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DEVICE DESCRIPTION:

The non-vascular access kit MAK-NV™ consists of a coaxial introducer sheath (a pair of
coupled introducer sheath / dilator), a introducer needle with a stylet and a mini guidewire, used
to provide percutaneous introduction of a non-vascular Seldinger catheter into a body cavity or
lumen during interventional radiology procedures, including drainage.

The non-vascular access kit MAK-NV™:
1. The non-vascular access kit MAK-NV™, with a guide needle with a trocar stylet, diameter: 21
G (0.8 mm), consisting of:
- Introducer needle with a trocar stylet, diameter: 21 G (0,8 mm), length: 15 cm, 20 cm;
- Introducer coaxial in composition, diameter 6F (2.0 mm) (if necessary):
- dilator, diameter 4F (1,33 mm) - 1 pc.,
- hard metal cannula - 1 pc.,
- guidewire, diameter 0,018 ” (0,46 mm), length 60 cm - 1 pc.(if necessary);
- guidewire, diameter 0,038 (0,97 mm), length: 80 cm, 150 cm - 1 pe. (if necessary);
‘ - Instructions for use.

2. The non-vascular access kit MAK-NV™, with a guide needle with a Chiba stylet, diameter:
21 G (0.8 mm), consisting of:
- Introducer needle with Chiba stylet, diameter: 21 G (0.8 mm), length: 15cm, 20 cm;
- Introducer coaxial in composition, diameter 6F (2.0 mm) (if necessary):
- dilator, diameter 4F (1,33 mm) - 1 pc,,
- hard metal cannula - 1 pc.,
- guidewire, diameter 0,018” (0,46 mm), length 60 cm - 1 pe.(if necessary);
- guidewire, diameter 0,038 (0,97 mm), length: 80 cm, 150 cm - | pe. (if necessary);
- Instructions for use.

INDICATIONS FOR USE

The non-vascular access kit MAK-NVTM is intended for percutaneous placement of a 0,035
(0,89 mm) or 0,038” (0,97 mm) guidewire with the introduction of a non-vascular catheter by the
Seldinger method into a cavity or lumen of the body.

# CONTRAINDICATIONS

There are no contraindications.

Px only: DEVICE RESTRICTED SALES

For professional use only.

Attention! The Federal (USA) device authorizes this sale only to or on the order of a physician
trained and / or experienced in the use of the data.

WARNING

Removing, pulling, or manipulating the distal tip of the conductor through the tip of the needle
can cause breakage or embolization.

The gidewire should not be advanced if resistance is felt.

PRECAUTIONARY MEASURES

« The kit should only be used for non-vascular procedures.

» Read the manufacturer's instructions before use.

» The contents of unopened and undamaged packaging are sterilized using ethylene oxide and

pyrogen-free.
» Do not use if packaging is open, damaged, or broken.
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» Use for only one patient. Reuse, handling or sterilization is prohibited. Reuse, handling or
sterilization may impair the integrity of the device and / or cause the device to malfunction and,
as a result, result in injury, iliness or death of the patient. Reuse, handling or sterilization can also
create a risk of contamination of the device and / or lead to infection of the patient or cross-
infection, including but not limited to the transfer of infectious diseases from patient to patient.
Contamination of the device can be harmful to the patient, resuiting in illness or death.

*» Observe generally accepted precautions when introducing and maintaining this device. Since
there is a risk of contracting bloodborne pathogens, healthcare providers should always follow
standard precautions when performing procedures with blood and body fluids. Sterility should
always be observed.

* Do not use after the expiration date.

* Store in a cool, dry place.

ADVERSE REACTIONS

The non-vascular access kit MAK-NV™ should be used by risk-informed individuals who are
qualified to perform these procedures. Possible complications include risks commonly associated
with percutancous diagnostic and / or interventional procedures. Other complications may
include, but are not limited to:
) sedema
» blood clot formation
* infection
» pseudo-aneurysm formation
« hematoma
» perforation or rupture of a vessel or internal organ
* bleeding
» embolization of the conductor or catheter
*» hemothorax
» inflammation, necrosis, or scarring
* hydrothorax
« pain in the introduction area

* extravasation

INSTRUCTIONS FOR USE:

' . Determine the injection site and prepare the injection site using a proper aseptic

technique and, if required, anesthesia.

2. Enter the 21-caliber Introducer needle using standard technology.

3. Carefully slide forward end of the flexible conductor diameter of 0.018 inches (0.46 mm)
through the needle.

Slide the guide forward as far as it is necessary. Make sure the placement.
WARNING.Do not move forward in the case of the conductor resistance.

4. Remove the needle retaining location conductor diameter 0.018 "(0.46 mm),
WARNING. Conclusion Extruding back or manipulation of the distal tip of the
conductor through the needle tip may cause damage or embolization.

To avoid damage to the conductor during manipulation with it, remove Introducer needle
and proceed to the next step.
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6.

7.
8.

Enter coaxial introducer with dilator, with a rigid cannula or not, through a wire diameter
of 0.018 "(0.46 mm) and push forward to the desired position.

Remove the dilator / rigid cannula, leaving the sheath in place. Gidewire diameter of
0.018 "(0.46 mm) can be removed or left in place.

Enter the diameter of the gidewire 0.038 "(0.97 mm) through the introducer.

Remove the sheath, leaving the wire in place.

Warning about the inadmissibility Reapply

The product is intended for single use only. Do not allow the re-use, recycling and sterilization
products. Repeated application, processing and sterilization can disrupt the structural integrity of
the product and / or lead to failure, which in turn may create a risk of injury, illness or death of
the patient outcome. Repeated application, processing and sterilization may also create a risk of
contamination of the product and / or cause an infection of the patient or cross-infection,
including, but not limited to, the transmission of infection (infection) from one patient to another.
Product contamination can lead to injury, illness or death of the patient outcome.
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ANNEX TO THE INSTRUCTIONS FOR USE
MEDICAL DEVICES

«The non-vascular access kit MAK-NV™,,

Manufactared by

Merit Medical Systems, Inc., the USA
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1. E DESC ION

The non-vascular access kit MAK-NV™ consists of a coaxial introducer sheath (a pair of
coupled introducer sheath / dilator), a introducer needle with a stylet and a mini guidewire with a
diameter of 0,018” (0,46 mm) and / or a diagnostic guidewire with a diameter of 0,038” (0,97
mm). The non-vascular access kit MAK-NV™ is available with an introducer needle with a
trocar or Chiba stylet, a mini guidewire, and / or a diagnostic guidewire.

The composition of the medical device is presented below.

The non-vascular access kit MAK-NV™:

1. The non-vascular access kit MAK-NV™, with a guide needle with a trocar stylet, diameter:
21 G (0.8 mm), consisting of:
)‘ - Introducer needle with a trocar stylet, diameter: 21 G (0,8 mm), length: 15 cm, 20 cm;
i - Introducer coaxial in composition, diameter 6F (2.0 mm) (if necessary):
- dilator, diameter 4F (1,33 mm) - | pc.,
- hard metal cannula - 1 pc.,
- guidewire, diameter 0,018 ” (0,46 mm), length 60 cm - 1 pe.(if necessary);
- guidewire, diameter 0,038 ” (0,97 mm), length: 80 cm, 150 cm - 1 pc. (if necessary);
- Instructions for use.

2. The non-vascular access kit MAK-NV™, with a guide needle with a Chiba stylet, diameter:
21 G (0.8 mm), consisting of:
- Introducer needle with Chiba stylet, diameter: 21 G (0.8 mm), length: 15c¢m, 20 cm;
- Introducer coaxial in composition, diameter 6F (2.0 mm) (if necessary):
- dilator, diameter 4F (1,33 mm) - 1 pc.,
- hard metal cannula - | pc.,
- guidewire, diameter 0,018” (0,46 mmy), length 60 cm - 1 pc.(if necessary);
- guidewire, diameter 0,038” (0,97 mm), length: 80 cm, 150 cm - 1 pe. (if necessary);
- Instructions for use.

The non-vascular access kit MAK-NV™ used to provide percutaneous introduction of a non-
vascular Seldinger catheter into a body cavity or lumen during interventional radiology

procedures, including drainage.

The coaxial introducer is equipped with a Luer type connector with internal thread, which allows
the system to function as a single product. A conductor needle with a stylet provides support for
a pair of introducer / dilator during installation. The distal end of the introducer sheath is
equipped with a radiopaque marker, which facilitates the visualization of the tip during

fluoroscopy
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introducer needie with stylet, Chiba,
diameter 21 G (0.8 mm), length: 15

cm, 20 ¢m
Sheath coaxial
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guidewire, diameter 0018 i RN
~(0.46 mm}, length 60 cm 0.018" (0.46 mm) x 60 cm "N

3 mm J / Struight

guidewire, diameter 0,038 ”(0.97 mm).
Length: 80 cm/ 150 cm

Figure 1. The non-vascular access kit MAK-NV"" (with Chiba type stylet)

introducer needle with a stylet, a
trocar, diameter: 21 G (0.8 mm),
length: 15 cm, 20 cm

Coaxial introducer

|
| .
0 216 x 20cm
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— 0.018" (0.46 mm) x60cm
guidewire, diameter 0.018
"(0.46 mm), length 60 cm

3 mm .1/ Straight
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guidewire, diameter 0.038 (0.97 mm),
Length: 30 cm / 150 cm

Figure 2. The non-vascular access kit MAK-NVM* (guidewire needle with trocar stylet)
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2. Sterilization Method
Ethylene Oxide (EO) sterilization.

3. PRODUCT SP CATIONS

This product does not provide a user re-sterilization.

3.1 Guidewire needle with stylet, diameter: 21 G (0,8 mm), length: 15 cm, 20 cm

The outer diameter of the needle

21 G (0,800 mm)

needle length 1S5cm
20cm
Inner diameter of a needle 0.580 mm
Tube wall type thin-walled
Needle color coding Dark green
Working length of the stylet 170 mm (with 150 mm (15 cm) needle tube length)

220 mm (with a needle tube length of 200 mm (20
cm))

The stylet must be longer than the needle when the
two components are assembled into a single
structure.

The outer diameter of the stylet 0,500 mm
Tip shape stylet stylet trocar
stilet type Chiba (chiba)
Sharpening angle of the stylet trocar 28°
type
Stylet apex angle, trocar type 357
Stiletto sharpening shape trocar type pyramidal
Sharpening angle of the stylet type 32
Chiba
Surface When carrying out a visual check on the external

surface of the working length of the device no
foreign substance or surface defects. On
needlepoint no protrusions growths, hooks etc.

The protruding portion of the needle tip

In the assembled structure cannula does not extend
beyond the tip of the stylet, or its length does not
exceed the length of the stylet more than 2 mm.

Explorer compatibility

Gidewire diameter of 0.018 inches (0.46 mm)

Radiopacity

The distal end of the Introducer needle is equipped
with a radiopaque marker, 10mm in length, which
facilitates the visualization of the tip during
fluoroscopy.

The main characteristics of the
connector (connector) female lock type
Luer (according to EN ISO 80369-7:
2016)

Length of female conical element: 7,500 -10,500
mm

Luer Taper: 6%

Smaller outer lip diameter: 5,515-6,730 mm
Larger outer ledge diameter: 7,730-7,830 mm

3.2 Coaxial sheath diameter 6F
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6F 2,00mm)

- dilator diameter 4F,

4F(133mm)

6 mm

Compatibility with the
gidewire of 0.038 inches (0.97
mm)

Must pass through the dilator conductor 0.038 inches (0.97
mm)

The geometric shape of the The presence of tapering, polished

distal end of the dilator the edges. Edge should be sharp. Without cracks, scratches.
radio-opacity It should be viewed with fluoroscopy

The main characteristics of Length of female conical element: 7,500 -10,500 mm

the connector (connector) Luer Taper: 6%

female lock type Luer Smaller outer lip diameter: 5,515-6.730 mm

(according to EN ISO 80369- | Larger outer ledge diameter: 7,730-7,830 mm

7: 2016)

The main characteristics of Maximum internal thread diameter (root diameter): 8,000 mm
the connector (connector)) of | Minimum internal thread diameter (thread crest diameter):
the locking (plug) type Luer- | 7,000 mm

Lock Luer Lock Taper: 6%

(according to EN ISO 80369- | Length of plug cone (¢): 7,500 -10,500 mm

7: 2016)

- a metal cannula is rigid,

The outer diaméter of ihe ca;ﬁnul;

0.810 mm

The length of the exposed portion

238 mm

The shape of the cannula tip

At the distal end of the cannula tip should be straight

Surface

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

The main characteristics of the

Length of female conical element: 7,500 -10,500 mm
Luer Taper: 6%

connector (connector) female lock Smaller outer lip diameter: 5.515-6.730 mm
type Luer (according to EN ISO Larger outer ledge diameter: 7,730-7,830 mm
80369-7: 2016)

The main characteristics of the
connector (connector)) of the locking

Maximum internal thread diameter (root diameter):
8,000 mm
Minimum internal thread diameter (thread crest
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(plug) type Luer-Lock diameter): 7,000 mm
(according to EN 1SO 80369-7: 2016)  Luer Lock Taper: 6%
Length of plug cone (e): 7,500 -10,500 mm

The diameter of the guidewire 0.018" (0.46 mm)
The length of the guidewire 600 mm
The diameter of the guidewire 0.038" (0.97 mm)
The length of the guidewire 1500 mm
800 mm
Luer-type connector polycarbonate CALIBRE™ Megarad™ 2081
Needle Stainless steel
AI1S1304
Stylet trocar / stylet type Chiba Stainless steel alloys
AISI304 /A1S1316
Sleeve polycarbonate CALIBRE™ Megarad™ 2081

Dye - pelletsCC10130299 TRANS GREEN HALF PC PolyOne
™

Color: Green, classification code Pantone 354U

co™1 hiR™oducer

Luer connector Polyester polycarbonate blend Xenoy HX56000P,
Pigment - titanium oxide solid fraction Xenoy EXN X5600HP
Color: bright white, code classification Pantone 11-0601 TCX
Green ink INK-PG Pad Printing TYPE UV 2002 IWT

nut The thermoplastic ABS resin (ABS)
Dye - pellets 10200443 TRANS GREEN PolyOne ™

dilator tube polyethylene copolymer Alathon H5618, barium sulfate
Pigment - titanium oxide solid fraction A32329C PolyOne ™
Color: bright white, code classification Pantone 11-0601 TCX

The rigid cannula Stainless steel alloys
AISI304 /AISI316

guidewire diaartcr diameter 0.018 "(0.46 mm) diameter and 0.038” (0.97 mm)
Stainless steel alloys AlISI 304 /AISI 316
Polycarbonate CALIBRE ™ Megarad ™ 2081
Polypropylene Bormed HD810MO

guidewire diameter diameter 0.018 "*(0.46 mm)
Nitinol- platinum Inconel X
Polycarbonate CALIBRE ™ Megarad 2081
Polypropylene Bormed HD810MO

4. DESCRIPTION OF PACKAGING WITH INDICATION OF NUMBER OF
PRODUCTS AND ACCESSORIES IN PACKING

The non-vascular access kit MAK-NV'" placed in a package of the Tyvek® material, the

printing process using a validated thermal welding, intended to cover and protect the product

during sterilization time of loading, transportation, handling and storage. On the package label

applied to the total, which shows the kit.
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Needle with stylet wires and coaxial introducer packed in individual packing as a package of
Tyvek® material sealable by means of a validated thermal welding process.

The non-vascular access kit MAK-NV"*"
1 The non-vascular access kit MAK-NV"*" consisting of:
- A introducer needle with a trocar stylet, diameter: 21 G (0,8 mm), length: 15 cm, 20 cm;
- Introducer coaxial in composition, diameter 6F (2.0 mm) (if necessary):
- dilator, diameter 4F (1,33 mm) - 1pc.,
- hard metal cannula - I pc.,
- guidewire, diameter 0,018 ” (0,46 mm), length 60 cm - 1pc., (if necessary);
- guidewire, diameter 0,038 ” (0,97 mm), length: 80 cm, 150 cm - 1pc., (if necessary).

2. The non-vascular access kit MAK-NVA, consisting of:
- A introducer needle with Chiba stylet, diameter: 21 G (0.8 mm), length: 15cm, 20 cm;
- Introducer coaxial in composition, diameter 6F (2.0 mm) (if necessary):
- dilator, diameter 4F (1,33 mm) - 1pc.,
- hard metal cannula - 1 pc.,
- guidewire, diameter 0,018 ” (0,46 mm), length 60 cm - 1pc., (if necessary);
- guidewire, diameter 0,038 (0,97 mm), length: 80 cm, 150 cm- 1pc., (if necessary).

Instructions for use can be embedded in packaging group sets. Sets for percutaneous
extravascular mini-access collective package is placed in a shipping box.

5, INFORMATION ON LABELING OF PRODUCTS

Label Formats products have been developed and approved for the individual articles, sterile
packaging and the transport packaging. The approved labeling regulations is in the process of the
product.

Description of the marking symbol is represented in the table.

Symbol Decoding the symbol
1 EC REP Authorized Representative in the European Community
2. Manufacturer

mT

3 IRxonly] It sold only to doctors and hospitals
4. A ban on re-use. Do not re-sterilize
5. REF Number REF.
6. use up
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7. LOT]| lot number
8 sterilized using ethylene oxide
9. T Attention! Refer to the instructions for use
10. K pyrogen-free
. 1 Compatibility with the conductor
N AN ¢O §F wn)
12, @ Do not use if packaging is damaged
é 13. ‘f" Protect from moisture
14, 1t This side up
15. ! Fragile, handle with care
16.
@ date of manufacture
17. GEEE% Conformity mark
18. Thin-walled needle tube lettering
19. The inscription "non-toxic”

2017.

’
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6. Compliance with Relevant Regulations and Technical Standards

The qualification activities that were performed for the product were based on standards that
were in effect at the time of the testing. Standards applied inctude:
USP United States Pharmacopoeia. ISO 13485, [SO 14971, EN 556, ISO 15223-1, 1SO 11135,
1SO 11607-1, ISO 11607-2, ISO 10993-1, EN 1617, ISO 594-1, 1SO 594-2, EN 1SO 80369-7 :

The product is in compliance with the Council Directive 93/42/EEC, Medical Device Directive
of the European Union. The applicable CE certificate is CE 541900.
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7. TRANSPORTATION, STORAGE AND HANDLING

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

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

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

é Usage environment:
Ambient temperature not exceeding 25 °C.

Temperature range for use - the body temperature of 32 °C to 42 °C
Relative humidity: 100% (blood contact)
Atmospheric pressure 86-106 kPa.

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

To prevent the formation of health risks when disposal of medical devices and also
formation of environment risks connected with disposal of medical devices, the
personnel have to dispose MD per protocol adopted in particular organization.

Medical Device "The non-vascular access kit MAK-NV™" according to the Sanitary
Rules and Regulations 2.1.7.2790-10 is related to Class B contaminated and potentially
pathological wastes (epidemiologically hazardous wastes).

9. Limited Warranty and Disclaimer

Merit Medical Systems, Inc. represents and warrants that the products shall materially conform
to the specifications at the time of shipment to Customer and will remain materially free of
defects in materials and workmanship for the period specified on the written limited warranty
separately provided with each product. Warranty shelf life of medical device The non-vascular
access kit MAK-NV™ s 3 years. This warranty shall not apply to products that have been (i)
modified, changed, repaired, refurbished, reprocessed, or altered by anyone other than Merit; (ii)
subjected to misuse, mishandling, re-use, re-sterilization, accident, abuse, neglect or tampering;
(iii) damaged by excessive physical, environmental or electrical stress; or that have had a serial

13
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number altered, defaced or removed; (iv) combined with any other product; (v) used outside the
approved “Indications for Use” as cleared by the relevant competent authority, used contrary to
the use outlined in the product specifications or in an application or environment for which such
product was not designed or contemplated. Any technical product advice furnished by Merit is
provided without duty or compensation and Merit assumes no obligation or liability, all such
advice being given and accepted at Customer’s risk. EXCEPT AS EXPRESSLY SET FORTH
HEREIN MERIT MAKES NO REPRESENATION OR WARRANTY OF ANY KIND,
EXPRESS OR IMPLIED, TO CUSTOMER, ITS END-USERS OR ANY THIRD PARTIES
WITH RESPECT TO THE PRODUCTS. MERIT DISCLAIMS AND EXCLUDES ANY AND
ALL OTHER EXPRESS, IMPLIED, AND STATUTORY WARRANTIES, INCLUDING
WITHOUT LIMITATION, WARRANTIES AGAINST INFRINGEMENT, AND THE
IMPLIED WARRANTIES OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR
PURPOSE.

Limitation of Liability

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

10. Complaint

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

Limited Liability Company "Merit Technologies” (LLC "Merit Technologies"),

Legal address: Russian Federation, 119017, Moscow, 1-st Kazachiy pereulok 7, floor 1, room 6
‘ Tel / fax: +7 (495) 221-89-02

14
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[MepeBop ¢ aHrMIACKOrO A3blKa Ha pyCCKMii s3biC]
VHCTPYKUMS MO NPUMEHEHNIO
Habop /19 YpecKoXXHOro BHECOCYAUCTOro MuHK-gocTyna MAK-NV
JatvposaHo 27 nonsa 2020 roga
CocTtouT 13 14 cTpaHuL,

MOATBEP>XAEHUWE

LLtar KOTa )
Okpyr Cont-fleiik )
CerogHs, 27 nons 2020 roga, Ko MHe, HoTapuycy [pxkeHHUGep Popaxam, MMYHO asusics Kopu
MapLy, cTaplivii MeHepkep MO HOPMATUBHO-MPABOBOMY 06eCreyeHno’, NPeabsBMBLLNIA MHE
[OCTaTOYHble [0OKa3aTeNbCTBa TOr0O, YTO OH ABNAETCA /IMLIOM, UMEHEM KOTOPOro noAnucaH

npunaraeMbiii JOKYMeHT, 1 MOATBEPAMBLLINIA, YTO OH NMYHO NOAMMUCAN ero.

Y [0oCTOBEPSETCA MOE NOAMMUCHIO U O(hULIMANBHOW NeYaTbHo.

[Lramn: Iru:h-m

JKEHHU®EP ®OPAX3OM HoTapwyc

HoTapuyc

LLITaT FOTa Mosi nnueH3ns aeicTBMTENbHA A0 27
JinueHsmns Ne 695417 noHa 2021 T.

Mos nnueH3Nsa AeincTBUTENbHA A0 27 UKOHS

2021 r.]
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WHCTPpYKLMA N0 NPUMEHEHNIO MEAVULIMHCKOTO U3LeNns:
Habop 4191 UpeCKOXXHOro BHECOCYAMCTOro MUHN-gocTyna MAK-NV™
npownssoacTBa KoMmnaHun «Meput Megmnkan Cucteme, MIHK.», CLUA

Inohudd

Kopu MapLu
CTapLumini MeHeXep N0 HOPMATUBHO-NPaBOBOMY 06eCneyeHnto
27 mons 2020 T.

[MeyaTb KOMNaHuy «MepnT Megukan Cucteme, VHK.»]
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Ha3saune, uasuavenue, COCTAB H31CINS:

Habop ana upeckoxunoro BHecocymucroro munu-goctyna MAK-NV™  cocrour w3
HHTPOABIOCEPA KOBKCHANBLHOrO, HrAbl CO CTHICTOM W TPOBOAHMKA, NpeAHAasHayeH s
obecnieueHHA YPECKONHOTO BBEACHHA HECOCYAMCTOTO KateTepa no Meroxy CenbawHrepa B
NONOCTL MATM APOCBET TENA NPH MPOLIEAYPAX HHTEPBEHUHORHON PatMOIOrHA, BKAIOYA JAPEHaK.

Ha6op m1a 9peckoxHOro BHECOCYANCTOro MuHK-nocTyna MAK-NV™:

1. HaGop nns upeckoxHoro BHecocyauctoro Muru-goctyna MAK-NV™, ¢ urnoii
NPOBOAHAKOBOH CO CTHNETOM TpoakapoM, Anamerp: 21 G (0,8 mm), B cocTase:
- Hrna nposoaunkosas co cTHIETOM TpoakapoM, auametp: 21 G (0,8 MM), anuna: 15 oM, 20 cm;
- Hutpoasiocep xoakchanbHuiii B cocrase, anametpom 6F (2,0 Mm) (npu HeoGxommmocTh):

- AnaaTaTop, anameTpoM 4F (1.33 mm) - | wi.,

- KaHIONA MeTannuyeckan xxectkad — 1 wr.,
- [Iposoanux, anamerp 0,018” (0,46 MM), annna 60 cM — 1 mT. (npu HeoBxoAMMOCTH);
- [Tposoanux, anamerp 0,038” (0,97 mm), Anuna: 80 cM, 150 oM - 1 wr. (npu HeobxoanmMocTH);
- UneTpykuna no npumenenmio.

2. HaGop ans upeckoxHOro BHECOCYANCTOro MutK-aoctyna MAK-NV™, ¢ urnoi
NPOBOIHKKOBOH CO cTHAETOM THNA Ynba, anametp: 21 G (0,8 Mm), 8 cocTase;
- Urna nposoaunnxosas co cruneroM Tna Yuba, anamerp: 21 G (0,8 Mm), anuna: ) Scm, 20 oMm;
- AnTpoabiocep koakcuanbHuli B cocTase, anametpom 6F (2,0 MM) (npu ReobxoaumocTy):

- aunararop, avametpoMm 4F (1,33 mM) — 1 wr.,

- KRHIONA METaNAKYECKan xKecTkas — | .,
- lposonnnk, anamerp 0,018 (0,46 Mm), 1auna 60 cm — | wT. (NpH HEOGXOAMMOCTH);
- [IpoBoanuk, anamerp 0,038” (0,97 Mm), anuna: 80 cm, 150 cM — 1 wT. (npn HeOGXORHMOCTH);
- UHcTpyKuma no npuMeHeHHIO.

MNOKA3AHHA K IPHMEHEHHIO

Habop ans upeckoxnoro sHecocymmcroro wmuun-goctyna MAK-NV™  qokasan ana

obneryeHus BBEAEHHMA M YCTAHOBKH NPOBOAHMKOB AnametpoM o 0,038 aroiima (0,97 MM) npu
BBEJICHRH HECOCYAMCTOrO KaTeTepa o metoay CeabanHrepa B NONOCTb HNH NPOCBET TeNa,
NMPEAYNPEXIEHHUA

BbiBoAl, BWTATHBAHHE Ha3a/l WIW MAHHMYIAUMS ¢ AHCTATLHBIM KOHYMKOM NPOBOAHMKA Yepes
HAKOHEYHWK WIMIbl MOKET MPHBECTH K NOJIOMKE WIH IMB0au3auun.

He npoasurate Bnepen NPOBORHHK B CIy9ae CONPOTHBACHHS.

NMPOTHBOITOKA3ZAHHA

[TpoTnBonokasaHa OTCYTCTBYIOT.

Px Only: OTPAHHUYEHUE MPOAAXH YCTPOMCTBA

Toneko anst NPodECCHOHATBHOTO BCMONL3OBAHKS.

Buumanne! ®eaepanshoe 3akononarensctso (CIUA) paspelsaet npoaaxy 3Toro ycTpoiicTsa
TOJILKO Bpauy WK 1o 3aka3y Bpaya, Npollealero 00yueHHe 1nob30BaHHI0 Aa8HHEIM
YCTPOHCTBOM U (HAK) HMEIOLLIETO ONBIT NOJN30BAHHA HM.

MEPBI IPEAOCTOPOXHOCTH
*» Habop HeobxoauMo HCONB30BaTh TOABKO MUIA HECOCYAUCTHLIX NPOLEAYD.
* [lepen ncnoab3oBaHHEM NPOYTHTE YKAZaHUA NPOH3IBOANUTENS.
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*CofepumMOe HEpacmevYaTAHHOH M  HENOBpEXACHHON YMAKOBKH CICpPHIM30BAHO C
HCIOJIb30BAHACM OKCHZA STHICHA H AMEPOTeHHO.

* 3anpeinacTca KCNONB30BATH, €C/IH YIAKOBKA OTKPHTA, IOBPEXKACHA HITH HAPYIICHA,

* Hcnome3oBaTe TONMLKO A OJHONO DALNMEHTR. 3anpemaeTcd NOBTOPHOE HCHONb3OBAHHE,
o6paborka maH crepuamsais. IIOBTOpHOS HCMONB30BaHHE, 0OpaboTka MM CTepAIH3anmMA
MOXET HApYUIHTL USIOCTHOCTh YCTpolicTBa H (MNIM) HPHBECTH K HEMpPaBUILHOK pabore
ycTpoiicTea B, Kak CIEACTBHE, K TpaBMe, 3aboneBanHio wiM cMepTn nanmeHTta. [loBTophoe
HCNONbL30BAHHE, 00paboTka HIM CTEpHIM3ALHA MOXKET TAKKE CO3JATh PHCK 3arpa3HEHHA
ycrpolicTBa M (MAH) NPHBECTH K 3apaXkeHHIO NALMEHTa WIH NEPEKPECTHOMY 3apaXKeHHIO,
BKIIO9ad, NOMHMO IIPOYEro, NEPEHOC HHQPCKIMOHABIX 3a0o/ieBanuii OT NALAERTA K NAIHEHTY.
3arpasHeHHEe YCTpOHCTBA MOXET OPHYAHHTH BPEA 3AOPOBBIO, IPHBECTH K 3a00NeBAHAIO WIH
CMEpPTH HNaUHeHTa.

» [lpr BBeZEeHWH AaHROro ycTpo#icrea H yXoAe 38 HEM cobmoaalite o0menpHHATHE MepHI
npeaocTopoxHocTH. [10CKONBKY CyImECTBYeT PHCK 3a8paXCHHA NATOTCHAMH, NEPEAAIOIHMHACT
yepe3 KpoBb, METHUAHACKHE pabOTHMXM Bcerja AODKHH COOMIOAaTh CTAaHMAPTHRIE MEPH
NPEAOCTOPOXHOCTH IPH BHIIONHCHAH IPOUCAYP ¢ KPOBBIO H (H3HONOTHYECKHMH KHIKOCTAMH.
Bcerza cnenyer co0monars CTepHALHOCTS.

* 3anpemacTcs ACNONb30BaHAE NOCHE JATH HCTEHEHHA CPOKa NOAHOCTH.

‘ * XpaHnTs B IPOXJIATHOM CYXOM MECTe.

HEXEJIATEJIbHBIE PEAKIIHH

Habop 114 ypeckoxHOro BHecocyaucToro Muan-goctyna MAK-NV™ jonxen renonssosarscs
JALAMH, OCBEIOMJICHHEIMH O PHCKaX H MMEOmMX KBATAQHKAIMIO JUIS TIPOBEACHHUA AAHHEIX
noponecayp. BO3MOXKHBIC OCHOXHEHHA BKMIOYAIOT B ce0d PHCKH, OOBMHO CBA3AHHHE C
YPeCKOXKHBIMM JUATHOCTHYECKHMH H/ANH HHETEPBEHIHOHHLIME Tpouenypamu. [lpyrue
OCTIOMHCHHA MOTYT BK/IIOYATD B C£08, IOMUMO IPOYEro:

e OTekH e o0pasoBanmuc TpoMOa
¢ undexmmo e o0pazoBaHHe ICEBAOAHEBPHIME
® TeMATOMY ¢ nep¢opaLHIO HIIH pa3phiB COCYZAA K BHYTPEHHETO OpraHa
¢ KPOBOTCHYCHHE e HMOONH3AMMIO IPOBOJHHEKA HIH KaTeTepa
® TeMOTOpaKC e BOCIAaNeHHe, REKpo3 WiH obpasoBanue pyluoB
* ® THAPOTOPAaKC ¢ §oib B 00NAacTH BBEICHUS
¢  JKCTPABA3AIHIO

HHCTPYKIMA 110 SKCILTYATALIHH

1. Onpenemate MecTO BBEACHHS B IOATOTOBETE MECTO BBEACHHA ¢ MOMOIBIO HAZUIC:KAmCH
acenTuyeckolf TEXHHKM U, NPH HEOOXOAMMOCTH, AHECTE3HH.

2. Beemure 21-xamuGepuyio (21 G) ATy NpoBOMHHKOBYIO IIpH TNOMOIOM CTaHAAPTHOM
TEXHOJIOTHH.

3. TmarensHO NpOABAHETE Briepe rubxmit koHen mpopogauka auamerpoM 0,018 motiMa (0,46
MM) depe3s uriy.

IpoaBuHLTE NPOBOAHMK BMEpPell HACTONLKO, HACKONLKO 3T0 Heobxomumo. Y6emutech B
TIPaBRJIBHOCTH PA3MEIICHHS.

NMPENOCTEPEXEHME. He npoagsuratite Bnepes MPOBOAHAK B CIIY4Yae CONPOTHBACHHA.
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4. Y nanute Hriy, coxpaHas pacnoloxeHne nposoaHuka anamerpoM 0,018 moitma (0,46 MM).
NPEAOCTEPEXEHHE. BuBoA, BHTATHBAHHE Ha38A HIH MAHHOYIALMS C AHCTANLHBIM
KOHYHKOM MpPOBONHHKA Y¢pe3 HAKOHEYHHK MIAH MOXET NPHBECTH K HONOMKE MM
amGomusauun. Bo m3bexanue noBpexAcHHA DPOBOARMKA BO BpeMs MAHHRYAALMH C HUM,
YAANHTE HHTPOABIOCEPHYIO HINY M nepelimure x mary 5.

5. Beeaute KoakcHanbHBIH WHTPOABIOCEP C RHIATATOPOM, C KeCTKOH Metammueckol kamioned
A Ge3 Hee, uepe3 npopoaunk auametpoM 0,018 moiima (0,46 MM) H IpOaBHHLTE Briepea 10
HYXHOTO ONOXEHUA,

6. Yaanure auinatatop / xeCTKYI0 META/LIHUECKYIO KAHIONMO, OCTABIIAS HHTPOABIOCED Ha CBOCM
mecte, [lposommk muamerpoM 0,018 aroiima (0,46 MM) MOXHO YARTUTD MM OCTABHTH HA CBOEM
MecTe.

