shown in Figure 11, until the distal part of the
filter exits the bootloader, as shown in Flgure 12.
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Figure 11

Fiter ~  ~\ .Loader

Delivery Cable” \

Figure 12

1.3.4 Disconnect the delivery cable from the filter by rotating it counterclockwise, as shown
in Figure 13 and Figure 14. Disconnection occurs on the distal nut

1.3.5 Insert the delivery cable to the filter on the other side of the boot device as shown in
Figure 16. Connect the delivery cable tightly to the proximal nut at the proximal end of the
filter by rotating clockwise as shown in Figure 186.
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Figure 15

1.3.6 Pull the filter and the cable in different sides as shown in figure 17 to check if the filter
is firmly attached to the Delivery Cable.

Note: If the filter doff from the Delivery Cable, you should stop using.

1.3.7 Loosen the fiiter connection by a half circle counter-clockwise rotation as seen from
the cranial side of the filter as figure 18, to allow safe disconnection of the cable from the
filter after final placement in the vena cava.
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1.3.8 Pull out the delivery cable, as shown in Figure 19, so that the filter completely enters
the loading device, as shown in Figure 20.

Note: Make sure the filter is connected to the delivery cable. When the fiiter is implanted
into the vena cava, it will be in the same condition, regardless of femoral or jugular insertion.

1.3.9 After the above steps, insert the filter back into the boot device. Then rinse all
components with sterile heparinized saline solution or other suitable isotonic solution,

1.4 Before and during implantation, a heparinized saline solution is administered to the
patient to increase the clotting time by more than 200 seconds. Rinse the wire guide with
heparinized saline solution or a suitable isotonic solution through a syringe. Remove the air
from the dilator by rinsing it with heparinized saline or a suitable isotonic solution.

Note: This drug reduces the possibility of blood clots forming around the filter durir -
implantation.

2. Puncturing the vein

Select the appropriate venous access site and perform the puncture using the standard
percutaneous puncture technique.

Note: The exact location of the puncture is determined by the patient's anatomy, the position

of the blood clot and the doctor's preferences. It is preferable to use femoral access when

the venous pathway from the femoral vein to the renal vein is open. If this pathway is not
open, it is recommended to use jugular access when the vein pathway for jugular access is
open. If the venous pathways for femoral and jugular access are not open, cancel the
implantation. The doctor can check whether the venous pathways are open for jugular
access and femoral access or not by injecting a contrast agent. Insert the wire guide into
the vessel through the puncture needle. Carefully move the wire guide to the desired location,
as shown in Figure 21.

Note: Figures 21-26 show access through the right femoral vein only as an example, without
affecting the procedure of other implantation routes.
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3. Insertion of the Sheath

3.1 While holding the wire guide in place, remove the piercing needle and press on the
puncture site until the dilator is inserted into the vessel, as shown in Figure 22, Using a
rotational motion, push the dilator through the tissue into the femoral or jugular vein and the
inferior vena cava.Position the Sheath tip below the renal veins in preparation for an
angiographic overview of the IVC (Cavogram).
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3.2 Position the tip of the dilator below the renal vein to prepare for an angiographic survey
of the inferior vena cava (cavogram).

3.3 Determine the diameter of the inferior vena cava at the intended implantation site below

the inferior renal vein by injecting a contrast agent. At this time, place the end of the dilator
in the right ptace.

Note: the dilator is radiopaque along the entire length

3.4While holding the dilator In the desired positibn, remove the wire guide as shown in
Figure 23. Aspirate from the sideport extension to remove any polential air.

. . Figure 23
3.5Perform aspiration through the dilator opening to remove any possible air.

4. Positioning and release of the filter

4.1 Insert the Loader with the filter and the Delivery Cable into the hub with the hemostasis
valve until you feel resistance. Then slowly advance the filter into the distal of the Sheath.

4.2. Continue to push the filter inside the shell until the marker mark 1 of the delivery cab..
appears at the end of the Luer connector of the hemostatic valve. This indicates that the
filter is located at the distal end of the dilator and completely inside the dilator. (as shown in
Figure 24 (a)).

Figure 24 (b): Mark 1 indicates that the filter is at the distal tip of the Sheath but fully within
the Sheath. Mark 2 indicates that the filter is completely deployed out of the Sheath.
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Figure 24 (a)

Figure 24 (b)

4.3. To deploy the filter, hold the delivery cable in the desired position, then pull the dilator
back on the delivery cable until the marker mark 2 of the delivery cable appears at the end
of the Luer connector of the hemostatic valve. This indicates that the filter is fully deployed
from the dilator. (See Figure 25)
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Note:

a) if you encounter excessive resistance during the introduction of the filter, stop pressing
and make sure that none of the components are damaged. If the dilator or delivery cable is
bent, stop implantation, remove the damaged components from the vein and use a new kit
to continue implantation. : Y

b} Additional Note: During jugular insertion, you should very carefully check the position of
the dilator and filter on the digital subtraction angiography (DSA) image. After confirming the
correct position, you can deploy the filter from the dilator as indicated in paragraph 4.3,
When the filter is fully deployed, it cannot be pulled back into the dilator, so as not to damage
the inferior vena cava. You can adjust the position of the shell and filter according to the DSA
image before the filter clips come out of the shell. -

4.2 Ensure that filter is fully deployed.

Note: When femoral access, after deployment of the filter, varify angiographicly that the filter
is completely and correctly deployed. If the deployment of the filter is incomplete or the
position of the filter is not correct or if the filter is tilting, it must be pulled back into the Sheath.
After repositioning of the Sheath, the filter can be deployed again. This procedure Has to be
repeated until the filter is completely deployed in the desired position and shows no sign of
tilting.

When jugular access, you should be very careful to check the position of the Sheath and
the filter by DSA image. After you have confirmed the position is right, you just can deploy
the filter from the Sheath. When the filter completely deploys, don’t pulled back the filter into
the Sheath to prevent from damage IVC. You can adjust the position of the Sheath and the
filter by DSA image before the Secure Anchor is out of the Sheath.

43 Once théAegisy filter has been deployed, unscrew the Delivery Cable from the filter by
counterclockwise rotation of the Delivery Cable and then remove the Delivery Cable from
the Sheath.

4.4 Remove the Sheath, when clinically indicated, by compressing the vessel above the
puncture site and slowly withdrawing the Sheath.

4.5 Now the filter is implanted.
4.6 Discard the introducer kit and packaging materials.

V. Recommended Devices and Procedure Required for the Withdrawal of the Aegisy
Filter

Indications for removal

* As a result of various clinical examinations and assessments, DVT (deep vein thrombosis)
disappeared or was in a stable condition;

* The risk of PE (pulmonary embolism} is reduced to an acceptable level by continued
appropriate basic treatment (treatment or prophylaxis) or changes in clinical conditions.

» Patients are not expected to return to high-risk PE status due to interruption of primary
treatment, changes in clinical treatment plans, or changes in clinical conditions.

* Requires filter removal within an appropriate time period for removal.

* The cava filter becomes a potential source of serious disease due to displacement or loss
of structural integrity, or may no longer provide embolism protection.

The Aegisy temporary filter can be withdrawn up to and including 14 days after implantation
via the femoral vein only.

Recommended devices required to remove the product are presented in Table 2
Table 2

Recommended
devices
Angiographic Vessel 10F

Dimension
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Withdrawal
Catheter/Introducer

. length 150cm, diameter

Guidewire 0.0357(0.89mm)
15/20/25mm loop diameter,

Snare Ki 6F catheter, length 102cm

Angiographic catheter for vascular diversion and guidewire must comply with the
ISO11070+AMD1:2018 sterile disposable sheaths for intravascular catheters, and be
registered in the Russian Federation. Compatible loop set registered in' the Russian
Federation: ONE Snare Endovascular Loop Trapping System: ONE1500 No. PZN
2018/6864 dated 22.02.2018. The above items are not included in the scope of delivery.

Recommended withdrawal procedure:
1. Placement of the snare

® Select a puncture site that provides access to the distal end of the filter for removal.

® Puncture the femoral vein using standard percutaneous puncture technique; position
the guidewire in the IVC,

® Place a 10F Angiographic Vessel Withdrawal Catheter/Introducer in IVC.

® Install the 6F loop catheter and advance the catheter to the distal nut on the distal end
of the filter. (As shown in Figure 26)

® Remove the guidewire,

® Advance the snare through the catheter.

2. Capture of the Withdrawal Hook

@ Capture the Withdrawal Hook with the snare loop. (As Figure 27)

@ Gently apply pressure to the loop and then move the 6F catheter forward until it contacts
the nut. The BF catheter is now in contact with the distal end of the filter (As Figure 28,
Figure 29)

Warning: while tightening the loop, press the 8F catheter against the distal end of the filter
to prevent movement of the filter.
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Snare Loop

Vena Cava Wall
Withdrawal Hook

6F Catheter

10F Withdrawal Catheter

Figure 27
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6F Catheter

10F Withdrawal Catheter

Figure 28
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3. Withdrawal of the filter

® Keep tension on the loop and 6F catheter at the level of the nul. At the same time,
advance the 10F angiographic catheter/sheath forward towards the filter untii the filter is
completely captured. {As Figure 30)

® Remove 10F Angiographic Vessel Withdrawal Catheter with the filter, 6F catheter and
snare.

® Now the filter is successfully withdrawn.

vi. Complications

Procedures requiring percutaneous interventional techniques should be attempted by
physicians familiar with the possible complications. Complications may occur at any time
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during the procedure.

Possible procedure complications include, but are not limited to the following:
air embolism

hematoma at the puncture site
incorrect positioning of the filter
incorrect orientation of the filter
restriction of blood flow
occlusion of small vessel
infection

perforation of the vessel wall
filter fracture

thrombus formation

distal embolization

Possible long-term complications associated with filter implantation include, but are r
limited to, the following:

® filter obstruction

@ filter perforation of the vena cava wall
@ filter migration

® filter fracture

® recurrent puimonary embolism

Aegisy Vena Cava Filter with Delivery System has undergone fatigue testing simulating 10
years human implant conditions.

VIl.  Storing and Management

® Store in a cool, dark, dry place. .

® Do not autoclave or resterilize by any other method. Do not expose to temperature
above 50°C for any length of time.

@ Do not expose to organic solvents.

¢ Handle with care during transport: keep it dry and cool and do not damage the package
Vill. Packaging and Labeling

® The Aegisy Vena Cava Filter with Dellvery System is packaged in double sealed bag
and a colored outer box. The package includes: pass certificate, instruction for use, quality
feedback,

@ Label information: Product name, sterilization date, use-before date, serial number, bar
code, sterilization indication.

IX. Precautions and Warning

@ All components in the Aegisy Filter and Introducer Kit are for single use only. Do not
resterilize or reuse. Structural integrity and/or function may be impaired or be lost through
cleaning, resterilization, or reuse and may cause adverse patient reactions. Lifetech will not
be responsible for any direct or consequential damages or expenses resulting from reuse of
any of the components in the Aegisy Filter and Introducer Kit.

® As soon as the need for prevention of thromboembolism disappears, the product must
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be removed. It is recommended to use a cava filter for 14 days after implantation inclusive.
The procedure for removing the cava filter is described in Chapter V. "Recommended
Devices and Procedures Required for the Withdrawal of the Aegisy Filter"

® When injecting contrast medium through the Dilator or the Sheath, do not exceed
maximum pressure rating of 800 psi.

® After filter implantation any catheterization procedure requiring passage of a device
through the filter must be avoided.

® Filter fracture is a potential complication of vena cava filters. Anatomic locations that
create concentrated stress points from filter deformation (for example, deployment at apex
of scoliosis, overlapping of either of the renal ostia, or placement adjacent to a vertebral
osteophyte) may contribute to fracture of a paricular filter strut. However, reports of adverse
clinical sequelae from filter fractures are very rare. In addition, the FEA (Finite Element
Analysis) and the fatigue test simulate the filter in IVC for 10 years, it can not fracture.

® The Aegisy Vena Cava Filter with Delivery System should only be used by physicians,
who are trained in diagnostic and percutaneous interventional techniques. Lifetech will not
be responsible for direct and consequential damages or expenses resulting from use by
untrained personnel.

@ Persons with allergic reactions to nickel titanium (Nitinol) may suffer an allergic response
to this implant.

® A patient with an implanted Aegisy Vena Cava Filter with Delivery System can be
scanned safety immediately after placement of the device under the following conditions:

< Static magnetic field of 3 T or less.
<+ Spatial gradient magnetic field of 720 G/cm or less.

< Maximum MRsystem-reported, whole-body-averaged specific absorption rate (SAR) of
3 Wikg for 15 minutes of scanning.

Note: MR image quality may be compromised if the area of interest is in the exact same
area or relatively close to the position of the device. Therefore, optimization of MR
imaging parameters to compensate for the presence of this device may be necessary.

¢ It's preferable to use femoral access when the vein route from the femorat vein to the
renal vein is patent. If the vein route from the femoral to the renal vein is not patent, it-is
recommended to use jugular access when the vein route for jugular access is patent. If the
vein routes for femoral access and jugular access are not patent, cancel the implantation.
The physician can check whether the vein routes for jugular access and femoral access
patent or not by injecting contrast medium.

X. Transportation, storage and operation

Products are transported by all modes of transport in covered vehicles in accordance with
the rules of cargo transportation applicable to this type of transport in accordance with the
conditions:

® Transportation and storage conditions: The Product should be transported and
stored at an air temperature from 0°C to +50°C at a relative humidity of no more than 80%
(non-condensing) .

® Operating conditions: Temperature from +32 to +42 °C with relative humidlty up fo
100%

Store the product in the manufacturer's packaging in a dry, clean plaoe away from heat
sources and direct sunlight, at a controlled temperature. The shelf life is indicated on the
label of each product.

Xxl. Information about the sterility of the product
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The product is delivered sterile. Sterilization parameters: - ethylene oxide sterilization
method in accordance with the requirements of ISO 11135-1 (residual contamination level
10-6). Repeated sterillzation of the product is prohibited. Repeated use is prohibited.

Xill. Disposal information

Dispose of the product in accordance with SanPiN 2.1.3684-21 for class B waste
(epidemiologically hazardous waste). After hardware methods of disinfection using physicat
methods and changing the appearance of waste, which excludes the possibility of their
reuse, class B waste can be accumulated, temporarily stored, transported, destroyed and
disposed of together with class A waste (epidemiologically safe waste, similar in oomposition
to MSW). The packaging of class B decontaminated ‘medical waste must be labeled
indicating that the waste has been decontaminated. In case of non-use of the product,
damage to individual packaging and expiration of the storage period, disposal should be
carried out in accordance with SanPiN 2.1.3684-21 for class A waste.

Xlll. Compliance with the standards of the Russian Federation

1. GOST R ISO 14630-2017 «Inactive surgical implants. General requirements». '
2. GOST ISO 11607-1-2018 «Packaging for medical devices subject to termmal
sterllization. Part 1. Requirements for materials, sterilization barrier systems and packagir~
systems».

3. GOST R ISO 15223-1-2020 "Medical devices. Symbols used for labeling on medical
devices, on labels and in accompanying documentation. Part 1. Basic requirements",

4. GOSTISO 10555-1-2021 “Sterile intravascular catheters for single use. Part'1. General
technical requirements.».

5. GOST R 52770-2016 «Medical devices. Safety requirements. Methods of samtary-
chemical and toxicological testss.

6. GOST 31200-2003 «Containers for blood and its components. Chemical and biologlcal
safety requirements and test methods».

7. GOST 4011-72 «Drinking water. Methods for measuring the mass concentration of total
iron» p.2.

8. GOST 31870-2012 «Drinking water. Determination of the content of elements by atomic
spectrometry» p.4. '

8. MUK 4.1.3186-14 «Gas chromatographic determination of hexane, heptane,
acetaldehyde, acetone, methyl acetate, ethyl acetate, methanol, isopropanol, acrylonitrile,
n-propancl, n-propyl acetate, butyl acetate, isobutanol, n-butanol, benzene, toluene, m-, o-
and p-xylenes, isopropylbenzene, styrene, a-methylstyrene in water and aqueous extracts
from metals of various compositions».

10. GOST R 5§5227-2012 «Water. Methods for determining the content of formaldehyde .
p.6.

11. MR 2413-81 «Guidelines for the determination of epichlorohydrin in aqueous extracts
from polymer materials».

12. MR 1436-76 «Guidelines for the determination of diphenylpropane, as well as some
phenols in its presence, during sanitary and chemical studies of products made of polymer
materials intended for contact with foods.

13. 1-880-71 «Instructions for the sanitary and chemical examination of products made of
polymer and other synthetic materials intended for contact with food>».

14. MVl MN 1924-2003 «Method of gas chromatographic determination of phenol and
epichlorohydrin in model media simulating food products».

15. GOST 31214-2016 «Medical devices. Requirements for samples and documentation
provided for toxicological, sanitary-chemical tests, tests for sterility and pyrogenicity».

16. GOST I1SO 10993-1-2011. «Medical products. Assessment of the biological effect of
medical devices. Part 1. Assessment and Research».

17. GOST ISO 10993-2-2009. «Medical products. Assessment of the biological effect of
medical devices. Part 2. Requirements for handiing animals».
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18. GOST ISO 10893-4-2011. «Medical products. Assessment of the biological effect of
medical devices. Part 4, Investigation of products that interact with blood».

19. GOST I1SO 10993-5-2011. «Medical products. Assessment of the biological effect of
medical devices. Part 5. Testing for cytotoxicity: in vitro methods».

. -20. GOST ISO 10993-8-2011 «Medical devices. Assessment of the biological effect of

medical devices. Part 8. Studies of local action after implantation».

21. GOST I1SO 10993-7-2016 «Medical devices. Assessment of the biological effect of
medical devices, Part 7. Residual content of ethylene oxide after sterilizations.

22. GOST ISO 10993-10-2011 «Medical devices. Assessment of the biological effect of
medical devices. Part 10. Investigations of irritant and sensitizing effects».

23. GOST 1SO 109893-11-2011 «Medical devices, Assessment of the biological effect of
medical devices. Part 11. Studies of general toxic action».

24. GOST I1SO 10993-12-2015. «Medical products. Assessment of the biological effect of
medical devices. Part 12, Sample preparation and control samples». -

25. GF RF OFS.1.2.4.0003.15. Sterility.

26) OF8.1.2.4.0005.15 Pyrogenicity.
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1. Onucamuwue wagenun

KaBa-punbTp BeHO3HLIA Aegisy C CUCTEMOW ROCTABKM NpPeAHAsHaueH ANA YPECKOKHOMN
uMnnaxTayun 8 HWKHIOIC nonyio seHy (HIMB) ana npeaorepawieHun nerowHol amGonuu.