7. Beeaure nposoauuk quametpoM 0,038 mrofima (0,97 MM) uepes mATpoABIOCED.

8. Yianure RHTpOABIOCED, OCTAR/IAA IPOBOAHUK HA CBOCM MECTE.

NPEAYIIPEXIAEHHE O HEAONTYCTUMOCTH NNOBTOPHOI'O HCIIOJIL30BAHHA

IIpeasasHayen AN OAHOPA3OBOTO HMCMONB3OBAHMA Y oxkoro naumenta. He mcnomssyitre, He
obpabarniBaitte u ne crepumusy#ite nosropro. IToBTopHOe Mcnonb3oBanMe, o6paboTka HIH
CTCpHNN3AIMS MOTYT HApYLINTh CTPYKTYPHYIO LENOCTHOCTH YCTPOKHCTBR M/MNH NPHBECTH K
OTKa3y yerpolicrBa, 4TO, B CBOIO O4epelb, MOXKET NMPUBECTH K TpaBMe, 3a0ONCBAHHIO HiM
cmepru nanuenta, IloBropHoe HcmomesoBanHe, noBTOpuas oOpaboTka WIM NOBTOpHAN
CTEpHNM3AlMA YCTPOHCTBA TaKiKe MOIyT CO3B8TH PHCK €ro 3arpAi3HCHHA W/HIH TIPHBECTH K
HHQHIHPOBANHIO WIH NEPCKPECTHOMY HHOUIMPOBAHHIO MALMEHTA, BKIOYAL, IOMHMO NPOYEro,
nepenavty HupexuHoHHONO 3abonepanus (Wi 3a6oneBansit) OT 0OHOIO NANMEHTA K APYTOMY.

3arpasHenne yCTpoHiCTBa MOXKET IPUBECTH K TPaBMe, 3260/IeBaHHIO M CMEPTH ALHENTA.
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NPHJIOKEHHE K HHCTPYKILHH IO TIPMMEHEHHIO MEJMIMHCKOI'O
H3AEJINA

HaGop ans apeckoxHOro BHecocyancToro MuHR-nocryna MAK-NV™

nponssoacTaa KoMuauun «Mepar Meauxcan Cucreme, Huk.», CIIIA
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1. HASBAHVE, HASHAYEHWE, COCTAB 7 MNPNHUNMbI
PYHKUNOHNPOBAHWNA.

Habop Ana  YPECKOXHOF0 BHECOCYAMCTOr0 MWHKU-AOCTYyMa MAK—NV-II'V‘I cocTOUT 1”3
MHTpPOAblOCEPA KOaKcuanbHOro (mapa COMPsXXeHHbIX WHTpoAbtocepa / punaratopa), Wbl
NPOBOAHWUKOBOW CO CTUNETOM W MUWUHU-NPOBOAHWKA, AnameTpom 0,018” (0,46 MMm) wu/mam
OWArHOCTUYECKOro npoBoAHuKa, Auametpom 0,038” (0,97 mm). Habop [ns UYPECKOXHOro
BHecocyaucToro muHu-goctyna MAK-NV™  Bbinyckaetcs ¢ Wr1o NpPoOBOAHWUKOBOWR CO
CTUNETOM Tuna Tpoakap wAuM Tuna Umba, MUHU-NPOBOAHMKOM W/MAW [UArHOCTUYECKUM
NPOBOAHUKOM.

CocTaB MeMLMHCKOI0O M3genua npefcrasfieH HUXe.

Habop A1 YpPecKoXHOro BHECOCYANCTOro MUHM-gocTyna MAK-NV™:

1. Ha6bop And  4YpeckoXHOro BHECOCYAMCTOr0o  MUWHM-JOCTyna MAK-NV ™ urnou
NPOBOJHUKOBOI CO CTU/IETOM TpoakapoM, anameTp: 21 G (0,8 mm), B coCTaBe:
- irna npoBogHWKOBasA CO CTUIeTOM Tpoakapom, gnameTtp: 21 G (0,8 mm), gnuHa: 15 cm, 20 cwm;
- IHTpopablocep KoakcmuanbHbI B cocTase, Anamespom 6F (2,0 mM) (npu Heob6XogumocTu):

- Aunartartop, gnameTtpom 4F (1,33 mm) - 1 wT.,

- KaHI019 MeTannnyeckas xectkad - 1wr.,
- MpoBogHukK, gnameTp 0,018” (0,46 mMm), AnnHa 60 cm - 1 WwT. (NpKM HEO6XOAMMOCTHN);
- MpoBoaHukK, gnameTp 0,038” (0,97 mm), gnnHa: 80 cm, 150 cm - 1 wT. (NpU HEO6XOAUMOCTHN);
- NHCTpYyKLUMA N0 NPUMEHEHUIO.

2. Habop pAgnd  4YpeckKoXHOro BHECOCYAMCTOro  MUHM-AOCTYynNa MAK-N\/TNI urnou
NpoOBOAHUKOBOM cO cTuNeToMm Tuna Ymba, guametp: 21 G (0,8 mm), B cocTaBe:
- irna npoBoAHMKOBAsA co cTueToM Tuna Ymba, gnametp: 21 G (0,8 mm), anuHa: 15cm, 20 cwm;
- IHTpoablocep KoaKcuanbHbI B cOCTaBe, AnameTpom 6F (2,0 Mm) (Mpyn HEOOGXOAUMOCTHN):
- Aunartartop, guameTtpom 4F (1,33 mm) - 1 wr.,
- KaHIoNa MeTaninyeckas xectkaa - 1wr.,
- MposogHuk, guametp 0,018” (0,46 mm), AnmHa 60 cm - 1 wT. (NP HEOOXOZMMOCTK);
- MpoBoaHuK, gnameTp 0,038 (0,97 mm), gnmnHa: 80 cm, 150 cm —1 wT. (NpU HeO6XO0AMMOCTK);
- IHCTPYKLUMA MO NPUMEHEHMIO.

Habop Ans 4peckoXXHOro BHECOCYAMCTOro MWHW-AOCTyNa MAK—N@M npefHasHayeH pAns
obecneyeHMs UYPECKOXHOrO BBELEHUS HeCcoCyamcToro katetepa no metoay CenbauHrepa B
Moa0CTb WM NMPOCBET/eNa NPy NpoLueaypax MHTEPBEHLNC 7
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NHTpOAbIOCEP KOAKCUa/bHbI OCHALLIEH pa3beMOM TUNa J1o3pa ¢ BHYTPeHHel pe3b6oii, KoTopas
MO3BONISET CUCTEME (DYHKLIMOHMPOBATbL KaK eauHOe uaenve. rna npoBogHMKOBasi CO CTUIETOM
06ecneuvBaeT MOAAEPKKY MNape «MHTPOAbHOCEp/AMnaTaTtop» npKU YCTaHOBKe. JWCTanbHbIA

KOHEL, WHTPOAbtOCEpPa OCHAlLLEH PEHTIeHOKOHTPACTHbIM MapKepoM, KOTOpblli  06neryaet
BM3yann3aLMi0 KOHUMKA Npy IK00POCKOMUN.

Mrna npoBoAHNKOBas CO CTUETOM,
TMna Ymba , anametp: 21 G (0,8

VIHTpoabtocep KOaKCHKasIbHbIi, MM). fnmHa: 15 cm. 20 em
20 cm
_ %
=
210 X 15cm
YE
NPOBOAHUK, Avametp 0.018’
(0.46 mm), AnnHa 60 cm 0.010* (0.46 mm) X 60 cm
T~ 3 taa J/ StralflM

«UWIWUUUUHUHU»

a— |
MpoBogHuK, anametp 0.038” (0.97
MM), AnnHa: 80 cm/150 cm

PucyHoK 1. Habop f/19 YpecKoXXHOro BHecocyamncToro MuHu-goctyna MAK-NV™ (urna
NpoBOAHMKOBAsA CO CTUNeTOM Tuna Ymba)
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Hras npoROIHNKORAN CO CTHACTOM,

Tpoaxapos, Auauerp: 21 G (0,8
sM), anuya: 15 ow, 20 oW

POALIOCED KOAKCHKENBHMA,

fpoBozuNK, axametp 0.018"
046 Mm), mmHa 60 oM

;

TlpoBoamsk, namerp 0.038” (0.97
um), Annna: 80 o150 cu

Pucyrok 2. Habop 118 4pecKoXHOrO BHECOCYAHCTOro Munn-goctynia MAK-NV™ (urna
NPOBOHHKOBAA CO CTHJIETOM TPOAKAPOM)

2, CNOCOBBI H ME TEP A M HC H3

Komnanua «Meput Memukan Cucrems HHK.» HCOAL3yeT CTEPHIH3ALMIO STUACHOKCHAOM
(30).

JlaHHbIE H3ACTKA HE MPEAYCMATPHBAIOT NOBTOPHYIO CTEPHAN3ALNIO NIONB3OBATENEM.
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3. TEXHWYECKHE XAPAKTEPHCTHKH W3NEJIHA

3.1 Hraa npoBoxHuKOBasA co cTHACTOM, Anamerp: 21 G (0,8 MM), annna: 15 oM, 20 e

Hapyxnasiif xHaMeTD BB 21 G (0,800 mm)
Jnaua Tpybku Hriant 15cm

20 cM
Bryrpenunii ANAMETP HIAbI 0,580 MM
Tun creHKn TPYOKH TOHKOCTCHHAA

IlBeToBOe KOABPOBARAE AL

TemHo-3eneHbN

JddexTHBHAR LIHAA CTHIIETA

170 MM (npu pinse TpySxn uriel 150 MM (15 cM))
220 MM (npu anuHe TpySkH Hraibl 200 MM (20 cM))
Cruner aoymkeH OWITH JJIMHHEE HITIbL, KOTAA ABA
KOMINOHEHTA COOpaHH B O/(HY KOHCTPYKIHIO.

¥Yroa 3aTouMKH KOHYHKA HIVIb

327

Hapyxnsoili AnamMerp cTunera 0,500 Mmm
®opMa KOHYHKA CTHAETA CTHNET TPOAKap
cruner Tan Ynba (chiba)
¥Yroa 3aTOYKH CTHAETA THH TPOAKAP 287
YroJ npa BepuiNHe CTRIECTA THI 357
TPORKAD
@opMa 3aTOUKH CTHIETA THI TPOAKAp M ANbHad
Yroa 3aT04KK cTHIeTa THN Ynba 32

IloBepxHocTH

TpH OCYIIECTRICHHH BH3YaNbHOH MPOBEPKH HA
BHelHeH noBepXHOCTH paboyel LTHHBL
YCTPOICTB2 OTCYTCTBYIOT OCTOPOHHHE BELLECTRA
WK NOBEPXHOCTHbIE AedexThl. Ha ocTpHe Hrab
HET BhICTYTOB, HAPOCTOB, KPIOYKOB H T.II.

Bricr YawUian 1acTh KOHYHKA HTJIBI

B cobpantoii KOHCTPYKUHH KAHIONA HE BEIXOANAT
3a (IPEACIibl OCTPHA CTHICTA, SIMOO ee Anuua He
NPEeBLILAET AMHY CTHIETA Gosee ueM Ha 2 MM.

CoBMECTEMOCTD NPOBOARHKA

Hporoaunk guamerpoM 0,018 moiimos (0,46 MM)

PeHTTeHOKOHTPACTHOCTE

JucTanpHeif KOHEL MIVII HTPOABIOCEPA OCHAIUEH
PEHTIEHOKOHTPACTHHIM MAPKEPOM, JVIHHOA
10MM= 1 MM, KOTOPLIH O0IErHacT BH3YATH3ALMIO
KOHYHMKA MPH (IOOPOCKONHHA.

OcHOBBbIE XAPAKTEPHCTHKH
KOHHEKTOpPA (CoeAHHHTEIN) rAC3A0BOro
3amkoBoro THna Jlyep (coraacno EN
ISO 80369-7:2016)

JUTnHA rHE340BOTO KOHHUECKOro 3neMenTa: 7,500
-10,500 mm

KonycHocTb coenunenns Tuna Jlyep: 6 %
MeHbninit [HaMeTp No HapYKHBIM BHICTYIAM:
5,515-6,730 mm

Bonpuumii AuaMeTp 10 HAPYKHBHIM BHICTYTIAM!
7,730-7,830 MM
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3.2 VIHTpoapbtocep KoakKcuanbHbIi, gnameTp 6 F

Hapy>xHblli fuameTp

6F (2,000 mm)
- AnnaTartop, gnameTpom 4F,

Hapy>XHbli1 grameTp
4F (1,330 Mm)

CoBMECTUMOCTb C
npoBoAHuKom 0,038 atorima
(0,97 mwm)

"eomeTpuryeckasn gopma
ANCTa/IbHOrO KOHLA
aunartatopa
PeHTreHOKOHTPaCcTHOCTb
OCHOBHble XapaKTepuCTUKu
KOHHeKTOpa (coeanHuUTens)
rHe30BOro 3aMKOBOI0O TUMa
Iyep (cornacHo EN ISO
80369-7:2016)

OCHOBHbIe XapaKTepUCTUKN
KOHHeKTOpa (coeauHuTens))
3aMKOBOT0 (LLTEKEPHOrO)
Tnna Jlyep-Jlok

(cornacHo EN 1SO 80369-
7:2016)

[NHa KOHYCHOTO CY>KeHWS S(PDeKTUBHAA AMMHA

6 MM 260 mMm
JLIMHa KOHYCHOTO CY>KEHUS S(ppeKTBBas AMHA
6 MM 250 Mm

Uepes annaratop AO/MKEH NPOX0AMTbL NpoBoAgHUK 0,038
atoimva (0,97 M)

Hanmume KOHYCHOro Cy>keHus, oTLLIN(OBaHHOIO
Kpast. Kpali He O/MKeH ObITb OCTPbIM. Be3 TpeLuH,
LiapanuH.

[0/MKeH NpocMaTpuBaTbCA NPU PEHTIEHOCKONUK

[nnHa rHe3foBoro KoHuyeckoro anemeHTa; 7,500 -10,500 mm
KoHyCHOCTb coefmHeHUsa Tuna Jlyep: 6 %

MeHbLUMIn AuaMeTp MO HapyXXHbIM BbiCTynam; 5,515-6,730 Mm
BonbLunin agnameTp No HapyXXHbIM BbicTynam: 7,730-7,830 Mm

MakcumMasbHbI AuaMeTp BHYTPeHHeR pe3bbbl (auameTp no
BMagvHaMm npoduns pesbobl): 8,000 MM

MWHWUMaNbHbIV AMaMeTp BHYTPEHHeW pe3bbbl (AnamMeTp rno
BepLUMHam pe3bobl): 7,000 Mv

KoHycHOCTb coeivHeHWA Tuna Jltoep-J1ok: 6 %

[/IVHa WTeKepHOro KoHM4Yeckoro anemeHTa (e): 7,500 -10,500
MM

- KAHKOJ1A METAIJTMYECKAA XKECTKaA,

XapakTepucTunka

Hapy»XHblli AnameTp KaHionu

[nvHa Tpy6KU KaHom

dopma KOHYMKa KaHH/M

MoBepxHOCTL

OCHOBHble XapaKTepUCTUKM
KOHHeKTOpa (coeanHuTens)

He3710BOro 3aMKOBOr0 T1na Jlyep
(cornacHo EN 1SO 80369-7:2016)
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0,810 mm
238 MM

Ha gucTtanbHOM KOHUE KaHHMN KOHYMK A0/KEH ObITb
npAMbIM

Ha BHeLLHeli MOBEPXHOCTY He JO/MKHO ObiTh
TEXHOMOMMYECKMX U NOBEPXHOCTHbIX e(heKTOB.

[nvHa rHe3foBoro KoHu4yeckoro anemeHta: 7,500 -
10,500 Mm

KoHycHOCTb coeuHeHus Tuna Jlyep: s %

MeHbLUMIA AnaMeTp Mo HapyXXHbIM BbiCTynam: 5,515-
6,730 MM



Bonblinii AnameTp No Hapy>XHbIM BbicTynam: 7,730-
7,830 Mm

MakcvManbHbIn AgnaMeTp BHYTPEHHEN pe3bbbl (AnameTp
Mo BnaguHaMm npotunns pesbobl): 8,000 MM
MuHMManbHbIA ArameTp BHYTPeHHel pe3bobl (auameTp
Mo BepLUMHam pe3bobl): 7,000 Mm

KoHycHOCTb coeanHeHusa Tuna Jlroep-J1ok: 6 %
[vHa LWTEKepHOro KOHNYecKoro anemeHTa (e): 7,500 -

OCHOBHbIE XapaKTepuUCTUKN
KOHHeKTOopa (coefnHUTENS))
3aMKOBOr O (LUTeKepHoro) Tuna Jlyep-
ok

(cornacHo EN 1SO 80369-7:2016)

10,500 Mmm

3.3 MNpoBoaHuK, arametpom 0,018 (0,46 MMm), AnMHON 60 cMm

[nameTp NpoBOAHMKA

[lMHa NpoBOAHMKA

0,018" (0,460 MM)

600 Mm

3.4 TposogHuK, anametpom 0,038 (0,97 mm), annHoi 150 cm 1 80 cm, ¢ J-06pa3nbIM

KOHUMKOM
[nameTp NpoBoAHMKa

JnnHa npoBoaHMKa

Martepuansl

_rl.l
Wrna nposogHukKoBasa 21G
Pasbem Tuna Jlro3pa
rna

CTuneT Tpoakap/cTuUNeT Tvna
Unba
BTynka

VHTpoablocep KoaKcuasbHbIi
Pa3bem Tnna Jltoapa
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0.038" (0,970 mm)

1500 mMm
800 mm

Monukap6oHat CALIBRE ™ Me”arad 2081
HepxxaBetoLLas crasb

AI1SI1304

CnnaB HepKaBeOLLEN CTanm

AISI1304 /AISI316

Monukap6oHat CALIBRE™ Megarad™ 2081,
Kpacutens - rpaHynsl CC10130299 TRANS GREEN
HALF PC PolyOne™

LiBeT: 3eneHblii, kog No Knaccugumkaumm Pantone 354U

MonuagmpHas nonmkapboHaTHas CMecb Xenoy
HX5600HP.

Kpacutens - TBeppas pakumsa okcuaa TutaHa Xeroy
EXN X5600HP

LiBeT: spKo-6enblii, Kog No Knaccugukaumm Pantone 11-
0601 Tex

3eneHas nevatHasa Kpacka INK-PG Pad Printing TYPE UV



1KomooseHT 10nwucasBe matepuasioB

2002 IWT

HeHakuaHas ravika TepmonnacTuyHblin nonuvep ABC (ABS)
Kpacutens - rpaHynbl 10200443 TRANS GREEN
PolyOne™

Tpy6ka gunatatopa Cononunwvep nonnatuneHa Alathon H5618
Kpacutesnb - TBepaaa hpakums okenga TuraHa A32329C
PolyOneTV
LLBeT: ApkKo-6enbIi, Ko no Knaccugmkaumm Pantone 11-
0601 TeX
CynbhaT 6apus

YKecTKas KaHwons CnnaB Hep)XXaBetoLLEen cTanu
AISI304 /AISI316

CnniaB HepXKaBetoLLEen cTanu

AISI304 /AISI316

Monukap6oHat CALIBRE™ Megarad”™ 2081,

MonunponuneH Bormed HD810MO
MpoBogHWKKN gnameTpom ArameTp 0,018 (0,46 mml

HutuHon- nnatuHa Inconel X-750

Monukap6oHat CALIBRE™ Megarad™ 2081,

MonunponuneH Bormed HD8IOMO

4. YTIAKOBKA

Habopbl A5 YPECKOXHOro BHecocyaucToro mmHu-goctyna MAK-NV nomewiarot B nakeT u3
maTepuana Tyvek®, 3aneyaTbiBaeMblii C MOMOLLbIO Ba/IMAMPOBAHHOIO NpoLecca TEPMUYECKON
CBapKW, MpeAHa3HaYeHHbI A5 MOKPbITUS W 3alUTbl W3AENMs BO BpeEMS CTEPUAM3aLW,
MorpysKun, TPaHCMOPTUPOBKN, MaHUMYAUMIA U XpaHeHWs. Ha nakeT HaHeceHa 06Las 3TUKETKa,

Ha KOTOpOIA NpeacTaB/eH COCTaB Habopa.
Mrna npoBOAHMKOBAas CO CTWUMETOM U MHTPOABIOCEP  KOAKCUa/bHbIA  YNOXKEHbl B

VHOVBMAYaANbHYIO YMakoBKY B BuAe NakeTa K3 matepuana Tyvek®, 3aneyaTbiBaeMblii C
MOMOLLbHO Ba/MAMPOBAHHOIO MPOLIECca TEPMUYECKOI CBApKM.

Habopbl A4n1si YPECKOXHOI0 BHecocyaucToro muvHu-goctyna MAK-NV cocTosT u3 cnegyroLmx
KOMTMOHEHTOB:

Habop [n15 YpecKoXKHOro BHECOCYAMUCTOro MUHK-A0CTYNa MAK-NV ™

1 Habop 418 4pecKoXHOro BHecoCcyauctoro  MuHu-goctyna MAK-NV™ ¢ urnoi
NPOBOAHMKOBOIA CO CTUNETOM TpoakapoM, AnameTp: 21 G (0,8 mm), B cocTage:
- Mirna npoBoHMKOBas €O CTU/IETOM TpoakapoMm, anametp: 21 G (0,8 mm), gimHa: 15 cm, 20 cm;
- IHTpoabtocep KoaKcuanbHbIA B COCTaBe, AnameTpoM 6 F (2,0 mm) (Npy HEO6XOAMMOCTMW):

- punartarop, agnametpom 4F (1,33 mm) - 1 uwr.,

- KaHIONA MeTa//IYeCKas YKecTkas - 1 LUT.,
- MNpoBogHuK, gnametp 0,018 (0,46 mm), AnnHa 60 cm (npu HeobxoAMMOCTH) - 1 LwT.;
- MposogHuK, anametp 0,038 (0,97 mm), anmnHa: 80 cm, 150 cm (npu HeobxoaMMocTK) - 1.,
- IHCTpYKLMSA MO NpUMEHEHWIO.
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2. Habop AN UPEecKOXHOro  BHECOCYAUCTOro  MuHM-goctyna MAK-NV* nrnov
NPOBOAHMKOBOV CO CTUNeTOM Tuna Unba, gnametp: 21 G (0,8 Mm), B cocTaBe:
- rna NnpoBOAHMKOBas Co CTUIETOM Tuna Unba, gnametp: 21 G (0,8 mm), anmHa: 15cm, 20 cm;
- VIHTpobtocep KoakcuasbHbIN B cOCcTaBe, AvameTpoM 6 F (2,0 Mm) (npy HeO6XOAMMOCTN):
- gunartarop, gnameTpom 4F (1,33 mm) - 1.,
- KaHIoNA MeTa/lIMYeCKas XecTKasa - 1 LUT.,
- MpoBogHuK, anametp 0,018 (0,46 mm), AnivHa 60 cm (Npy HEO6XOAUMOCTM) - 1 LWT.;
- MposogHuK, anametp 0,038 (0,97 mm), gnmHa: 80 cm, 150 cm (npu HeobxoaumocTm) - 1.,
- VIHCTpYKLUMA NO NPUMEHEHNIO.

VHCTPYKUMS MO MPUMEHEHMIO BKMaAbIBaeTC B IPYNMOBYI0 YNakoBKY HaGopoB. Habopbl asis

UPECKOXXHOTO  BHECOCYAMCTOr0  MWHW-AOCTYMa B TPYMMnoBO/ yrMakoBKe MOMeLIaloT B
TPAHCMOPTHYHO KOPOOKY.

5. MHOOPMAUMA O MAPKPOBKE I/I3,£I,EI'II/II7I
dopmaTbl 3TUKETOK W3fenuiAi 6blin pas3paboTaHbl U Of0OPEHbI AN OTAENbHbLIX W3AENMIA,

CTEPWU/bHbIX YMAaKOBOK M TPaHCMOPTHONM YMaKOBKW. YTBEPXKAEHHas MapKMpPOBKa HaxoauTcs B
TEXHO/OMMYECKOM PernameHTe 13aenms.

OnucaHve CMMBO/IOB MapKMPOBKWN NpeAcTaB/ieHO B Ta6n|/|u,e.

Cumson PaclumgpoBKa c1mMBo/a

1. e rep YNONHOMOYEHHbI  NpeAcTaBuTeNns B EBponeickom
coobLecTse

2. ml M3rotoBuTenb

3. a a a MpopaeTcs TOMbKO Bpavam M NeYebHbIM YUpeXxXaeHnsMm

4, 3anpeT Ha NOBTOPHOE MPUMEHEHME.

5. REF Ne no kar

6. Vcnonb3osatb Ao

1. LOT Howmep nota

8. ISTERILE Eo| CTepunn3oBaHO 3TUMNEHOKCUAOM

Q. A BHumaHve! O6paTuTech K MHCTPYKUMKU MO NPUMEHEHWIO
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10.

[laTa npon3BoACTBa

n. X ANNporeHHo
12. C0BMeCTMMOCTbL C NMPOBOAHUKOM
@ourl
13, He ncnonb3oBathb, eCiM yNakoBKa NOBPeXaeHa
14. bepeub OT Bnaru
J 15. t 3T0I1 CTOPOHOI BBEPX
16. Xpyrikoe, 06paLLATLCH OCTOPOXKHO
1
17. O6patnTeCh K MHCTPYKLMW MO NMPUMEHEHUIO
+
18. 3HakK cooTBeCTBMS
19, Haznmcs «TOHKOCTEHHas Tpy6Ka Urfbb
20. Haanucb «HEeTOKCUYHO»
ys 6. YCJ/1OBUNA XPAHEHWA N TPAHCITOPTUPOBKIW

YcnoBus XpaHeHus:

XpaHUTb B NPOXAAHOM, CyXOM 1 TEMHOM MecTe. Bepeub OT BO3AEWCTBYS
OpraHNYecKnX pPacTBOPUTENEN, MOHU3MPYIOLLLETO W YNbTPadONETOBOrO U3NYYeHNs, a
TaKXKe BbICOKVX TemrepaTyp. Mepruoanyeck NpoBOAUTL PEBU3UIO 3aracoB W
CMONb30BaTh M3AENMA 0 UCTEUEHUS CPOKA FOIHOCTM, YKA3aHHOIO Ha YMaKoBKe.
MN3nenwisi, 0CBOGOXKAEHHbIE OT TPAHCTIOPTHOM YNAKOBKM, AO/MKHbLI XPaHUTLCS MpK
CreayHoLmMX YCNOBUSIX OKPYXKatoLLel cpeapi:

YcnoBus XpaHeHus:
Temneparypa

OTHOCUTENbHAS BNAXKHOCTb
ATMOC(hepHOe fJaBneHne

YCNoBWsSt TPAHCTMIOPTUPOBKM:

Temnepatypa
OTHOCUTENBHAA BNAXKHOCTb
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oT +5°C pgo +27 °C (oKpy»karowas cpesa)
oT 10% po 90 % (6e3 KoHAeHcaLmn)
84.0 klMa ~ 106.7 klMa (630 - 800 mm pT.CT.)

ot -35°C fo +55 °C (okpy»katoLas cpesa)
o1 10% pno 90 % (6e3 KoHAeHcaLmmn)



ATMochepHOe aaBnenne 84.0 xITa — 106.7 kIla (630 — 800 MM pr.cT.)

YcnoBuS SKCILUTYATANNM;

Temneparypa okpyxaronteit cpeapl: He Gonee 25°C

Jluana3on TeMNEpaTyp NPH HCNOAB30BAHHH — TeMiiepaTypa Tena ot 32°C no 42°C
OtnocurensHas BIaxkAaocT: 100 % (KOHTaKT ¢ KPOBbIO)

ATMmochepnoe aasnenne: 86-106 kIla.

Cpok xpaHeHHA CTEPWIbHBIX H3ACAMH 36 MECALICB ¢ JaThl CTEPHIH3ALMA.

7. IPAMEHAEMBIE CTAHJAAPTBI

Hanenue coorsercrayer Jupextuse Cosera EC no meannurckum mizennaM 93/42/EEC.
IMprMennmslii EBponeiickuii ceptudukar coorserctena: CE 541900.

[IpoBesieHHbIE B OTHOWIEHHH H3AENHA aTTECTALMOHHEIC MEPOTIPHATHS GLIIM OCHOBAHBI Ha
CTAHIAPTAX, KOTOPHIE JEHCTROBANH HA MOMEHT NPOBEACHHS HCNEITanui. [IpuMetaembie
ocHoBHBI¢ cTanaaprs: USP ®apmaxones CLIA. ISO 13485, ISO 14971, EN 556, ISO 15223-1,

\’ ISO 11135, ISO 11607-1, ISO 11607-2, ISO 10993-1, EN 1617, ISO 594-1, ISO 594-2, EN ISO
80369-7:2017.

8. YTHJAM3AUHNA

Hcnonk3oBanHble HAOOpH YTHIM3MPYIOT Kak SMHICMHONOIMMECKM OnacHble oTxoam kiace b
(Hanuune KOHTAKTA C KPOBBIO W CIIH3HCTHIMK TKAHAMMN NALKEHTA).

TTo ucTeyeHUM CPOKA TORHOCTH HEHCNONL30BAHHBIC HAa0OPbl, He KOHTAKTHPYIOLIMX ¢ KPOBBIO H
CMBUCTBIMU CGAYET YTHAM3NPOBATS, KAK MHAEMUONOrHYeCKH GezonacHuie 0TX0as! Kiacca b,
ApHONHKEHHBE MO COCTABY K TBEPALIM OLITOBLIM OTXOJ8M. YTHAM3AUMA HCIONB3OBAHHBIX
HWINENUA [ONKHA OCYLIECTBIATLCA B COOTBETCTBHH C TpeOOBaHHAMM 3aKOHOAATENBCTBA H
HOPMATHBHBIX AOKYMEHTOB MO YTHAH3AUMH NPOAYKOHHM, APHHATHIX B CTPAHC NPHMCHEHHA
MEAHUMHCKOTO H3AENNA.

9. TAPAHTHHHLIE OBSI3ATEJLCTBA

OrpasuvenHas TapanTHA H 0TKA3 0T OTBETCTRCHHOCTH
Komnanns «Meputr Meanxan Cuctemc, HHk» rapaHTHpyeT COOTBETCTBHE TPOAYKUHH

crieunduKaunaM Bo speMa otrpysku [lokynatemo M orTcyrcTeue AedexToB MaTepHanos W
H3FOTOBJCHHS B TCYCHHE NEPHOAA, YKA3aHHOTO B MHMCbMCHHOH OrpaHHYCHHOW TapaHTHH,
NpUAATaeMOH OTACHBHO K K&XAOMY H3feNHIo. ['apaHTHAHBIH CPOK XPaHCHHA MEAHLMHCKOIO
n3fienus HaGop ans 4peckoXKHOro BHECOCYAHCTOrO MHHH-ZOCTYNA MAK-NV™ 3 rona. 31a
rapaNTHA He PpacnpoCTpaHAeTcs Ha NpPOAYKIMIO, Kotopas Obuia: (i) MmozmduumpoBaua,
M3MeHeHa, TONBEPTHYTA PEMOHTY, BOCCTAHOBIIEHHIO, NMepepaloTke WIH H3MEHEHHAM ApYToH
xomnanHeii, noMumo «Meput Meankan Creremc, Muk»; (ii) Henons3osana He NO HA3HA4YCHAIO,
NOZBEPTHYTA RENPABUILHOMY OGpAlCHHIO, NOBTOPHOMY HCNOJB3OBAHHMIO WIH NOBTOPHOH
CTEPWIN3ALWMH, NOCTpAZANA B pe3ynbTaTe HECYACTHOTO cnyuad, HApYWeHHs npaBui
SKCANYATALMH, XANATHOCTH HIH NOCTOPOHHETO BMEILATEIILCTBA; (iii) MOBpeXk/EHa B pe3y/bTare
(HU3AYECKOrO, TPUPOAHOTO HIM 3MEKTPHUYECKOTO BO3ACHCTBHA, 8 TaKKe C HIMCHCHHBIM,

NOBPEKACHHLIM WNH YIANCHHBIM CSpHAHBIM HOMepoM; (iv) HCMONb30BAHA B COUCTAHWH C
16
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nobbiM - apyrum  n3genvem; (V) ucnosb3oBaHa He B COOTBETCTBUM C  YKaszaHUAMU MO
NMPUMEHEHNIO, YTO YCTaHOB/IEHO YMOSIHOMOYEHHON OpraHu3aumeni, WUCMonb3oBaHa He B
COOTBETCTBMM C 06/1aCTbO MPUMEHEHWS, YKa3aHHOW B crieundukauum, uam B YCNOBUSIX, HE
NpeayCMOTPEHHbIX ANS JaHHOr0 BUAa U3aenuii. J1obble TEXHUYECKNE PEKOMEHAALIMN OT UMEHW
KomnaHum «Meput Megukan Cucteme, VHK» npegocTaBnaloTcs 6e3 0653aTenbCTB WM
KoMneHcaumu, koMmnaHus «Meput Megukan Cructeme, VIHK» He NpUHMMAaET Ha cebst Kakmx-nmbo
0053aTeNbCTB MM OTBETCTBEHHOCTW, BCe MOLOOHbIE PeKOMeHJauMn [alTca U NPUHUMAKOTCA
nop oteeTcTeeHHOCTh MNokynartens. 3A VCK/TKOUEHVEM BbILLEYKA3AHHbBIX C/TYYAEB,
KOMMAHUSA «Meput Meaukan Cucteme, Vink» HE JAET 3ABEPEHUI U TAPAHTUIA
NHOBOIo POAA B OTHOLEHWN MPOAYKUUMN, KAK ABHO BbIPAXXEHHbIX, TAK
MOAPA3YMEBAEMbIX, MOKYTIATE/TKO, KOHEYHOMY MOTPEBUTENKO, TPETbUM
NMUAM. «Meput Megukan Cucteme, NHK» OTKJIOHAET N NCK/TKOYAET NHOBbIE U
BCE BbIPAXXEHHbIE, NMOAPA3YMEBAEMbIE 7 3AKOHOOATE/IbHO
MPEAYCMOTPEHHbBIE TAPAHTUW, BK/TKOYAA TAPAHTUW OT HAPYLUEHUA W
NMOAPA3YMEBAEMBbLIE TAPAHTUN TOBAPHOIO KAYECTBA T NMPUTOAHOCTW.

10. PEK.JTAMATINA

OpraHu3aLms, NPUHUMAIOLLIas Ha TeppuTOpUmM Poccuiickoli deaepaLi NpeTeHsnn oT
noTpe6uTens No KayecTBy NPOAYKTa:

OGLLECTBO C OrPaHNYEHHOW OTBETCTBEHHOCTbLIO «MepuT TekHonomkuc» (000 «Meput
TekHonomknc»), ONPH 1117746679533, IHH 7705960130

KOpuanueckmin agpec: P®, 119017, ropog Mocksa, 1-bii Kazaumini nepeynok 4. 7, aTax
1, KOM. 6

Ten/hakc: +7 (495) 221-89-02
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Nepesena Kosnosaapba BnagummnposHa

Poccuinckas Pegepaums
"opoa Mocksa
[eBATOro ceHTAOPA ABe ThICAYM ABaJLATOr0 roja

. Koponb BukTopusa AsekceeBHa, HoTapuyc ropoga MOCKBbI, CBUIAETENLCTBYHO
NoA/IMHHOCTL NoAnucy nepesoaymka Kosnoson dapby BnagMnpoBHGI.
Mognuck caenaHa B MOEM MPUCYTCTBUN.