PUALTP OTPE3aIOT NAIBPOM OT TPYEKN U3 HUKENA-TUTAHOBOrO CNNaea (HUTUHONA), a saTem
opmytoT B acHMMETPUUHOE H3aenue, noxoxee Ha choHaps. I'lpoxcmanbnaa vacrs
HanoMWHaeT «Kop3uHy» B (hopMe wecTH poMGoB, a AUCTANbHAR YACTL UMEET (bopmy 6yxBbI
«Y»., Taxan KOHCTPYKUUA rapaHTMpyeT ONTUManbHoe JagepusasHve rpouﬁos ‘Ha
NPOKCUMAnNLHOW N AUCTANbHOM YacTax UNLTPa WMEeTCA NO OAHOW raiike, ¢ ni?MOmblo
KOTOPhIX U3aenune coeauHaeTCs ¢ kabenem AocTaBku, YTO oBGecneunBaeT KOHTpoONUpyemoe
ussneveHue. Lects dhukcaTopos, C NOMOLLBIO KOTOPbLIX UIAENNE KPENUTCA K CTEHKE CocyAaa,
PACNONOXeHL! Ha CTbikeé AWCTANbHON uacTH U wecru npsMbix cnud. Kpiowok ans
U3BNEHEHNA NMEETCH Ha raike, HAXOAAIENCA B QUCTaNLHOM KOHLe hunbTpa (CM. PUcyHOK
1

Kasa-¢hunutp BeHO3HLIA Aegisy ¢ CUCTEMOW AOCTABKM MNOCTABNAETCA B KOMNNeKre.
KOMNABKT BXOAWT Aunartarop, kabenb [OCTABKM W 3arpy3oMHOe ycrpoﬁcreo ..
KOMMOHEHTE HeobXO0AMMB ANA NpoaBMXeHUA ¢uNbTPa Yepes gunararopa & nymoe
nonoxexue B HMB. B koMnneKkTe NOCTaBKM UMEETCA AMNATATOP, BHYTPEHHUNH AnameTp
koroporo coctasnset 1,0 MM, YTO NOIBONNET UCNONL30BATH CTAHAAPTHLIA NPOBONOYHLIN
HanpasuTens 0,89 MM, MpoBonoyHLIA HaNpasUTENb He BXOAUT B KOMNNEKT NocTaBkM.

Mepea umnnavtauueit dunetp coeamnnior ¢ xabeneM AOCTaBkM, a 3aTeéM BTArMBAIOT
obpaTHo B 3arpysouHoe yCTpoHcTBO. CHadana AQunartaTop NpPOXOAWUT NO NPOBONOMHOMY
HanpaeuTeNio Yepes GeApeHRYI0 NNU APEMHYIO BEHY B HWKHIOIO NONYIO BEHY, NOCNEe Yero
NPOBONONHKLIA HanpasuTent usanekawrcs. [anee UNLTP U3 3arpy3oMHOrO YCTPoORCTBa
NPOABUraloTCA NO gunaraTtopy xabeneM gocraeku. unararop OTBOAAT Hasaj, nocne Yero
GynETP packpeiBAeTCA A0 AUAMETPA HWXKHE NONoW BeHbl. AHATOMWYECKOE NONOXEHUe
duneTpa nokazaHo Ha pucyHke 25. (NpokcumanbHblil Kosel GuNLTPa nepneHarKynNapeH
noueyHo BeHe). pu 3ToM UNLTP OKa3bLIBAET BHEeWHee pagwanbHOE ycunue Ha
BHYTPEHHIOW NOBEPXHOCTb cocyna. Takum o6pasom, AocTUraeTcA cTabunbHoe NonoxeHne
nsnenus B xanaemom mecre (cMm. Pucyrnok 25). OcHoBHEIe SNeMEHTB! KOHCTPYKLKW nagens
npeacTaBneHl Ha pucyHke 2. locne umnnaHtauuy kasa-PMNLTP MOXET 3afepXusalo
Tpombbl, COXPaHAA NPU 3TOM NPOXOAUMOCTL HIKHE! NONOK BeHb. HEKOTOPLIE pasMepHbie
XapaKTepucTuku uagenua npeacraenenbl B Tabnuue 1.

Tabnuua 1
Aunararop

HaumeHo Annxa BHyTpeH

BaHWe NPOBONOYHOIo MKW Annna
uinenua | HanpasuTens (cm) | AnameTp (cm)

{Mm)
Kasa- 1.05%

dUneTP 55 0.05 601+0.02
BEHO3HLIA | PexomeHgyeMbIl P
Aegisy ¢ APOBOAHUK SKOMEHAYeMas
cucremoit | Finvna | Anametp MECTO BEHOIHOIO
Aocraskn | (cm) | (mm) focTyna
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BeapeHHana n
APEeMHan BeHLI

XJLX3260

150 0.89 mm

Kcnonbayembiit NPpOBOAHWK AOMKEH cooTBeTcTBoBaTsL 1SO11070: 2014 + AMD1: 2018 Ans
CTEPUNTbHLIX 0AHOPA3OBLIX MHTPABACKYNAPHLIX KaTeTepos Ans eseaeHUA. [poBOAHKK He
»~ . BXOAWT B KOMNSIEKT NOCTABKN.

PucyHok 1
il. MNokasanua
Kasa-chunsTp S8eHO3HbIA Aegisy C CUCTEeMOW AOCTaBKM NOKasaH K NPUMEHEHWIO B
CNeAyIoINX CUTYaLIMAX:

® JlerovHan ambonus

® HeadeKTMBHOCTL  AHTMKOArYNAUMOHHOW  Tepanuu  npu  TpombBoambonuueckux
saboneeanunax;

® Heotnoxxan Tepanus nocne oBwupHol neroyHoi TpomGoamBonun, ecnu oXMAaeTCA
HU3Kan 3dpeKTUBHOCTL TPAAULIMOHHONK Tepanum,;

® XpoHu4eckan peuuaMBUpYIOWAan nerouHas aMboNMA, eCnu aHTUKoAryNAUMOHKan
Tepanua okasanack HeathPeKTUBHON UNU K He UMEIOTCA NPOTUBONOKA3AHKA.
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. MpoTHRONOKa3aHMKA

MauMeHTLI ¢ PUCKOM Pa3BUTUA CENTHUECKOI IMBONUY

MauneHTb ¢ HEKOHTPONUPYEMbIM UHDEKLMOHHBIM SaGoneBaHuem

MauueHTs: ¢ AameTpom HKHEH NONOH BeHbl Gonee 30 MM,

MpoTneonokasaxus K BLINONHEHWIO NPOLIBAYPH NOA BAKOPOCKonUeit

MauneHTsl ¢ NOBLILIEHHOI YYBCTBUTENLHOCTBLIO K OQHOMY M3 KOMNOHEHTOB Kasa-thunstpa
MNauments! ¢ aedopMupOBAHHOK HIKHER NONONW BEHLI

. PexomenayeMan upecKkOXHaA nNPoOUSAYPa WMNNANTALWM Kaaa-q:unsrpa
BOHO3HOTO Aegisy ¢ CHCTEeMOR [OCTABKH

TpebGyerca npeaBapuTenbHas KasorpamMma:

¢ [ina noaTeepaeHUA NPOXOAUMOCTI BEHBI OT TONKM NPOKONA A0 NPABUNLHOMG NONOKEHNA
unLTpa 8 HIKHER NONOI BeHe.

'3 OueHKTL aHATOMMIO HIDKHEH NONOH BEHb] U BLIKBUTL BEHO3HbLIE aHOMANUK.
® OUEHUTL LRNOCTHOCTL NOMEMHBIX BeH
® Onpepenenue TpomGos NOBbIX pa3sMepoB, KOTOPbIE MOTYT NPENATCTBOBATL

® [Ins onpeAeneHWA XENAEMON0 YPOBHA PA3BEPTLIBAHMA UILTPA W OTMETKW
NPEANONAraeMoro MOTNOXKEHNUS OTHOCHTENBHO NO3BOHKOB. '

® [N rapaHTMPOBAHUA, YTO AWAMETP HWXHEIA NONOA BEeHH, B MECTe MNaHUPYeMOro
passepruiBaiua dunerpa Gyaer MeHblue Unu paBeH 28 Mm 1 Gonblue unu pase 20 MM,

1. Moaroroska NPUMHAANEXHOCTEH ANA PA3MOLIGHUS

MoaroToeka uanenmn: BosbMuTe Kasa-bunbTp BEHO3HLIA Aegisy C CHCTEMOU AOCTABKM U
NPOBOAHUK (MapameTpsbl NPOBOAHKUKA yKa3laHbl B TaGnuye 1)

1.1. UaenexuTe BCE KOMNOHEHTLI U3AENUS U3 CTEPUNLHON YNaKOBKW

Mpumeyanue: Cogeprmmoe NOCTABNSETCH CTEPUNbHEIM. He ncnonbayiite, ecnu Hapytes
Gapbep AnA cTepunM3aLMn U3ZENVA UK ero YNaKoBKa.

He3aBUCHMO OT Toro, Yepes GeapeHHbId UNU ApeMHLIR AOCTYN, Nepea BeeaeHNeM DUNLTPa
B BeHY NONbL3OBATENL AOMKEH NPOBEPUTL BUHTOBOE cCoeAuMeHUe Mexay kabenem aocTasl

u duneTpoM. JTan, onucaHHsiid B8 vacTy 1.2 Ana GeppeHHOro AocTyna, Yactu 1.3 ans
APeMHOro 4ocTyna.

1.2. Tlpu GeapeHHom BBEASHMM RPOBEPLTE BUHTOBOE COEAUHEHWE MeXay kabenem
AocraBku U PUNLTPOM cornacHo nyHxram 1.2.1-1.2.6 (PucyHok 3 — PucyHox 7)
Mpumeuanue: nepes NPOBEPKOA NMOTHO COGAMHUTE 3Arpy3OUHOe YCTPOWCTBO 1
remocTaTuyecknii knanaH, Bpawas nepsoe No YacoBOW CTpenke.

1.2.1. PucyHok 3: BuiasuHete hunbtp U3 3arpy3ouHOro YCTPOWCTBA, BHIABUHYE kabens
Aocraskn. Bbl MoXeTe enaeTb, YTO AUCTanbHas vactb ¢unbTpa coeguHeHa ¢ kaGenem
AOCTaBKW.
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Pucynok 3
1.2.2 Pucynok 4: Otcoenunute punutp or kabens gocrasku epallieHnem ¢unctpa no
yacosoi cTpenke. OTcoeiUHEHNE NPOKCXOANT Ha ANCTaNbHON radke

PucyHok 4
1.2.3. Pucywok 5: MopcoeauHnte dunbtp Kk Kabenio J0CTaBk# BpaweHuem unbTpa
NPOTUB YacoBoi cTpenku. MpucoegHeHne NPOUCXOANT Ha ANCTanbHON ranke

1.2.4. Pucyrok 6: [otannte ¢unsTp W kaGenb poctasku enepea M Hasan, uTobbi
NPOBEPUTE, HAAEXKHO NK HUALTP NpukpenneHd k kabenio gocrasiu

Mpumevanue: ecnn PUNLTP OTCOSANHAETCS OT Kabens AOCTABKW, Bbl AOMKHBI NPeKpaTUTL
ef'o ucnonbaosaHue.