JINYHOCTb NOANMCABLLErO JOKYMEHT YCTaHOB/EHA.

3aperncTpupoBaHo s peectpe: Ne 08/82-H/77-2020-
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Cover Letter
Non-Pyrogenicity symbol
Dated July 27, 2020
Consisting of 16 pages

ACKNOWLEDGEMENT

State of Utah )

County of Salt Lake )

On this IT” day of July 2020. before me, Jennifer Fordham, a notary public,
personally appeared Cory Marsh, Manager, Regulatory Operations proved on the basis of
satisfactory evidence to be the person whose name is subscribed to the attached
instrument, and acknowledge he executed the same.

Witness my hand an official seal.

JENNIFER FORDHAM
Notary Public - State of Utah
Comm. No. 695417
My Commission Expires on

Jun 27,2021 Commission Expires: June 27. 2021
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The Russian Federal Service
for Surveillance in Healthcare (Roszdravnadzor)

Concerning the non-pyrogenicity
symbol on the product label

Cover letter

Merit Medical Systems, Inc. ( further - MMSI) located at 1600 West Merit Parkway South Jordan,
Utah, 84095, USA in response to the Notification No. 10-31233/20 dated June 10, 2020 claims
that all risk class 2a and higher medical devices, manufactured by the Company, are mandatory
tested for biological safety, including pyrogenicity.

MMSI asks The Russian Federal Service for Surveillance in Healthcare'to attach the reports on
the biological safety assessment tests for the medical device «The non-vascular access kit MAK-
NV ™ kit (Appendix No. 1) to the regulatory dossier (income No. Ne 31711 dated 14.05.2020)

The reports state that MMSTSs product “The non-vascular access kit MAK-NV™” was tested for
systemic toxicity according to 1ISO 10993-11 (including rabbit pyrogen test*). Based on the
protocol criteria and the data obtained, the products meet the requirements for pyrogenicity and
are considered as non-pyrogenic.

Merit Medical Systems, Inc., guided by the principles of confidence and transparency and
privileges the safety of manufacturing products, informs potential users about the non-
pyrogenicity of The non-vascular access kit MAK-NV™ device and marking symbol of

pyrogenicity( * on the label ofthe product.
With the kind regards
Cory Marsl
Manager, Regulatory Operations |S:  SEAL 1S
27 July 2020
Wiiiewar T

* The pyrogenicity test was developed to determine the presence of chemical pyrogens in extracts of solid materials in
order to limit the risks of a febrile reaction in a patient to an acceptable level after the product introduction The test
involves measuring the temperature rise of the New Zealand white rabbits after intravenous injection of the testing
product’s extract. ®
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APPENDIX |
PYROGENICITY TEST-REPORTS FOR
The non-vascular access kit MAK-NV™
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Sponsor:

Eloina Tochijara

@ Nelson Labs. Merit Medical Systems, Inc.
A Sotera Health company 2475 Paseo de las Americas #1001

San Diego CA 92154

Bacterial Endotoxins Test Final Report

Study Number: 1135287-S01
Test Article: MERIT MIN! ACCESS KIT
Part N. MAK-NV-004/A
Lot 11481596
Purchase Order. 408662
Study Received Date: 21 Dec 2018

Testing Facility: Nelson Laboratories, LLC
8280 S. Redwood Rd.
Salt Lake City, UT 84123 U.S.A.

Test Procedure(s): Standard Test Protocol (STP) Number: STP0048 Rev 15
Customer Specification Sheet (CSS) Number: 201705958 Rev 2
Deviation(s): None

‘ Summary: The Bacterial Endotoxins Test (BET), or Limulus Amebocyte Lysate (LAL) test, s an in vitro assay to detect

and quantify bacterial endotoxin, a component of the cell wall of Gram negative bacteria. Standard controls and a
positive product control (PPC) demonstrate a compliant assay. A PPC recovery within the 50%-200% range indicates that
the test solution is free of interfering factors given the specific conditions of the test. If applicable, dilutions are calculated
into the reported endotoxin fevel. All test method acceptance criteria were met.

The testing was conducted in accordance with the following regulatory documents: ANSIVAAMI 8T72:2011/(R)2016, USP
<161>, USP <85>, EP 2.6.14, and JP 4.01. Testing was performed in compliance with US FDA good manufacturing
practice (GMP) regulations 21 CFR Parts 210, 211 and 820.

Kinetic Turbidimetric Resuits:

<0.00500 EU/mL or
10 (Pooled) 59 ml/device <0.297 EU/device 125%

Endotoxin Limit: The endotoxin limit provided by the sponsor is not more than 20 EU/device.

Maximum Extraction Volume: With an endotoxin limit of 20 EU/device, tested with an assay senasitivity of 0.005
EU/mL, the maximum amount of extraction liquid that can be used is 4000 mL/device.

TRETING LABQASIORY
Darcy M. Rawson electronically approved for 28 Dec 2018 07:12 (+00:00)
Study Director Emily Spackman, B.S., RM(NRCM) Study Completion Date and Time

801-290-7500 | nelsonlabs.com | sales@nelsoniabs com Page 10f2
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@ Nelson Labs. Bacheriel Endeicnine Test Fnc F\-{;spg:l

A Sotera Health company

Test Mothod Acceptance Criterla: The following conditions were met as part of a compliant assay:

+« The absolute value of the correlation coefficient of the standard curve is 20.980
+ The blank value is less than the endotoxin detection limit of the lysate reagent employed
« The coefficient of variation (CV) between replicates is S10%

Validation: The validity of the test requires demonstration that the test solution does not inhibit or enhance the assay.
Validation of the kinetic BET is accomplished with the PPC. The PPC recovery must be between 50-200%. A PPC
recovery of <50% suggests inhibition and a recovery of >200% suggests enhancement,

Preparation: The extraction was performed by immersing the test article in endotoxin free water and placing it on an
orbital shaker in an incubator for not less than 60 minutes at 37-40°C.

Test Procedure: The assay was performed at a sensitivity of 0.005 EU/mL using Charles River reagents. For valid
‘ results, the combination of lysate and test solution was verified to be within 6-8 pH units.

B0:-290-7500 | nelsonlabscom | sales@nelsonlabs.com

Page 2 of 2
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TOXIKON FINAL REPORT: 03-3171-G6
RABBIT PYROGEN TEST (MATERIAL MEDIATED) - ISO
Author

Kathleen Krenzer O.D., Ph.D,

’ | July 16, 2003

MANAGEMENT OF THE STUDY

Performing Laboratory
Toxikon Corporation
15 Wiggins Avenue
Bedford, MA 01730

1600 West Merit Parkway

| Sponsor
Merit Medical Systems, Inc.
* South Jordan, UT 84094

REVIEWED BY}
SIGNATURE:
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Toxikoa Corporation
Rabbit Pyrogen Test (Material Mediated) - 1SO
Project Nomher: 03-3171-G6
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! ‘Toxikon Corpotation
Rabbit Pyrogen Test (Material Mediated) - 1SO
Project Numher: 03-3170-G6 .

STUDY SUMMARY

The 0.9% USP Sodium Chloride for Injection (NaCl) extract of the test article, Mini Access
Kit, was evaluated for its potential to produce a pyrogenic response when tested in New
Zealand White rabbits. Based upon the criteria of the protocol, the test article meets the

requirements of the Pyrogen Test and is therefore considered non-pyrogenic.
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Rabbit Pyrogen Test (Material Mediated) - ISO
Pmjoct Numher: 13-3171.G6

QUALITY ASSURANCE STATEMENT

This study was conducted in compliance with U.S. Food and Drug Administration regulations
set forth in 21 CFR, Part 58.

The sections of the regulations not performed by or under the direction of Toxikon
Corporation, exempt from this Good Laboratory Practice Statement, included characterization
and stability of the test article and its mixture with carriers, 21 CFR, Parts 58.105 and 58.113.

The Quality Assurance Unit conducted inspections on the following dates. The findings were
reported to the Study Director and to Toxikon's Management.

INSPECTIONS DATE OF DATE REPORTED DATE REPORTED
INSPECTION STUDY DIRECTOR MANAGEMENT
* SCORING - 07/03/03 07/03/03 07/03/03
RAW DATA 07/16/03 07/16/03 07/16/03
FINAL REPORT  07/16/03 07/16/03 07/16/03

Christensen, B.S.

Lo
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Toxikon Corporation :
Rabbit Pyrogen Test (Material Mediated) - ISO
Pooject Nigphesr: 03-3171-G6

STUDY DIRECTOR SIGNATURE AND VERIFICATION DATES

Thismdymectsthewchmealreqmrememsofdxepmtoeol The study also meets with the
reqmremcntsoftheGoodLaboratormecuceRegulmm.leFR,Pmss with the
exemprions as stated in the Quality Assurance Statement.

Protocol Number:  MMS/VIVO/004-03/000
Study Director: Kathleen Krenzer O.D., Ph.D.

Company: Toxikon Corporation

»

‘ Signature: ‘
Date: @ZE% [4}

Study Supervisor:  William Entwistle, AS, LATG

YERIFICATION DATES:
The Toxikon Protocol Effective Date is the GLP Study Initiation Date. The study dates were as
follows:
Protocol Effective Date: 04/22/03
¢ Test Article Receipt: 06/25/03
Project Log Date: 06/25/03
Stock Training/Sham Test: 06/30/03 ~ 07/02/03
Extraction Dates: 06/30/03 - 07/03/03
Technical Initiation: 07/03/03

Technical Completion: ~ 07/03/03
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Toxikon Corporation
Rabbit Pyrogea Test (Material Mediared) - ISO
Project Number: 03-3171-(36

1.0 PURPOSE

The pyrogen test was designed to determine the presence of chemical pyrogens in extracts of
solid materials in order to limit the risks of febrile reaction in a patient to an acceptable level
following administration of the product concerned. The test involves measuring the rise in
temperature of New Zealand White rabbits following the intravenous injection of a test article.
It is designed for products that can be tolerated by the test rabbit in a dose not to exceed 10 mlL
per Kg, within a period of not more than 10 minutes.

2.0 REFERENCES
The test was based on the following references:

2.1 Biological Evaluation of Medical Devices - Part 11: Tests for Systemic Toxicity, ISO
10993-11, 1993.

2.2 Biological Evaluation of Medical Devices - Part 12: Sample Preparation and
Reference Materials, 1SO 10993-12, 2002. .

2.3 General Requirements for the Competence of Testing and Calibration Laboratories, ISO
17025, 1999.

3.0 COMPLIANCE

The study conformed to all applicable laws and regulations. Specific regulatory requirements
included the current FDA 21 CFR, Part 58 - Good Laboratory Practice for Nonclinical
Laboratory Studies; AAALAC, International; "Guide for the Care and Use of Laboratory
Animals,” National Research Council, 1996. (NIH) (OLAW), "Public Health Service Policy
on Humane Care and Use of Laboratory Animais," Health Research Extension Act of 1985
(Public Law 99-158 November 20, 1985), Reprinted 1996; USDA, Department of Agriculture,
Animal and Plant Health Inspection Service, 9 CFR Ch.1 (1/1/95 edition), Subchapter A-
Animal Welfare, ISO 10993-2, 1992, Biological Evaluation of Medical Devices-Part 2: Animal
Welfare Requirements,

¢ 4.0 IDENTIFICATION OF TEST AND CONTROL ARTICLES

The following information was supplied by the Sponsor wherever applicable; it did not apply
to confidential information. The Sponsor was responsible for all test article characterization
data as specified in the GLP regulations. Test and control articles (exclusive of extracts) that
are mixed with carriers require verification of concentration, homogeneity, and stability.
Samples of test and control article extracts were not returned to the Sponsor for
characterization and verification.
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Toxikon Corpocation
Rabbit Pyroges Test (Material Mediated) - ISO
Project Namher: 03-3171-G6

4.1 Test Article Name: Mini Access Kit

CAS/Code #: MAK40INV

Lot/Batch #: MQ04990

Physical State: Not Supplied by Sponsor (N/S)

Color: N/S

Density: N/S

Stability: N/S

Solubility: N/S

Storage Conditions: Room Temperature

Safety Precautions: Standard Toxikon Laboratory Safety Precautions
4.2 Negative Control Article (Toxikon Supplied)

Control Article Name: 0.9% USP Sodium Chloride for Injection (NaCl)
QC Inventory #: CSC-03-04-006-VIV

Physical State: Liquid

Color: Clear
* Storage Conditions: Room Temperature
Safety Precautions: Standard Laboratory Safety Precautions

5.0 IDENTIFICATION OF TEST SYSTEM

5.1  Animals Used in the Test
Number and species: 4 New Zealand White rabbits (Oryctolagus cugiculus)
Sex: 2 males and 2 females

Weight/Age range: 2.09 - 2.16 kilograms / at least 10 weeks old (adult)
Weighed to the nearest 10 gm

Health status: healthy, not previously used in other experimental procedures
‘ Animal purchase: Millbrook Breeding Labs, Amherst, MA

Animal selection: selected from a larger pool of animals and examined to ensure lack of
adverse clinical signs

Animal identification: ear marker

Acclimatization: minimum 5 days under the same conditions as the actual study
5.2 Animal Carc and Maintenance

Housing: individually housed
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Toxikoa Corporation
mwmww-m
Project Nwmber: (3-3171-G6

Cages: suspended stainless steel

Bedding: hardwood chips, P.W.I. Industries, St-Hyacinthe, Quebec, Canada
(non-contact)

Animal room temperature: 68+5°F

Animal room relative humidity: 30-70%

Air exchanges per hour: 10 to 15

Lights: 12-hour light/dark cycle, full spectrum fluorescent lights
Thehboramryandanknalmomweremaintaiueda;lhnitedmfaciﬁﬁes.
Animal rations: TEK 8630 Rabbit Diet, Harlan Teklad, Madison, W1, ad /ibitum
‘ Water: tap water, ad Iibitum

'I‘hcrewerenoknowneontaminantspresentinthefeed, water, or bedding expected to
interfere with the test data. ,

6.0 JUSTIFICATION OF TEST SYSTEM AND ROUTE OF ADMINISTRATION

6.1 NemelandWhiwmbbitswereusedinmisMybecausemeyhismﬁcauyhavebeen
usedinpyrogenwﬂmhnsmdies.meaMmﬂspecies.mmbumdrwmuerwoMndedby
the ISO 10993-11 guidelines.

6.2 The test article was administered through a solution compatible with the test system. This
was the optimal route of administration available in this test system,

7.0 EXPERIMENTAL DESIGN

7.2 Test and control articles were prepared as described in Section 8.0. All apparatus was
prepared according to the requirements of ISO 10993-11,

7.3 The control article was 0.9% USP Sodium Chloride for Injection (NaCI), treated in the
same manner as the test article.
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Texikoa Corporation
Rabbit Pyrogea Test (Materisl Medisted) - ISO
Praject Number: 83-3171-G6

7.4 Single-use disposable syringes and hypodermic needles were used for the administration of
the test article. Glassware used in testing was rendered free from pyrogens by heating at 200°C
for not less than 3 hours.

7.5 A Digital Thermometer with thermistor probes (accuracy of 0.1°C) was used to measure
recial temperatures. A probe was inserted into the rectum of the test rabbit to a depth of not less
than 7.5 cm. Afier a period of temperature stabilization (approximately 1 minute), the body
temperature was taken.

7.6 The test was performed in the Pyrogen Test Room, designated solely for the pyrogen testing,
under environmental conditions similar to those under which rabbits are housed and free from
disturbances, which may excite them. The rabbits were restrained for the course of the study and
were not offered food or water during the three hour test period. Since. rectal temperature
measuring probes were inserted throughout the testing period, the rabbits were restrained with
light-fitting neck stocks that allowed the animals to asswne a natural resting position.

‘ 7.7 Not more than 30 minutes prior to injection of the test article, the baseline femperatures were
determined. This served as a baseline for determining any increase in temperature resulting from
the injection of the test article. None of the test animals exhibited a baseline temperature which
varied by more than 1°C from each other or which was greater than 39.8°C.

7.8 Body temperatures were recorded at 0 hour and then at 30 minute intervals between 1 and 3
hours subsequent to injection.

7.9 At the end of the observation period, the animals were returned to the general colony.
8.0 DOSAGE

8.1 Preparation of Test Article
The test and contro] articles were prepared in NaCl at ratios specified by ISO 10993-12.

The samples were sterilized by the Sponsor (3 x EO). Per Sponsor’s specifications, prior to
extraction, the needle cover and wire hoop were removed and discarded. The test article was
extracted at a ratio of 0.2 gm per 1.0 mL of 0.9% USP Sodium Chloride for Injection (NaCl) at
50+2 C for 72 hours.

Properly prepared test article was placed in an extraction bottle and NaCl was added. The
extraction medium completely covered the test article.

The extracting medium (control article) was prepared for parallel freatinents and comparisons.
The control article was prepared in the same manner as the test article.

Each extract was agitated vigorously prior to administration.

Page 9 of 12

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




Toxilcon Coipocatioa
Rabbit Pyrogen Test (Material Mediated) - 1ISO
Project Number; M3-A171-16

8.2 The test or control article was injected into the marginal ear vein of each rabbit at a dose
based on the body weight of each animal. Test article extracts were injected at a dose of 10 mL
per Kg. Each injection was completed within 10 minutes after the start of administration.

9.0 EVALUATION CMTERIA
9.1 Temperature decreases are considered as zero rise.

9.2 If no rabbit shows an individual rise in temperature of 0.5°C or more above the baseline
temperature, the test article meets the requirements for the absence of pyrogens.

9.3 If any rabbit shows an individual temperature rise of 0.5"C or more, a retest should be
conducted using five other rabbits. If not more than three of the eight rabbits show individual
rises in temperature of 0.5R®C or more, and if the sum of the eight individual maximum
temperature rises does not exceed 3.3°C, the test article meets the I1SO requirements for the
absence of pyrogens.

10.0 INSULTS
The temperature increases for the treated animals were 0.1, 0.0, and 0.0“C. The increases did
not exceed the test limit for the maximum individual temperature rise. The temperature

increase of the control animal was 0.0‘C.

11.0 CONCLUSION

The 0.9% USP Sodium Chloride for Injection (NaCl) extract of the test article, Mini Access
Kit, was evaluated for its potential to produce a pyrogenic response when tested in New
Zealand White rabbits. Based upon the criteria of the protocol, the test article meets the
requirements of the Pyrogen Test and is therefore considered non-pyrogenic.

12.0 RECORDS

12.1  Original raw data is archived at Toxikon Corporation.

12.2 A copy of the final report and any report amendments are archived at Toxikon
Corporation.

12.3 The original final report and a copy of any protocol amendments or deviations were
forwarded to the Sponsor.

12.4  All unused test article shall be disposed of by Toxikon, per Sponsor's specifications.

12,5 Final reports shall not be reproduced, except in full, without the written
authorization/approval from Toxikon.
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‘Toxikon Corpocation
Rabbit Pyrogen Test (Materisl Mediated) - ISO
Project Numher: 03-3171-G6

13.0 CONFIDENTIALITY AGREEMENT

Statements of confidentiality were as agreed upon prior to study initiation.
14.0 POLICY ON PAIN AND SUFFERING IN ANIMALS

No evidence of pain and suffering was observed in the animals.

15.0 ANIMAL USAGE

The Sponsor assures that, to the best of their knowledge, this study did not unnecessarily
duplicate previous testing.
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Toxikon Corporation
Rabbit Pyrogea Test (Matexial Medisted) - 1ISO
Project Number: (13-3171-06

TABLEI
PYROGEN TEST DATA
Test Article:  Mini Access Kit
- Lot/Batch No: MQ04990
i
Animals
Test Parameters .
30651 30652 30653 30654
‘ _ (Treated) (Treated) (Treated) (Control)
| Weight (Kg) 2.11 2.09 2.14 2.16
; | Dose (mL) 21.1 20.9 21.4 21.6
| I Probe # 9 6 18 4
. | Bascline Temp (°C) 39.2 39.6 39.2 39.4 I
|
- | 1.0 Hour Temp 39.3 39.3 38.9 39.3
! | 1.5 Hour Temp 39.2 39.1 38.9 39.4
! | 2.0 Hour Temp 39.1 39.3 39.0 39.4
2.5 Hour Temp 38.9 39.3 39.2 39.2
3.0 Hour Temp 38.9 39.5 39.0 39.1
I Temp Increase* 0L 0.0 0.0 0.0 ]
‘ * Temperature increases based upon maximum temperatures recorded at 30 minute intervals between 1
and 3 hour observations.
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[[Tepesod ¢ anznuiickozo A3LKA HA PYCCKUT AIbIX)
ConpoBoaHTeILHOE MHCHMO
CHMBOJ anHpPOreHHOCTH
JRataposano 27 uions 2020 roga
Cocront 13 16 crpaum

NOATBEPXK/EHHE

J Ilirar IOTta )
§
Oxpyr Conr-Jlefixk )

Ceromus, 27 miona 2020 roza, ko Mue, HoTapuycy Jixernadep Popaxom, niwuno seuicx Kopx
Mapm, cTapmmit MeHEIKEp IO HOPMATHBHO-TIPABOBOMY obecneueHHIo, MpeXbABHBINMHH MHE
JOCTATOYHHC AOKAZATEIBCTBA TONO, YTO OH ABJIAETCHA JIHLOM, WMCHEM XOTOPOro MOJIHCAH
NpHUIaraeMelif JOKYMEHT, H IOATBEPAMBILHH, ITO OH JHYHO NOAMHCAIN €10,

YaocTopepaercs Moelt DOANACHIO B OYHIMATEHOH HEYATHIO.

[ Tamm: /noonucy!

JOKEHHU®DEP ®OPAXOM Hotapuyc

Hotapryc

Irar IOra Mos nRUeH3HA AcHCTBRTEBHA 10 27
JIvuensns Ne 695417 mons 2021 r.

Mog nuueH3ns aAelicTBHTENBHA A0 27 HIOBS

* 2021 r.]

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



BraHk MMCH

B ®epepansHyto Cnyoy no Hagsopy
B Chepe 34paBoOXpaHeHNs

KacaTe/ibHO CMBO/1a anvporeHHOCTK
Ha MapKMpPOBKe NPOAYKLMK

ConpoBoanTenibHOe NNCbMO

KomnaHus «Meput Megukan Cucteme, MHk.», CLUA (Merit Medical Systems, Inc.), agpec 1600
West Merit Parkway South Jordan, Utah, 84095, USA (OdwmumanbHbIi Npon3BoAnTENb), B NNLE
Pobepta Bonbtapta, CrapLiero MeHempkepa Mo HOPMaTMBHO-NPABOBOMY PeryvpoBaHuIo,
YMOHOMOYEHHOI 0 NPeLCTaBUTeNsA C NPaBOM MOANMCK B COOTBETCTBUM C 3asBneHvem o PaiiTa,
3aAB/IFET CNeaytoLlee: BCe MeAWLUMHCKME U3LEeNMA Kacca pucka 2a W Bblle, MPOU3BOAVMbIE
KoMnaHuen «Meput Megukan Cucteme, VIHK.», B 0653aTe/IbHOM MOpsgKe TECTUPYHOTCA Ha
6ronormyeckyro 6e30MacHoOCTb, B TOM YUC/IE HA MUPOreHHOCTb.

MpocumM NprobLLMTL K AoCke ( bx N o. Ne 31711 oT 14.05.2020) Ha MeaMLMHCKOe n3aenve «Habop
NS YPECKOXKHOro BHecocyaucToro MuHM-goctyna MAK-NV™M»  oT4yeT 06  MCnbITaHUAX,
MPOBEAEHHBbIX A5 OLEHKN 6UONOTMYECKOn 6e30MacHOCTU  KaXKA0ro KOMMOHEeHTa Habopa
(MpunoxeHue Nel).

B oTtyeTe ykaszaHo, 4TO u3genna komnaHun «Meput Megukan Cucteme, MHK.», CLUA (Merit
Medical Systems, Inc.) MCMbITbIBatOT Ha CUCTEMHYK TOKCMYHOCTbL cornacHo 1SO 10993-11
(UccnepoBaHve Ha NepPeHOCKMbIA MaTepuanamy Kpoamymin nuporeH™). Ha oCHOBaHUM KpUTEpUeB
MPOTOKO/IA W MOMYYEHHbIX JaHHbIX, U34eNMs COOTBETCTBYIOT TpeboBaHNAM Ha MUPOTeHHOCTb U
CUMTAOTCH anMporeHHbIMK.

KomnaHus «Meput Megukan Cucteme, VIHK.», pyKOBOACTBYSICb MPMHLIMMAMM OTKPbITOCT 1 CTaBs
6e30MacHOCTb NPOM3BOAUMBIX M3AENNIA BbICTUM MPUOPUTETOM, MH(OPMUPYET MOTEHLIMANBbHBIX
4) nonb3oBateneii 06 anMpPOreHHOCTU MeAWLIMHCKOTO u3fenms «Habop Ans  UpeckoXHOro

BHECOCYAMCTOr0 MUHK-A0CTYNa MAK-NV ™, CUMBOIOM anvporeHHOCTY Ha MapKUpPOoBKe
MEAVLIMHCKOTO MU3aenus.

C yBaxkeHuem,
Kopu MaprT,
MeHe[pkep No perynsTopHOMY B3aUMOAECTBUIO

* TeCT Ha MUPOreHHOCTb 6bIN paspaboTaH ANs onpeaeneHns NPUCYTCTBUS XMMUUYECKUX MUPOTEeHOB B 3KCTPaKTax
TBEPAbIX MATePMasnoB, YTo6bl OFpaHUUUTL PUCKK (heGPUIbHON peakLun y naumneHTa 4O NPUeMIEMOrO YPOBHS Noche
BBEJEHWS COOTBETCTBYHOLLEro MpoAyKTa. TecT BK/IOUaeT M3MepeHne MOBbIWEeHNS TeMnepaTypbl Y HOBO3eNaHACKMX
6e/bIX KPOMIMKOB MOC/e BHYTPUBEHHOTO BBEEHUS TECTUPYEMOTO U3AENNS.
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MPUNOXEHNME 1

OTueT 06 MUCMbITaHMN Ha MUPOTeHHOCTb B OTHOLLEHUW W3NS
«Habop A1 YpecKOXHOro BHecocyamcToro MuHu-goctyna MAK-NVTM»
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[Ha 6naHke koMnaHum «HenbCoH J1ab3»"

3aKa3uuK nuccnefoBaHuns:

VnouHa Toxunpxapa

«Meput Megukan Cuctema, VIHK.» (Merit Medical Systems, Inc.)

2475 MMaceo fe nac Amepukac Ne 1001, CaH-Auero, KanngopHusa 92154
(2475 Paseo de las Americas #1001, San Diego CA 92154)

MTOroBbIin 0THET 06 UCMIbITAHUN Ha 6aKTep|/|aanb|e IHAOTOKCUHbI

Homep uccnegosaHusa: 1135287-S01
HABOP MNHW-AOCTYTNA KOMMNAHNN «MEPUT»

?gg;gf""b'” ApTikyn MAK-NV-004/A
' Cepus 11481596

3aKa3 Ha MoKymnkKy: 408662
Aara nopyquMﬂ 21 nekabps 2018 .
“ccnepoBaHus:
VICTbTaTe b HAS «HenbCoH JSlabopaTopus, J'IJ'ICU» (Nelson Laboratories, LLC)
nnowaaKa: 6280 C. PepByg Pa., Cont-Jlenk-Cutn, FOTa, 84123 CLUA

' (6280 S. Redwood Rd., Salt Lake City, UT 84123 U.S.A))
Mpoueaypa(-bl) Homep ctaHgapTHOro npotokona ucnbitaHus (Crn): STP0046 pen. 15
NCMbITaHNA: Howmep nucta cneyppmkaumin 3akasyvka (JIC3): 201705958 pes. 2
OTKnoHeHwe(-1): Het

KpaTkuii 0630p: MchbiTaHWe Ha 6akTepuasibHble 3HA0TOKCUHBI (VIB3) nnm peakums ¢ in3aTom
ame6ountoB MeuvexsocTa (LAL-TecT) npefctaBnseT cobol aHanm3 in vitro ana onpegeneHms u
nogcyeta 6akTepuasbHOro 3HAOTOKCMHA, KOMMOHEHTa K/IETOUYHON CTEHKWU rpaMoTpuLaTeibHOW
6akTepun. CTaHOapTHble KOHTPO/bHbIE NPOOLI U NONOXMTENbHaA KOHTponbHas npoba (MKIT)
[NEMOHCTPMPYIOT COOTBETCTBYHOLWMIA aHanm3. W3enedeHne TKM B guanasoHe 50-200 %
YKa3blBaeT Ha TO, YTO MCMbITYEMbIA PacTBOP HE COAEPXMUT MeLLatoLMX (PakTOpoB C Y4YeTOM
KOHKPETHbIX YCMIOBWIA UCMbITaHMS. B COOTBETCTBYIOLLMX CNyYasx pa3baBneHns pacCcumMTbIBAKOTCA
Mo COOOLLIEHHOMY YPOBHIO 3HAOTOKCUHOB. Bce Kputepum npremMsieMocTy no METOAY UCTbITaHWs

CO6/HOfEHb!.

cnbiTaHns npoBOAMAMNCE B COOTBETCTBUM CO CleAyHOLMMU HOPMATUBHLIMU [AOKYMEHTaMu:
ANSI/AAMI ST72:2011/(R) 2016, ®CLLUA <161>, ®CLUA <85>, Ed 2.6.14 n AP 4.01.
4) WcnbiTaHne MoBefeHO B COOTBETCTBMM C  MPUHUMNAMM U NpaBUiaMU  Hag/iexallein

npounsBoacTBeHHOM npakTkn (HIMM), n3noxeHHbIMmM B yacTsx 210, 211 n 820, pasgen 21 Ceoja
(hefiepaibHbIX HOPMATMBHbIX aKTOB YMNpaB/ieHNSA MO KOHTPO/IKO KavyecTBa NULLEBLIX MPOAYKTOB U
nekapcTBeHHbIX cpeacts CLUA (US FDA).

[oroTun Me>kayHapoHOI opraHusaLum no akkpeanTayuu nabopaTopuii (llac-MRA)]
[NoroTun: AkkpeguToBaHo HaLroHanbHbIM KOMWTEeTOM akkpegnTauun ANSI
ISO/IEC 17025

McnblTaTensHas nabopaTopua®

[apcn M. PocaH. yTBEPX/AEHO B 3/IEKTPOHHOM BUfeE 3a
PykoBogutens uccnegosaHus dmunu CnakmaH, 6akanaspa Hayk, 28 nekabps 2018 r. 07:12 (+00:00)
AMNNIOMWPOBAHHOTO MUKPO6KoOiora (HaLMoHabHbIA peecTp [JlaTa n Bpems 3aBepLUeHNs nccnefoBaHunA
cepTUULMPOBaHHBIX MUKPOOMOIOroB)

801-290-7500 | nelsonlabs.com | sales@nelsoniabs.com

MpuBefeHHbIe pe3ynbTaTbl OTHOCATCA TOMIbKO K UCMbITYeMbIM 06pa3uam, NepeyncneHHbiM B HaCcTOsALLEM Ctp. 1us2
oTyeTe. OTUeTbl paspellaeTcs BOCNPOM3BOAUTL TOMIbKO B NOJIHOM 06beMe. PernameHTMpyeTCs yCaoBUAMu
«HenbcoH JlabopaTopmn3», pacnonoXeHHbLIMU NO agpecy www.nelsonlabs.com. Peg. 3.1.0
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Homep nccnepgosaHma 1135287-S01
TOroBbIli 0THET 06 UCMbITaHNW Ha 6aKTepyanbHble 3HAOTOKCHHbI

PesynbTaTbl KWNHETUYECKOIO Typﬁl/l,ﬂ,l/lMETpl/l‘-leCKOl'O aHa/1n3a.

KonmyecTso OGbEM 3KCTPaKLUK ObHapyxeHHbie V3BrieueHme
S9HAOTOKCUHbI MKIri
10 (CMeLLaHHbIX) 59 Mn/uagenie < 0,00500 E3/mn nnn 195 %

< 0,297 E3/v3penve

MpefenbHas KOHLUEHTpaUWA 3HAOTOKCMHOB: MpefenbHas KOHLEHTpauWsi 3HAOTOKCWHOB,
NpefoCTaBeHHas 3aKa34MKOM MCC/eioBaHws, He npeBbilaeT 20 E3/uzaenve.

MaKcMMasibHbIA  00BbEM  3KCTPaKLUKW: NpY  NPefebHON  KOHLEHTpauMn 3HLOTOKCUMHOB
20 ES/v3aenve, WCNbITaHHON 4yBCTBUTENbHOCTbIO aHanm3a 0,005 E3/Mn, MakcMmanbHoe
KOMIMYECTBO 3KCTPaKLMOHHOM >KMAKOCTW, KOTOpas MOXeT OblTb MCMO/b30BaHa, COCTaB/sET
4000 mn/vsgennve.

KpuTepun NpvemneMocT MeTofa MCMbITaHUS: B paMKax aHasM3a Ha COOTBETCTBUE 6bin
co6/0fiEHbI CeayHoLLIME YCMOBYUS:

e abCOMIOTHOE 3HayeHue KO3(MUMEHTA KOPPensaumMnm  KanmbpoBOYHOro  rpadmka
cocTasnset > 0,980;

e Xonoctas npoba MeHbLUe, YeM npeden O6HapY>XXeHUst 3HLOTOKCMHOB MPUMEHEHHOTO
peareHTa /in3ara;

*  KoahpmuwmeHT Bapuaumy (KB) Mexkay noBTOPHOCTAMM cocTasnseT < 10%.

Banungaums: sanvgaumsa ncnbitaHna TpebyeT NoATBEPXAEHUS TOro, YTO UCMbITYEMbIA PacTBOP
He ocnabnset wunm ycunueaeT aHanmi. Bannpgaumsi kuHetuueckoro MBSO BbinonHseTca MK,
W3BneueHune MK gomkHO 6bITb Mexay 50-200 %. W3eneueHue MK <50 % npeanonaraet
NHrMbmpoBaHue, a nssnedveHvie > 200 % — ynydlleHue.

MpuroToBneHWe: 3KCTPaKLUA BbINOHAMACL NYyTEM MOTPYXXeHUs UCMbITyeMoro obpasua B BO4Y,
CBOOOAHYIO OT 3HAOTOKCVHOB, M €ro NMoMeLLeHNs Ha OpOUTa/IbHBIN LLEKep B MHKybaTope Ha He
MeHee yeM 60 MUHYT Npun TemnepaType 37-40 °C.

4\ Mpouefypa WCMbITaHWUS: aHanM3 NPOBOAWICA C WCMONb30BaHWMEM PEeareHToB KOMMaHWUu
«Yapnb3 Pueep» (Charles River) ¢ uysctButensHoctoto 0,005 E3/Mn. Onsa nonyyeHus
[OCTOBEPHBIX Pe3y/bTaToB OblI0 YCTAHOB/IEHO, YTO KOMOMHAUMA fim3ata M MCMbITYEMOro
pacTBopa HaxoauTca B npegenax 6-8 egmHuy, pH.

Ctp.2un3 2

801-290-7500 | nelsonlabs.com | sales@nelsonlabs.com
Peg. 3.1.0
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mtoroeblm OTYET KOMMAHUNWM «TOKCNKOH» (TOXIKON): 03-3171-G6

NCMNbITAHWUE HA KPONNYIA MNPOTEH (MEPEHOCUMbIA MATEPUATAMWN)
CTAHOAPT ISO

ABTOp
KatnnH KpeHsep, feXypHbIil Bpay, KaHAUAAT HayK

[aTa ntorosoro otyeta
16 nrong 2003 T.

MPOBEJEHWME NCCNEAOBAHUA

Nabopatopws, NPoBOAALLAsA UCMNbITaHNSA
«TOKCMKOH KoprnopenLuH»
(Toxikon Corporation)
15 BurruHe AseHto, beagopg, wr. Maccauycetc 01730
(15 Wiggins Avenue Bedford, MA 01730)

3aka3umkK 1ccnefoBaHms
«Meput Megukan Cuctems, VHK.»
(Merit Medical Systems, Inc.)
1600 YacT Meput Mapkyaii, CayT-IxopaaH, wt. KOTa 84094
(1600 West Merit Parkway South Jordan, UT 84094)

MPOBEPEHO:

MoAMnMCh: Inodnuchbl
OATA: 21 vona 2003 T.
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COOEPXAHNE

TWUTYNbHbIA NNCT

COAEPXXAHUE

KpaTtkuii 0630p m1ccnegoBaHus

3aaBneHne 06 obecnevyeHnn KauecTaa

[aTbl noanucaHus 1 BepuduKaLmn pyKoBoaUTENEM UCCNEf0BaHUS

10
2.0
3.0
4.0
5.0
6.0
7.0
8.0
9.0
10.0
11.0
12.0
13.0
14.0
15.0

Llenb

CnpaBoYHble JOKYMEHTbI

CooTtBeTcTBME

N OeHT(mnKaLms nccnefyemMblX U KOHTPO/bHBIX 00pa3LioB
N aeHTndmrkaums TecT-cucTembl

O6ocHOBaHMe Bblbopa TECT-CUCTEMbI U MYTW BBEAEHUS
MnaH aKcnepuMeHTa

Jo3npoBKa

Kputepum oueHku

PesynbTarhl

3aKnoueHmne

MpoToKONbI

CornatleHue 0 KOH(UAEHUMAIbHOCTH

MonnTnkKa B OTHOLLEHUW 60N 1 CTPALAHNS XXUBOTHbIX
icnonb3oBaHMe XMBOTHbLIX

Tabnuua I: JaHHble UcnblTaHUS Ha NMMPOreHHOCTb
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KPATKWNIA OB30P CC/TEAOBAHUA

JKCTPaKT MCNbITyeMoro obpasua B pacTeope xnopuaa Hatpus ans nHvekuyuii (NaCl) 0,9 % no
dapmakonee CLUA, Habop MUHK-LOCTYNA, OLEeHUBaM Ha ero NOTEHLMaN BbI3bIBATb NMUPOreHHYHO
peakuuio Mpv MPOBEAEHUWN WCMbITaHUA Ha HOBO3eMaHACKMX OGefbiX Kponukax. CornacHo
KpUTEPMSIM MNPOTOKOMA WUCMbITYeMbIn 06paseL, COOTBETCTBYET TPeGOBaHWAM WCMNbITaHUA Ha
MAPOreHHOCTb M NO3TOMY CUMATAETCH anmvporeHHbIM.
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«Toxcuxon Kopnopeitmm

Hemaranue Ha Kpomuawti nHpores (IepeROCHMEL MaTepRANaMH) — cranaapr ISO

Homep npoekra: 03-3171-G6

3ASBJIEHHE OF OFECIIEYEHHM KAYECTBA

Hacrosmee mccnenosanne GLUIO MPOBEAEHO B COOTBETCTBAH ¢ HOPMATHBHBIMH TPeGOBAHHAMM
Ynpaenenun CIIA no xoHTpo:mO KavecTBa MUIIEBLIX NPOAYKTOB M JIEKAPCTBEHHBIX CPEACTB
(FDA), ycranomnenusiMu B Cpone desepanchbix nopmarupEEX aktos (CFR), Pasmen 21,

Yacts 58.

Paszessl HOpMaTABHLIX TpeGopanuil, He cobmonaemsie komnannel « Tokcukon Koprmopetimm»
HIH NOA €¢ PYKOBOACTBOM, HA KOTOPHIC He PAacHpPOCTPAHACTCH HACTOMIIES 3a’AB/ICHHE O

Raznexamell nabopaTopHOR NpaKTHKE, BKIIOGAIOT B ce0i ONMpefeNeHHe XAPAaKTEPUCTHK H
CTabHILHOCTE HCOWTYeMOTO 06pasua 1 ero cMecH ¢ Hocarensme (CFR, Pasgen 21, Yacru 58.105

u 58.113).

CnyxGa obecneuenns ka4ecTsa npoBena NPOBEPKH, AATH KOTOBIX yKasaHbl Huxe. Pesynstara
65U coo6ImeHE! pyKOBOAHTEINIO HCCIEAOBAHNAS H PYKOBOACTBY KOMIAaHuH « TOKCHKOHY.

JATA COOBILEHHUA JATA COOBILEHUA
[IPOBEPKH JATA PE3VJILTATOB PE3VJIbTATOB
ITPOBEPKH PYKOBOJHUTEJIO PYKOBOJICTBY
UCCIENOBAHUA KOMITIAHHUHU

Eouuﬁnmnw 03mona2003r. 03 momns 2003 1. 03 mons 2003 T.
“EOB;AABH%{?EFH“‘E 16 mona 2003T. 16 monx 2003 1. 16 mons 2003 1.
UTOTOBBIA OTUET 16 wions 2003 . 16 wiong 2003 r. 16 monsa 2003 r.

/noonucsy/ | 16 wonxr 2003 2.
Jlxon Kpucrencen, Gaxanasp Hayx Hara
PyxoBoaurens oraena ofecnedcHns
KAuYeCTBA
Crp.4m3 11
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OATbI NoANMNCAHUA 1 BEPUPUKALINN PYKOBOAUTENEM NCCNEJOBAHUNA

HacToswee  wvccnefoBaHWe  COOTBETCTBYET — TEXHWYECKUM  TpebOBaHMAM  MPOTOKONA.
WccnegoBaHMe TakkKe COOTBETCTBYET TpeGOBaHWAM, YCTaHOB/IEHHbIM B HOpMaTUBHbIX
TpeboBaHMAX MO Hadnexailelr nabopatopHoi npakTuke, CFR, Pasgen 21, YacTb 58, 3a
NCK/IFOYEHNEM Pa3ienoB, yKasaHHbIX B 3asiB/IeHUN 06 06eCneveHnn KavecTsa.

Homep npoTokona: MMS/VIVO/004-03/000

PykoBoguTesnb o

MCCNIEOBAHIS KatnnH KpeHsep, JeXXypHbIV Bpay, KaHAUAAT HayK

KomnaHus: «TOKCMKOH KopriopelLuH»

Mognuce: Inodnuchbl

Jara: 16 wiona 2003 T.

PykoBoauTesnb YWUnnoaM OHTBUCA, KaHAMAAT HayK, Creumasuct no 1abopaTopHbIM
1ccnepoBaHnA: YXMBOTHbIM

OATbl BEPUPUNKALINIA:

[atol yTBep)KAeHUs NPOTOKO/A KOMMaHMen «TOKCUKOH» SIBNSETCA AaTa Havana UccnefoBaHus
cornacHo HJ/IM. OaTbl uccnefoBaHns Obinn creayowpmmMu:

[Jata yTBepXaeHuna npoTokona: 22 anpensi 2003 .

[MonyyeHre ncnbITyemMoro obpasua: 25 ntoHsa 2003 T.

[Jata Havana BefleHVs XXypHasa no npoeKTy: 25 ntoHsA 2003 T.

Cknafckoe oby4deHune / cumynaums ucnbitaHms: 30 niona 2003 T.-02 ntons 2003 .
Jatbl aKCTpaKumu: 30 uroHsa 2003 T.-O3 nronsa 2003 r.
TexHN4YecKoe Havano: 03 mona 2003 .

TexHnyeckoe 3aBepLUeHMe: 03 ntonsa 2003 .

1.0 UE/b

McnbiTaHne Ha NUPOreHHOCTb OblUO NPOBEAEHO NS ONpefeNieHns Haauums XUMUYECKNX
MUPOreHOB B 3KCTpaKTax TBEpPAbIX MAaTepuasioB C LE/b AOCTUXKEHWUS NPUEM/IEMOrO YPOBHS
PUCKOB (PebpW/bHOI peakLmMm Nocne BBEAEHWS COOTBETCTBYHOLLETO M3AeNs NauneHTy. B gaHHOM
UCNbITaHUM MPOBOAWIOCL W3MEPEHWUE MOBbILIEHUA TeMmnepaTypbl Y HOBO3eNnaHACKMX 6enbiX
KPOSIMKOB MOC/e BHYTPUBEHHOIO BBEEHWUS MCMbITYeMOro obpasua. 310 MpeAHasHavyeHo A1
U3AE/NNiA, KOTOPble MOTYT MEPeHOCUTLCA WUCMbITYEMbIM KPOSMKOM B [j03€, He MpPeBbILLatoLLEen
10 mn/Kr B Te4eHMe He 6onee 10 MUHYT.

2.0 CMNPABOYHbIE JOKYMEHTDI

McnbiTaHye 6bIN10 OCHOBAHO Ha CrieAyHoLLMX CPaBOYHbIX JOKYMEHTAX:

2.1 ISO 10993-11 «OueHKa 6V10N0rMYecKoro AencTeus MeauUMHCKUX m3genmin. Yacte .
VccnenoBaHust 06LLETOKCMYECKOTo aeincTeums», 1993 r. (Biological Evaluation of Medical

Devices - Part 11: Tests for Systemic Toxicity, ISO 10993-11, 1993.)

2.2 ISO 10993-12 «OueHKa 61M0N0rMYecKoro AeNCTBUA MEeAULIMHCKMX n3genuid. Yacte 12,
MpurotoBneHne Npo6 M KOHTPO/bHblEe 06pasubl», 2002 r. (Biological Evaluation of
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Medical Devices - Part 12: Sample Preparation and Reference Materials, 1ISO 10993-12,
2002)

2.3 ISO 17025 «O6uwpme TpeboBaHNA K KOMMETEHUMUAM UCNbITATE/IbHbIX N KaIMOPOBOYHbIX
nabopatopuii», 1999 r. (General Requirements for the Competence of Testing and
Calibration Laboratories, 1ISO 17025, 1999.)

3.0 COOTBETCTBUE

VccnenoBaHme COOTBETCTBOBAIO BCEM NMPUMEHUMbIM 3aKOHOATe/IbHbIM M HOPMAaTUBHbIM aKTaMm.
K uncny KOHKpeTHbK HOPMAaTVBHbLIX TPeOGoBaHWIA OTHOCATCA: AeNCTBYHOLLAA BEPCUA JOKYMEHTA
«Hagnexxawas nabopatopHas MpakTMka B OTHOLUEHWM [OK/IMHUYECKMX 1abopaTopHbIX
nccnegosaHuin»,  YnpasneHne CLUA N0  KOHTPOMKO KayecTBa MULLEBbIX MPOLYKTOB U
nekapcTBeHHbIX cpeacts (FDA), CFR, Pasgen 21, Yactb 58; MexayHapogHas accoumaums o
aTTecTalumn 1N aKKpeanTauumn coaepkaHms nabopatopHbIX XXNBOTHbIX (AAALAC), «PyKOBOACTBO
Mo COAEPKAHWIO W WCMOJMb30BaHWMIO 1a00PATOPHbIX KUBOTHbLIX», HauWMOHa/IbHbIA Hay4HO-
nccnegosatenbCKuii coseT, 1996 r., HaumoHanbHble MHCTUTYThI 3apaBooxpaHeHns CLLUA (NIH),
YnpasneHve no 6narononyyunio nabopaTopHbIX XMBOTHbIX (OLAW), «lMonuTtnka CryXobl
O6LLECTBEHHOrO  3[paBOOXPAHEHNA MO TYMAHHOMY COLEPXKAHMIO W WCMOJb30BaHMIO
NabopaTOPHbIX XXMBOTHBIX», 3aKOH O PacLLUMPEHUN UCCNe0BaHMI B 061aCTU 34paBOOXPaHeEHNs
oT 1985 r. (My6nnuHbIA 3akoH 99-158 oT 20 Hos6pa 1985 r.), nepemspaHue oT 1996 r;
MwuHucTepcTBo cenbckoro xo3sictea CLLUA (USDA), Cny6a KOHTPO/IS 3[0POBbS XXUBOTHbIX U
pacTteHmin, CFR, Pa3gen 9, Mnaea 1 (peaakums ot 01 siHBaps 1995 1.). Moarnasa A «bnarononyune
XMBOTHbIX», ISO 10993-2,1992 r., «OueHKa 610/10rMyYeckoro AeNcTBMA MeLULMHCKUX U3AENNA.
YacTb 2. TpeboBaHMS K 00paLLEHMIO C XKMBOTHbIMIAY.

40 BAEHTUNOUNKAUNA NCCNEQYEMbBIX NN KOHTPO/JIbHbIX OBPA3LIOB

Hwxecrnegyowas  vHgpopmMauus  MpefocTaBnsanacb — 3aKa3dMKOM  WUCCMefoBaHWs B
COOTBETCTBYHOLLUMX ClyHasX; OHa He OTHOCUTCH K KOH(MAEHLMANbHON MHGopMaumuy. 3akasumnk
MCCNneaoBaHUA OTBeYas 3a NPefoCTaBNeHVe BCeX AaHHbIX MO OMpefeNieHno XapaKTepuCcTUK
UCMbITYEMOro obpasua, Kak 3To TpebyeTcs B COOTBETCTBUM C HOPMATUBHbIMU TPeboBaHUAMM MO
Haf/iexallein nabopatopHou npakTuke. 8 nccnefyembiX UM KOHTPOSbHBLIX 00pasuos (3a
NCK/IIOYEHNEM  3KCTPAKTOB), CMELUMBAEeMbIX C HOCUTENsMW, TpebyeTcs BepuuKaums
KOHLieHTpauuy, OAHOPOLHOCTM W CcTabunbHOCTM. O6pasupbl 3KCTPAKTOB UCMbITYEMOro U
KOHTPO/IbHOr0 06pasLoB He OblM BO3BPALLEHbI 3aKa3uMKy WCCMefoBaHUA L1 OrpefeseHus
XapaKTepuCTUK 1 BepudmKaLum.

41  HaumeHoBaHWe MCMbITYeMOro obpasua: Habop MUHK-OCTyna.

Homep CAS / koaoBbii Homep: MAK401NV.

Homep cepun/naptnn: MQ04990.

dur3nyecKoe COCTOSHME: He NMpPeaoCcTaB/IieHO 3aKka3unkomM uccnegosaHus (H/M).
Liget: H/M.

MnotHocTtk: H/M.

CrabunbHocTb: HIT.

PacTtBopumocCTb: HM'1

YCnoBus XpaHeHUs: Npy KOMHATHOWM Temreparype.

Mepb! NPefoCTOPOXHOCTU: CTaHAAPTHbIE NabopaTopHble Mepbl NPeLOCTOPOXXHOCTU KOMMaHUM
«TOKCUKOH».
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ctaHgapt ISO

4.2  OtpuuaTenbHbIA KOHTPO/bHBIA 06pasel, (MpeaocTaBieH KOMMaHWen « TOKCUKOH»)
HanmeHoBaHMe KOHTPOMbHOro ob6pasua: xiopug Hatpua and uHbekuuid (NaCl) 0,9 % no
®apmakornee CLLUA.

HBeHTapHbIn Homep oTaena KK: CSC-03-04-006-VIV.

®ur3NYEeCKOoe COCTOAHME: XNAKOCTb.

LiBeT: npo3payHas.

YCnoBusa XpaHeHWs: Npy KOMHATHOW TeMnepaTtype.

Mepbl NpefoCTOPOXKHOCTU: CTaHAAPTHbIE 1a60paToOpHbIe Mepbl NPeLOCTOPOXHOCTH.

5.0 WVIAEHTNO®UNKAUWNA TECT-CUNCTEMBDI

5.1 JKMBOTHbIE, UCMONb30BaHHbIE B UCCe40BaHUN

KonnuyecTBo 1 B1A;: 4 HOBO3eNaHACKMX 6enbix Kponuka (Oryctolagus cuniculus).

Mon: 2 0cobn MY>CKOro nosa v 2 0cobm XXEHCKOro rnona.

[nanasoH Beca/Bo3pacTta: 2,09-2,16 Kr / Bo3pacT Kak MvuHUMyM 10 Hegenb (B3pocnasi 0cobb),
C OKpyrneHvem Becago 10T.

CocTosiHMe 3[0pOBbA: 30POBbLIE, paHee He WMCMO/b30BABLUMECA B APYTUX IKCMEPUMEHTaIbHbIX
npoueaypax.

3aKynka >XMBOTHbIX: «Mwunnbpyk bpuamHr J136c» (MLbrook Breeding Labs), Amxepcr,
MaccauyceTc.

OT60p XMBOTHBLIX: OTOOP M3 GO/MBLIOIO My/a XXMBOTHLIX C 06CMef0BaHNEM A/ UCK/HOUYEHUS
HeXXenaTebHbIX KNIMHUYECKNX MPU3HaKOB.

NoeHTUMKaLMA XKMBOTHOMO: MM 415 MapPKUPOBKM YLLIEN.

AganTtauus: He MeHee 5 AHe Npy yCNoBKAX, aHaOMMYHbIX (HaKTUYECKOMY MUCCef0BaHMIO.

5.2  CopepxaHue >XMBOTHbIX U YXO4, 38 HUMK

PasmeLLeHme: NHAMBMAYAIbHOE pasMeLLeHMe.

KneTkun: nofBecHble 13 HepXKaBetoLLeli eTasn.

MoacTunka: ONWKK U3 TBEPAON APeBECUHBI IMCTBEHHBIX NOPOA, NpousBoauTeb: «IMuJabnoAi
MHpacTpus» (P.W.I. Industries), CeHT-WaceHT, npoB. Kebek, KaHana (6eCKOHTaKTHas).
Temnepartypa B BuBapum: 68 + °F.

OTHocuTenbHasa BnaxkHoCTb B BUBapun: 30-70 %.

Bo3ayxoobmeH B yac: 10-15.

OcselLLieHMe: 12-4aCOBOWA LK CBETa/TEMHOTI, JIIOMWHECLIEHTHbIE NaMMbl NOHOTO CMEeKTPa.
JTabopaTopus v BUBapuM NUCNOb30BA/IUCH B KAQYECTBE NMOMELLEHWI OrpaHUYeHHOro A0CTyna.
PauunoH NTaHNA XXMBOTHbLIX: KOPM 4/19 KPO/IMKOB C BbICOKUM cofep>kaHnem KnetyaTkm TEK 8630
Rabbit Diet, npounssoauTens: «XapnaH Teknag» (Harlan Teklad), MagncoH, BuUCKOHCUH, B
HeorpaHNYeHHbIX KOMIMYeCcTBax.

Bopa: BogonposoaHasA BOAa, B HEOTPaHWUYEHHbIX KOMYECTBax.

B nuwe, Boge vnn MOACTUNKE HE WUMENOEb HUKaKUX W3BEETHbIX 3arpsA3HAOLLMX BELLeCTB,
KOTOpble MOT/IN Obl NMPUBOANTb K UCKAXKEHWIO Pe3y/ibTaTOB UCTIbITaHUS.

6.0 OBOCHOBAHWE BbIEOPA TECT-CUCTEMBbI N TNMYTW BBEAEHNA
6.1 B 3TOM McCnefoBaHUM WUCMOMb30BA/INCL HOBO3ENMAHACKME Genble KPOIMKM, MOCKO/bKY
MCTOPUYECKM WX MCTONb3YIOT B UCMbITAHWUAX A5 OLEHKM MUPOTreHHOCTU. BUfbl XUBOTHBIX,

KOMMYeCTBO 1 CNocob BBeAeHUS COOTBETCTBOBa/IM PYKOBOACTBY CcTaHAapTa ISO 10993-11.

6.2  VcnbiTyemblii o6pasel, 6bl1 BBEAEeH NOCPEACTBOM COBMECTMMOIO C TECT-CMCTEMON
pacTBopa. ATOT NyTb BBEAEHWS CUMTA/ICA ONTUMAbHLIM A5 JaHHOW TECT-CUCTEMbI.
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7.0  TNAH SKCINEPUMEHTA

7.1 Mpexae Yem MCMOMb30BaTb KPOSIMKOB B UCMbITAHUM Ha MUPOreHHOCTb, He 6osiee YeM 3a
7 AHE 0 3TOro OHW ObIAN NOABEPrHYTHI BO3LEVCTBUIO YCMIOBWIA CUMYNALMK UCnbiTaHus. Croga
BXOAWN BCE 3Tarbl, NpeAyCMOTPEHHbIE B paMKax UCMbITaHWUA Ha MMPOreHHOCTb, 38 UCK/THOUYEHVEM
BBEAEHNA.

7.2  VcnbiTyeMble W KOHTPO/bHble 06paslpbl GblM MOAFOTOBNEHbI B COOTBETCTBUM C
Pazzenom 8.0. Bce npr6opbl Gbinv NOATrOTOB/EHbI B COOTBETCTBUN C TPe6OBaHMSMM CTaHaapTa
ISO 10993-11.

7.3 KOHTponbHbIN 06pasel, — xnopug Hatpus ans uHbekumid (NaCl) 0,9 % no dapmakonee
CLUA, 06paboTaHHbIN TaK1UM >xe 06pa3oM, YTO M UCMbITYeMbIA 06pase,

7.4 [ns BBEAEHUA UCMbITYEMOr0 06pasLia UCNob30Ba/IMCh OAHOPA30BbIe LNPULLLI U UT bl 415
MOAKOXHbIX UHbEKLMIA. JTabopaTopHas nocyaa, 1cnosibsyemas B UCMbITaHUAX, Oblia 04mnLLeHa oT
NMUpPoreHoB nyTemM HarpesaHusa npy Temnepartype 200 °C B TeueHUe He MeHee 3 4acos.

75  [Ona vn3MepeHWs pPeKTasbHON TemnepaTypbl MCMOMb30BA/ICA LMKDPOBOIA TEPMOMETP C
TePMOYYBCTBUTENbHbIMK faTunkamMu (TouyHoCTb 0,1 °C). OaTtumk BBOAMAM B MPSAMYIO KULLKY
NCMbITYEMOro Kpo/ivka Ha rnyéuHy He MeHee 7,5 cm. [locne nepuoga crabuimsaumn
Temnepartypbl (MPMGAU3NTENBHO 1 MUHYTA) 3MepAiach TeMnepartypa Tena.

7.6 McnbiTaHne NpPOBOAWNOCH B N1abOpaTopuW, MpeAHa3HAuYeHHON WCKMOUMTENBHO A/s
MPOBEAEHMA UCMbITaHUIA Ha MMPOreHHOCTb, B YCNIOBUSIX OKPY>KAtOLLIEN cpefbl, aHaNOrMYHbIX TEM,
B KOTOPbIX COAEPXKATCS KPOMMKM, 63 KaKUX-N1BO NOMEX, KOTOPbIE MOTYT NPUBECTMN K BOJTHEHWIO.
[ns nccnefoBaHUs KPOSIMKOB OFpaHNUMBaiN B ABUXKEHUM, U B TEYEHMe 3-4acOBOrO UCMbITaHUS
OHM He Mosyyann KopMm ¥ Bogy. [OCKONbKY Ha MPOTSDKEHWM BCEro Meproga WCMblTaHUs B
NCMbITYEMbIX KPOMMKaxX OblMv BCTaBMEHbI AaTYMKUN AN U3MEPEHNS PEKTaIbHOM TeMnepaTypbl,
YKMBOTHbIX OFPaHWYMBAIOT B ABWXEHUM C MOMOLLBIO LUMEEK-KUIETOK, Gnarofaps KoTopbim
YKMBOTHbIE NMPUHUMAtOT eCTECTBEHHOE MOJIOXKEHME MOKOSI.

7.7  He no3gHee yem 3a 30 MUHYT A0 MHBEKUUWM MCMbITYeMOro obpasua onpeaensimch
3HaYeHUst WCXOAHOM TemnepaTypbl. 3TO MOCAYXMWIO OCHOBOW AN1S OnpefeneHns n6oro
MOBbILLEHMS TeMnepaTypbl B pe3y/bTaTe UHBEKLMW UCMbITYeMOro obpasua. Hu y ogHoro u3
NCNbITYEMbIX XXMBOTHbIX He ObIfI0 MCXOAHON TeMMNePaTypbl, KOTOpas BapbypoBasacb 6osee YeM
Ha 1 °C apyr oT gpyra unm kortopas 6bl npesbiwana 39,8 °C.

7.8  TemnepaTypy Tena permctpupoBasiv B 0 yacos, a 3aTeM C MHTepBasioM 30 MUHYT MeXay
1-M 1 3-M Yacamu nocne BBeAeHUS.

7.9 B KOHLE nepuroaa HabnioaeHNs XXMBOTHbIE OblNv BO3BPALLEHbI B 06LLYHO KOMOHWIO.
80 [O3VPOBKA
81  lMoaroToBKa MCMbITyeMOro obpastia

cnbiTyeMble 1 KOHTPO/IbHble 06pasupl 6bi npurotossieHsl B NaCl B COOTHOLLEHWUSIX,
yKa3aHHbIX B cTaHgapTe 1SO 10993-12.
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«TOKCMKOH KopnopeliwH»
McnbiTaHMe Ha Kponn4uuii nuporeH (MepeHoCcUMbIli MaTepuanamn) — ctaHgapT ISO
Homep npoekrta: 03-3171-G6

O6pasubl  6blIM  CTEPUIN30BaHbl  3aKa3YMKOM  UCCMeAoBaHUs  (3-KpaTHas CTepunmsaums
aTuneHokcnaom). CornacHo cneyugukaumMm 3akasymka WCCnefoBaHWUsA Mepes 3KCTpakuumei
KOMMa4yoK WrAbl M MNPOBOMIOYHOE KOMbUO ObiIN yAaneHbl U YTUAN3NPOBaHbI. VCNbITyeMbll
o6paseL, 6bl1 MOLBEPTrHYT 3KCTPaKLUMM B COOTHOLWEHMM 0,2 T Ha 1,0 mn xnopuaa HaTpusa s
nubekyuii (NacCl) 0,9 % no dapmakonee CLUA npu Temnepatype 50 £ 2 °C B TeueHme 72 4acos.

Hagnexalmm obpa3oM MoAroToBNEHHbIM MUcCneLyeMblii o6pasel, 6bin NomeLLeH B Konby ans
9KCTpaKkumMn, n B Konby 6bin aobaeneH xnopug Hatpus (NaCl). 3kcTpakuuoHHas cpefa
MONIHOCTBIO MOKpPbIBaa UCMbITYEMbIA 06pa3eLl.

Kaxxaas akCcTpakuMoHHasA cpefa (KOHTPO/bHbIN 06pasel)) ObLua NoAroToseHa Ans napaiiensHowm
06paboTKM 1 cpaBHeHNs. KaxkabliA KOHTPOMbHbIA 06paseL, 6bl1 NOArOTOBIEH TaKMM XXe 06pasoMm,
4TO M UCMbITYeMbIin 06paseLL.

KaBpblil 3KCTPaKT nepef, BBeAEHWEM Obln NOABEPTHYT SHEPTNUYHOMY B36aNThIBAHMIO.

8.2  VICnbITyeMbli 1 KOHTPO/bHBI 06Pa3Libl BBOAUN B MapryHANbHYHO YLLHYH BEHY KaX40r0
KpPO/MKa B [03€, PacCUMTaHHON Ha OCHOBAHUM MaCChl TeMa KaXAOro XXUBOTHOMO. SKCTPaKTbl
MCnbITyeMoro o6pastia BBoavM B fo3e 10 MA/Kr. Kaaas MHBLEKLIMS BbLUOMHSNACh B TEUEHME
10 MUHYT NOC/Ee Hauana BBEAEHNA.

9.0 KPUTEPUN OUEHKW

9.1  CHwKeHVe TeMnepaTypbl pacCMaTPMBA/IOCh KaK HY/eBOI PoCT.

9.2 ECAM HM Yy OfHOrO M3 KPO/MKOB He HabNofaeTcs WHAMBUAYaNbHOrO MNogbemMa
TemnepaTypbl Ha 0,5 °C wnK Bbllle CBOEW WCXOAHOV TeMmnepaTypbl, MCMbITyeMbli 06pasel,
COOTBETCTBYET TPE6OBAHUSM B OTHOLLIEHWM OTCYTCTBIS NMMPOrEHOB.

9.3 Ecnm y kakoro-nmbo Kposvka Temnepatypa Tena nosblwaeTtca Ha 0,5 °C vnn Bbile,
Heob6X0AMMO BbIMONHWUTL MOBTOPHOE WCMbITaHWE C WCMOJ/Ib30BaHWEM MATU APYTMX KPO/MKOB.
Ecnu He 6onee Tpex 13 BOCbMU KPOMKOB MOKa3bIBAOT MHAVBUAYANbHBIA NOALEM TeMMepaTypbl
Ha 0,5 °C uin BbilWe M ecn CyMma BOCbMWU MaKCUMaslbHbIX MOBbILIEHUIA TemnepaTtypbl He
npesbiwaeT 3,3 °C, ucnbITyeMblii 06pasel, COOTBETCTBYET Tpe6oBaHUAM I1SO B OTHOLLEHMM
OTCYTCTBUSA MMUPOreHOB.

10.0 PESYJIbTATbI

MoBbilLeHNe TemnepaTypbl 06paboTaHHbIX XMBOTHbIX coctaBuio 0,1, 0,0 m 0,0 °C. 3710
MOBLILLEHNE He MpeBbIWano MnpPeaensHOro  YCoBUA  UCMbITaHWSA,  YCTaHOBNIEHHOro  And
MakKCMMa/IbHOro  MOBbILEHUA Temnepatypbl. [10BbilLeHWE Temnepatypbl  KOHTPO/IbHOIO
XnBoTHoro coctasuso 0,0 °C.

11.0 S3AKJIKOUEHWVE
DKCTPaKT UCMbITYeMOro obpasiia B pacTBope xnopuga Hatpus ans nHvekuymii (NaCl) 0,9 % no

®apmakonee CLLIA, Ha6op MUHI-A0CTYMA, OLEHNBAIN Ha €70 NOTEHLIMAN BbI3blBaTb MUPOTreHHYHO
peakuuio Npy MPOBEAEHMM WCTbITAaHUS Ha HOBO3eMaHACKMX 6enblX Kponunkax. CornacHo
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KpuTepnsmM MNpOTOKOMA WCMbITYeMbIli 06pa3el, COOTBETCTBYeT TPeGOBaHMSM WCMbITaHWS Ha
MUPOreHHOCTb 1 MO3TOMY CUMTAETCS anpPOreHHbIM.

12.0 TMPOTOKO/IbI

121  VicxofHble HeobpaboTaHHble [aHHble XPaHATCH B apxvBe KOMMaHWM «TOKCUKOH
KopnopeiLuH».

122 Konus 1TOroBoro ot4yeta W Ntobble MOMpaBKM K HEMY XPaHATCA B apXmBe KOMMaHWM
«TOKCMKOH KopropewLLH».

123 OpurnHan UTOroBoro OoT4yeTa BMeCTe C KOMnwven nobbix norpaBoK nn OTK/IOHEHWIA OT
MPOTOKO/1a ob1N OTnpaBneHbl 3aKa3vynKy NCCneaoBaHnA.

12.4 Bce HeUCMNO/b30BaHHbIE WCMbITyeMble 06pasubl MOANEXAT YTWIN3AUMU  KOMMaHWel
«TOKCUMKOH» COrMacHo crneuutuKalumam 3aKasumka UccnefoBaHums.

125 YacTuyHoe BOCMPOM3BEfIEHNE  WTOFOBbIX  OTYETOB 6e3 MUCbMEHHOTO
paspeLLeHVs/yTBePXKAeHUS KOMMNaHWe «TOKCUKOH» 3amnpeLLeHo.

13.0 COI'JTAWWEHVE O KOH®UAEHUWNATBHOCTU

3asABMIEHNS B OTHOLLIEHWN KOH(MAEHLMAIBHOCTY BbI COrNacoBaHbl O HaYaa UCcCef0BaHus.
140 MNONUNTUKA BOTHOWEHWKN BOJTIN N CTPAOAHUNA XKNBOTHbIX
Mpu3Hakyu 6011 1 CTpagaHNin XKMBOTHBIX OTCYTCTBOBA/IN.