1.2.5. PucyHok 7: Ocnabtre coepuHeHne ¢unbTpa Ha NONYKPYr NO 4acoBoOi CTpenke,
uToGbl obecneunts GesonacHoe OTCOsAWHeHne kabens dunbTpa nocne OKOHYaTeNbLHOro
pasMeLLeHus B NONoik BeHe.

1.2.6. Mocne onucaHHbIX ASACTBUA BCTasbTe HUNLTP 0OpaTHO B 3arpy3oMHOe YCTPOWCTBO.
3areM npomoiiTe uM3genMe CTEPUNLHBIM FENAPUHUSMPOBAHHLIM  HUINONOTUHECKUM
PacTBOPOM VAW APYIMM NOAXOAS WM WSOTOHUMECKUM PacTBOPOM.

1.3. Mpu apemHOM BBEAEHUU NPOBEpPETE BUHTOBOE coeauHeHue Mexxay xabenem aocTaskn
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W $UNLTPOM cornacHo nyWkram 1.2.1, 1.2.2 u 1.3.1-1.3.8 (PucyHok 3, PucyHox 4, n
Pucynox 8 - Pucynox 20).

Mpumevanne: nepeg npoBepkol NMOTHO 3aKpenuTe 3arpysoMHOE YCTPOWCTBO M
reMocTaTMMecKi KnanaH BpaLieHUem 3arpy3o4HOro YCTPOCTBA NO HACOBOW CTPEnkKe. |
1.3.1Mocne 1.2.1 n 1.2.2 ebiTsHNTE kaGenb AOCTABKM U3 3arpy30MHOTO YCTPOWCTBA, 3aTem |
BCTaBLTe kKabenb AOCTABKW B 3aIPy3odHOE YCTPOWCTBO, KaK NokasaHo Ha Pucymke B, ac
COCYORHUA, NOKa3aHHOro Ha PMCYNKe 9, 4ToGbi BUHT kabens 4ocTaBku MoxHO Guino BugeTs

CO CTOPOHb! reMOCTaTUYECKOro Knanaua.

»

1.3.2 Coeaunute cunbtp ¢ kabenem AOCTaBKM BpaleHnem GUALTPa NPOTHB 4aCOBOW
CTpenku Kak nokasaHo Ha Pucynke 10, MpucoeguHeHe NPOUCXOAUT Ha AMCTaNbHO raiike

1.3.3 Branure punbTp B 3arpy3ovHoe yc'rhoﬁcrao. KaK nokasaHo Ha Pucyuke 11, no tex
nOp, NOKa AUCTANLHAA HACTL PUNLTPA HEe BLIAAET K3 3arpyavnKa, Kak nokasaHo Ha PucyHke
12.
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Pucynox 11

PucyHox 12
1.3.4 Orcoeaunvre xabenb OCTaBkN OT PUNLTPA BPALLEHUEM Ero NPOTUB YacoBON CTPenky,
KaKk nokasaHo Ha PucyHke 13 n PucyHxe 14, OTcoeguHeHue NPOUCXOANT HA AUCTANLHON
raike

PucyHox 13

~ ~ ‘)\/
Y’
Pucynok 14

1.3.5 Berasbte kaGenb gocTasku K UNLTPY C APYroil CTOPOHLI 3arpy3scuHoro yCTponcTea,
kak nokasaxo Ha Pucydke 15. MnotHo coeguHute kaBent AOCTaBKW C NPOKCUMAILHOMW
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raitkoit Ha NPOXCUMANLHOM KOHUE (hMNLTPA BpaLLIEHNEM MO YaCOBOH CTpenke, KaK NOKA3aHo
Ha Pucynke 16.

1.3.6 MoTaHuTe kabenb A0CTaBKM W PUNLTP B pasHbie Brnepea U Hasagd, Kak NnoKasaHo Ha
PucyHke 17, 4Tobul NPOBEPHUTE HAREXKHO NK GUNLTP NPUKPEnneH K kabenio A0CTABKMN.
Mpumetanue: ecnu GUNLTP OTCOSAUHAECTCA OT kabena A0CTaBKW, Bbl ACIKHLI NPEKpaTMTL |
UCNONL30BaHKe.

Pucywok 17

1.3.7 Ocnabsre coepuxenue GunNLTPa NONYKPYrOBLIM BPaLIGHWEM TPOTMB JaCOBOM
CTPenKM, Kak nokasaHo Ha Pucyuke 18, utobbl obecneunts GesonacHoe ortcoeauHeHwe

kabena gocrasku oT GUMNLTPa NOCHE pa3MelyeHns B NONOoI BeHe.

Pucywox 18
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1.3.8 BuiTAanuTe kabens gocrasin, kak nokasano Ha Pucynxe 19, 4ytoGul huntTp uenmnkom
BOLUEN B 3arpy304HOE YCTPOKHCTBO, KaK NOKasaHo Ha Pucysxe 20.

Mpumouanue: yGeautecs, 4to GUNLTP coeauwHed ¢ kaGenem aocrasku. Koraa dunetp
UMMNAHTUPYETCA B NTONYI0 BEHY, OH OyAeT HaX0AUTLCA B TOM K8 COCTOAHUN, HE3ABUCHMO OT
GeppeHHOro UNK APEMHOTO BBEACHUS.

PuneTp

3T

1.3.9 lMocne onucaHHbIX Bbile AeiicTBuA BcTassTe ¢uneTp obpatHo B 3arpysuHoe
yCTPONCTBO. 3atem NPOMOWTE BCE KOMMNOHEHTH! CTEPUNbHLIM [enNapuHU3NPOBaHHLIM
$HU3NONOTMYECKUM PACTBOPOM WNK APYTUM NOAXOARLM W3OTOHHUECKMM PacTBOPOM.

14 0 n B8O BpeMA WMNNAHTAUMH NAUWEHTY BBOAUTCA renapuHWINPOBaHHLINA
¢du3nonorMueckuit pacTeop ANA YBENMYEHUA BPeMeHW ceepTuiBanvAa Ha Gonee yem 200
cexyHa. MpomoiiTe NPOBONOMHBIA HANPaBUTENDb renNapuHUIUPOBAHHLIM NUIKONOTHYECKHM
pPacTBOPOM UNKM NOAXORALLIMM U3OTOHMYECKUM PaCcTBOPOM Hepes Wwnpuy. YaanuTte Bo3ayx
K3 AUNATaTOpa, NPOMBLIB €r0 renapHHUIUPOBAHHLIM HHUIUONOIUYECKUM pacﬂaopou wnu
MNOAXOAALIUM MIOTOHUYECKUM PacTBOPOM.

MpumevaHune: 3TOT npenapar YMeHbLIaeT BOSMOXHOCTb oOpasoBaHua TpoMmGoB BOKpYr
¢hunNLTPa 80 BPEMA UMANAHTALUN.

2. MpoxanwiBaHne BeHbI

BuifepeTe NOQXOQAWMA YYAaCTOK BEHO3HOMO AOCTYNa W BLINONHWTE NYHKUMIO C
WCNONb30BAHUEM CTAHAAPTHOW METOANKN YPECKONHON NYHKLIWK.

Mpumeuanmne: ToOUHOE MECTO NYHKLMKW ONPEAENAETCS aHaTOMUeh nauuenTa, RONOXEHNEM
TpomBa u npegnovTeHuaMYU Bpava. MpeanodTUTENbHO MCNoNb3oBaTs CeAperHuli A0CTYN,
KOrAa OTKPHLIT BEHO3HLIA NYTb U3 GeapeHHOR BEHB B NOYeMHYI0 BeHy. ECnu ITOT nyTb He
ABNAGTCA OTKPLITLIM, PEKOMEHAYETCA UCNONLIOBATL APEMHBLIA AOCTYN, KOrAa NyTh BeHbl
ANA APeMHOro KoCTyna oTKpLIT. Ecnu BeHosHbie NyTH Ans 6eAPeHHOrO U SPEMHOro [oCcTYNa
He OTKPbITH, OTMEHUTe UMnnaHTaunio. Bpay MoXeT NpoeepuTb, SBNAIOTCA NU BEHO3HbIE
NyTH OTKPLITHIMKW ANA APEMHOro goctyna u GegpeHHoro 4ocTyna unu HeT, NyTem BBefieHNA
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KOHTPacTHoro sewjectea. Bsegute NPOBONOMHLIA HanpasuTenb B Cocya uepes wrny
npoxona, OCTOPOXHO NEPeMeCTUTE MPOBONOMHLIN HANPABUTENk B HYXHOE MECTO, Kak
noKasaHo Ha pucyHke 21,

Mpumeuanne: Ha pucynxax 21-26, usoGpaxer AocTyn yepes npasylo GaapeHHYylo BeHy
TONbLKO B kKayectse npumepa, 6e3 snuaxwua Ha NPOUEAYPY APYTUX NYTER NMNNaHTaumnu.

3. Beepetne gaunarartopa

3.1. Yaepxusan nposonoyHbIi HanpaeuTens Ha MecTe, MIBNEKUTE UMY ANA NPoKanNbIBaHNA
¥ HajaBuTe HA MeCTO npoKona Ac Tex Nop, noka gunaratop He Gyaet BCTaBNEH B Cocya,
KaKk nokasaHo Ha pucyHke 22. Wcnonbsyn BpallaTenbHoe ABWKEHWE, NpoABuUraiTe
Annararop yepes TkaHb B GeAPEHHYI0 HNU APEMHRYIO BEHY U HIXKHIOI NONYIC BEHY.
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3.2. Pacnonoxute KOHYMK AWNATATOPA HWKE MNOYEHHOR BeHbl ANA NOAroTOBKKW K

aHrnorpacuyeckomy 06aopy HkHeR NoNoi BeHK (KaBorpamma).