150 WCMONNb3OBAHWE XMNBOTHbLIX

3aKa3umK uMcCnefoBaHWs 3asBW/, YTO COrMAaCHO WMEHOLLEACS Yy Hero WHdopMauun 310
ccnefoBaHNe He SIBISNOCh U3NIMLLHUM MOBTOPEHMEM NPeabIAYLLEro UCMbITaHUS.
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TABJINUA |
OAHHbIE NCTbITAHNA HA TIMPOIMEHHOCTb
McnbiTyeMblil 06paseL; Habop MUHU-A0CTYNa

Howmep cepun/naptun: MQ04990

n XMBOTHbIE
fredguiin 30651 062 o oo
(o6paboTaHHOe)  (06paboTaHHoe) (06paboTaHHOE)  (KOHTPO/bHOE)

Macca (Kr) 2,11 2,09 2,14 2,16
[o3a (Mn) 21,1 20,9 214 216
Homep npo6bl 9 6 18 4
NcxopHas 39.2 39,6 39,2 39,4
Temneparypa (°C)
Temnepatypa uepes 393 393 38,9 39,3
1,0 yac
TemnepaTypa uepes 392 39,1 38,9 39,4
1,5 yaca
Temnepatypa uepes 391 393 39,0 39,4
2,0 vaca
Temnepatypa uepes 389 393 392 39,2
2,5 yaca
Temnepatypa uepes 389 39,5 39,0 391
3,0 yaca
[oBbILweHNE . 01 0,0 0,0 0,0
Temreparypbl

* TloBbIWeHNA TemnepaTtypbl Ha OCHOBE MaKCUMa/lbHbIX Temrepartyp, PerucTpupyemble c
NHTepBa/1IoM B 30 MUHYT Mexay 1-mu 3-M yacamu.
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Nepesena Ko3nosa Japbsa BnagnmmposHa

Poccuiickan degepaups
"opoa Mocksa
[eBATOro ceHTA6pA ABe ThiCAYM ABaALATOrO roja

A Koponb Buktopusa AnekceeBHa, HOTapuyC ropofa MOCKBbI, CBUAETENLCTBYHO
MOL/IMHHOCTb NoAnucu nepesogurka Kosnosor Japbn BnagyMypoBHsbl.

Moanwchk caenaHa B MOEM MPUCYTCTBUN.

JInyHocTb NognucasLLero AOKYMeHT YCTaHOB/EHA.

3aperncTpupoaHo B peecTpe: Ne 08/82-H/77-2020-

B3bICKaHO rocyaapCTBEHHOW NOLLANHBI (10 Kor.
YnnayeHo 3a OKasaHue ycnyr npasoBoro~e? " inyeo” A: 300 py6. 00 Ko

B.A. Koponb

MpoLLHYpPOBaHO, NPOHYMEPOBAHO ¥ CKPEM/IEHO NeYaTbio
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®IrBY «BHUNNMT» Poc3gpaBHagzopa

Kalunpckoe wwocce, 4. 24, cTp. 16,
a/a 135, Mocksa, 115522

rocy[apcTBeHHOE 3a/jaHie Ha NpoBefieHNe
3KCMepTu3bl MeauLmHckoro nagenms (11 atan)

B cooTBeTcTBMM C TpeboBaHMsMW MoOCTaHOBNeHUSA [MpaBuTenbCTBa Poccninckom
depepaumn  oT 27.12.2012 Ne 1416 "O6 yTBepXaeHMn [MpaBwn rocyaapcTBEHHON
perncTpauum MeauLMHCKUX wn3genuii Poc3gpaBHaA30p HanpaeiseT A1 NPoBefeHUs
9KCMepTM3bl KaydecTBa, I3PMEKTUBHOCTU M 6e30MacHOCTU KOMIM/IEKT [AOKYMEHTOB Ha
nsgenve «Habop AN YPECKOXHOro BHeCOCYyAMCToro MuHu-goctyna MAK-NV TM»,
npounssofctBa "‘Meput Megmkan Cuctems, VHK.' (CLLUA), B 3/eKTPOHHOM BWie, BX.
Ne31711 ot 14.05.2020 (Ha 196 n.).

Mo pesynbTaTam 3KCNepTU3bl MOHOTLI U Pe3yNbTaToB MPOBEAEHHbIX TEXHUYECKNX
MCMbITaHWI, TOKCUKOJIOTMYECKUX WCCNef0BaHUN, KAMHUYECKUX WCMbITaHU, a Takxke
UCMbITaHWI B LENAX YTBEPXAEHMSA TUMNa CPeACcTB N3MepeHUI (B OTHOLLEHUN MeANLMHCKNX
N3NNI, OTHOCALLUMXCA K CpeAcTBaM  WM3MepeHWin B cdepe  rocyaapCTBEHHOIO
PeryimpoBaHua o6ecrevyeHNs eauHCTBA W3MepPeHWI), MpefcTaBuUTb B Poc3gpaBHag3op
3aK/1Il04veHVe, NoATBepXKAatoLLee/He NMoATBepXKAatoLLee KavyecTBo U (Mn) ahpeKTUBHOCTb
" (nnn) 6e3onacHoOCTb perucTpupyemMoro MeAULIMHCKOT O n3genuns, n
npeBblLLeHVEe/HENPEBbILLEHVE PUCKA NPUYMHEHUA Bpefa >XU3HW, 340POBbHO YesioBeKa U
OKpY>KatoLLle cpefie Npy UCMoSb30BaHUN MELULMHCKOIO M3LeNns MNo HasHa4YeHUo B
YCNOBUAX, NPeAYCMOTPEHHbIX NMPOU3BOAUTESEM.

[.1FO. NaBntoKoB
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ACKNOWLEDGEMENT

State of Utah )

County of Salt Lake )

On this 21" day of July 2020. before me, Jennifer Fordham, a notary public,
personally appeared Cory Marsh, Manager, Regulatory Operations proved on the basis of
satisfactory evidence to be the person whose name is subscribed to the attached
instrument, and acknowledge he executed the same.

Witness my hand an official seal.

JENNIFER FOROHAM
Notary F4iblic - State ofUtah .
Comm, No. 695417 Public
My Commission Expireson
Jun 27,2021

Commission Expires: June 27. 2021
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C—-ro ry Marsh

Manager, Regulatory Operations

bhAL Merit Medical Systems
27 July 2020

Extract from technical documentation for
MEDICAL DEVICE

«The non-vascular access kit MAK-NV "

Manufactured by

Merit Medical Systems, Inc., the USA



Manufactured by:

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

The place of production of the medical device

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

2) Merit Maquiladora Mexico, S. DE R.L. DE C.V., Avenida Sor Juana Ines de la Cruz
19970 Interior B, Edificio 2, Parque Industrial Frontera Tijuana, Baja California, MEXICO

22630

The authorized representative o fthe manufacturer on the territory o fthe Russian Federation:

"Merit technologies™
O fthe Russian Federation, 119017, Moscow, 1-st Kazachiypereulok 7,flo'or 1, room 6

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

The tion-vascular access kit MAK-NVA"A consists of a coaxial introducer sheath (a pair of
coupled introducer sheath / dilator), a introducer needle with a stylet and a mini guidewire with a
diameter of 0,018” (0,46 mm) and / or a diagnostic guidewire with a diameter of 0,038 (0,97
mm). The non-vascular access kit MAK-NV~” is available with an introducer needle with a
trocar or Chiba stylet, a mini guidewire, and / or a diagnostic guidewire.

The composition of the medical device is presented below.

The non-vascular access kit MAK-NVA'A;

1 The non-vascular access kit MAK-NVA'A, with a guide needle with a trocar stylet, diameter: 21
G (0.8 mm), consisting of:
- Introducer needle with a trocar stylet, diameter: 21 G (0,8 mm), length: 15 cm, 20 cm;
- Introducer coaxial in composition, diameter 6F (2.0 mm) (if necessary):
- dilator, diameter 4F (1,33 mm) - 1 pc.,
- hard metal cannula - 1pc.,
- guidewire, diameter 0,018 ” (0,46 mm), length 60 cm - 1 pc.(if necessary);
- guidewire, diameter 0,038 ” (0,97 mm), length: 80 cm, 150 cm - 1 pc. (if necessary);
- Instructions for use.

2. The non-vascular access kit MAK-NV/*, with a guide needle with a Chiba stylet, diameter: 21
G (0.8 mm), consisting of:
- Introducer needle with Chiba stylet, diameter: 21 G (0.8 mm), length: 15cm, 20 cm;
- Introducer coaxial in composition, diameter 6F (2.0 mm) (if necessary):
- dilator, diameter 4F (1,33 mm) - 1 pc.,
- hard metal cannula - I pc.,
- guidewire, diameter 0,018 (0,46 mm), length 60 cm - 1pc.(if necessary);
- guidewire, diameter 0,038 (0,97 mm), length: 80 cm, 150 cm - | pc. (if necessary);
- Instructions for use.

The non-vascular access kit MAK-NVA"" used to provide percutaneous introduction of a non-
vascular Seldinger catheter into a body cavity or lumen during interventional radiology

procedures, including drainage.

The coaxial introducer is equipped with a Luer type connector with internal thread, which allows
the system to function as a single product. A conductor needle with a stylet provides support for a
pair of introducer / dilator during installation. The distal end of the introducer sheath is equipped
with a radiopaque marker, which facilitates the visualization of the tip during fluoroscopy.
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Intended use / Indications for use contraindications.

2. X

INDICATIONS FOR USE

The non-vascular access kit MAK-NV™ is intended for percutancous placement of a 0,035”
(0,89 mim) or 0,038” (0,97 mm) guidewire with the introduction of a non-vascular catheter by the
Seldinger method into a cavity or lumen of the body.

CONTRAINDICATIONS AND WARNINGS:
There are no contraindications.

Px Only: DEVICE SALE RESTRICTION

For professional use only.

Attention! Federal law (USA) authorizes the sale of this device only to a doctor of by order of 2
doctor who has been trained to use this device and / or has experience using it.

PRECAUTIONARY MEASURES
« The kit should only be used for non-vascular procedures.
« Read the manufacturer's instructions before use.
« The contents of unopened and undamaged packaging are sterilized using ethylene oxide and
pyrogen-free. :
« Do not use if packaging is open, damaged, or broken.
« Use for only on¢ patient. Reuse, handling or sterilization is prohibited. Reuse, handling or
sterilization may impair the integrity of the device and / or cause the device to malfunction and,
as a result, result in injury, iliness or death of the patient. Reuse, handling or sterilization can also
create a risk of contamination of the device and / or lead to infection of the patient or Cross-
infection, including but not limited to the transfer of infectious diseases from patient to patient.
Contamination of the device can be harmful to the patient, resulting in illness of death.
« Observe generally accepted precautions when introducing and maintaining this device. Since
there is a risk of contracting bloodborne pathogens, healthcare providers should atways follow
standard precautions when performing procedures with blood and body fluids. Sterility should
always be observed.
’ « Do not use after the expiration date.
« Store in a cool, dry place.

WARNING
Removing, pulling, or manipulating the distal tip of the conductor through the tip of the needle
can cause breakage or embolization.

The gidewire should not be advanced if resistance is felt.

ADVERSE REACTIONS

The non-vascular access Kit MAK-NV™ should be used by risk-informed individuals who are
qualified to perform these procedures. Possible complications include risks commonly associated
with percutaneous diagnostic and / or interventional procedures. Other complications may
include, but are not limited to:

sedema

« blood clot formation

» infection

« pseudo-aneurysm formation
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* hematoma _

» perforation or rupture of a vessel or internal organ
* bleeding

 embolization of the conductor or catheter

» hemothorax

« inflammation, necrosis, or scarring

* hydrothorax

* pain in the area of application

* extravasation

1 I'T ASSIFICATION:

The non-vascular access k,t MAK-NV™ is designated as class Ila products in accordance with
Annex Il of the Medical Device Directive 93/42 / EEC on medical devices.

4. Sterilization Method

residuals, no more than 10 .

sterilization of "Merit Medical Systems, Inc.".
n This product does not provide a user re-sterilization.

PPMOWLIIT SPECIFICATIONS

Outside diameter of the needle

Inner diameter of the needle 0,580 mm+0.020_nm
thin-walled

Tube wall type Dark

Needle color coding 1;“0 greig ;

Needle tube length Ucm=x0.5 cm

20.0cm +0.5cm

- - r -
Needle tip sharpening angle 170 mm + 5mm (with 150 mm (15 cm) needle tube
Effective stylet length

length)
220 mm = 5 mm (with a needle tube length of 200
mm (20 cm))
The stylet should be longer than the needle when
the two components are assembled into one
structure.  -m-mmeeee-
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Stiletto tip shape stiletto trocar
stiletto chiba type

Sharoening angle of the stylet trocar type 28¥* 2*

Stvlet anex angle trocar type 35" + 2¢

Stylet shape, trocar type pyramidal

Sharpening angle of the stylet type Chiba 32"+2™"

Tensile strength of the stylet-sleeve 140N (31.5 Ib) minimum

structure (fastening strength)

product Weight 2,45+ 0,5 ¢

Tensile strength at break structure NO lessthan 350 N (78,7 Ib)

"needle-hub” (mounting strength)

Surface When carrying out a visual check on the external

surface of the working length of the device no
foreign  substance or surface defects. On
needlepoint no protrusions growths, hooks etc.
The protruding portion of the needle tip N the assembled structure cannula does not extend
beyond the tip of the stylet, or its length does not
exceed the length of the stylet more than 2 mm.
Allowable angle deviations needle 20"+ I"

without compromising the integrity of S _
Explorer compatibility Gidewire diameter of 0.018 inches (0.46 mm)

The hardness of the needle Rockwell 52-54 HRC

The radius of the working portion of nhotmore than 0,03 mm

blunting needle

needle roughness no more than Ra 0,4 microns

Radiopacity The distal end of the Introducer needle is equipped
with a radiopaque marker, 10mm = 1Imm in length,
which facilitates the visualization of the tip during
fluoroseopy.

The main characteristics of the connector
(connector) female lock type Luer
(according to EN ISO 80369-7: 2016)

i

Length of female conical element (E): 7,500 -

10,500 mm
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52 Coaxial introducer, diameter 6F

6F £ IF (2.0oomm= 0 300mm)

- dilator. 4F diameter,

Oublge ammeto’
4F % IF (1.330mm % 0.300mm)

Tensile strength

The inner diameter of the
distal (narrowed) end of the
dilator

LuerTaper:6%

Profile angle of the outer protrusion on the load-
bearing surface providing resistance to separation
(degrees), S: 25 °-30

Smaller outer rib diameter (0J): 5,515-6,730 mm
Larger outer diameter (OH): 7.730-7.830 mm
Radius of rounding or chamfer at the outer tip of
the socket conical element: no more than 0.500 mm
Inner diameter of the open end of the female cone
at a distance of 0.75 mm from the tip of the female
cone (according to EN ISO 80369-7: 2016). 4.198-
4.298 mm

Inner diameter of the narrow end of the female cone
at a distance of 7.5 mm from the tip of the female
cone, (according to EN 1SO 80369-7: 2016): 3.793-
13.893 mm

6mm= 1mm 260 mm+ 10 mm
*["aperlea#b
6mm=+ 1mm 250 mmz= 10 mm

15N (3.375 Ib) minimum

0.041 "+0.002 "

For diameter 4F (1.04mm = 0.05mm)

Guidewire compatibility 0.038 The dilator should have a 0.038 inch (0.97 mm) guidewire

in. (0.97 mm)
Geometric shape of the distal The presence of a tapered taper, ground
_ the edges. The edge should not be sharp. No cracks
end ofthe dilator
scratches.

: 1.60g +05¢
Weight .
Radiopacity should be visible on fluoroscopy
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The main characteristics of the
connector (connector) female
lock type Luer (according to
EN 1SO 80369-7: 2016)

The main characteristics of the
connector (connector)) of the
locking (plug) type Luer-Lock
(according to EN 1SO 80369-7:
2016)
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Length of female conical element (E): 7,500 -10,500 mm

Luer Taper: 6%

Profile angle of the outer protrusion on the load-bearing surface
providing resistance to separation (degrees), S: 25 ° -30

Smaller outer rib diameter (0J): 5,515-6,730 mm

Larger outer diameter (OH): 7,730-7.830 mm

Radius of rounding or chamfer at the outer tip of the socket
conical element: no more than 0.500 mm

Inner diameter of the open end of the female cone at a distance
of 0.75 mm from the tip of the female cone (according to EN
ISO 80369-7: 2016): 4.198-4.298 mm

Inner diameter of the narrow end of the female cone at a
distance of 7.5 mm from the tip of the female cone, (according
to EN 1SO 80369-7: 2016): 3.793-3.893 mm

Y 771IM

[ TTT1T4ZZZZz
1 331 a0

Diameter of the smallest cylinder covering the outer surfaces of
the outer elements of the coupling (Ow): 8,800-11,500 mm
Maximum internal thread diameter (root diameter) (Oh): 8,000
+0.100 mm



Minimum internal thread diameter (thread crest diameter) (0j):
7,000 = 0.200 mm

Luer Lock Taper: 6%

Luer-Lock thread pitch (p): 2,500 mm

Part of connector tip extending beyond the threaded sleeve (c);
2,100-2,573 mm

Inner diameter of the tip of the conical plug (0f): 2,100-2,900
mm

Length of plug cone (e): 7,500-10,500 mm

Diameter of the narrow base of the outer cone of the plug cone:
3.970-4.072 mm

Diameter of the wide base of the outer cone of the plug-in cone:
4,376-4,476 mm

Radius of rounding or chamfer at the outer tip of the conical
plug element: max. 0.500 mm

- rigid metal cannula,
Characteristic

The outer diameter of the cannula
0.810 mm +0.0127 mm / mm -0.0254

0.560 mm,+ 0.0127 mm / mm -0.0254
238
At least 10 h (2.25 Ib)

The inner diameter of the cannula

The length of the exposed portion (1
mm +/ -2 mm)
The strength of attachment (lbs)

Fracture strength

Rockwell hardness

roughness Ra

The allowable deviation angle,
without compromising the integrity of
Surface

At least 10 h (2.25 Ib)
53-55 HRC
<0,4m

There should be no technological and surface defects on

the outer surface.

Weight 1.209+0.5¢
I
The main characteristics of the
connector (connector) female lock
type Luer (according to EN ISO 7
80369-7: 2016)
Fm———— - & 8
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Length of female conical element (E): 7,500 -10,500 mm

Luer Taper: 6%

Profile angle of the outer protrusion on the load-bearing



The main characteristics of the
connector (connector)) of the locking
(plug) type Luer-Lock

(according to EN 1SO 80369-7: 2016)
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surface providing resistance to separation (degrees), E; 25
°-30

Smaller outer rib diameter (0J): 5,515-6,730 mm

Larger outer diameter (OH): 7.730-7.830 mm

Radius of rounding or chamfer at the outer tip of the
socket conical element: no more than 0.500 mm

Inner diameter of the open end of the female cone at a
distance of 0.75 mm from the tip of the female cone
(according to EN ISO 80369-7: 2016): 4.198-4.298 mm
Inner diameter of the narrow end of the female cone at a
distance of 7.5 mm from the tip of the female cone,
(according to EN 1SO 80369-7: 2016): 3.793-3.893 mm

Diameter of the smallest cylinder covering the outer
surfaces of the outer elements of the coupling (Ow):
8,800-11,500 mm

Maximum internal thread diameter (root diameter) (Oh):
8,000 +£0.100 mm

Minimum internal thread diameter (thread crest diameter)
(0j): 7,000 £ 0.200 mm

Luer Lock Taper: 6%

Luer-Lock thread pitch (p): 2,500 mm

Part of connector tip extending beyond the threaded
sleeve (c): 2,100-2,573 mm

Inner diameter of the tip of the conical plug (0f): 2,100-
2,900 mm

Length of plug cone (e): 7,500-10,500 mm

Diameter of the narrow base of the outer cone of the plug
cone: 3.970 - 4.072 mm

Diameter of the wide base of the outer cone of the plug-in
cone: 4,376-4,476 mm

Radius of rounding or chamfer at the outer tip of the
Iconical plug element: max. 0.500 mm




5.3 guidewire diameter of 0.018 (0.46 mm 60 cm long

The diameter of the guidewire

The length of the guidewire

The diameter of the guard guidewire

The radius of the distal tip
Lubricity rod coating

Durability distal tip
Durability proximal tip

The allowable deyiation angle, without

compromising the integrity of

The weight of the guidewire in a

protectiye casing

The diameter of the guidewire

The length of the guidewire

The diameter of the guard guidewire

The radius of the distal tip
Lubricity rod coating

Durability distal tip
Durability proximal tip

The allowable deyiation angle, without

compromising the integrity of

The weight of the guidewire in

protectiye casing, length 80 cm

The weight of the guidewire in
protectiye casing, length 150 cm

5.5Requirements for the

characteristics).
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packaging

a

a

0.018 " (+0005"/ -0.0010") (0.460 mm +0.0127
mm / mm -0.0254)

600 mm £ 25 mm

4mm+ 1mm

3mmz* 1mm

Coefficient of friction should be not more than
0.386

Not less than 22.25 N (5.0 Ibs)

Not less than 12.23 N (2.75 Ibs)

ooV N

3.20+0.5 ¢

0.038" (+0005"/ -0.0010") (0.970 mm, +0.0127
mm / mm -0.0254)

1500 mm= 125 mm

800 mm £ 55 mm

7mm= 1mm

3mmz* 1 mm

Coefficient of friction should be not more than
0.386

Not less than 22.25 N (5.0 lbs)

Not less than 12.23 N (2.75 lbs)

P+ IV

130+0.5 g

16,5+0,5 ¢

of the terminal sterilized product (main



Packing width 245 £ 5 mm

Adhesive width 10+2 mm
Tensile strength ofthe adhesive layer >2N
Packing material density - 0.9220.05 e/ cm3
> 0.7 kN / cm2
>0.9kN/cm2 e
Bursting strength > 650 kPa

Certification of packaging for products of "Merit Medical” conducted in accordance with the
requirements of the following standards.

ISO 11607 "Packaging of medical devices to be terminally sterilized

ASTM 4169 "Test performance packa?I 5; qualities”

mnHitinninP for
ISO 2233 "Packaging - Complete, fi

transport packages and unit loads - Conditioning tor
testing"

6. MATERIALS OF CONSTRUCTION

rnmufnn”™* materials _ "
Introducer needle with a trocar sty'et. diameter; 21 G
polycarbonate CALIBRE™ Megarad™ 2081 manufacturer
Luer-type connector
Trinseo LLC. USA -
Needle Stainless steel A _
AISI 304 (composition: C -0.08%, Mn - 2.0%, Si - 1.0/o, Cr
- 180/ 20.0%, Ni - 8.0/ 10.5%, Fe - 70.92-66.42%)
0 manufacturer of Ulbrich Stainless Steels & Special Metals,
Inc, USA e s
Stvlet t / stvlet tvpe Chib Stainless steel alloys oA
yletirocar 7stylet type Liba A1s1'304 (composition: C -0.08%, Mn - 2.0/o, Si - 1.0/o, Cr
- 18.0/20.0%, Ni - 8.0/ 10.5%, Fe - 70.92-66.42%) /
AISI 316 (Composition: C - 0.08%, Mn - 2.0%, Si - 1.0%,
Cr - 16.0 / 18.0%, Ni - 10.0 / 14.0%, Mo - 2.0-3.0%, Fe -
68.92-61.92%)
manufacturer of Ulbrich Stainless Steels & Special Metals
Inc. USA
Sleeve polycarbonate CALIBRE™ Megarad™ 2081 manufacturer

Trinseo LLCM USA e
Dye - pelletsCC 10130299 TRANS GREEN HALF PC
PolyOne
Color: Green, classification code Pantone 354U
manufacturer POLYONE CORPORATION, USA—----------
n~in\bl introducer
—vapster—UMvzfartrGrrate— blend‘ Aenoy nn~uunnr,
Luer connector '3
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manufacturer of SABIC Innovative Plastics BV~
Pigment - titanium oxide solid fraction Xenoy EXN

(,Sc)?gr(:%?ight white, code classification Pantone Tﬁ&[ﬁ
Fﬁea)r(lufacturer of SABIC Innovative Plastics BV

Green ink INK-PG Pad Printing TYPE UV 2002 IWT
Trapg Tech, manufacturer of Trans Tech America, US”

é
The thermoplastic ABS resin (ABS) Lustran® 248 I\/i?e(
nut manufacturer Dow Plastic, US*

TMmanufacturer PolyOne technologies, US
Color: Green, Pantone 354U Classification code (for
dia}mettr?rF’SF) | Alathon H5618 fact
olyethylene ° copolymer athon . manufacturer
dilator tube polyethy poly

Ap\gmTn™Mhanium oxide solid fraction A32329C PolyOne
T manufacturer PolyOne technologies, US

Color: bright white, code classification Pantone 11-0601

b%ﬁum sulfate - 12%, the manufacturer of Sachtleben
Chemie GmbH
- Stainless steel alloys
The rigid cannula AISI 304 (composition: C -0.08%, Mn - 2.0/0, Si- - g
- 18.0/20.0%, Ni - 8.0/ 10.5%, Fe - 70.92-66.42/0) /
AISI 316 (Composition: C - 0.08%, Mn - 2.0/o, Si - .
Cr - 16.0/ 18.0%, Ni - 10.0 / 14.0%, Mo - 2.0-3.0/0, Fe

g

manufacturer of Ulbrich Stainless Steels & Special Metals,
Inc, USA
1] H ” N
gttiflewire diameter diameter 0.0 8 10.46 mml diameter and 0.038” ftt"|
Stainless steel alloys
AISI 304 (composition: C-0.08%, Mn - 2.0/o, Si - 1.0 q
- 18.0/20.0%, Ni - 8.0/ 10.5%, Fe - 70.92-66.42%) /
AISI 316 (Composition: C - 0.08%, Mn - Si- .
Cr - 16.0 / 18.0%, Ni - 100/ 14.0%, Mo - 2.0-3.0/0, Fe -

manuto” Stainless Steels & Special Metals,

PoiycaYbon  CALIBRE  Megarad tm2081manufacturer
Trinseo LLC, USA
Polypropylene  Bormed  HD810MO,  manufacturer
ROREALISA G
guidewire diameter diameter 0.0 8 ”(0.46 mm)

Nitinol- platinum Inconel X-750 manufacturerDow
Corning Corporation
Polycarbonate CALIBRE

Trinseo LLC, USA
PnlvproDvlene Bormed

Megarad tm. . » Imanufacturer

HP8 1l a manufac”h
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Component Description of materials
BOREALIS AG

+ The manufacture of this medical product is used a chemical element barium sulfate. Barium sulfate serves as a
component in the manufacture of these products, in this case it is not a dosage form or substance. Barium sulfate -
one ofthe main X-ray contrast materials, which are added to the polymeric medical devices. Barium sulfate has no
pharmacologic and metabolic effects on the body. Chemical formula - BaS04. Barium sulphate due to the low-
solubility is not toxic to the bod substance and may therefore its use as a radiopaque agent. In applying these
products to the destination BaS04 entering the human body is excluded. Barium sulfate is used as apartofna Ml
for visualization during surgery.

Kits are packaged and labeled as sterile single use products, sterility protection system defined in
accordance with standard 1SO 11607 for preventing penetration of microorganisms and provide
an aseptic product presentation in the place of use. As part of the production process is carried out
verification of the integrity of the packaging.

packaging component Material

Package High-density polyethylene (NDPE) DuPontTM Tyvek® 1073B,
manufacturer «<DuPont», USA

Cardboard box Corrugated

shipping container Corrugated

7. Compliance with Relevant Regulations and Technical Standards

The product is in compliance with the Council Directive 93/42/EEC, Medical Device Directive of
the European Union. The applicable CE certificate is CE 541900.

The product is legally marketed according to the requirements of the United States Food and
Drug Administration in compliance with the premarket notification 510(k) process. The 510(k)
clearance letter is K141408.

The qualification activities that were performed for the product were based on standards that were
in effect at the time of the testing. Standards applied include:

Standard header
Common standards
EU Regulation EU regulations on medical devices (Regulation of the European Parliament

2017/745 and of the Council on medical products 2017/745 on April 5, 2017)
ISO 14971 Medical devices. Application of risk management to medical devices.
Council 93/42 | EEC Council directive on medical device European Union
Directive 93/42
/IEEC
USP USP
Medical devices - Quality management systems - Requirements for
ISO 13485 regulatory purposes
ISO 10993-1 Biological evaluation of medical devices - Part 1. Evaluation and research
as part of the risk management process.
11ISO 11135 Sterilization of health care products. Ethylene oxide. Requirements for the
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ISO 11607-1

ISO 11607-2

ASTM D4169

ASTMF1980

BSEN 1041
ISO 15223-1

BS EN 15986

ENS556

development, validation and routine control of a sterilization process of
medical devices.

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

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

Standard methods of testing the efficiency of transport of containers and
systems.

Standard Guide for accelerated aging protect the sterility of medical devices
systems.

Information supplied by the manufacturer of medical devices.

Medical devices. Symbols used on labels for labeling of medical devices
and in the information provided - Part 1: General requirements.

Symbols used in the labeling of medical devices. Labeling Requirements
medical devices containing phthalates.

Sterilization of medical devices. Requirements for medical devices subject
to final sterilization category "sterile."

Specific standan s relevant to the product

EN 1617
ISO 594-1

ISO 594-2

Sterile drainage catheters and accessories for single use-them.

Details of the connection with a taper of 6% (Luer) taper for syringes,
needles and other medical equipment. Part 1: General requirements

Details of connecting with the taper 6% (Luer) taper for syringes, needles
and certain other medical equipment - Part 2: latching connection.

EN ISO 80369- Small bore connectors for liquids and gases in medical applications

7:2017

8. Risk Analysis System

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

9. Biocompatible

The product is certified as meeting the requirements of ISO 10993-1 and the leadership of the
US Office of Quality Control of Food and Drug Administration "Required training for
biocompatibility and toxicological profiles for the evaluation of medical devices" (US
Department of quality control of food and medicines. Memorandum Blue G95-1 book).

PRODUCT CLASSIFICATION
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PRODUCT CLASSIFICATION

The non-vascular access kit MAK-  An article externally attachable and contacting with the
NV™ tissue for a limited time period (< 24 hours)

A brief report on the results of tests on biocompatibility

Tests Performed to Evaluate the Biological Safety of the MAK-NV per
Patient Contacting Component Listed in the Materials Table. Acceptance criteria were met on
all tests.
Test Method Results Test Report
Polyethylene Resin (PN 000178001), Marker Tip Resin (PN 000251001)* - All samples were prepared
in accordance with 1ISO 10993-12. Sterilization information is unavailable.

Cytotoxicity/ ISO 10993- Non-Cytotoxic Toxikon GLP Report
5/ 07-4673-G3

| L929 MEM Elution
Sensitization/ ISO 10993- Non-Sensitizer Toxikon GLP Report
10/ 07-4673-G2
Kligman Maximization Test
Intracutaneous Reactivity/ ISO 10993- Negligible Irritant Toxikon GLP Report
10/ 07-4673-G5
Intracutaneous Injection Test
Systemic Toxicity (Acute)/ ISO 10993- Negative Toxikon GLP Report
11/ 07-4673-G4
Acute Systemic Injection
Systemic Toxicity/ ISO 10993- Non-Pyrogenic Toxikon GLP Report
11/ 07-4673-G7

Material Mediated Rabbit Pyrogenicity

Tests Performed to Evaluate the Biological Safety of the MAK-NV per Patient Contacting

Component Listed in the Materials Table. Acceptance criteria
were met on all tests.

Test Method Results Test Report
Implantation/ ISO 10993- Negative Toxikon GLP Report
6/ 07-4673-G8
2 Week Implant Study
Implantation/ ISO 10993- Negative Toxikon GLP Report
6/ 07-4673-G9
4 Week Implant Study
Subchronic Toxicity/ 1SO10993- Negative Toxikon GLP Report
11/ 07-4673-GlI
14 Day Toxicity Study
Genotoxicity/ 1ISO 10993- Non-Genotoxic Toxikon GLP Report
3/ 07-4673-G6
Salmonella Typhimurium and Escherichia
Coli Reverse
Mutation Assay )
Hemocompatibility/ ISO 10993- Non-Hemolytic Toxikon GLP Report
4/ 07-4673-014
Indirect Contact Hemolysis )
Hemocompatibility/ 1ISO 10993- Non-Hemolytic Toxikon GLP Report
4/ 07-4673-GI5

Direct Contact Hemolysis
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Hemocompatibility/ISO 10993- Meets Acceptance Criteria  Toxikon GLP Report

4/ 07-4673-G12

In Vitro Hemocompatibility )
Hemocompatibility/ 1SO 10993- Meets Acceptance Criteria Toxikon GLP Report
4/ 07-4673-G13
Complement Activation )
Hemocompatibility/ 15010993- Meets Acceptance Criteria  Toxikon GLP Report
4/ 07-4673-G16
Prothrombin Time )
Hemocompatibility/ 1S 010993- Meets Acceptance Criteria  Toxikon GLP Report
4/ 07-4673-G17

Unactivated Partial
Thromboplastin Time

Hemocompatibility/ 1ISO10993- Meets Acceptance Criteria  Toxikon GLP Report
4/ 07-4673-GllI
Lee-White Clotting Time )

Chemical Characterization/ Pass Toxikon GLP Report
USP Physicochemical Tests for Plastics 07-4673-G18

Tests Performed to Evaluate the Biological Safety of the MAK-NV per Patient Contacting

Component Listed in the Materials Table. Acceptance criteria
were met on all t e S t S

Test Method ' Results Test Report

White Color Additive (PN 000020), Polyethylene Tubing (PN 702185002), Polyethylene lubing

(PN 702183002) - All samples were prepared in accordance with
ISO 10993-12. Sterilization information is unavailable.

Cytotoxicity/1ISO 10993- Non-Cytotoxic Toxikon GLP Report
5/ 03-3171-GlI
L929 MEM Elution .

Sensitization/ 1SO 10993- Non-Sensitizer Toxikon GLP Report
10/ 03-3171-G2
Klieman Maximization Test )

Intracutaneous Reactivity/ 1ISO 10993- Negligible Irritant Toxikon GLP Report
10/ 03-3171-G3
Intracutaneous Injection Test ) )

Systemic Toxicity (Acute)/ ISO 10993- Negative Toxikon GLP Report
11/ 03-3171-G4
Acute Svstemic Injection ) )

Systemic Toxicity/ 1SO 10993- Non-Pyrogenic Toxikon GLP Report
11/ 03-3171-G6

Material Mediated Rabbit Pyrogenicity

Genotoxicity/ 1SO 10993- Non-Genotoxic Nelson Laboratories
3/ Report 239315
Salmonella Typhimurium and

Escherichia Coli Reverse Mutation

Assav .
Hemocompatibility/ ISO 10993- Non-Hemolytic Toxikon GLP Report
4/ 03-3171-G5

Direct Contact Hemolysis

Stainless Steel (PN 790030003) - All samples were prepared in accordance with 1ISO 1U99; - 1Z and
were sterilized bv ethylene oxide.

Cytotoxicity/ 1ISO 10993- Non-Cytotoxic Nelson Laboratories
5/ Report
L929 MEM Elution 490191
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- iiti Toxikon GLP Report
Sensitization/ 1SO 10993- Non-Sensitizer

10-2857-GlI
10/
izilaman X/favimization Test .
Intracut Reactivity/ 1SO 10993 Negligible Irritant Toxikon GLP Report
ntracutaneous Reactivity - 10-2857-G2
10/

Iniection Test

Tests Performed to Evaluate the Biological Safety of the MAK-NV per Patient Contacting
Component Listed in the Materials Table. Acceptance criteria

Results Test Report
. Tes.t Method Negative Toxikon GLP Report
Systemic Toxicity (Acute)/ 1ISO 1099;j - 10-2857-G3
11
- i Toxikon GLP Report
Systemic Toxicity/ ISO 10993- Non-Pyrogenic 03-3171-G6
11/

Material Mediated Rabbit Pyrogemcity

o Non-Hemolytic Toxikon GLP Report
Hemocompatibility/ ISO 10993- 10-2857-G5
4/
itari Toxikon GLP Report
Hemocompatibility/ 1ISO 1099j - Meets Acceptance Criteria 10-2857-G6
4/
In Vitro Hemocompatibilit ;
H t'b'l'tp/ 1SO 1)(/)993 Meets Acceptance Criteria Toxikon GLP Report
emocompatibility - 10-2857-G9
4/
- Meets Acceptance Criteria Toxikon GLP Report
Hemocompatibility/ ISO10993- 10-2857-G7
4/
I Meets Acceptance Criteria Toxikon GLP Report
Hemocompatibility/ ISO 10993- 10-2857-G8
4/

Unactivated Partial

Polyethylene Resin (PN 000186001) - All samples were preparea m accordance with 1SO
10993-12 Sterilization information is unavailable.

L Non-CvtotoXi Toxikon GLP Report
Cytotoxicity/ 1SO 10993- on-~ylotoxic 06-4959-Gl
5/ )
L929 MEM Elution Non-Sensitizer Toxikon GLP Report
Sensitization/ ISO 10993- 06-4959-G2
10/

L Negligible Irritant Toxikon GLP Report
Intracutaneous Reactivity/ ISO 10993- 06-4959-G4
10/

; Toxikon GLP Report

Systemic Toxicity (Acute)/ ISO 1099j - Negative 06-4959-G3
11/

Tests Performed to Evaluate the Biological Safety ofthe MAK-NV per Patlent Contacting
Component Listed in the Materials Table. Acceptance criteria

Test Report
Test Method Results _ p
- Non-Hemolytic Toxikon GLP Report
Hemocompatibility/ ISO 10993- 06.4959.G5
4/

. inHirPPt rnntact Hemolvsis

19
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Chemical Characterization/ USP Pass Nelson Laboratories
Physicochemical Tests for Plastics Report

351460
*PN 000251001 was determined to be equivalent to PN 000232001 used in Merit’s Prelude Sheath
Introducers. The testing presented for this resin was conducted on the Prelude marker tip tubes. In
November of 2011 a material change was made to the polypropylene material used m this resin.
Subsequently the part number for the resin was changed to000251002.
Full biocompatibility testing was performed on this new polypropylene resin with no
adverse responses identified. As the polypropylene material was only a subcomponent of the resin, the
testing information presented for 000251001 applies to 000251002.

Performance and functionality of the product have been tested and certified in the process of
designing and developing products in accordance with the approved protocols and reports e
product meets the requirements specified in the design process. Requirements and accepUnce
criteria performance test articles were based on standard EN 1617 "Sterile catheters and drainage
aids for single use", the respective items of auxiliary products for drainage catheters. Complete
tests confirm that the products are suitable for their intended use. Below is a brief overview ot
the tests for the verification / validation of the design of medical products.

V erification / validation ofthe design

TINK TITLE
The non-vascular access kit A —_—— -
Preliminary and final examination tilting operation ot the
08-0121 and installation certification for the introducer 6 F MAK-NV
Verification report of the casting process of the plug hub tor MAix-
70091-2008-003 NV dilator™”. Introducer cannula and rigid, using the equipment
for injection molding VVan Dorn
08-0123 nnerafinp certification protocol MAK-NV introducer  after tilting

AE protocol for the study of accelerated aging introducers

70091-2008-015 assemblv sets for non-vascular mini-access (MAK-NV )

07-0227 Certification nut dilator IAC art. No 101251
Compliance HOPE molded luer cannulas Alathon H5618 standard
07-0262 1SO 594-2

Compliance HOPE company "Dow" molded luer cannulas 1U452N
Standard 1SO 594-2
Check the insertion molding process for dilator hub MAK-NV
using eauipment for injection molding Van Dorn -
09-0096 AE tilting introducer 6 F MAK-NV/*

Validation ofthe new tube of tungsten carbide tor tinishing tilling

07-0263

70091-2008-002

09-0109 introducer 6 F MAK-NVA™”

Certification operation (AE) tilting marker introducer bt maix-
09-0225 NVTM

Certification operation (AE) in the transfer process, tilting the
10-0197 marker introducer 6 F MAK-NV”" Structures of 87 South Jordan,

in West Jordan

Conclusion: Based on the data evaluated in the certification protocols, products MAK-NV™
meet performance specifications.
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10. stability and durability

Merit determines shelf life based on aceelerated aging studies performed according to" the

o =2D
Arrhenius model for both the packaging and the product. The Arrhenius model [ *» ]
quantifies the doubling of reaction rate for every 10“C increase in temperature; providing he
number ofweeks of aging needed for a material under specified conditions. It is widely accepted
as a standard in industry.

The Arrhenius model relates the variables of time and temperature to the deterioration of
materials and therefore is useful in calculating accelerated thermal aging parameters It is
preferred for this purpose over the n-degree rule in that it has a firmer

has been verified for many materials, (reference: Electric Power Research Institute EPRI
1558; Project 890-01; Final Report September 1980. “A Review of Equipment Aging Theory
and Technology™)

Aging studies are followed by real-time aging of product. Merit’s internal procedure, STP0002,
is derived from the above standard and is utilized in the aging studies of the majority of Merit s

products.

Products mini access MAK-NV™ is labeled for a three (3) year shelf life.

11. DETAILS OF CLINICAL STUDIES
This device requires periodic clinical evaluation.

Products mini access MAK-NV™ wused in practice since 2006, with a minimuin of adverse
effects in patients referred to in the Report on clinical evaluation. Assessment of the risks an
complications associated with the use of these products was carried out by experienced doctors
accordance with the ISO 14155 series of standards.

These complaints and claims in the operation and clinical evaluation of this product indicates that
the value ofthe product when used in a clinical setting outweighs the risk of harm to the patient if
used for its intended purpose, that the performance requirements have been met, that the products
show the declared characteristics and are one of the most modern devices.

12 Manufacturing Process

The block diagram showing the production process is shown in Appendix A.

NV™ produced in a suitably controlled environment as described in the following standard
operating procedures: . ) _ .

e GPS 999.031 to environmental action requirements in the clean room environmen

e GPS 999.044 controlled environmental conditions

e Procedure GAP 999-950 environmental monitoring

Validation of processes and equipment used for the production

accordance with established protocols, and the results are documented and

maintained on validated / certified processes, equipment and personnel; they include the use
operating instructions, data and test date of the process, the identifieation of persons who operate
FTolo! operation, and, if necessary, the equipment used. The block diagram shown in
Appendix A, provides a visual representation of the production process.
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Quality control

The criteria for the release of the finished product

Quality control is conducted at regular intervals during the manufacturing process in accordance
with the parameters defined in "Merit" procedures and specifications in the technological device
map. (See Appendix A. A block diagram (s) of the production process).

Requirements for the verification of systems MAK-NVTM include the following:

Visual inspection includes:

Pollutants and foreign material.

Missing, incorrectly assembled, incorrect or damaged components.

Casting defects, deformed parts, lack of shading, sinks, discoloration, burrs.

Inadequate seams on the package (ie. E. Cavity and excessive wrinkling, etc.).

The bends the tube, the cut (s), dent (s), protuberance (s) on the tube fading.

Damage to the tip, incomplete assembly, an air pocket, sink, hot spots, dirt, line leakage, etc.
bulge. (Including marker tip).

Cracked, broken, deformed, or otherwise damaged components or parts.

Check the nut to make sure it fits snugly and is free to rotate.

Check the information printed on the hub in order to avoid the lack of, irregularity, promiscuity
or non-printed information.

Check sizes include:

Check the critical dimensions of the molded components.

Tight seal components.

The length of the metal cannula.

The length of the stylet.

Measure the length of protrusion of the needle of the stylet. Do not use the product if this length
is outside the specification according to the terms of reference to the drawings.

The distance from the edge tip marker bands to the catheter tip is within the specification
Functional test includes:

The tensile strength with a compound of the stylet sleeve and the tube with the sleeve.

packet burst test.

Leak Testing.

Components / assemblies, which do not meet the requirements specified in the procedures for the
revision removed or destroyed.

Upon completion of the production of finished products sent for packaging and sterilization. The
sterilized product was placed in a quarantine area afier sterilization until until verified records
sterilization. The product is released for distribution, signed by specialists to ensure quality.

In accordance with the production process and Certificate No. FM 534441 on the conformity of
the quality management system of the company "Merit Medical Systems, Inc.”, USA (Merit
Medical Systems, Inc.), in the field of design, development, production of medical devices to the
applied 1SO 13485: 2016 standard "Medical Devices - Quality Management Systems -
Requirements for Regulatory Purposes”, some of the items included in the package are
manufactured and packaged at the production site - Merit Magquiladora Mexico, S. DE RL DE
CV, Avenida Sor Juana Ines de la Cruz 19970 Interior B, Edificio 2, Parque Industrial Frontera
Tijuana, Baja Califomia, MEXICO 22630. Manufacturing of other products and final assembly
and packaging of finished products is carried out at the production site: Merit Medical Systems,
Inc., 1600 West Merit Parkway South Jordan, Utah 84095 USA. The country of origin is
indicated on the label.

13. DESCRIPTION OF PACKAGING

For products "Merit Medical Systems, Inc.” Permissible standard warehousing, if the package is
not given special storage conditions, in accordance with the risk management reports. The
product is packaged and labeled as a sterile disposable article. Sterile barrier systems specified in
& 000 WP 57 INFO@GIRMIRU @ winicostoramzor vy esigned to prevent the ingress of microorganisms and provide an
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aseptic preservation of products to end use. Checking the integrity of the packaging is carried out
within the production process.

The non-vascular access kit MAK-NV™ placed in a package of the Tyvek® material the
printing process using a validated thermal welding, intended to cover and protect the produet
during sterilization time of loading, transportation, handling and storage. On the package Iabel
applied to the total, which shows the kit.

eedle with stylet wires and coaxial introducer packed in individual packing as a package ot
Tyvek® material sealable by means of a validated thermal welding process.

The non-vascular access kit MAK-NVA'A:

1. The non-vascular access kit MAK-NV ™ with a guide needle with a trocar stylet, diameter; 21
G (0.8 mm), consisting of: -n
- Introducer needle with a trocar stylet, diameter: 21 G (0,8 mm) Iength 15 cm, 20 cm,
- Introducer coaxial in composition, diameter 6F (2.0 mm) (if necessary):
- dilator, diameter 4F (1,33 mm) - 1pc.,
- hard metal cannula - 1pc.,
- guidewire, diameter 0,018 ” (0,46 mm), length 60 cm - 1 pc.(if necessary);
- guidewire, diameter 0,038 ” (0,97 mm), length: 80 cm, 150 cm - 1pc. (if necessary);
- Instructions for use.

2. The non-vascular access kit MAK-NV™  with a guide needle with a Chiba stylet, diameter: 21
G (0.8 mm), consisting of:
- Introducer needle with Chiba stylet, diameter: 21 G (0.8 mm), length: 15cm, 20 cm,
- Introducer coaxial in composition, diameter 6F (2.0 mm) (if necessary):
- dilator, diameter 4F (1,33 mm) - 1pc.,
- hard metal cannula - 1 pc.,
- guidewire, diameter 0,018 (0,46 mm), length 60 cm - 1 pc.(if necessary);
- guidewire, diameter 0,038 (0,97 mm), length: 80 cm, 150 cm - 1pc. (if necessary);
- Instructions for use.

Instructions for use can be embedded in packaging group sets. Sets for percutaneous
extravascular mini-access collective package is placed in a shipping box.

Certification of product packaging MAK-NV™ of "Merit" It was conducted in accordance with
the requirements ofthe following standards: d
ISO 11607-1; packaging of medical devices to be sterilized at the final stage of productlon - Part
1: Requirements for materials, sterile protection systems and packaging systems.

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

ASTM D4169: Standard method of testing the efficiency of transport of containers and systems.
ISO 2233 "Packaging - Complete, filled transport packages and unit loads - Conditioning tor
testing".

14. INFORMATION ON LABELING OF PRODUCTS
Label Formats products have been developed and approved for the individual articles, sterile

packaging and the transport packaging. The approved labeling regulations is in the process ot the
product.
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The company "Merit Medical Systems, Inc."Uses the following standards for the maintenance
and formation of marking symbols in accordance with the current requirements of the Medical
Devices Directive:

Description of the marking symbol is represented in the table.

10.

11

12.

13.

14.

15.

EN 1041: Information supplied by the manufacturer.

ISO 15223-1: medical products. Symbols used on labels for labeling of medical devices and
in the information provided - Part 1. General requirements.

ISO 15223-2: medical products. The symbols used on medical devices, labeling and the
information provided - Part 2: Design, selection and validation of characters.

FDA guidance on the labeling of medical devices for patients; final guidance for industry and
FDA reviews (19 April 2001)

Symbo Decoding the symbol
fe rep Authorized Representative in the European Community
Manufacturer
RXONLYI It sold only to doctors and hospitals
A ban on re-use. Do not re-sterilize
REF Number REF.
use up
LOT lot number
ISTERILEIEO Sterilized using ethylene oxide

Attention! Refer to the instructions for use

pyrogen-free

Compatibility with the conductor

M ioXnm)
@ Do not use if packaging is damaged
Protect from moisture
T
This side up
W

f Fragile, handle with care

date of manufacture

IWTI
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17. Conformity mark

18. Thin-walled needle tube lettering

19. The inscription "non-toxic"

Examples of marking are shown below:

A/JE M T

1 Unit
2 Use By; 2021-11-30

ifERILEliol @ 4tONLY
WidinMedoo

Mini Access M (Non-vaecmar)
fw | MAK-NV-017 11499923

Mini Access K (Non-Vascutar)
@ 3 MAK-NV-017 m g 11499923

thenii
teipiidM twwiw ?*

m MeritMedwtl Syrteme. tec., 1800w ert Merit Parkwmy. Sootn Jordan,
m | Utah84006U.8A 1-80t-»»-ie00
yAACertomerSewtee 1-800-368-3M48 ~ _ ...
-,--,3H=tift«MedM :rt»*MrttM .Peft(«<>teBurtiw»P«'*w*Aee'way
tiSJI® *-Jnili(kl6icoert*ft*teiBere«rtee*314S36eeak r

U enterlFUe iW H Perprtoi Tre=B/1U-8A et R» Otetomer SoM m

TXTT D100611 402303002/

Fig. 3 The non-vascular access kit MAK-NV™ needle with stylet wire, Chiba, diameter; 21 G (0,8
mm) length of 15 cm
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wT-LUAL AL
tos T/ TUR sy CRbptel

o M (B0 >bx("

T

IHFOOWGy) e CTP/IY»T

MAK-NV-W
. L VIMIONA .
Qi lipillljil 1 Unit
|LPT 11146184 LLF By 2021-09-»
rsTeriLE leo ISint’» Ve I)(G\"—Y

A SEREw  RE VMO
MiniACCfSSKithOiV\i%ﬁIarl

T w A

Mini Access Kit (NoA-VesOMIaO
[«gIMAK-NV-O0OO 1711451854

[T

ei iISMni wasT Lrnanf a» amesni

Fig. 4 The non-vascular access kit MAK-NV' needle wires with stylet, trocar, diameter: 21
G (0,8 mm) length of 15 cm
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Ha3BaHue:

PerncrtpaynoHHoe

yLOCTOBEPEHMUE;
BapuaHT
NCNONTHEHUSA:

OTBETCTBEHHbI
YMOMIHOMOYEHbI A
npeacTaBuTeNb B
P®;

Habop [19 UYPEecKoXXHOro BHECOCYAWCTOro MWHU-
poctyna MAK-NV\

Ng XXX XXXXX/IXXXX 0T XX.XX. XXXX

Habop AN 4peCKOXHOro BHECOCYANCTOr0 MUHK-AOCTYNa
MAK-NV™ ¢ urnoii npoBOAHUKOBOW CO CTUNETOM
Tpoakapom, gnametp; 21 G (0,8 mm);

000 «Meput TekHoNnogXuc», Poccua

119017. r. MockBa. 1-in Kasauuii nepeynok,

4. 7,3T. 1, Kom. 6 +7 (495) 221-89-02

Ycnosus TpaHcnopTuposkn ot -35°C go +55°C
Ycnosua xpaHeHus ot +5°C go +27°C

TOHKOCTEHHas Tpy6Ka UMbl

XX XX XXXX HETOKCUYHO
(WT

Fig. 5 An example of the layout marking on a medical device, The non-vascular access kit MAK
needle wire with stylet, trocar, Diameter; 21 G (0,8 mm) with a length of 15 cm to refer to the

territory of the Russian Federation

Fig. 5 EXAMPLE

transport packaging

15. TRANSPORTATION, STORAGE AND HANDLING

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

Storage conditions:

Temperature +5°C to +27 °C (environment)
Relative humidity 10% to 90 % (non-condensing)
Atmospheric pressure 84.0 kPa- 106.7 kPa (630 - 800 mmHg)
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Transport conditions:
Temperature -35°C to +55 °C (environment)
Relative humidity 10% to 90 % (non-condensing)
Atmospheric pressure 84.0 kPa - 106.7 kPa (630 - 800 mmHQ)

Usage environment:

Ambient temperature not exceeding 25 °C.

Temperature range for use - the body temperature 0f32 Cto42 C
Relative humidity: 100% (blood contact)

Atmospheric pressure 86-106 kPa.

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

To prevent the formation of health risks when disposal of medical devices and also
formation of environment risks connected with disposal of medieal devices, the
personnel have to dispose MD per protocol adopted in particular organization.

Medical Device "The non-vascular access kit MAK-NVA™" according, to the Sanitary
Rules and Regulations 2.1.7.2790-10 is related to Class B contaminated and potentially
pathological wastes (epidemiologically hazardous wastes).

17. WARRANTY

Limited Warranty and Disclaimer

Merit Medical Systems, Inc. represents and warrants that the products shall materially conform
to the specifications at the time of shipment to Customer and will remain materially free ot
defects in materials and workmanship for the period specified on the written limited warranty
separately provided with each product. Warranty shelf life of medical device The non-vascular
access kit MAK-NV”~*" is 3 years. This warranty shall not apply to products that have been (i)
modified, changed, repaired, refurbished, reprocessed, or altered by anyone other than Merit; (ii)
subjected to misuse, mishandling, re-use, re-sterilization, accident, abuse, neglect or tampering;
(iii) damaged by excessive physical, environmental or electrical stress; or that have had a serial
number altered, defaced or removed; (iv) combined with any other product; (v) used outside the
approved “Indications for Use” as cleared by the relevant competent authority, used contrary to
the use outlined in the product specifications or in an application or environment for which such
product was not designed or contemplated. Any technical product advice furnished by Merit is
provided without duty or compensation and Merit assumes no obligation or liability, a*
advice being given and accepted at Customer’s risk. EXCEPT AS EXPRES"Y

HEREIN MERIT MAKES NO REPRESENATION OR WARRANTY OF ANY KIND,
EXPRESS OR IMPLIED, TO CUSTOMER, ITS END-USERS OR ANY THIRD PARTIES
WITH RESPECT TO THE PRODUCTS. MERIT DISCLAIMS AND EXCLUDES ANY AND
ALL OTHER EXPRESS, IMPLIED, AND STATUTORY WARRANTIES, INCLUDING
WITHOUT LIMITATION, WARRANTIES AGAINST INFRINGEMENT, AND THE
IMPLIED WARRANTIES OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR
PURPOSE.

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

18. Complaint

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

Limited Liability Company "Merit Technologies"

(LLC "Merit Technologies"),

Legal address: Russian Federation, 119017, Moscow, 1-st Kazachiy pereulok 7, floor 1, room 6
Tel/fax: +7 (495)221-89-02
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Appendix A

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



i

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



BbInncka U3 TeEXHUYECKOW JOKYMeHTaL MM

Habop Ans YpecKoXXHOro BHeCOCYAMUCTOro MUHU-AocTyna MAK-NVA*"
[JatmposaHo 27 nona 2020 roga

CocTtonT 13 31 cTpaHULpbI

NnoATBEPBAEHUE

LLtaT FOTa )

Okpyr Cont-Jleiik )

CerogHs, 27 nonga 2020 roga, Ko MHe, HoTapuycy [bkeHHU(ep Popaxam, myHo asuncs Kopu
MapLu, CTaplwmii MeHepKep MO HOPMAaTUBHO-MPaBOBOMY OOECMeYeHUI0, MPeAbsBUBLLNIA MHe
[OCTaTOYHble [0Ka3aTe/IbCTBa TOro, YTO OH SBNAETCHA /IALOM, MMEHEM KOTOPOro noAnucaH
npunaraemMblii JOKYMEHT, ¥ NOATBEPAMBLUNMIA, YTO OH SIMYHO MOANUCAN €ro.

Y [0CTOBEPAETCA MOE NOANMUCHI0 Y OULMa/IbHON NeYaTblo.

[LWTamn: Inodnuchbl

IKEHHN®EP ®OPAX3M Hotapnyc

HoTapuyc

LTat KOTa Mosi nuueH3ns  pelicTBUTenbHa 40 27
NveHsna Ne 695417 noHa 2021 .

Mos nMueH3ns gencTeuTenbHa ao 27 noHs 2021

r.]
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BbInucka 13 TEXHUYECKOM JOKYMEHTann:
Habop /19 YpeCKOXXHOro BHeCOCyAMCTOro MMHKU-gocsyna MAK-NVAN

npownssoacTBa KoMmnaHuu «Meput Megnkan Cucteme, MIHK.», CLUA

/noanuce!
Kopu MapLu
CTapLumini MeHepkep No HOPMATVBHO-NPaBOBOMY 06€eCreyeHnto

[MevaTb KOMNaHUM «MepnT Meaukan CucTeme, VIHK.»]
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MpounssoauTenb;
Meput Meaukan Cucteme, VIHK., CLLA.

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

MecTa npon3BoACTBa:
1) Merit Medical Systems, Inc., 1600 West Merit Parkway South Jordan, Utah, 84095, USA
2) Merit Maquiladora Mexico, S. DE R.L. DE C.V., Avenida Sor Juana Ines de la Cruz

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

YM0/THOMOYEHHBII NpeaCTaBUTENb NMPOU3BOANUTENS Ha TEPPUTOPUM PD:

OG6LLEeCTBO € OrpaHNYEHHON OTBETCTBEHHOCTBIO «MepuT TeKHONOMKACS>
P®, 119017. r. MockBa, 1-/ Kasaunii nepeynok, A. 7, atax 1, Kom. 6
Ten.: +7(495) 221-89-02
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1. HASBAHUE. HASHAYEHWE. COCTAB n MNPUHNUTbI
PYHKUNOHNPOBAHIWNA.

Habop [ns 4YpecKoXHOro BHecocyauctoro MuHu-goctyna MAK-NV™  coctout u3
MHTPOLbIOCEpa KOaKCuasibHOTO (Mapa COMPSXXKeHHbIX WHTpoAbkocepa / Awnaratopa), Wbl
NPOBOAHMKOBOA CO CTUNMETOM W MWHW-NPOBOAHUKA, AmameTpom 0,018” (0,46 MMm) w/wmnm
[ANarHOCTUYeCKOro npoBOAHMKA, AmameTpom 0,038” (0,97 mm). Habop Ans UYPEeCKOXHOro
BHecocyamMcToro MuHu-goctyna MAK-NV™  BbinyckaeTcd € WI0A NPOBOAHWMKOBOW CO
CTWMETOM TuWna Tpoakap wanM Tuna Ymba, MUHM-MPOBOAHWMKOM W/MAN  AMArHOCTUYECKUM
NPOBOAHNKOM.

CocTaB MeAVLIMHCKOTO M3Mens NPeACTaBNeH HIDKE.

Habop Ans YpecKoXXHOro BHECOCYAMCTOro MuHK-goctyna MAK-NV™:

1 Habop [And YpeckoXHOro BHecocyauctoro  MuHu-goctyna MAK-NV™, ¢ urnoin
NPOBOAHMKOBOW CO CTU/IETOM TpoakapoM, agnameTp: 21 G (0,8 mm), B cocTase:
- /irna npoBoHMKOBas CO CTUNETOM Tpoakapom, agnameTp: 21 G (0,8 mm), anmHa: 15 cm, 20 cwm;
- VIHTpoabtocep KoakCuasibHbIn B cocTaBe, AnameTpom 6F (2,0 Mm) (Mpw He06X0AMMOCTW):

- annararop, avametpom 4F (1,33 mm) - 1 wr.,

- KaHIONS MeTa/lInyecKas XecTkas ~ 11T,
- MpoBogHuk, anameTp 0,018 (0,46 Mm), annHa 60 cm —L WT. (NpK HE06X0AMMOCTHN);
- MpoBoaHuK, anameTp 0,038 (0,97 mm), aimHa: 80 cm, 150 cM —L WT. (NpY HEO6XOAMMOCTH);
- VIHCTpYyKUMSA NO NMPYMEHEHUIO.

2. Habop ans 4peckoXHOro BHeCOCyANCTOro mmnHu-goctyna MAK-NV™, ¢ urnoi
NPOBOAHMKOBOI CO CTUNETOM Tuna Ynba, gnametp: 21 G (0,8 mm), B cocTase:
- irna npoBOAHMKOBaA €O CTUMETOM Tuna YUnba, guametp: 21 G (0,8 mm), gnmnHa: 15cm, 20 om;
- IHTpoabtocep KoakcuanbHbI B cOCTaBe, AnameTpom 6F (2,0 mm) (nNpu He06X0AMMOCTH):

- avnararop, guameTtpom 4F (1,33 mm) - 1wr.,

- KaHIONA MeTa/IInyecKas XecTkas - 1 wr.,
- MNpoBogHuK, anameTp 0,018 (0,46 mm), aivHa 60 c™m - 1 WT. (MPY HEO6XOAMMOCTW);
- MpoBogHuK, anameTp 0,038 (0,97 mMm), annHa: 80 cmM, 150 cM —L WT. (MpY HEO6XOANMOCTH);
- IHCTpYyKUMSA MO NPUMEHEHWIO.

Habop [4ns 4peckoXXHOro BHecocyauctoro MuHmu-goctyna MAK-NVA npegHasHayeH ans
o6ecrneyeHnss YPECKOXXHOrO BBEEHWS HEecocyamcToro karetepa no metosy CenbauHrepa B
MoNOCTb UM NPOCBET Tena Npu npoueaypax MHTePBEHLNOHHON Paanonorum, BKIKYas ApeHax.

NHTpoAbocep KoakCuanbHbIA OCHALLEH pa3beMoM TuMa J1oapa ¢ BHYTPeHHen pe3bboid, KoTopas
MO3BO/ISAET CUCTEME (PYHKLIMOHMPOBATL Kak eAvHoe usgenve. Vrna npoBogHNKOBAS CO CTU/IETOM
obecreunBaeT NOALEPXKKY Nape «MHTPOAbIOCEp/aunaTaTop» Npu yCTaHOBKE. AUCTaslbHbI KOHeL,
MHTPO/bOCEPa OCHALLEH PEHTTEHOKOHTPACTHLIM MapKepoM, KOTOpbIV 06rieryaeT Br3yanusauuo
KOHYMKa npy 1r00POCKOMUM.
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Hrna ApopcAHMKOBAR €O CTIURCTOM,
HHTPORBIOCEP KOAKCHKANMHRIA, THA Yabs . mamery: 21 G (0,8 M),
amnn: 15 cm, 20 oM

s/ L
4 —wen

m‘:f'msom d 0.018° (0.46 mm) x 60 cm N

1 :guﬁlhu

Mposaasmk, anamerp 0.038” (0.97
un), amea: B0 o/ 50 oM

Pucynok 1. HaGop an1s 9pecKoxHOro BHeCoCyARCToro Munn-nocryna MAK-NV™ (urna
MPOBOAKKUKOBAA CO CTHAETOM THNA Ynba)

HWrna nposoaHHKOBAN CO CTHACTOM,

Tpoaxapont, mamerp: 21 G (0.8 Mu),
anuna: 15 o, 20 oM

ryi

- £, — )

0.018" (0.48 mm) x 60 cm ™N
3 mm J / Straight

-

ONHWR, mHemerp 0.018”
146 mn), AmHa 60 cu

2

IS

AR

Tiposonwmx, smsamerp 0.038” (0.97
uM), annia: 80 cw/150 cu

Pucynox 2. Habop Mg upecKOXHOro BHECOCYAMCTOr0O MHHH-JAOCTYNA MAK-NV™ (urna
TIPOBOAHHKOBAA CO CTWIETOM TPOAKAPOM)
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2. TMMIPEAYCMOTPEHHOE MPVMMEHEHUWE / MOKA3AHVA K TMPUMEHEHWIO.
MPOTBOIMNOKASAHNA.

MNOKA3AHNA K NMPUMEHEHNIO

Habop ans YpecKoXHOro BHecocyaucToro MuHu-goctyna MAK-NV™ nokasaH ans o6nervyeHus
BBeJEHNS W YCTaHOBKW MPOBOAHMKOB AnameTpoM go 0,038 aroiima (0,97 Mm) npu BBEAeHWUM
HecocymMCToro Kartetepa rno metogy CenbAauHrepa B NnosocTb UM NPOCBET Tena.

MPOTMBOINOKA3AHUA
MpOTUBOMOKa3aHUs OTCYTCTBYHOT.

Px Only: OTPAHVUYEHWE MPOAAXN YCTPOUCTBA

TonbKo 419 NPOMECCMOHAIBLHOIO MCMO/b30BaHUS.

BHumaHve! depepanbHoe 3akoHogaTenscTBO (CLLIA) paspeluaeT npofaxy 3TOro YCTPOWCTBa
TOMbKO Bpayy WM MO 3aKkady Bpava, npolleflero o6yyeHne Mo/b30BaHNIO [aHHbIM
YCTPOMCTBOM U (M/11) UMEIOLLETO OMbIT MOJIb30BAHNS WM.

MEPDbI MPEAOCTOPOXHOCTW

» Habop HEO6X0AMMO MCNO/Mb30BaTh TO/LKO A/ HECOCYAUCTLIX MPOoLeayp.

* [Nepef, UCMONb30BaHMEM NPOYTUTE YKa3aHWUsA NPOU3BOANTENS.

*CoAepXUMoe  HepacreyaTaHHOM 1 HENOBPEXAEHHOW  YyMakoBKM  CTEpUIN30BaHO €
MCNOMb30BaHNEM OKCUAa 3TUNEHA U anuporeHHO.

* 3anpeLLaeTcs 1Cnob30BaTh, ECM YNaKOBKA OTKPbITA, MOBPEXAEHa UM HapyLLEeHa.

* Wcnonb3oBaTb TOMBKO A1 OLHOrO MauueHTa. 3anpelyaeTcs MOBTOPHOE WCMO/b30BaHue,
obpaboTka wan cTepunmsaums. MOBTOPHOE WCMOMb30BaHME, 06pPabOTKa WK CTepUnM3aums
MOXET HapyLWMTb LEeNOCTHOCTb YCTpOWCTBA W (MNM) NPUBECTM K HenpaBWbHOM paboTe
YCTPOMCTBA W, KakK CNeAcTsue, K TpaBMe, 3ab0MeBaHMIO WM CMepTW naumeHTa. MoBTOpHOe
MCNOMb30BaHMe, 06paboTKa WM CTEpPUNM3aLMS MOXET TakXe CO03[aTb PUCK 3arpsisHEHMS
YCTPOWCTBa M (UMW) MPUBECTM K 3apaXEHWIO MauueHTa WM MepekpecTHOMY 3apaXKeHuto,
BK/IOYasA, MOMMMO MPOYEro, NepeHoCc MHGEKUMOHHbIX 3a00/1eBaHUA OT nauueHTa K nauyeHTy.
3arpsisHeHve YCTPOICTBa MOXET MPUYMHWUTL Bpef 3[40POBbH, MPMBECTU K 3a00MEBaHUIO WK
CMEepPTU MaymeHTa.

 Mpy BBegeHUM [aHHOroO YCTPOMCTBA M yXO4e 3a HUM COo6M0aainTe 06LLENpUHATLIE Mepbl
NPesoCTOPOXKHOCTU. OCKOMbKY CYLLECTBYET PUCK 3apaXKeHMsi naToreHamu, nepegaroLLmMMimCs
yepe3 KpoOBb, MeAULMHCKME pabOTHMKM BCerfja AO/MKHbI CO6MHA4aTh CTaHAapTHbIE Mepbl
NPeAOCTOPOXKHOCTIN MPU BbINOMHEHNM NPOLEAYP C KPOBLIO M (M3MONOMMYECKUMN XNAKOCTAMM.
Bcerpga cnegyet cobnofatb CTePUNBHOCTD.

* 3anpeLyaeTcs 1CNob30BaHWe Nocse AaTbl UCTEYEHUS CPOKa FMOAHOCTY.

* XpaHUTb B NPOX/TajHOM CyXOM MeCTe.

MPEAYTPEXXOEHUE.
3BneueHve, BbITATMBAHWE WAN MaHUMYNAUUW C [UCTaSIbHbIM KOHUYMKOM MNPOBOAHMKA 4Yepes
KOHYMK WUr/ibl MOTYT NPUBECTM K MOSIOMKE WX 3MBON3aLmn.