3.3. Onpepenute avameTp HKHe#R NONOA BeHL: B NpeanonaraeMoM MecTe UMnNaKTauuu

HIWKE HWKHON NOYEUHOH BeHLl NyTeM BBEAEHWA KOHTPAcTHOro Bewectea. B ato epems
. pacnonoXuTe KOHeU AUNaraTopa 8 Hy)XXHOM MecTe,

Mpumeyanne: AUNATATOP PEHTIEHOKOHTPACTeH No BCEH AnnHe

3.4. Yaepxmean, QUNAaTaTop B HYXHOM NONOKSHUU, MIBNEKUTE NPOBONOYHLIA HanpasuTens

KaK NOKa3aHo Ha pucyHke 23.

3.5. Buinonuute acnupaywio vepes orsépcme avnaratopa, uTobbi yaanute nwoboi
BO3SMOXHbLIA BO3AYX.

4. NoanuuoHurposaHue U oceocBoxaenne GunsTpa

4.1. BecraBbTe 3arpysodNHoe YCTpoAcTBO ¢ (PMNBTPOM M kabenem AoCcTaBku B pasbem Jlioapa
remMocTaTMvecKkoro KnanaHa, noka He MOMyBCTBYeTe CONpoTHBneHwe. 3aTteM MEeANeHHo
npoasuraiTe puNLTp B AUCTANbLHYIO YacTb AUnNararTopa.

4.2. Npogonxaiite npoasurate GUNLTP BHYTPU OCONOUKM A0 TeX NOP, NOKAa MapKepHan
meTka 1 kabens gocTaBku He NOABUTCA B KOHUE pasbema Jlioapa remocratuyeckoro
knanasa. JTo ykassiBaeT Ha To, YTO (PUALTP HAXOAUTCA Ha AUCTANbHOM KOHUE AunaraTtopa
1 NONHOCTBLIO BHYTPYW AUNaTaTopa. (kak nokasaHo Ha Pucywxe 24 (a)).

PucyHok 24 (6): MapkepHan meTka 1 yKa3abiBaeT, UTo PULTP HaxXoAUTCA Ha AUCTanLHOM
KOHUE aunaTaTopa W NONHOCTLIC BHYTPU AvnaraTopa. MapkepHan MeTka 2 yKasbisaeT uTo
¢GUNLTP NONHOCTBHIO Pa3BePHYT US Aunararopa
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Pucynox 24 (6)
4.3. Yrobul passepHyTb GUNLTP, AepXuTe KaGens AOCTaBKU B HYXKHOM MONOXKEHUN, 3aTem
CHOBA HaTRHWTE AWnartaTtop Ha KabGene JOCTaBKM, NOKa MapkepHas Metka 2 kabens
AOCTaBKM He MOABUTCA B KOWUE pasbema Jliospa remMocTaTHYecKoro knanada. Jvo
yKa3biBaeT Ha TO, 4TO (PUALTP NONHOCTLIO pasBepHYT U3 Avnararopa. (Cmotpu PucyHok 28)
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Mpumeyanne:
a) ecnn Bbl BCTPETUTE Ype3MepHOe CONMpoTWBNeHWEe BO BpeMA BBeAexus GunLTpa
npekpaTUTe HaXUMaTh M YGeauTech, YTO HU OQWH U3 KOMNONEHTOB He NoBpexaeH. Ecnu
avnaratop, kabenb AOCTaBkM neperHynuchb, OCTAHOBWUTE WMANaHTaUWIO, WIBnNexuTe
NOBPEXAEHHbIE KOMNOHEHTH U3 BeHbI i MCNONL3YHTE HOBLIA KOMNNEKT ANA NPOAOIMKSHUA
UMINaHTALWA.

6) [lononHuTenbHOE NPUMEYaHKHe: NPU APEMHOM BBEAEGHUN Bbl QOMKHE! OMEeHb TWATeNbHO
NPOBEPUTb NONOXEHWe Aunatatopa u ¢unsTpa NO  W30GpaXeHHlo  UWdpoBON
cy6TpakyuoHHoi anrnorpachuun (DSA). Mocne noaTeepaeHNS NPaBUNbHOCTU NOIULIUK Bbi
MOXETE Pa3BepHYTL (PMNLTP WS AMnaraTopa kak ykasano B nyHkre 4.3. Koraa cunetp
NONHOCTLIO pPAa3BOPAMMBAETCA, M0 HeNb3A TAHyTb obpatHo B Aunaratop, uToObl He
NOBPEANTL HWKHICIO NONYI0 BeHy. Bul MoXeTe oTperynupoeartb nonoxeHne oBONONKW W
dbuneTpa no usobpaxenunio DSA ao Toro, Kak GukcaTopl PuneTpa BEIRAYT U3 060N0UKN.

4.4. Ybenutech, YTO PUNLTP NONHOCTBLIO Pa3BePHYT.

Mpumeuanwe: npu GeapeHHOM BBeAeHWW, Nocne  paseepThLiBaHMA  PUNLTPa,
aHrvorpamieckn BapbupyloT, YTo6b PUALTP Gbin NOAKOCTLIO ¥ NPABUNLHO PasBepHyT.
Ecnun pa3sepToiBakue (hunbTpa HenonHoe, UK NofiokeHwe UNLTPa HenpasunbHoe, unu
eCNU HUNLTP HAKNOHAETCA, OH AoMKeH Gwite BTAHYT ofpaTHo B Awnaratop. lMocne
U3MEHEHNA NONOXOHWS AunaTatopa (PUNLTP MOXHO CHOBa pa3pepHyTb. OTa npousaypa
AOMKHa NOBTOPATLCR A0 TexX Nop, Noka hunbLTp He GyAeT NONHOCTLIO PA3BEePHYT B HY)KHOM
NONOXEHUM N HE NOKAXKET HUKAKMX NPUIHAKOB HaKmnoHa.

Mpu sipeMHOM BEEASHUM B SOMKHb C4OHb TLIATENLHO NPOBEPUTL NONGXKeHWe aunararopa
u dunstpa no usobpaxkeHnio umgposoil cyGTpakumoHHol annorpacdun (DSA). Mocne
NOATBEPXAEHVA NPABWNLHOCTU NO3WLMK Bbi MOXETE@ NPOCTO paseepHyT UNLTP W3
aunarartopa. Korga $uneTp NONHOCTEIO PasBopayusaeTcs, He TRHUTe ero obpaTHo B
pvnaratop, uMToObi NOBPEAUTL HWUXHIOK nonylo BedHy. Bbl MoXeTe oTperynuposath
nonoxeHne obonoukn U dunetpa no usoBpaxenuio DSA A0 TOro, Kak BUHT BLIRAET M3
oGonouku. I
4.5. Mocne Toro, Kak GUNLTp Gbin passepHyT, OTBUHTUTE KaGenb AOCTaBkW OT dunbTpa
BpalleHueM NPOTUB “acoBol cTpenkn kabena AOCTaBkM, a 3aTteM ussnewwte Kabenb
AOCTaBKK U3 Aunartaropa.

4.6. VNasnekute AWNaTaTop, KOraa 3aTo KNMHUYECKW NOKa3aHo, CKMMaa COCyA Haa MecToM
NPOKONa ¥ MEANEHHO UIBNEKas annaTarop.

4.7. Tenepb GUNETP UMNNAHTHPOBAH.

4.8 YTunaupyiite NCnonb3oBaHHbIe KOMNOKEHTE! U YNAKOBOMHbIe MaTepuanti.

V. PexomeHgyeMble YCTPOMCTBE M Mnpouesypbl, HOOGX0AUMEI® ANA WIBNEYEHHUA
uagnenun

Moxasanuna kK ynaneHuo

¢ B pesynuraTe paanuuHelx KnuHuveckux oficneposanuit W oueHok TIB (tpomGos
rmy6GoKNX BeH) UCYE3 W HAXOAUNCA B CTaBUNBHOM COCTORHUM;

s Puck TINA (TpomGoamGonun nerovHoi aprepuit) CHUKAETCA A0 NPUEMNEMOro ypoBHS
Gnaropapa NOCTORHHOMY COOTBETCTBYloWieMy GasoBoMy neveHunio (neveHWe unw
NPOUNAKTUKA) WK UIMEHEHNAM KNUHWUMECKUX YCNOBWA.

s OxmpaeTcs, YTO NaUUeHTH He BepHYTCA K cratycy TOJIA BbLICOKOro pucka us-sa
npepbiBaHUA OCHOBHOIO NEMEHUS, WSMEHEHWA B NNaHax KIMHUMECKOro NeveHua wnu
U3MEHEHUA KNUHUYOCKUX YCNOBWA.

o Tpebyetcs ussneqeHue punuTpa B TEYEHNE COOTBETCTBYIOWEro Nepuoaa BpemMeHn Ana
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yAaneHus.

¢ Kada-puneTp CTaHOBUTCA BOIMOXHLIM UCTOMHWUKOM CepbesHbix 3abonesaMuii us-sa

CMSLLEHUA WK NOTepY LGNOCTHOCTU KOHCTPYKUWM UnKu Gonblue He MoxeT obecnevuearth
sawuTy ot ambonun.

Mpu spemeHHOM BBEAGHMU U3AENNA, OHO MOXET HAXORWUTLCA A0 14 QHEl BKNIMUTENLHO
nocne MMNNaHTauuu Yepes GeapeHHyIo BEHy

Pexomenayembie YCTpoiiCcTBa, Heobxoaumbie ANs W3BNEYEHNA U3ReNNA NPeacTasneHs! B

Tabnuye 2
Tabnuuya 2
PexomeHayamuie Pasmep
ycTpOMCTBa
Anruorpacguueckuin
Karerep 10F
Iwntpogbiocep
[posogHuk 1500 mm, anameTp — 0.89 Mm;
anametp netnu 15/20/25 mm,
Komnnekr netent karetep 6F, anuna 1020 mm.