He cnepyeT npofBuratb NPOBOAHVIK, CIN OLLYLIAETCS CONPOTUB/IEHNE.
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HEXEJATEJIbHBIE PEAKIITHH

Halop f1a upeckoXHOro BHECOCYAMCTOrO MAHM-NI0CTYNA MAK-NV™ nomxen ncnomssosarsca
JHIAMH, OCBENOMJICHHBIMA O PHCKAX H MMEIOMIMX KBaNH(HUKAIMIO JUIA NPOBEACHHA JAaHHBIX
npouenyp. Bo3MOXHHE OCIOXHEHHS BKmMIOUAIOT B ccba pucku, OOLIMHO CBA3AHHEIE C
UPECKOXKHBHIMH  AMACHOCTHYCCKAMHE H/MNHM WHTEPBCHHMOHHHMH npoucaypamu. [Hpyrue
OCJIOXHEHHA MOTYT BRMOYarh B ce61, MOMHMO NPOYEro:

® OTeKH e ofpasopanue TpomMGa
o undexumio ¢ ofpasopaHue NCCBAOAHCBPHIME]
¢ reMaToMy ¢ nepdopauKIo WK pa3spHB COCYAa HIH BHYTPCHHErO Oprana
® KpOBOTEYEHHE e >M0onH3aumo NPOBOAHHKA HIH KaTeTepa
® FeMOTOpaxc e Bocnalenue, HeKpo3 i oGpasopanue pySuoB
® TIEAPOTOPAKC o Goxb B 06/1aCTH BBE/ICHAA
® 3KCTpaBas’alliio
‘ HudopManss o noTeANHANLALIX NONL30BATEAAX H YCTOBHAX HCNOALIOBANAR:

JlaHRoe YCTpOHCTBO HOMKHO HCMONB3OBATHCA TOMBKO B MEIMUMHCKHX YUPeKOACHHAX,
CHELHANUCTAMA JMATHOCTHIECCKHX M XHDYPrHYECKHX OTHACNCHHH M LCHTPOB, MPOWIEAMIMMH
CTICLHANBHYIO NOATOTOBKY 10 paSoTe ¢ JAHHLIM THNOM MEAHIHHCKOTO YCTPOHCTBa.

S KAACCHOHUKAIINA:

HaGop X1 YpecKOXHOTO BHECOCYAHCTOro Munu-noctyna MAK-NV™ o6osnauaerca kax
nagenua Ila knacca B coorsercrenu IIpuaosermo I JIapexTvBu M0 MEAHLMHCKEM HM3/CAHAM
93/42/EEC no MeIMIMHCKHAM H3NENHAM.

‘ 4. ClTOCOBBI H METO/IbI CTEP H

Komnanus «Mepur Memuxan Cucrems UHK.» HCNONBIYeT CTCPHIM3ALMIO ITHACHOKCHAOM
(30). Banrgamus unkia crepunuzanuy 30 OCYIIECTBARSTCA B COOTBETCTBHH ¢ TpeSoBaHUAMH
esponelickoro MexayHapoamoro crangapra ISO 11135, Exeromaas nosropHad Banujauus
OLICHHBAET HAMXYAHI CITyqalt ITallOHHON 3arpy3KH Ha OCHOBAHUM TUIOTHOCTH H KOHQUrypauHu
TapHl, 4TO NO3BOJAET NPOBOANTH CTAHAAPTHYIO CTEPHNN3ALMIO 3ArPY3KH CMEIIAHHOTO NOAIOHA.
Hagenmus komnanuu «Meput» orsedaior TpebGopaunsm crauaapra 1SO 10993-7 x ocmm:au npu
CTEPHIH3ALMH YTHACHOKCHAOM. OCTATOYHOS COACPXAHNE ITHACHOKCHA HE TPEepRIAcT 10

flporoxoast ¥ oTueTH, BANHAMPYIOUME NPOLECC CTCPHIH3ALKH, XPAHATCA B CHUCTEME
KOHTpONs AOKYMEHTAUHH KOMNaHuH «MepHT» H yKa3aHbl B CBOAHOHK TabimuIe o CTepHIM3ALINH
KoMImaHnu «MepuT».

JlaHHBIC H3JENHA HE NPEAYCMATPHBAIOT NOBTOPHYIO CTEPHIH3ALHIO NONb3OBATENEM.,

& 000 LMPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
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S. TEXHWYECKHE XAPAKTEPHCTHKH H3AEINS

S.1 Hryia mpoBOAHEKOBAK €O CTHNETOM, AuaMetp: 21 G (0,8 mm), anuna: 15 e, 20 oM

Hapy=saniii ansamMerp BHran 21 G (0,800 Mm+0,020 MM)
Buyrpennnif xuaMeTp AraL! 0,580 M -+0,020 MM
Tan crenxH TpySxn TOHKOCTEHHAS
IIBeToROE KOARPOBARKE HYJILI Temno-3enensi
JAnana Tpy6xa Hran 150cm+0,5¢cm
20,0 cM + 0,5 oM
VroJ 38TOKE KOBIHKS HITM 32°+2°

JddexTHBRAE ANHHA CTHACTA

170 MM + 5 MM (npn mEe TpySku uram 150 MM
(15 cm))
220 MM + 5 MM (npu mymse TpyOxu HrAR 200 MM
(20 cm))
Craner nomker ORITH JUIMHHES MrABl, KOTAa IBa

KOMHIOHCHTa co6paHkl B 0IHY KOHCTPYKIMIO.

Hapyxabilf ApaMeTp cTHACTA

0,500 MM £ 0,020 MM

@opmMa KOHIHKA CTRJIETA CTHIET TPoaKap
crriet THn Yaba

YroJ1 3aTO9KH CTHAETS THI TPOAKAD 287+ 20

Yron npH BepmEEe cTHAeTa TRE |35°%2°

Tpoakap

(DopMa 3aTOUKK CTH/IETA THN TPOAKAD

IMHpaMHA JANIEHAS

¥Yroa 3aTouxn cTHaera THO UB6a

32°+£2

Ilpenen  npounocrm nHa  paspwmiB |He Menee 140 H (31,5 dyur)

KOHCYDYKIHH «CTHACT-BTYJKA»

(IpoYHOCYH KpenJennn)

Macca H32¢/HA B 3JAIATHOM KOXKYXe 245+05r

Ilpenen  mpounmoctn na  paspms [He menee 350 H (78,7 dpyntos)

KOHCTPYKIHRK «CHTIR-BTYJAKA»

(zpounocTh Kpenennd)

IloBepxHoCcTD Ilpy OCYmIeCTBICHHH BH3YalbHOM NIPOBEPKH Ha

BHCIMIHCH  moBepXHocTH  palouel  mHHE
YCTpORCTB2 OTCYTCTBYIOT MOCTOPOHHAE BELICCTBa
HIH NOoBepXHOCTHRC Aedextel. Ha ocrpue uram

HET BRICTYIIOB, HAPOCTOB, KPIOYKOB H T.1I.

BLICTYNA0MAS YACTH KOBTHKA NI

B cofpanno#t KOHCTPYKIHH KaHIONA HE BHXOIAT 34
Mpeaensl OCTpHA cTwlera, Mu6o ee MIMHA He
NPeBHILACT JUIAHY CTHJIEeTa GoNlee ueM Ha 2 MM.

HonyeTHMbIN Yro OTK/IOHeHHS RTJbI,
6¢3 HApYIIEHAN NEeJOCTHOCTR

207+ 17

CoBMeCTAMOCTE NPOBOAHHKA

IIpoBoanux auamerpom 0,018 momo (0,46 Mm)

TeepaocTs Rriani no Poxsenny

52-54 HRC

Paamyc npurynienus paboueli uacrn
HTALI

He Oonee 0,03 MM

IlepoxoBaTOCTh AIVIL

He Gonee Ra 0,4 MM
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PeRTTeHOKOHTPACTHOCTD

JINCTaNbHLIA KOHEH MIJIbl HTPOABIOCEpa OCHALUEH
PEHTIEHOKOHTPACTHBIM MapKepoOM, JUIHHOH
10Mm:1MM, kxoTOpHI oOneruaer BU3yANU3aUMIO
KOHYHKA NPH (aioopockonuu.

OcHoBHbBIE XaPAKTEPHCTHKH KOHREKTOPA
(coeaunuTens) ruesNOBOTO 3AMKOBOIO
Tana Jlyep (coraacuo EN ISO 80369-
7:2016)

B ..

E

JnuHa rHe310BOrO KoHHueckoro anementa (E):
7,500 -10,500 mm

KonycHocTts coeannenna Tuna Jlyep: 6 %

Yroa npoduns HapyKHOTO BBICTYNA Ha Hecywieh
NOBEpXHOCTH, obecneunsaomieif conporHBneHne
pasbeaAnHennio (rpaaycsl), 2: 25°-30°.

Menbuii Jramerp no HapyXHbLIM BRICTYnam (D))
5,515-6,730 mm

boasuiz AMaMerp no HapykHLIM BuicTynaM (OH):
7,730-7,830 mm

Paguyc ckpyrnenns win Qacka Ha HapyXHOM
KOHYNKE THE3NOBOTO KOHMYECKOTO 3JIEMEHTA: He
6onee 0,500 mm

BuyTpeHHMli  AMaMeTp  OTKPLITOrO  KOHLa
THE30BOTO KOHHYECKOTO JJIEMEHTa Ha PacCTOAHHH
0,75 MM OT KOHYMKA TPHE3AOBOTO KOHWYECKOro
snemenTa (cornacko EN ISO 80369-7:2016):
4,198-4,298 MM

BuyrpeHuui avamerp y3KOTO KOHLA THE3ZOBOro
KOHHYECKOPO IEMEHTA Ha paccToAHMA 7,5 MM or
KOHYKKA THE3R0BOTO KOHHUYECKOTO 3IEMEHTA,
{cornacHo EN ISO 80369-7:2016): 3,793-3,893 MM
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i T T \HU’.Q#.
aaddilil B

101 ):

"4F  IF (1,330 MM £ 0, 300M |

O 100

opoBoguaxoM 0,038 awiima
(0,97 mm)

TIpeaen NPOYHOCTH HA PAIPHIB He menee 15 H (3,375 ¢pynros)

Bwuuu ARaMeTp ” "
amcramLHore  (eyaemmoro) Jinx muametpa 4F ( 10634imi%’%(§2m)
KOHIA AHJATATOpA ) ,
CoBmecTEMOCTS c

Yepes aunararop AOIKEH
motima (0,97 Mm)

npoxomurs mpopoaunk 0,038

THE0BOr0 3AMKOBOTO THNA
Jiyep (cormacao EN ISO
80369-7:2016)

TeomerpAveckas dopma | Hanmume koHycHOTO CyXeHHS, OTHUTHGOBAHHOTO
ARCTAILHOTO xonna | kpas. Kpalt He nomxeH 6RITL ocTpHM. Be3 TpemnH,
ARIATATOPA Iapanuy.

Maceca f§,60r+0,5r

PeHTreB0KOBTPACTHOCTD JIOJDKEH MPOCMATPHBATHCS MPH PEHTIeHOCKOIIHA
OcHOBHBIE  XAPAKTEPHCTHKH

xonHeKkTOpR  (coenuRATENN)

JmEa rHe3noBoro Konmdeckoro aemernta (E): 7,500 -10,500
MM

Konycuocts coeuuenns Tana Jiyep: 6 %

Vroa npodIs HapyXHOTO BHCTYIIA Ha HeCyllelf NOBEPXHOCTH,
ofecneunBalomel COMPOTHRICHHE PasheAMHEHUIO (IpanycH), &:
25°-30°.

MeRbumit THaMeTp MO HapyXHBIM BeIcTynaM (D)): 5,515-6,730
MM

Boabmmit namMeTp Mo HapyXHKM BrictynaM (OH): 7,730-7,830
MM

Pamuyc CKpyr/icHHs MM acka B MeECTe BXOfAa B [HE3NOBOH

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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OCHOBHble  XapaKTepuUCTUKM
KOHHeKTOopa  (coegnHuTens))
3aMKOBOr0 (LLUTEKepHOro) Tuna
JNlyep-Jlok

(cornacHo EN ISO 80369-
7:2016)

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

KOHWYECKMIA 3neMeHT: He 6onee 6,500 MM

BHYTpeHHWIA  gMaMeTp  OTKPbITOTO  KOHLA  FHEe3f0BOro
KOHMYECKOro 3/1eMeHTa Ha paccTtoaHun 0,75 MM OT KOHUMKa
FHe30BOro KOHMYecKoro anemeHTa (cornacHo EN ISO 80369-
7:2016): 4,198-4,298 mm

BHYTpeHHWIA anaMeTp Y3KOro KOHLa rHe3f0BOro KOHUYeCKoro
3NIeMeHTa Ha paccTofHMM 7,5 MM OT KOHUMKAa THEe3[0BOro
KOHMYeCKOro anemeHTa, (cornacHo EN ISO 80369-7:2016);
3,793-3,893 Mm

[nameTp HaMMeHbLLero UManHApa, 0XBaTbIBaKOLLEr0 HapyXXHble
NMOBEPXHOCTU BHELUHWUX 3nemeHTOB My(hTbl (Ow): 8,800- 11,500
MM

MakcumMasbHbI  anaMeTp BHYTPEHHel pesbbbl (gvameTp Mo
BnaguHam npoduns pesbosl) (0h): 8,000+ 0,100 mm
MuHUMaNbHBIA  anaMeTp BHYTPEHHeid pe3bbbl (guameTp Mo
BepLuMHam pe3bbsl) (0j): 7,000+ 0,200 Mm

KoHycHOCTb coeiHeHWs Tuna JToep-J1ok: 6 %

LLIar pe3bbbl coeamHeHus Tnna Jlroep-J1ok {p): 2,500 mm

UacTb KOHYMKA COeAMHUTeNs, BbICTynawowas 3a npegensl
My(TbI ¢ pe3bboii (c): 2,100-2,573 MM

BHYTpeHHWUIA AvMameTp KOHYMKA LUTEKEPHOr0 KOHWYECKOro
anemeHTa: 2,100-2,900 mm

[Ha WTeKepHOro KoHm4yeckoro anemeHTa (e): 7,500 -10,500
MM

[naMeTp Y3KOro OCHOBaHUS HapyXXHOr0 KOHyCa LUTEKepHOro
KOHMYecKoro anemeHTa; 3,970 - 4,072 mm

Onamvetp LUMPOKOrO  OCHOBaHMS  Hapy>XHOro  KOHyca
LUTEKEPHOr0 KOHNYECKOro afieMeHTa: 4,376-4,476 MM

Paguyc ckpyrieHus wm acka Ha Hapy>XHOM KOHYMKe
LUTEKEPHOrO KOHWYECKOro 3/1eMeHTa: He 6osiee 0,500 Mm



- KaHI0/1 MeTa/lInyecKasi XXecTKas,
XapakTepucTnKa
Hapy>XHbIi1 juameTp KaHom

BHYTpPeHHWUI AnameTp KaHonu
OnvHa Tpybkn KaHwoam (MM +1/<
2 MM)

Mpo4YHOCTb KpenieHns (yHTbI)

TBepgocTb No Poksenny
LLlepoxoBaTocTb Ra

[onycTUMBbIA yron OTK/IOHEHWS, 6e3
HapyLUeHWA LIe/IOCTHOCTH

dopmMa KOHUYMKa KaHKN

NoBepxHOCTb
i
Macca
OCHOBHbIe XapaKTepUCTUKN
KOHHEKTOpa (coeguHMnTENSA)

rHe3goBoro 3amkoBsoro Tuna Jlyep
(cornacHo EN ISO 80369-7:2016)
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0,810 mm, norpeluHocTs +0,012 mm / -0,025 mm
0,560 mm, norpetuHocTb +0,012 mm / -0,025 mm

238
He meHee 10 H (2,25 ¢yHTOB)

53-55 HRC
< 0,4 MKM

15"+ 1"

Ha AWCTaNbHOM KOHLIE KaHKOMM KOHUMK [IO/MKEH ObliTh

MPAMbIM

Ha BHellHeli MOBEPXHOCTM He  [OMKHO  BbliTh

TEXHOMIOrMYECKUX U MOBEPXHOCTHbIX AeEKTOB.
1,20r+05r

[nvHa rHe3noBoro KoHuyeckoro anemeHTa (E): 7,500 -
10,500 mm

KoHyCHOCTb coeanHeHns Tuna Jlyep: 6 %

Yron npouns Hapy>XHOro BbICTyNna Ha HeCyLleid
MOBEPXHOCTY, obecneyvBatoLLeit COMNpOTUB/EHKE
pasveguHeHunto (rpagycel), 1: 25°-30%.

MeHbLINIA  AnaMeTp MO HapyXHbIM BbiCTynam (0J):
5,515-6,730 mm

BonblwmniA  uameTp N0 HapyXHbiM  BbicTynam (OH):
7,730-7,830 Mm

Paguyc ckpyrneHuss wamM (¢acka B MecTe BXoja B
FHEe30BON KOHMYECKMI 3NneMeHT: He 6onee 0,500 mm
BHYTpeHHWIA AvameTp OTKPLITOTO KOHLA FHE340BOro



OCHOBHble XapaKTepucTuKmn
KOHHEKTOpa (coeamHuTeENs))
3aMKOBOro (LuTekepHoro) Tuna Jlyep-
J1ok

(cornacHo EN I1SO 80369-7:2016)
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KOHMYECKOro 3nemMeHTa Ha pacctoaHuu 0,75 MM oT
KOHYMKA THe30BOro KOHWYeCKOro 3fieMeHTa (CornacHo
EN 1SO 80369-7:2016); 4,198-4,298 mm

BHYTpeHHUIA  AnMameTp Y3KOrO  KOHLA THe3[40BOro
KOHWYEeCKOro 3nemMeHTa Ha pacctosHuuM 7,5 MM OT
KOHYMKa THe3[0BOr0 KOHMYECKOro snemeHTa, (cornacHo
EN 1SO 80369-7:2016): 3,793-3,893 Mm

[OnaveTp HauMMeHbLUero UuUWAMHAPA, OXBaTbIBAKOLLEro
Hapy>XHble MOBEPXHOCTN BHELUHWX 3/1eMEHTOB MY(Tbl
(OW): 8,800- 11,500 MM

MakcvManbHbI auameTp BHYTPEHHEN pe3bbbl (auaMeTp
no BnaguHam npodgunns pesbost) (0h): 8,000+ 0,100 mMm
MWHMMaNbHBIA AnameTp BHYTPEHHEN pe3bObl (auameTp
no BepLUMHam pe3bbbl) (0j): 7,000+ 0,200 mm
KoHycHOCTb coefimHeHua Tuna Jlroep-J1ok: 6 %

LLIar pe3bbbl coegnHeHmns Trna Jlroep-J1ok (p): 2,500 Mv
YacTb KOHYMKA COeiMHUTENS, BbICTYMaroLLas 3a npesesbl
My Tbl € pe3b6oit (¢): 2,100-2,573 Mm

BHYTpeHHWI AnameTp KOHYMKa LUITEKEPHOIO
KOHMYecKoro snemeHTa: 2,100-2,900 Mmm

[vHa LWTeKepHOro KoHM4eckoro snemeHTa (e): 7,500 -
10,500 mm

Onamvetp Y3KOr0 OCHOBAHWA HApPY>KHOro  KOHYyca
LUTEKEPHOro KOHNYeCcKoro anemeHTa; 3,970 - 4,072 mm
[Onavetp  LUIMPOKOro OCHOBAHWA HapPY>KHOro KOHyca
LLUTEKEPHOro KOHNYeCKOro anemeHTa: 4,376-4,476 Mm
Pagunyc CKpyrneHus wnm gacka Ha Hapy>HOM KOHYMKe
LUTEKEPHOro KOHNYEeCKOoro afiemeHTa: He 6onee 0,500 Mm



5,3 MpoBogHuK, anameTtpom 0,018 (0,46 Mm), AnnHON 60 cm

[vameTp NpPoBOAHNKA

JnvHa npoBoAHMKa

AvameTp  3aWMTHOMO  KOXyxa  [A/1s
NPOBOAHMKA
Paanyc AncTanbHOro HaKOHeYHMKa

CmasblBaloLasi CrocobHOCTb MOKPbLITUS
CTEPXKHS

MPOYHOCTb ANCTANIbHONO HAKOHEYHMKA
MpoYHOCTb MPOKCUMaIbHOTO
HaKOHeYHMKa

[onycTUMbIA  Yron  OTK/IOHEHUS,
HapYLLIEHWS! LLeNOCTHOCTY

Macca NpoBOHMKA B 3aLLUTHOM KOXYyXe

6e3

0,018" (norpetuHocTs +0,0005"/ -0,0010™)

(0,460 mm, norpewHocTb +0,012 mm / -0,025 Mm)
600 MM £ 25 MM

4 MM = 1 MM

3MM £ 1 MM
KoathuumeHT TpeHWs [Lo/mKeH ObiTb He 6Goree
0,386

He meHee 22,25 H (5,0 chyHTa)
He meHee 12,23 H (2,75 dyHTa)

3,20+05T

5.4 MpoBogHWK, AnameTpom 0,038 (0,97 mm), annHoi 80 cm 1 150 cm, ¢ J-06pasHbIM

KOHUMKOM
OnameTp NnpoBoAHUKA
[nnHa npoBogHVKa

[dvameTp  3aWmMTHOrO
NMPOBOAHMNKA

Pagnyc AUCTasIbHOr0 HaKOHeYHMKa
CwmasblBaloLasi crnocobHOCTb MOKPbLITUA
CTEPXKHS

KOXyxa  [ns

MpoyHOCTL Ha paspbiB  AUCTA/ILHOIO
HaKOHeYHMKa

MpoYHOCTb Ha pa3pbiB MPOKCUMaIbHOIO
HaKOHeYHMKa

JonycTUMbIA  yron  OTKJ/IOHEHWS,
HapyLLEeHWA LLeSIOCTHOCTU

Macca npoBoAHMKa B 3aLLlUTHOM KOXKYXe,
AnnHa 80 cm

Macca npoBofHMKa B 3aLMTHOM KOXYXe,
annHa 150 cm

0e3

5.5 TpeboBaHMS K ynakoBKe u3fenus
(OMHWLLIHOW cTepuamnsaumn.

LLInpnHa ynakoBKu
OnnHa

YNaKOBKU
LLInpnHa Kneesoro cnos
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0,038" (norpewuHocTb +0,0005"/ -0,0010™)
(0,970 mm, norpewwHocTb +0,012 MM / -0,025 Mm)
1500 mm + 125 mm

800 MW+ 55 Mm

7TMM £ 1 MM

3 MM £ 1 MM

KoathuumeHT TpeHus [Lo/mkeH ObiTb He 6Goree
0,386

He meHee 22,25 H (5,0 thyHTa)

He meHee 12,23 H (2,75 dyHTa)

O+ 1"

13,0+ 05T

165+05Tr

(OCHOBHble XapaKTepUCTMKM), MNOABEPraeMoro

245+5 MM
495+5 Mm

10+2 mm



MPOYHOCTL KEEBOro C/10s Ha paspbIs >2H

NoTHOCTL MaTeprana ynakoBKu 0,92+ 0,05 r/cm3
lNpoyHOCTb Ha paspblB B MnpofonbHOM >0,7 KH/cm2
HarnpasneHum

lNpoyHOCTb Ha paspbliB B nonepeyHoMm >0,9 kH/cm2
HarnpasneHuu

[NpoYHOCTL Ha NpoJaB/vMBaHMe > 650 KlMa

ATTecTaUums yNakoBKW AN U3fenmnii KomnaHum «Meput Meankan» NpoBOANUTCS B COOTBETCTBIAV
C TpeGOBaHUAMY ClefyOLLMX CTaHAAPTOB:

ISO 11607 «YnakoBKa MEANLMHCKUX N3AENNIA, NOANEXAWMNX (UHULLIHOW CTEPUNN3ALN»

ASTM 4169 «V/cnbiTaHne 3KcniyaTalMOHHbIX KaYeCcTB YnakoBKN»

ISO 2233 «¥YnakoBka - [NonHble, 3aMO/IHEHHbIE TPAHCMOPTHbLIE MaKeTbl U TPy3bl eAUHULGI -
4 Co3gaHue ycnosuii ans UCNbITaHNS»

6. MATEPUAJIbIl. MIPUMEHAEMBbIE TP N3IrOTOBJIEHNWN.

Pasbem Tuna J1tospa Monukap6oHat CALIBREM Megarad™ 2081,
npounssoantens Trinseo LLC, CLUA
Wrna HepxaBetoLasa ctasib

AISI 304 (coctas; C - 0.08%, Mn - 2.0%, Si - 1.0%, Cr -
18.0/20.0%, Ni - 8.0/10.5%, Fe - 70.92-66.42%)
npoussogutens Ulbrich Stainless Steels & Special Metals,

. Inc, CLLUA
I Ctunet Tpoakap/cTuneT Tuna CnnaB HepXaBetoLleli CTau
Unba AISI 304 (coctas: C - 0.08%, Mn - 2.0%, Si - 1.0%, Cr -

18.0/20.0%, Ni - 8.0/10.5%, F e - 70.92-66.42%)/
AISI 316 (cocrtas: C - 0.08%, Mn - 2.0%, Si - 1.0%, Cr -
16.0/18.0%, Ni - 10.0/14.0%, Mo - 2.0-3.0%, Fe - 68.92-

61.92%)
npoussogutens Ulbrich Stainless Steels & Special Metals,
Inc, CLLA

BTynka Monukap6oHaT CALIBRE™ Megarad™ 2081,

npounssoantens Trinseo LLC, CLUA
Kpacutenb - rpaHynsl CC10130299 TRANS GREEN
HALF PC PolyOne™
LiBeT: 3eneHblIid, kKog No Knaccumkaumm Pantone 354U
npounssoamtens POLYONE CORPORATION, CLUA
WHTpoLbloCep KoaKCHanbHbIiN
Pasbem Tuna J1to3pa MonuadmpHas nonnkapboHaTHas cmecb Xenoy HX5600HP,
npoussogutens SABIC Innovative Plastics B.V
Kpacutenb - TBepaas pakumsa okemnga tmtaHa Xenoy EXN
X5600HP
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HeHaknaHas raika

Tpy6Ka gunatatopa

YKecTKas KaHtons

II***" V

O iiiicm iiH 'M iiicpiiiLiou

LiBeT: sipko-6enbiit, Kog Mo Knaccugmkauyum Pantone 11-
0601 TEX

npounssoantens SABIC Innovative Plastics B.V.

3eneHas nevatHasa kpacka INK-PG Pad Printing TYPE UV
2002 IWT Trans Tech, npoussogutens Trans Tech America,
CLLA
TepmonnactuuHblli nonnvep ABC (ABS) Lustran® 248
NR, npoussogutens Dow Plastic, CLUA
Kpacutenb - rpaHynbl 10200443 TRANS GREEN
PolyOne™, nponssoguTtenb PolyOne technologies, CLLIA
LiBeT: 3eneHbli, Kog Mo Knaccugmkauyum Pantone 354U
(ans gpnamvetpa 6,5F)
Cononvmvep nonuatuneHa Alathon H5618, npounssoguTesb
Trinseo LLC, CLLUA.
Kpacutenb - TBepast hpakums okcuga TutaHa A32329C
PolyOne™, nponssoguTesnb PolyOne technologies, CLLIA
LiBeT: spko-6enblii, ko4 MO Knaccugukaumm Pantone 11-
0601 TEX
Cynbthat Gapma - 12%, npoussoauTens  Sachtleben
Chemie GmbH
CnnaB Hep)KaBetoLLeln cTam
AISI 304 (coctas: C - 0.08%, Mn - 2.0%, Si - 1.0%, Cr -
18.0/20.0%, Ni - 8.0/10.5%, Ee - 70.92-66.42%)/
AISI 316 (coctaB: C - 0.08%, Mn - 2.0%, Si - 1.0%, Cr -
16.0/18.0%, Ni - 10.0/14.0%, Mo - 2.0-3.0%, Ee - 68.92-
61.92%),
npoussoantens Ulbrich Stainless Steels & Special Metals,
Inc, CLUA
Iin 0,01K” (0.46 mu) Il iiiaMcipoM O.N38* (H.Q" MMm)
CnnaB HepXXaBetoLLEen cTam
AISI 304 (coctas: C - 0.08%, Mn - 2.0%, Si - 1.0%, Cr -
18.0/20.0%, Ni - 8.0/10.5%, Ee - 70.92-66.42%)/
AISI 316 (coctas: C - 0.08%, Mn - 2.0%, Si - 1.0%, Cr -
16.0/18.0%, Ni - 10.0/14.0%, Mo - 2.0-3.0%, Ee - 68.92-
61.92%),
npoussogutens Ulbrich Stainless Steels & Special Metals,
Inc, CLLA
MonvkapboHaTt CALIBRE™ Megarad™ 2081,
npounssogutens Trinseo LLC, CLUA
MonunponuneH Bormed HD810MO, npounssognTesb
BOREALIS AG

MpoesopgHukn guameTpom guametp 0,018” (0,46 mm)
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HutnHon- nnatuHa Inconel X-750, nponssoautens Dow
Coming Corporation

Monukap6oHaT CALIBRE™ Megarad™ 2081,
npoussogutens Trinseo LLC, CLLUA

MonunponuneH Bormed HD810MO, npon3BoanTeNb
BOREALIS AG



NIV VBIOTOREHM [BHHO0 MEIVLVHOKOIO VBIRTVA MOVEHFETTCH XAWHECKA JTEVEHT OB Cegmt
GuET Ge/m BoCTYEET B KaHECTEE COCTEBHOO EVEHTA MV VIO TOREHM MERVUEHHLK VB, B

PCTBREHHO/ (oopvon 1 OyecTaHyen. Gt B5ovi - QivH VB GCHOBHBK
X METE/EICE, kquu:m,c B MOYIVERHHE NEJALYHOKME 1R GIE

He OKBbBET

HTEED/FI

Habopb! ynakoBaHbl M MapKMpPOBaHbl Kak CTepu/ibHble W3LeNUd 04HOPa30BOr0 MPUMEHEHUS.
CucTeMbl 3aWNTbl CTEPUIbHOCTU ONpeAesieHbl B COOTBETCTBMU C TpeboBaHMAMM CTaHAapTa
ISO 11607 pna npefoTBpalieHnss  MPOHUMKHOBEHWA  MWKPOOPraHM3MOB M 06ecrneyeHus
acenTUYeCKOro npefcTasneHns U3Lennsa B MECTE MCMNOMb30BaHNA. B pamkax Npov3BOACTBEHHOIO
npoLiecca NPOBOAUTCSA NPOBEPKa LieNIOCTHOCTYU YMAKOBKU.

KOMMNOHEHT ynakoBKM Martepuan

MakeTt MoNMaTUMEH BbICOKOM M/10THOCTA (HOPE)
DuPontTM Tyvek® 1073B, npounssoguTess «DuPont», CLLIA

KapToHHas Kopobka ["0(hpOKaPTOH

TpaHcnopTHaa Tapa ["othpoKapToH

7. NMPNMEHAEMBIE CTAHOAPTbI

WN3genve cooteetcTtByeT AupektnBe CoBeTa EC no meguumHckum msgenuam 93/42/EEC.
MpyMeHMbI EBponelickunia cepTudmkat coorsetcTems: CE 541900.

W3penve npofaeTcs Ha 3aKOHHbIX OCHOBaHMSX B COOTBETCTBMU C TPpebOBaHUAMM YpaB/ieHUs Mo
KOHTPO/0 KayecTBa MULLEBLIX MPOAYKTOB M NeKapCTBeHHbIX cpefacts CLLUA c cobntofeHnem
npotiecca npegnpogaxHoro ysegomneHms 510 (k).

MpoBefeHHble B OTHOLUEHUW W3LeNWA aTTecTauyOHHble MeponpuATMS OblM OCHOBaHbl Ha

CTaHAapTax, KOTOpble AEACTBOBa/IM Ha MOMEHT NPOBEAEHUS WCMbITaHWA. [pUMeHsieMble
CTaHAapThbl:

CraHpgapTt 3arosioBokK
O6wme cTaHAapTbl

PernaveHT EC PernameHt EC no meguumHckum wmsgenvsm (PernameHT EBponeiickoro

2017/745 napnameHta n Coeta EC no meauuuHckum usgenuam 2017/745 ot
05 anpens 2017 r.)

ISO 14971 N3penva  meguumHcKme.  TIpUMEHEHME  MeHe[)KMeHTa  pucka K
MeLNLNHCKUM U3LENNAM.

JvpekTnea OvpektmBa Coseta 93/42 / EEC 0 WMeAMUMHCKOM YCTPOMCTBe

CoBeTa 93/42 / EBpOMEncKoro corsa

EEC

USP ®apmakoned CLLUA

1SO 13485 MeanumnHckre nsgenns - CUCTeMbl yNpaB/ieHns KayecTBOM - TpeboBaHUA
L)1 perynmpyrowmx Lenem

1SO 10993-1 OLEeHKa OGMONOrMYEcKOro AencTBMS MEAULIMHCKMX WU3aennid - yvactb L
OLIeHKa 1 nuccnefoBaHnsa B paMKax npolecca MeHeIpKMeHTa pucka.

ISO 11135 CTepunuzaums  U3LenvMin - MeAULMHCKOIO HasHauyeHus.  STUNEHOKCUA,
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TpeboBaHMs K pa3paboTke, BaMaaLMN N TeKyLLEMy KOHTPO/IO npouecca
CTEPMN3ALMN MEANLMHCKNX U3AENNIA.

ISO 11607-1 YnakoBKa MeAULUVHCKUX W3AeNniA, CTEPUIN3YEMbIX Ha 3aBepLuaroLLeli
CTafMn NPOW3BOACTBA - 4acTb 1. TpeboBaHWA K Marepuanam, CUCTeMam
3aLUTbI CTEPUIBHOCTU U CUCTEMAM YMaKOBKW.

ISO 11607-2 YnakoBka MEAULMHCKUX W3L4eNNIA, CTEPUNM3YEMbIX Ha 3aBepLLatoLLel
CTafuy NPOWU3BOACTBA - YacTb 2: TpebOBaHMA K BaMaumu MpOLLECCoB
(hopMUPOBaHMS, repMeTm3aLmnm n CoopKu.

ASTM D4169 CraHgapTHast MeTOAMKa TeCTMPOBaHWA 3((EKTUBHOCTM TPAHCMOPTHbIX
KOHTEHEePOB U CUCTEM.

ASTMF1980 CraHfapTHOe PYKOBOACTBO MO YCKOPEHHOMY CTapeHWd CUCTEM 3alinThbl
CTEPUILHOCTU MELULMHCKNX U3LEeNNIA.

BSEN 1041 NHopmaums, noctaBnsemas U3roToBnTeneM MeANLMHCKUX U3AENNIA.

ISO 15223-1 N3penna  meguumHckne.  CUMBOMBI,  WUCMOMb3yeMble  Ha  AP/bIKaxX
MEAVLUMHCKNX — WU34eNNIA  NPW  MapKMpoBKe W B MpeAocTaBnsemoit
MH(opMaumm - YacTb 1. 06Lme TpeboBaHus.

BSEN 15986 CUMBOMbI, UCMOMb3yEMblE B  MAapKMPOBKE  MEAULMHCKUX  M3AENWIA.
TpeboBaHNA K MapKMpOBKEe MeAWLUMHCKMX W3LeNUiA,  COAepXalmx

(pTanarsbl.