Axrunorpacudeckuii karetep AnA 0TBoAa COCYAOB U NPOBOAHWK AOMKHBI COOTBETCTBOBATh
cravaapty 1SO11070+AMD1:2018 cTepuntHbieé OQWHOPa30BbLIE MHTPOAICEPH ANA
BHYTPUCOCYAUCTLIX KaTETEpOB, a Takke ObiTb 3aperncTpMpoBaHHLIMU Ha TeppuTopun Po.
CoBMECTUMBLIA KOMMNMEKT netenb, 3aperucTPUPOBAHHbLIA Ha Tepputopun PO: Cucrema
aHaoBackynApHoW netnesoi nosywkn ONE Snare: ONE1500 Ne P3H 2018/6864 or
22.02.2018. BuienepeunucNeHHbie KOMNOHEHTH! He BXOAAT B KOMNNEKT NOCTABKY,

Pexomengyemas npousaypa W3BNeYeHnn:
1. Paamellenne netnu

® Bubepute Mecto npokona, koTopoe ofecneumsaer A0CTYN K AWUCTANLHOMY KOHLY
uneTpa ANA NIBNETEHUA.

® [lpokonute S8APEHHYIO BEHY C NOMOLWBIO CTAHAAPTHOW METOAWUKN YPECKOKHOMN MyHKLjaw"
NOMECTUTE NPOBOAHKK B HIKHIOIO NONYIO BeHY

® [lomecTute aHrnorpacduueckuit karetep 10F / UHTPORLIOCEP B HWKHIOIO NONYIO BEHY.

® YcranoBUTe KaTteTep 8F ANA nNeTNM M NPOABMHLTE KaTeTep X AWCTanNbHOW raike Ha
AvcTtancHoM koHUe cunbtpa. (Kak nokasano Ha PucyHke 26)

® lsenexuTe NPOBOAHMK.

® [lpogsuraitTe netnio yepes xarerep 6F.
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OUNLTP

Crenka nonoil BeHb

AucranbKan raixa
Karerep 6F

Anrnorpapuueckuit
kaverep 10F /

HHTPOAbLIOCEP

Mapxep xarerepa 6F

PucyHok 26
2. 3axsaT thunsTpa

® 3axsaTHTe SQUCTanbHYIO Talky ¢ NOMOLWBIO NeThK (Kak noxkasaHo Ha Pucynke 27)

® OCTOPOXHO NPUNOXMTE YCWINE K NeTie, a saTeMm Asuraiite katetep 6F enepepa, noka
OH He KocHeTcA raiikn. Karetep 6F Tenepb HaxoaUTCA B KOHTAKTE C AUCTANbHLIM KOHLOM
dunutpa (Kak nokasaHo Ha Pucyuxe 28, PucyHxe 29)

Mpeaynpexpaenne: BO BpeMs HATAXBHUA NETNKM NpwxmuTe KateTep 6F x aucTancHoMy
KOHUY ¢hunbtpa, uTobbl NpeaoTBpaTUTL ABWKEHWS (DUNLTPa.

OuUnuLTp

Crenxa nonon BeHb!

fletna
AucranuHas rakka Mapkep
Kaverep 6F KaTeTepa 6F
AHruorpacgpuveckni
karetep 10F/
UHTpOAbLIOCED

. Pucywnok 27
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OUNLTP

Crenka nosioi BeHb:

AucranbHan raka 3:::;‘)
Karetep 6F - KareTepa 6F
Anruorpacpuveckui
Karerep 10F/
HHTpOABLIOCED
PucyHok 28
onnuTp
CreHka nonoi Bexb) MeTtns
AncransHan raika Mapkep
Karetep 6F - karerepa 6F
Anrnorpadmueckuit
xatevep 10F/
MHTPOALIOCEep
Pucynok 29

3. iaBneveHue puneTpa

® CoxpaHsiiTe HaTshkeHMe neTnW n KateTepa 8F Ha yposHe raiiku. B To xe spems
npoaeuraiiTe aHrworpaduveckwii katetep 10F/mHTpoablocep Bnepes K uneTpy Ao Tex nop,
noka cpuneTp He Gyaer nonHocTLIO 3axBaveH. (Kak nokasaHo Ha PucyHke 30)

® Usenexute aHmorpacuiecknit katetep 10F/MHTPOABIOCEP C PUNBLTPOM, KaTeTepom 6F
¥ neTnew.

¢ Tenepb OUNLTP YCNEWHO U3BNEYEH.
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Crenka nonoi BeHbl
dunutp Netns
Mapkep
xaveTepa 6F

. CreHka nonoi sBeHb!

e

Avcranuhan raixa

Kaverep 6F
Aurnorpacduvyeckun
xarerep 10F/

WHTPOABIOCEP

. Pucymox 30
Vi. MoBounsie adhdexTul

Wagenue npeaHasHaYeHO TONLKO ANA OAHOPASOBOTO WCNONLIOBAHWA W YNAKOBAHO Kak
crepunbHoe MHanenwe. MoOXeT WCnONb3oBATBCA BpavaMu, MPOLEALIMMY CcheuManbHoe
ofyveHue no YCTaHOBKE W USBNEYEHUIO N3AeNuA.

BoamoxHbie nobouHbie agdekTel Npoueayphl BKNICHAIOT cneayoulee:
BosaywHas ambonus

lemaToma B MeCTE MTyHKLMW
HenpapunbHoe pacnonoxeHue punetpa
HenpaeunbHan opueHTauus punetpa
OrpaHu4eHue KpoBOTOKa

Oxkniosua HeGONLLLONO cocypa
Wndexumna

Mepcdopauuns cTeHkn cocyaa
Mospexaexue punsTpa

OGpasoBaHue Tpomba

LucTaneHas smGonus
BoamoxHbie noGouHble 3deKTl, CBASAHHBIE C WMNNaHTauvwenl GUNLTPa, BKAIKMAIOT

cneaylwee:
3axynopusanune punerpa
Mepdopauun CTeHKW NONCKH BEHB! ANemMeHTaMn puneTpa

®

e

® Mwurpauvs unerpa

® [ospexaeHun punstpa
®

Peuvwguswpyiowan nerousan ambonus
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Kasa-hunuTp BeHo3HLIA Aegisy ¢ CUCTEMON AOCTaBKM NPOLLEN YCTAROCTHLIE UCTILITAHUA,
UMUTUPYIOLWKe 10-neTHre YCNOBUA MMNNAHTaLMK YenoBeKa.

Vil. XpaHeHHWe u KOHTPONL
® XpaHWUTb B NPOXNALHOM, TEMHOM, CYXOM MECTe

® He crepunuaceaTe u3geNue ANS NOBTOPHOrO npUMEHeHus. He nonaepraﬁre
BO3AeACTBUIO TeMnepaTypll Buie 50°C B TeueHue ANNTENLHOrO BpEMEHH.

® He nopeepraiite BO3AEACTBUIO OPraHMJECKUX pacTBopuTenei.

® [lpu TpaHcnopTvposxu oOpawaTeCs OCTOPOXHO. [epxats wusgenue “cyxvm, B
NPoOXNagHoOM mecTe 6e3 NOBPEXAEHNSA YNaKkOBKU. :

VIll. Mapkuposxa u ynaxoska

® Kasa-punuTp BeHO3IHuIA Aegisy C CWCTEMOR AOCTABKU YKNafLIBASTCA HA ONOPHbIA
NnoToK, a 3aTeM YNakoeslBaeTCA BO BHYTPEHHMA W BHeWHWA naket. [anee uspenwe
yNnaKkoeslzaeTcs B NOTPEOGUTENBCKYIO YNAKOBKY BMECTe € UHCTPYKUUEH NO NPUMENEHMIO.

® MapKupoBKa U3AENUA COASPXUT CNeaYIoLLYI0 MHOPMAaLUMIO: HAUMEHOBaHUE U3aenu
AaTa M3rCTORNEHUS, AdTa WCTEUEHMA CPOKA FOQHOCTM, CEepuiiHbIA HOoMep, urrpuxmg,
WHAVKATOP CTEPUNBHOCTH.

IX. MpeaynpexneHUAa ¥ Mepbl NPegOCTOPOXHOCTH

@ Bce koMnoHeHTL! H3genun NpeaHasHaveHkbl TOMBKO OAHOPA3OROI0 UCNONL3OBaHNA. He
noasepraiTe NOBTOPHON CTEPHAU3ALINIA U NOBTOPHOMY HCNoNb3osaHuio. Komnawwa Lifetech
Scientific (Shenzhen) Co., Lid. He Hecer oTBeTcTBeHHOCTW 3a Mobbie npaMmble UNK
KOCBEHHEIe YObITKM W pacxofbl, BO3HWKWWE B pesynsTate NOBTOPHOID MCNOSMbIOBAHMA
MoBoro U3 KOMNOHEHTOB Mafenus!.

® Kak Tonbko HeobGxoAaumMoOcTs B NpodunaxkTuke TpomGoamBonum oTnapaer, uagenwe
AROMKHO ObITk NIBNEYEHO. PeKOMEHAYETCA MCNONL3OBATL KaBa-(hUNLTP B TedeHne 14 axen
nocne uMnnaHTaumu skniouuTensHo. Npoueaypa W3BnNEdYeHnA kaea unsTpa ONMCaHa e
Fmaee V. «PexomeHayembie ycTpoACTBA W NPOUSAYPLbl, HeoGxofwuMmble ANA
M3BMOYEHHA U3ACNNUAY

¢ [pu BBEASHMU KOKTPACTHOIO BELUECTBA He NpeBbilaiTe MaxcumanoHoe Aasnexne !
Kr/cm?

¢ [loche nmnnaHTauun xasa-punetpa cneayer ualeraTb npoueayp KarteTepusauwm,
Tpebyowmx npoxoxaexne Yepes nsaenue.,

® [lepenom GUNLTPA ABNRETCA  NOTOHUMANBHLIM  OCNOXHEHWEM  M3AENHA.
AHaTOMMYecKWe MecTa, KOTOpbleé CO3Aal0T KOHUEHTPUPOBAHHLIE TOMKM HANPAXEHWA OT
Aecdopmauun dunsTpa (Hanpumep, passepTuiBaHWe HA BEpLUMHE CKOAWO3A, NepexphitTue
MoGoi 13 MoveuHLIX YCTHOB K PasMeLLIEHWe PAAOM C NOIBOHOYHBIM OCTEOUTOM), MOTYT
cnococTeoBatb nepenoMy cunetpa. OpHako coobweHuss o  HeBnaronpUATHBIX
KNUHMYECKMX NocneacTewsax nepenomoe ¢unstpa o4eHb peaku. Kpome Toro, KOA
(KOHEUHO-INeMEHTHIN aHaNK3) W YCTANOCTHbIE UCNBITAHUA UMUTUPYIOT naaenun B HNB 8
TeveHne 10 net. Pesyncrar 6e3 paspylueHus.

® liagenne MOXRT UCNONLIOBATLCA BPavaMu, NPOLEAWUMK crieunancHoe ofyuexne no
YCTAHOBKE ¥ USBNEMEHMIO KaBa-pUNLTPOB BEHOSHbLIX Aegisy ¢ CHCTOMOH JOCTABKOM.
Komnaxusn Lifetech Scientific (Shenzhen) Co., Ltd. He HeceT OTBETCTBEHHOCTU 32 NPAMON U
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KOCBEHHBbI/i ywepd WnuW pacxoabi, BOJHMKWME B PesynkTaTe  WUCNOMNbSOBAHWS
HeNOAroTORNEHHLIM NEPCOHANOM.

® Jlioan ¢ annepruyeckMMM PeakLMAMU Ha HUKeNb-TUTaH (HWTMHOM) MOryT cTpagarb
annepruei Ha UMnNNaHTar.

® NaumeHTsb ¢ YCTaHOBNEHHLIM KaBa-(hUNLTPOM BEHO3HBIM AegisSy ¢ CHCTEMOH AOCTaBKN
MOryT GbiTh NOABEPrHYTH 630NACHOMY MAarHWTHO-PE3OHAHCHOMY CkaHuposanwio (MPT)
cpasy Xe nocne yCTaHoBKW M3AeNUs Npu CneayioLmMx yCnoBuax:

< Craruueckoe marHutHoe nane 3 Tn u meree.
< MNpocTpaHcTBeHHbIA rpagueHT MarHuTHoro nona 720 Maycc/cm u Mexee

¢ MakcumanbHas yAenbHas CKOPOCTb NOMMOLWEHWA, coobwaeman 'MarHuTHO-
Pe30HaHCHOH cucTeMe, ycpeaHeHHan No Becy Tena, coctasnser 3BT/kr 8 TeueHwe 15 MuHyT
CKaHUPOBAHUA.

Mpumenanme: KavecTso nsoGpaxeHus MPT mMoXeT GbiTb CHINEHO, 8CAY UCCNeAYeMbIn
YHaCTOK HaxoauTCA B 0GNacTn pacnonoXeHUs WNK OTHOCUTENbHO GNU3KO K unLTPY.
CnegoBatensho, MoOXeT notpeSosatbca onTuMmusauus napamerpos MPT ans
KOMNEHCALU NPUCYTCTBUR USASNNA.

® [IpeanoyTHTENEHO WCnonb3osaTk GeapeHHbI AOCTYN, KOrAa NyTb OT GeApeHHO BEHbI
K nouevHoR OTKPHIT. Ecnu nyTe 3aGnoKMpoBaH, PEKOMEHAYETCR UCNONLIoRaTL APeMHbIA
aoctyn. Ecnu nytv GeapeHHoil U ApeMHON BeHs! 3aGN0KMPOBaHL!, OTMEHUTE UMANAHTaLuIO.
Bpay MOXET NpoBEpPUTL NPOXOANMOCTL BEH, BBeAeHHEM KOHTPacTHOro BelecTea,

X. TpancnoprupoBaHue, XpaHeHUe K IKCNNyaTaLMA

W3nenus TPaHCMOPTUPYIOTCA BCEMW BMAAMW TPAHCNOPTa B KPLITHIX TPAHCNOPTHLIX
cpeAcTBax B COOTBETCTBUM C NPaBUNAMU NEPEBO3KU rPY30B, AEHCTBYIOWMMH HE NaHHOM
8UAE TPAHCNOpTa B COOTBETCTBUN C YCNOBUAMM: '

® YCroOBMA TPAHCNOPTHPOBAHUA W XPaHeHUA: U3nenue cnepyeT TpaHCNOPTUPOBaTL W
XpaHuTL NpU TemnepaTtype sozayxa or 0°C Ao +50°C npn OTHOCUTENBLHO| BNAXHOCTU He
Gonee 80% (HeKkoHAESHCUPYIOWANCS).

® Ycnoeus akcnnyataumn: TemnepaTypa oT +32 go +42 °C ¢ mocmehuu@ﬁ
anaxHocTeio Ao 100% ' |

XpaHWTb nagenue B ynakoeke NpeanpuATUA-UIrOTOBUTENA B CYXOM, YUCTOM MecTe, Baann
OT WCTOMHUKOB TenNa M NPAMBLIX COMHEMHBLIX Nyuei, NpU KOHTPONUPYemoi Yemnepatype.
CpoK XpaHeHUA yKasaH Ha 3TUKETKe KKAOIo U3Aenua.

Xl. CeeaeHuA 0 CTEPMABLHOCTY H3RENHA

Mafenve nOCTaBNAETCR CTepUnbHLIM [lapaMeTpbl crepunusayun: - ITUNEHOKCUAHBIN
METOA CTepUnU3aLun B cooteeTcTeum ¢ TpeGosannamu ISO 11135-1 (ypoeeHb ocTaTouHOR
xoHTamwHauun 10%), MoetopHas cTepunusauua usnenus 3sanpewexa. [osTopHOe
npUMeHeHne 3anpeileHo.

Xii. Cgeepexna 06 yTUnM3auuu

YTHAn3aumio nsaenns nposoauts B coorteetcteun ¢ CauluH 2.1.3684-21 ana 0TxoA0B
knacca B (snuaemmMonorMdecku onacHbie OTxoAw). [locne annapatHuiX cnocofos
ob6ealapaXxusaHnsi C NPUMEHEHNEM (PUIKHECKUX METOA0B U USMEHEeHUA BHeWHero Buaa
0TX0Z0B, UCKNIOHAIOWEro BO3MOHOCTb MX NOBTOPHOMO NpUMEHEHWN, OTXOAL knaccop B
MOTYT HaKanNUBaTbCA, BPEMEHHO XPAHMTLCA, TPAWCNOPTUPOBATLCA, YHWMTOXATLCA W
3axOpaHWBaTECA COBMECTHO C OTXoAaMu knacca A (snugemuonorndeckn GesonacHele
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oTxoAnl, No cocrasy npubnuiexHsie k TEO). Ynakoeka obessapameHHbIX MeAAUNHCKNX
OTXOA0B KnaccoB B AOMKHA UMETb MapKUPOBKY, CEMAETENLCTBYIOWYIO O NPOBEASHHOM
ofeasapaxuBaHuM  OTXOROB. [lpW  HEMCNONLIOBAHWK  U3AENWS,  NOBPEXACHUA
WHAMBHMAYANLHOW YNAKOBKW W MCTEYEHWN CPOKA XPaHeHMs YTHUNU3auWlo NPOBOAUTE B
cooreercTBun ¢ CanlunH 2.1.3684-21 ans oTxogos knacca A.

Xll. Coorsercrene crannapram Poccuitckoin depepaunn

1) FOCT P UCO 14630-2017 «UmnnaHTathi Xupypradeckne HeakTueHble. OBwme
TpebosaHus»,

2) NOCT 1SO 11607-1-2018 «YnakoBka ANR MEOUUMHCKUX W3Lenuil, NOAReXaLmX
¢rHnwHOA crepunusauwu. Macte 1. TpeGoeaHus K matepuanam, ﬁapbepﬂbm cucremam
ANA CTEPUNU3ALMN U YNAKOBOMHBIM CUCTEMaM».

3) FOCT P NCO 15223-1-2020 «Uspenua meguuuHckue. CUMBONDI, NPUMEHAeMLIE NpU
MapKVpoBaHMM Ha MEAULMHCKUX W3IeNUAX, HA 3ITUKeTKaX v B conpoaonnenbuou
BAOKyMeHTaLuu, Yacte 1. OcHosHbie TpeGoraHuA».,

4) TOCT ISO 10555-1-2021 «KaTeTepbl BHYTPUCOCYANCTLIE OAHOKPATHOIO NPUMEHEHWA
crepunbHpie, Yacte 1. O6wme rexnudeckue Tpeboeanusns.

5) FOCT P 52770-2018 «Wanenwna meanunHckvwe. TpeGosanuna GesonacHocTv. Metogni
CaHMTAPHO-XMMUYBCKMX W TOKCHKONOrMMECKUX UCIbITAHWIAR.

6) FOCT 31209-2003 «KoHTeilHephl ANA KpoBU W ee KOMNOHEeHTOB. TpeGosaH
Xumudyeckoit u Guonornyeckoit 6e3onacHOCTN U METOAL UCNLITaHUR®.

7) FOCT 4011-72 «Boga nutbesan. MeTOALI U3MEPEHUA MACCOBONA KOHUEHTPaLUM oﬁmero
xenesa» n.2.

8) roCT 31870-2012 «Boga nuTbenas. OnpegeneHne cogepiaHna aneMeHToB MeTogamu
aTOMHOMW CReKTPOMeTPUN» N4,

9) MYK 4.1.3166-14 <«lasoxpomarorpacimieckoe onpenencHue rekcasa, ren'raua
auetanbgervaa, aueToHa, MeTWnauertara, aJTunaueTarta, MeTaHona, M3onponaHona,
aKpunoxuTPUNA, H-Nponasona, H-nponuwnauertara, Oyrunauerara, wusobytaHona, H-
Gyranona, GeHsona, Tonyona, 3TMNGEH3ONa, M-,0- W N-Kcunonoe, usonponunbetizona,
CTHpONa, A-MeTUNCTUPONA B BOAE W BOAHBIX BLITAXKKAX W3 METANNIOB Pa3NUYHOrO CocTasay.
10) FOCT P 55227-2012 «Boaa. Metoaw onpepeneHus coaepXaHua opmansaerngas n.6.
11) MP 2413-81 «Metoauueckne pexoMeHAAUMM NO ONPEAENEHUIO 3NWXNOPIUAPUHE B
BOAHBIX BHITAXKAX M3 NONUMEPHLIX MATEPUANOBS».

12) MP 1438-76 «MeTtoanueckne pekoMeHAAUMU K OnpeaeneHuio audeHunnponaHa, a
TAlKe HEeKOTOPHIX (PEHONOB B €ro NPUCYTCTBUM, NPY  CAHUTAPHO-XMMHYECKUX
UCCNEAOBAHUAX M3ASNMIA U3 NONIMMEPHLIX MATEPUANOB, NpeaHa3HaUeHHBIX 4NA KOHTaKTa ¢
NULLIEBBLIMK NPOAYKTAMUY®,

13) U-880-71 «UHCTPYKUMA NO CAHUTAPHO-XUMWUMECKOMY WCCNEAOBaHWIO ‘Wagenm. .,
USTOTOBNEHHBIX M3 NONMMEPHBLIX U APYTUX CUHTETUMECKMX MaTepPHanos, npenuaauaqeuuux
ANA KOHTaKTa C NULEBbLIMU NPOAYKTAMMY,

14) MBU MH 1924-2003 «Meroauka rasoxpomatorpacmieckoro onpeneneHun ¢enona m
aNUXNOpruapMHa 8 MOAENBHLIX CPEAAX, UMUTUPYIOWUX NMLLEBLIE NPOAYKTHIR.

15) FOCT 31214-2016 «WNanenua meauunHekue. TpeGoBaHua K o6pa3uiam W AOKYMEHTaLUMY,
NPeAoCTaBNAEMbIM Ha  TOKCHKOSIOTMYECKUE, CaHUTAPHO-XUMWYECKUE  UCNbITAHWRA,
UCTILITAHUA Ha CTEPUNLHOCTE U NHPOrEHHOCTL»

16) FOCT IS0 10993-1-2011. «Mapenun MeguumHckme. OueHka SHONOrUYECKoro AeCTBUA
MeaULMHCKMX nagenuid. Hacte 1. OueHka u uceneaoBaHua».

17) FOCT ISO 10993-2-2009. «Nanenua meguumHckue. OLeHka BUONOruiecKoro AeHCTBUMA
MeaULIHCKUX n3nennin. Hacre 2. TpebosaHnsa K 06paLLeHNIO C XMBOTHBIMUYS.

18) NOCT ISO 10993-4-2011. «Nanenun meauumHckne. Ouerka Guonoruieckoro aeicTEKA
MeanLUMHCKUX uanenui. Hacts 4. Uccnenosanue nanenwil, B3anMoaeiicTBYIOWWX C KPOBLIO®.
19) FOCT I1SO 10993-5-2011. «Magenus meguunnckne, Ouenka Guonoruieckoro AeNCTemMa
MeauLUHCKKX uagenuit. Hactes 5. UccnenosaHne Ha UWTOTOKCUMHOCTL: MeToAbI in vitrox.
20) MOCT ISO 10993-6-2011 «Mapenua MeavunHckne. OueHKa BUONOrMYEcKoro AeNCTBMs
MeauLUUHCkux naaennii. Yacrb 6. UccnenoBanua MeCTHOro AeWCTBUA NOCHE MMNNAHTALUUS,
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21) FTOCT ISO 10993-7-2016 «Usaenua meauumHckue. Ouerka GnoNOrUHeCcKoro ASHCTBUA
MeauuvsckMx  w3genmih. Yacte 7. Ocratouysoe coaepxaHme atuneHokcuga nocne

CTepUNU3auvn®.

22) FOCT ISO 10993-10-2011 «WU3penua meanumHckue, OueHka SHONOrMYECKOro AeCTBNA

MeauuMHCKMX  M3agenwid,  Yactb
ceHcnbunusupyiowlero AeicTBnA»,

10.

Nceneposanna ]

pasapaxalowero

23) TOCTISO 10993-11-2011 «WNapenun meauuuHckue. OueHka Guonoruyeckoro aeicTens
MeauLHCKUX usaenuin. Hacts 11. Uccneposasnn oBLIETOKCUNECKOrD AGRCTBUA®.

24) TOCT 1SO 10993-12-2015.

obpasupi».

«HUagenun meguumnckue. Ouexka OGuonorudeckoro
AEHCTBUR MeAVUMHCKWX Maaennid. Yacte 12.

Mpurotosnennwe npoS W KOHTpONbHbIE

25) N> Po O9C.1.2.4.0003.15. CrepunsHoCTS.

26) O®C.1.2.4.0005.15 NuporeHKocTs.

alManufacturer
Lifetech Scientific (Shenzhen) Co., Ltd.

Floor 1-5, Cybio Electronic Building,
Langshan 2nd Street, North area of High-
tech Park, Nanshan District, Shenzhen
518057 P. R. China

‘l‘lponseonn'renb

Lifetech Scientific (Shenzhen) Co., Ltd.
(Naitdrex Caitantehuk (Wsnpuxans) Ko.,
M.

Floor 1-5, Cybio Electronic Building ,
Langshan 2nd Street, North Area of High-
tech Park, Nanshan Digtrict, Shenzhen,
518067 P. R. China

Tel: +86 755 86026250

Ten: +86 755 86026250

Fax: +86 755 86026251

dakc: +86 755 8602625

Email: lifetechmed@lifetechmed.com

Email: lifetechmed@lifetechmed.com

Authorized representative on the

territory of the Russian Federation:

Limited Liabilty Company «Company
«BW» "(LLC «Company «BW»)

129085, Moscow, Prospekt Mira, house
101, building 1, pom. 17.

Tel: +7 (499) 2816768

YNnonHOMOYEGHHLIA npeacTaBuTeNnb Ha
Teppuropum PO:

Obwecrso (v OrpaHnieHHON
OTBETCTBEHHOCTLIO «Komnanns «BuBu»
(000 «Komnanuna «5nBux»)

129085, r. Mocksa, Mpocnext Muba. AOM
101, ctp. 1, nom. 17,

Ten: +7 (499)2816768

EU authorized representative:

LifeTech Scientific (Europe) Cobperatief U.A.

Oliemolenstraat 60, 6416CB Heerlen, the Netherlands
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Iepesoo ¢ ananuticko20 u KUMQUCKO20 RIVIKOE HA PYCCKULE AIbIK

CEPTHOUKAT

/JloroTsm/

Kuraitckuit Coer no coaeficTerio MeXAyRapOAHON TOProsne

Toproso-npoMpmutennas nanara Kuras
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KuTaicknii CoBeT N0 COAENCTBUIO MEXAYHAPOAHO TOProesne
Toproso-npombliLLieHHaa nanata Kutaa

B Q

CEPTUDUNKAT

QR-kopf
Ne234403A0/018451

HACTOAWNMM YOOCTOBEPAETCHA, UTO nevatb KOMNaHuu «|
MBS 'K, JTT /L, (LIFETECH scientific (SHENZHEN) co., LTD.) Ha
npunoxeHHom JOKYMEHTE cooTBeTCTBYET OpUTrnHany.

Kutalicknint CoBeT No COAEeCTBMI0O MEXAYHApOAHO TOProse
Mognuce ynonHoMo4veHHoOro nauua: /Mognuce/

Xy Ha

[Jarta: 18 anpensa 2023 r.

TucHeHas nevatb: [Kutainckuin Coset

Mo COAEACTBMI0O MEXAYHAPOAHOM

Toprosne // CEPTU®PUKALINA]
Meyvatb: [KuTaiicknin CoBeT No COAeNCTBUIO
mexayHapoaHoi Toprosne // CEPTUPUMKALNA]

BebG-canT gna NpoBepKn NOAMHHOCTU cepTudmkaTa: http://www.rzccpit.com/validate.html
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"eHepa/IbHbI LUPEKTOP
/noanunck/CqOexyaii

09.03.2023 .

Mevatb: W L1111 CalaHnXXCTLL 3N Kon

Meyatb: [KuTaincknii CoBeT No cogencTenio MexgyHapogHoi toprosne // CEPTUOPUKALINA]

Crp. 24:

MeyaTb: [KuTaincknin CoBeT No cofencTenio MmexayHapoaHoi Toprosne // CEPTUOUKALINA]
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MepeBog JaHHOIO TEeKCTa BbINOAHEH neni 'TU)auHbIM HOprem KOHCTaHTUHOBUYEM.

Poccuiickaa®egepayums

"opos Mocksa.

[BaauaTb BTOPOro maa ABe TbiCAYN ABafLaTb TPETLErO roja.

A, [eiHeko Jllogmuna BaneprneBHa, BpEMEHHO UCMOHAOLWL A8 0643aHHOCTM HOTapuyca

ropoga Mocksbl [MpOKOLWEHKOBON EneHbl EBreHbeBHbl, CBUAETENbCTBYK MOAINHHOCTb
nognvcu nepesogunka KOanHa FOpnsa KoHCcTaHTUHOBMYA.

Mognwuch caenaHa B MOEM MPUCYTCTBUMN.

JlnyHocTb NoAgnNucaBLLero JOKYMEHT yCTaHOB/IeHa.

/\/\NO

3apernctpupoBaHo B peecTpe: JIN1/86-H/77-2023-
YnnayeHo 3a coBepweHne HpTEP bHO T 0 Aeincteus: 400 py6. 00 kon.

N.B. [eitHeko

MpoLwHypoBaHO, MPOHYMEpPPBIAHA CKpenneHo nevaTbto 26 nucTt(-a,-0B).

. JeiHeko
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