EN556 CTepynusaums MeAMLMHCKUX Un3Oenunii. TpeboBaHWS K  MeAMLMHCKMM
n3genuaM,  MNOAMEXaWMUM  (UHWLLHOM  CTepunM3aumun,  KaTeropuu
«CTepPUNbHbIEY.

Cneymndunyeckure ctaHLapTbl, UMEKOLLNE OTHOLLIEHWE K U3LENUIO

EN 1617 CTepw/bHble  ApeHaXHble KaTeTepbl W MPUCNOCOGMEHNA K HUM
0[JHOPa30BOro NPUMEHEHWS.

I1ISO 594-1 [eTann coeMHUTENbHbIE C KOHYCHOCTbIO 6 % (JTt03pa) AN LWNpULEB, UM
W ApYyroro MeauuuHCKoro obopygosaHus. Yactb 1 O6uwme TpeboBaHus

1SO 594-2 JeTann coelMHUTENbHbIE C KOHYCHOCTbIO 6Y0 (J1t03pa) Ans LNpuULEB,
U1 U LPYroro MeaMLMHCKOro 060py0BaHNSA - YacTb 2: (IMKCUpPYeMble
COeIMHEHVS.

EN 1SO 80369- CoeanHuTeny ¢ HeOGOMbLUMM BHYTPEHHVUM AMAMETPOM AN XWUAKOCTEN ©

7:2017 rasos, NPUMeHsieMble B MegnLNHe

8. AHAJIN3 PUCKOB

MoTeHUManbHble PUCKN OLEHMBAIOTCS BO BPEMS MPOEKTUPOBaHMS, pa3paboTKM 1 NPOM3BOACTBA
n3gennin B cootBetcTBum ¢ ISO 14971. [ns BbISBNEHWUS MOTEHUMAbHbIX TUMOB OTKAa30B U
BO3/ENCTBMA Ha MALMEHTOB WM NOMb30BaTeein NCNOMb3YeTCH COOTBETCTBYHOLMIA MHCTPYMEHT
OLLeHKN pUCKOB (aHanmM3 TUMOB W nocneacTeuii 0TkasoB (FMEA), oueHKa KIMHWYECKOro pucka
(CRA)). CooTBeTCTBYIOLME MEXAHW3Mbl KOHTPONA W MpefoTBpaLLeHUs OnpeaenstoTcs WU
BHEAPSIOTCA B paMKax npouecca ynpasieHns prcKaMn Ha MPOTSXKEHUM BCEr0 CPOKa CNy>Obl
nsgennd. OTYeTbl MO aHaIM3y PUCKOB MepecmMaTpmBatoTCs, MO  Mepe HeobXoammocTy
OOGHOB/IAKOTCA W KOHTPO/MPYHOTCA B PaMKax CUCTEMbl KOHTPONS LOKYMEHTaUWUM KOMMaHWUK
«Meput». 'pynna cneynasmcToB pasHOro npoguns, BKAYas NNUL, C KIMHUYECKMM OMbITOM,
paccMoTpenia OTYeTbl MO aHasn3y PUCKOB AN rapaHTUM YCTpaHeHWA BCeX MOTeHLMa/bHbIX
PUCKOB.
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9. BMOCOBMECTVMOCTb

WM3nenne aTTecToBaHO KakK COOTBETCTBYHOLLEe TpeboBaHMAM cTaHgapTa I1SO  10993-1 wu
pykoBoacTBy YnpaeneHns CLUA N0 KOHTPOMK KayecTBa MMLLEBLIX MPOAYKTOB W
NeKapCTBeHHbIX  cpeactB  «Heobxogumoe  obydyeHMe  no  GMOCOBMECTUMOCTM U
TOKCMKONOTNYECKNe npodmnmi Ans OUEHKU MeAMLMHCKUX u3denuii» (YnpasneHne CLUA no
KOHTPO/IO KayecTBa MULLEBLIX MPOAYKTOB M JIEKAPCTBEHHbLIX CpeAcTs. lMamMATHas 3anucka
CuHel kHurn G95-1).

HaGop /7151 YPECKOXHOr0 WN3penve, NnpucoenHsIEMOe M3BHE U KOHTaKTUpYoLLiee
BHECOCYAMCTOro MVITH'KI>,£I,OCTyI'Ia MAK- C TKaQHAMM B TeYEHWE OrpaHUYeHHOro neproga
1w BpeMeHu (< 24 4acos)

KpaTkuii 0TUeT 0 pesysibTaTax UCMbITaHWA Ha BUONOrNYECKYHO COBMECTUMOCTb
npoofdeBsible As11  OUEHKW eiio.iiiiii4 k-Kiiii 6e30MacHOCTN  KaXKaoro
nas Qe KOHTaKTUPYIOLLEro ¢ LafnenToM, CorfiacHo Tabsvue matepuasnos.
[nsa Bcex UcnbITaHui 6b11n Co6NI0AEHBI KPUTEPUM NPUEMIIEMOCTN.
OTyeT OpesynbTaTax
UCNbITaHUA
Cononumep nonunatuneHa (apt. Ne 000 78001) - Bce 06pasLibl OblNM NOArOTOB/EHbI COMMTACHO
ctaHgapty I1ISO 10993- 2. NH(hopmMaLmmn 0 CTePUNN3ALAN HeT.

MeTopa ucnbiTaHnA PesynbTaTthl

LINTOTOKCUYHOCTb OTYeT o Hagnexalwei
ISO 10993-5 5 HewTOTOKCHUHbIii NnabopaTopHOW NpaKTuKe
BblgeneHne MMHMManLHOM KOMMaHUM «TOKCUKOH»
noaaepxxuatoLleni cpeabl L929 07-4673-G3
CeHcnbmnmnsaums OTueT o Hagnexatlen
ISO 10993-10 HeCeHCUBUAMBNpY oUWl nabopaToOpPHOW NPaKTUKe
TecT MakCMMU3aLun no Metoay KOMMNaHUN «TOKCUKOH»
KnurmaHa 07-4673-G2
BHYTpPMKOXKHas peakTUBHOCTb OTYeT o Hagnexatein
: ISO 10993-10 HesHaunTenbHbI NabopaTopHOW NpaKTuKe
I cnbiTaHe METOLOM BHYTPUKOXHOO pasgpaxuTesnb KOMMNaHUN «TOKCUKOH»
BBEAEHUA 07-4673-G5

OTYeT o Hafnexalwei
NabopaToOpPHOIA NpaKTUKe
KOMMaHUN «TOKCUKOH»

CurcTemMHas TOKCMYHOCTb (0cTpas)
ISO 10993-11 OTpuuaTeNbHbIN
OcTpoe c1CTeMHOe BBefEHME

07-4673-G4
CucteMHast TOKCUYHOCTb OTueT o Hanexatlein
ISO 10993-11 NabopaTopHOW NpakTuKe

HenunporeHHbIi

VccnenoBaHme Ha NepeHOCMbIN KOMMaHUN «TOKCUKOH»

martepvanaMm Kponmymin NnMporex 07-4673-G7
VimnnaHTaums OTyeT o Haanexalei
ISO 10993-6 o NabopaTopHON NpaKTuKe

o OTpuuaTenbHbIN

WccnepoBaHue nocne 4-HefenbHou KOMNaHUM «TOKCUKOH»
nMnaHTaumMm 07-4673-G8
VmnnaHTaums OTyeT o Hagnexallen
ISO 10993-6 OTpuuatesbHbIi NabopaTopHOW NpaKTuKe

WccnegosaHue nocne 4-HeaenbHoA KOMMaHUN « TOKCUKOH»
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NcnbitaHna, npolK~Arp”™  Ne

oueBKi

6e3onacHocLL

KpMroHela Habopa, KOHTAKTUPYIOLIEro C*MauneHToM, COriacHo Tab/inLe Marepuasos.™

nsiBecT mcnbliaHulA5M. THCO6MI0AeHbI KTHRepuunweTwoelll ..

MeToa ucnblTaHnA

NMMNaHTaLmm
MopocTpas TOKCUYHOCTb
ISO 10993-11
WccnegoBaHve 14-aHEBHON
TOKCUYHOCTU
["eHOTOKCUYHOCTb
ISO 10993-3
TecT DiiMca Ha 06paTHYO MyTaLIO
baKTepumin nanoukn bpecnay
KULLEYHOW NasioyKm
"emMoCcoBMeCTUMOCTb
ISO 10993-4
VccnepoBaHue remonnsa MeToLom
HenpsMoro KOHTaKTa
"eMoCcOBMeCTMMOCTb
ISO 10993-4
ViccnefoBaHue remonmsa MeToLoM
MPAMOro KOHTaKTa

"eMOCOBMECTUMOCTb
ISO 10993-4
"feMocoBMecTUMOCTb in Vitro

['eMoCoBMeCTUMOCTb
ISO 10993-4
AKTUBaLMA KOMNJIEMEHTA

eMOCOBMECTUMOCTb
ISO 10993-4
MpoTPOMGMHOBOE BpeMms

['eMOCOBMECTMMOCTb
ISO 10993-4
HeakTnBMpoBaHHOe napLuaibHOe
TPOM60MNIaCTUHOBOE BPEMS

['eMOCOBMECTUMOCTb
1SO 10993-4

CBepTbIBaEMOCTb KpoBM M0 JIn-Yanty

Xumnyeckas xapakrepusaums
PU3NKO-XMMUYECKIME UCTIbITaHUA
dapmakonen CLLUA ana nnacTnkos

PesynbTaTthl

OTpuuaTenbHbIi

HereHOTOKCUYHbIN

Heremonutnueckuii

HeremonmTunyeckuii

CooTBeTcTBYET
KpuTepunam
npuemMneMocTu

CootBeTcTBYET
KpUTEpUAM
npuemMIemMocTu

CootBeTtcTByeT
KpuTepuam
NPUeMIEMOCTM

CooTBeTcTBYET
KpuTepusam
npremMneMocTu

CooTBeTcTBYET

KpUTEpUSM
NPUEMIEMOCTU

CooTBeTcTBYET

AN
OquT 0 pesynbTaTax
ncnbiTaHUA
07-4673-G9

OTuYeT o Hafnexallen
NabopaTOpHON NPaKTUNKe
KOMMaHUN «TOKCUKOH»

07-4673-Gl

OTueT 0 Haanexavlen
NabopaTopHON NpaKTuKe
KOMMaHUN «TOKCUKOH»
07-4673-G6

OTueT o Haanexawlen
nabopaTOPHOW NpaKTuKe
KOMMaHUN « TOKCUKOH»
07-4673-G14
OTYeT o Hafexalei
NnabopaTopHON NpaKTuKe
KOMMNaHNN «TOKCUKOH»
07-4673-G15
OTYeT o Hagnexalwei
NnabopaTopHON NpakKTuKe
KOMMaHUN «TOKCUKOH»
07-4673-G12
OTYeT 0 Haanexaltwei
NabopaTopHOW NpaKTuKe
KOMMaHUN «TOKCUKOH>»
07-4673-G13
OTyeT o Hagnexallen
NabopaTopHOW NpaKTuKe
KOMNaHNN « TOKCUKOH»
07-4673-Gl16
OTYeT o Hafnexalwei
NabopaTopHON NpaKTUKe
KOMMNaHUN « TOKCUKOH»
07-4673-G17
OTyYeT o Haanexatlen
NabopaTopPHOW MpaKTUKe
KOMMaHUN « TOKCUKOH»
07-4673-G11
OTueT o Haanexatlen
nabopaTopHOIA NPaKTUKe
KOMMaHUN «TOKCUKOH»
07-4673-G18

MonunatuneHoBas Tpy6Ka - Bce 006paslibl 6blM NMOATOTOBNEHbI COrMacHO CTaHgapTy 1SO
10993-12 1 CTepUNN30BaHbl TUNEHOKCMAOM. VIH(hopMaLmMi O CTEPUAN3ALAN HET.

LINTOTOKCUYHOCTb
ISO 10993-5
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HeuMTOTOKCHYHBII

OTuYeT o Haanexatlen
NabopaTopHON NpaKTuKe



Ans
KOLLMOMEHTa

N n kn

Aine TMYyeckon  6¢MonacHoCTH

KOMTaKTM|) 1Lero ¢ naumMeHToOM, COrnacHo Tabnuiue maTepuanos!

'KaBf

lILm BCeX nciibiia11mi 6bLiH COMMMIONCUM k)uTeM 11 1w emnex1M A 1A .

MeTopa ncnbiTaHnA

BblgeneHve MUHUMa/IbHOM
nogaepxuBatoLLein cpeabl L929
CeHcumbunmsaums
ISO 10993-10
TecT MakcMmum3aLmm no MeTosy
KnurmaHa
BHYTPUKOXXHas peakTMBHOCTb
ISO 10993-10
McnbiTaHe METOLOM BHYTPUKOXHOTO
BBEAEHUS

CucTemMHas TOKCUYHOCTb (OCTpast)
ISO 10993-11
OcTpoe cucTemMHOe BBefeHMe

CuncTeMHas TOKCUYHOCTb
ISO 10993-11
ccnegoBaHue Ha NepeHOCUMMbIIA
marepuanamn Kpoinymin nMporex
eHOTOKCMYHOCTb
ISO 10993-3
TecT DiiMca Ha 06paTHY MyTaLutO
GaKTepuii nanoykn bpecnay u
KMLLUEYHOWN NasoyKu
["'eMOCOBMeCTUMOCTb
ISO 10993-4
VccneposaHme remonmsa MeTogomM
NPAMOro KOHTaKTa

Pe3synbTathl

HeceHcnbnnunsnpyowmin

He3HauuTenbHbIN
pasgpaxuTesb

OTpuuaTeNbHbIN

HenvporeHHbIl

HereHOTOKCUYHbIA

Heremonmtnyeckuii

OTyet OpesynbTaTax
NCNbITaHMA
KOMMaHUN «TOKCUKOH»
03-3171-G1
OTyeT o Hagniexxallel
nabopaToOpHOIA NPaKTUKe
KOMMaHUN « TOKCUKOH»
03-3171-G2
OTyeT o Hagnexallein
nabopaTOPHOI NpaKTUKe
KOMMNaHUN « TOKCUKOH»
03-3171-G3
OTyeT o Hagnexallen
nabopaTOPHOI NpaKTUKe
KOMMaHUN « TOKCUKOH»
03-3171-G4
OTYeT o Haanexallei
NnabopaTopHOW MpaKTUKe
KOMMNaHUN « TOKCUKOH»
03-3171-G6

OTy4eT KOMNaHun
«HenbCcoH JlabopaTopm3s»
239315

OTYeT o Hafnexalei
NabopaTopHON MpaKTuKe
KOMMNaHUN «TOKCUKOH»
03-3171-G5

HepxaBetowlas ctanb - BCe 06pasLbl 6binM NOArOTOBMEHbI COrnacHo ctaHaapTy 1ISO 10993-12
| N CTEPUNN30BaHbl 3TUNEHOKCUAOM.

LINTOTOKCMYHOCTb
ISO 10993-5
BblgeneHve MUHUMabHOM
noAaepxusatoLein cpegpl L929
CeHcunbunmnsaums
ISO 10993-10
TecT Makcumm3aLMm No MeToay
KnurmaHa
BHYTPUKOXXHas peakTUBHOCTb
ISO 10993-10
cnbiTaHne METOAO0M BHYTPUKOXHOIO
BBeLeHUA

CucTemMHas TOKCUYHOCTbL (OCTpast)
ISO 10993-11
OcTpoe c1McTeMHOe BBeAEHME

CucteMHast TOKCUYHOCTb
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HeLnTOTOKCHYHbIN

HeceHcnbnnusnpyrowmin

HesHaunTenbHbli
pasfpaxnTenb

OTpuuaTenbHbIi

HenunporeHHblii

OTyYeT KoMnaHum
«HenbCoH JlabopaTopm3s»
490191

OTyeT o Hagnexallen
NabopaTopHOW NpaKTuKe
KOMMaHUN « T OKCUKOH»
10-2857-G1
OTueT o Haanexatuen
NabopaTopHON NpakTuKe
KOMMNaHUN «TOKCUKOH»
10-2857-G2
OTueT o Haanexatlen
nabopaToOpHOW NPaKTUKe
KOMMNaHUN « TOKCUKOH»
10-2857-G3
OTyeT o Hagnexallen



MicnbiTaHns, NpoBefeHHbI AN ' 1iviws MTOWTATHN 3xg0ro"
KOMMNOHeHTa Habopa, KOHTaKTUPYIOH;ero ¢ nauun$]|*|4* cornacHo Tabnuue marepuanos.®
IMnwnmnlIMNNS. W » _a6nloks>

OTYeT o pesyfbTaTax

MeTog NCAbITaHNS PesynbTarhl
ncnbITaHmA
ISO 10993-11 NabopaToOPHOIA NPaKTUKe
ViccnenoBaHWe Ha NepeHOCUMbIi KOMMAHUN <TOKCHKOH>»
MaTepuanamm Kponuumii mporeH 10-2857-G4
["eMOCOBMECTMMOCTb OT4eT o HB.,U,!'IE)KB.U.lGVI
150 10993-4 HereMonmTU4ecKuii NaBOPATOPHOA NpakTuke
ViccnefoBaHue reMonnsa METoA0M KOMAAHNN «TOKCUKOH
MPAMOro KOHTaKTa 10-2857-G5
[eMOCOBMeCTUMOCTb CooTBeTCTBYET O6T”ET O HapieXallien
ISO 10993-4 KpUTEpUSIM na OpaTopHO_ll/_l npakTnke
eMOCOBMECTMMOCTb in Vitro NpUeMAEMOCTH KOMMaHWW « | OKCIKOH>
P 10-2857-G6
eMOCOBMECTVUMOCTb CooTBeTCTBYyeT O6quT O HaZnexallen
1SO 10993-4 KpYTEpUM na opaTopHo_lv_l MpaKTuKe
AKTUBALMS KOMMIEMeHTa NoVeMIEMOCTY KOMMNaHUW «10QKCUKOH>»
P 10-2857-G9
[eMOCOBMECTUMOCTb CooTBETCTBYET %T”eT O Hafyiexallen
ISO 10993-4 KpUTEpUSIM na OpaTOpHO_IICI MNPaKTnKe
H00TDOMGUHOBOE BOEMS OVeMTeMOCTH KOMMaHNN «TOKCUKOH»
potP P P 10-2857-G7
eMOCOBMECTUMOCTb i
ISO 10993-4 CooTBeTcTBYET Orueto HaANIeKALLEV
- KPUTEPUSIM nabopaTopHOin NpPaKTNKe
HeakTnBmpoBaHHOe napunanbHoe
p pu PEMTIEMOCTY KOMMaHUM «TOKCUKOH»

TpOM6OI'IfIaCTI/IHOBOG BpeEMA

10-2857-G8

MonnammuaHas cmona - Bce 06pasubl Oblv NOATrOTOBMAEHbI COrnacHo ctaHaapTy I1SO 10993-12.

NHhopmaumm o CTepUAM3aLmmn He.

LINTOTOKCUYHOCTb
ISO 10993-5
BbigeneHne MUHUMa/IbHOA
noaaepKusatoLLein cpefpl L929

HeLNTOTOKCUYHbIA

OTYeT 0 Haanexallei
NabopaTopHON NpaKTuKe
KOMMaHUN « TOKCUKOH»
06-4959-G1

CeHcunbunmnsayus OTYeT o Hafiexalllei
ISO 10993-10 < labopaTopHOI NpaKTuKe
TecT MakcuMm3aLmmn no MeToay HecercnbunusmnpyioLyii KOMMNaHUM «TOKCUKOH»
KnurmaHa 06-4959-G2
BHYTpUKOXHas peakTUBHOCTb OTueT o Haanexaltlen
ISO 10993-10 He3HaunTeNbHbIN NabopaTopHOW MpaKTuKe

VcnbiTaHne MeTogoM BHYTPUKOXKHOTO

BBEAEHMS

CucTemMHas TOKCUYHOCTb (OCTpast)
ISO 10993-11
OcTpoe cUCTeMHOE BBeAEHNE

pasfpaxXnTeb

OTpuaTenbHbIi

KOMMaHUN «TOKCUKOH»
06-4959-G4
OTyeT o Hagnexaltuen
NnabopaTopHOW MPaKTUKe
KOMMaHUN «TOKCUKOH»
06-4959-G3

"eMOCOBMeCTUMOCTb OTYeT o Hagnexallei
ISO 10993-4 HereMOMUTAYECKIA nabopaTopHOIn NpaKTuKe
VccnepoBaHve remonnsa MeTOL0M KOMMaHUN «TOKCUKOH»
HenpsMOro KoHTakTa 06-4959-G5
XnMmnyeckan xapakrepusayms CootBeTcTBYET OTYeT KoMMaHum
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WacHLLIN® - kaxxm)I'B;
6aunue matepuasnos.

OTYeT o pesy/nbTaTax

MeToa ncnbiTaHns PesynbTatbl CTIbITAHUS
PU3NKO-XMUYECKME UCTIbITAHNA «HenbcoH Jlabopatopus»
®apmakonen CLLUA ans nnacTnkos 351460

AKCNnyaTaumoHHble XapakTepuUCTUKM U (YHKLMOHAIbHOCTb U34enns 6blin NPOTECTUPOBAHbI U
aTTecToBaHbl B MPOLECCe MNPOEKTMPOBAHUA W pa3paboTKM U3f4enmMs B COOTBETCTBUM C
YTBEPXXAEHHbIMY NPOTOKO/IAMK 1 OTHeTaMK. M3fenve oTeevaeT TpeboBaHWAM, ONpese/ieHHbIM B
npouecce MpoekTMpoBaHus.  TpeboBaHMSA U KPUTEPUU  MPUEMIEMOCTU  UCTIbITAHUA
9KCMNyaTaUMOHHbIX XapaKTepUCTMK W34eNWin 6binv  OCHOBaHbl Ha CTaHgapTe EN 1617
«CTepuibHble ApeHa>KHble KaTeTepbl W BCNOMOraTeNbHble W3Lenusa And O4HOKPATHOro
MPYMEHeHns», COOTBETCTBYHOLLME MYHKTbI A1 BCMOMOraTe/ibHOro M3fenua Ana APeHaXHbIX
KaTeTepoB. BbINOMHEHHbIE UCMbLITAaHWUA MOATBEPXAAKT, UTO W3AeNns ABNSAKOTCA MPUTOAHLIMK
AN NpefyCMOTPEHHOr0 NpUMeHeHUs. Huke npuBedeH KpaTKWiA 0630p WCNbITaHWA  Ans

i Bepl/IqJI/IKaLI,VIVI/BaI'IVI,ﬂ,aLI,VIVI MNPOEKTNUPOBaHNA MeANLIMHCKOIO U3AE/NA.
BepVICbI/IKaLI,I/IH/BafII/I,qaLI,I/IFI NPOEKTUPOBaHNA
CCbINTKA 1 HA3BAHWE
MpefBapuTensHas M UToroeaa arrectaums YyHKLMOHUPOBAHWA KaHTOBaHUA
08-0121 MapKepa 1 atTectaumns ycTaHoBKK 4na nHtpogstocepa 6 F MAK-NV
lMpoToKoN NpoBepKun npoLecca NUTbA BCTaBHOro xaba anga gunatatopa MAK-
70091-2008-003 NV™  WHTPOAbIOCEPA U XECTKOW KaHKAN C UCNONb30BaHWeM 060py0BaHUSA
4Nna nuTbA nog fasneHnem Van Dom
[MpoToKon arTecTaumn akcnayarauum nHtpogbtocepa MAK-NV™" nocne
08-0123 KaHTOBaHUA
MpoTtokon AS gnsa uccnefoBaHUs YCKOPEHHOr0 CTapeHns UHTPOAbLIOCEPOB B
70091-2008-015 cbope ana Habopos HecocyaucToro muHn-goctyna (MAK-NV )
07-0227 ATTecTauma raeqyHoro gnnatatopa MAK, apt. Ne 101251
CooteetcTBue MIBI, oTAUTbLIX KaHoNb J1toapa Alathon H5618 ctaHgapTy I1ISO
07-0262
594-2
. CooTtBetcTteue N3IBI1 KomnaHnn «Joy», oTAUTLIX KaHIb J1toapa 10462N
07-0263
| cTaHgapTy 1SO 594-2

MpoBepka npouecca NUTbA BCTaBHOro xaba ans gunatatopa MAK-NV ¢
1cnosnb3oBaHnemM 060pyA0BaHNA ANd NUTbSA NOA AasfieHnem Van Dorn

09-0096 AD KaHTOBaHuA MHTpoabtocepa 6 F MAK-NV”A

Banugauna HoBoi Tpy6ku m3 kapbuga Bonbhpama AN GUHULLIHOIO KaHTOBaHUA

70091-2008-002

09-0109 MHTpogblocepa 6 F MAK-NV ™

ATTecTayuma akcnnyataynu (AJ) KaHTOBaHUS MapKepa MHTpogblocepa 6 F
09-0225 MAK-NV/"AA

ATTecTaumsa akcnnyatauum (AJ) npu nepeHoce npouecca KAHTOBaHUSA Mapkepa
10-0197 nutpoabtocepa 6 F MAK-NV™ n3 CtpoeHunsa 87, CayTt-[ykopaaH, B ¥3cCT-

10xopaaH

3ak/oyveHne: Ha 0CHOBaHUW JaHHbIX, OLEHEHHbIX B MPOTOKOMax aTrectauun, nsgenna MAK-
COOTBETCTBYHOT 3KCMNIyaTalMOHHbIM TEXHUYECKUM XapaKTePUCTUKAM.

10. CTABWJ/IbBHOCTb U NMPOAOJ/IXKNTEJ/IbHOCTb CPOKA CJ/1Y>XBbI

KomnaHus «MepuT Megukan CucTems, VIHK.» onpefensieT CPOK XpaHeHWs Ha OCHOBaHUM
MCMbITAHUIA Ha YCKOPEHHOE CTapeHue, MPOBOAMMbIX B COOTBETCTBUM C MOAENbI0 AppeHMyca Kak
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ANA YNakoBKW, TaK 1 gna u3gennd. Mogens AppeHnyca Wo=2a * ] KonMuyecTBeHHO M3MepsieT
y[ABaviBaHWe CKOPOCTM peakuun Npu KakaoMm MoBbileHUn Temnepatypbl Ha 10°C; ¢ yyeTom
KOMMYecTBa Hefeslb, HeOOXOAUMBIX AN1S CTapeHUs martepuana B OnpefefieHHbIX ycnosuax. OHa
LUIMPOKO MCMOJb3YeTCA B Ka4eCTBe CTaHLAPTHOrO MeTo/a B aMEePUKAHCKOW MPOMBbILLIEHHOCTH.
Mogens AppeHuyca CBA3bIBaeT MEPEMEHHbIE BPEMEHM W TemnepaTypbl CO CTapeHVEM
MarepuasioB, NO3TOMy OHa MPUMEHSETCA 18 pacyeTa NapaMeTpoB YCKOPEHHOro TEPMUYECKOro
cTapeHvs. 18 3TON uenyu npegnoymMTatoT MCNOoMb30BaThb [JaHHYK) MOZESb, & He npaswio M-
CTeneHu, Tak Kak OHa UMeeT 60/1iee NPOYHYH0 TEOPeTMYecKyto 6a3y v MpoBepeHa AJ19 MHOIMX
matepunanos. (Ccbinka: HayuHO-MccneaoBaTelbCKUii UHCTUTYT 3MEKTPO3HepreTnkn EPRI NP-
1558; npoekT 890-01; wUTOroBbIA OTYeT, CeHTAGPL 1980 T. «O6G30p Teopuu W TEXHONOTUU
CTapeHus 060pyLOBaHMAY).

3a UCMbITAaHMAMW Ha CTapeHWe cnefyeT CTapeHWe W3[enus B PeXxume peasibHOro BpPeMEHW.
BHyTpeHHsAs npouesypa komnaHum «Meput Megaukan Cuctema, VHK.», STP0002, pa3paboTaHa
Ha OCHOBe BbllLEYKa3aHHOro CcTaHgapTa M WCNONb3YeTCa B MUCMbITaHUAX Ha CTapeHue
OONbLUMHCTBA U3LENNIA KOMMAHWUN,

"apaHTUIAHbIN CPOK XpaHeHns HabopoB HecocyaMcToro MuHu-goctyna MAK-NVAN 3 roga.

11, JAHHbIE KITMHNYECKNX I/ICCI'IE,EI,OBAHI/II7I
[lns aToro ycTpoiicTea TpebyeTcs nepuoanyeckas KnMHUYecKas oLeHKa.

N3pgenna muHn-goctyna MAK-NV™ pcnonb3ytotca Ha npaktuke ¢ 2006 r. ¢ MUHUMaIbHbIM
KO/IMYECTBOM HeXKenaTe/lbHbIX 3(P(EKTOB B OTHOLUEHMM MaUMeHTOB, YKa3aHHbIX B OT4yeTe O
KMMHMYECKOW oueHKe. OLEeHKa PUCKOB N OCNOXHEHWIA, CBSA3aHHbIX C MCMO/b30BAHWEM AaHHbIX
n3genvin, 6blna NpoBefeHa OMbITHbIMW BpayaMu B COOTBETCTBUM C cepueli ctaHfapToB 1SO
14155.

[aHHble >Xanob W MpPeTeH3nid Npu 3KchayaTaumMm UM KAMHUYECKas OLEHKa AaHHOro u3aenns
MOKasblBatOT, 4TO LIEHHOCTb W3AeNUA MpU  WUCMO/Mb30BAaHUN B KAMHUYECKUX  YCNOBUAX
nepeBeLUnNBaeT PUCK NPUYMHEHNA Bpefa AN NaLMeHTa npu UCNonb30BaHUM MO HAa3HAYEHMIO, YTO
TpeboBaHMSA K XapakTepucCTVKaM Oblv BbIMOMHEHbI, YTO W3L4eNMs MOKa3blBalOT 3asB/IEHHbIE
XapaKTePUCTUKM U SBASIKOTCA OAHWM U3 CaMblX COBPEMEHHbIX YCTPOIACTB.

12. ONNCAHVE MPOU3BOACTBEHHOIO  MPOLIECCA  W3rOTOBJ/IEHWSA
MEANLIMHCKNX N3AENIA

bnok-cxema, npefcTaBnAwoLLlad MpoLecc Npou3BOACTBa, npuBefeHa B [punoxkeHun A. Bce

n3genms MAK-NV™ npou3BogAaTCA B HadnexawM 06pa3oM KOHTPONMPYEMOR cpefe, Kak

OMMCaHO B C/eAyoWNX CTaHAAPTHBIX ONepauyoHHbIX Npoueasypax:

e GPS 999.031 Tpeb6oBaHMs K AEWCTBMSM O OXpaHe OKPYXalollei cpedbl B UMCTbIX
NMOMeLLIEHMSAX

e GPS 999.044 KoHTponupyeMble YCoBus cpeapl

* QAP 999-950 lNpoueaypa MOHUTOPUHIA COCTOSHMS OKPYXKatoLLeid cpeapbl

Banugaumsa npoueccoB M 060pynoBaHWsA, WCMOMb3YEMbIX A5 MPOWU3BOACTBA MELULMHCKMX

U30eNNiA, OCYLLECTBNAETCA B COOTBETCTBUM C YCTaHOB/EHHbIMU MNPOTOKO/AMK, & pe3y/bTarhl

LOKYMEHTUPYIOTCA U yTBepXKAaroTcs. Befyrtca 3anucyM 0 Ba/MAVMPOBaHHbLIX/ATTECTOBAHHbIX
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npoleccax, 060pyAOBaHWM U MEepPCoHane; OHW BKOYAOT B cebs MCMo/b3yemble pabouve
VHCTPYKLUMW, AaHHbIe NPOBEPOK U WCMbITAHUIA, AaTy BbINOMHEHWS MPOLECCa, MAEHTUDNKALMIO
ML, KOTOPble BLIMOMHAKOT WM KOHTPOMMPYIOT — Ofepauun, U, Mpu HeoGXOAMMOCTM,
ncnonb3yemoe o6opyaoBaHMe. Bnok-cxema, npueefeHHas B [MpunoxeHun A, oGecneuvBaeT
BM3Yya/ibHOe Mpe/acTaB/eHre nNpoLiecca Nporn3BoACTBa.

KoHTponb KayecTBa
Kputepun Bbinycka rotoBoro Usgenus
KOoHTponb KayecTBa MPOBOAMTCA 4epe3 OnNpefesieHHble MPOMEXYTKN BpeMEHU B X0fe
NpPOV3BOACTBEHHOIO MpoLecca B COOTBETCTBUN C NapameTpamu, onpesesieHHbIMU B npoLesypax
KoMMaHuy «MepuT», a Takke creunpukaumaMmn, yKasaHHbIMU B TEXHOSIOMMYECKON KapTe
ycTpoiictga. (Cwm. MpunoxeHue A - Bnok-cxema(bl) MPOM3BOACTBEHHOMO NPOLIECCa).
TpeboBaHuA K npoBepke Habopa MAK-NV™ BK/O4aloT B Cebs crefytoLee:
BusyanbHas npoBepKa BK/IKOYaET:
o 3arps3HUTENN Y MHOPOLHBIV MaTepuran.
o OTCyTCTBYIOLIME, HEMpPaBWUbHO COOpaHHbIE, HEKOPPEKTHble WM  MOBPEXAEHHbIe
KOMMOHEHTBI.
i * [edekTbl nuTbs, AeOPMUPOBaHHbIE AeTain, HeLOCTaTOYHAsA 3a/1MBKa, PakOBYHbI,
BblLiBeTaHwue, rpar.
* HecooTBeTCTBYIOLLME LLBbI HA YMaKoBKe (T. €. MOIOCTH, U3MULLHAS MOPLUHUCTOCTL U
np.)
* [Mepern6bl Tpy6KN, Nope3(-bl), BMATUHA(-bI), BbINMYKIOCTb(-1),. BbILLBETaHME Ha TPYOKe.
» [oBpexaeHWe KOHYMKaA, HerosiHas cOopKa, BO3AYLUHbIA KapMaH, pakoBMHa, Y4acTKu
reperpesa, 3arpsasHeHWs, IMHUN MOATEKAHWA, BbINYKIOCTb U NpP. (BKIHOYAA KOHUMK
MapKepa).
* TpecHyBLUWe, CMIOMaHHble, Ae(hOPMUPOBaHHbIE WIN WHbIM 06pPa30M MNOBPEXAeHHbIE
KOMMOHEHTbI UN YacTu.
e [lpoBepuTb raiiky, 4TOObl Yy6eAMTbCA, UTO OHa MNMOTHO MpuaeraeT M CBOGOAHO
BpaLLaeTcs.
o [lpoBepuTb HaneyaTaHHY0O Ha pasbeMe WHGOpPMauulo BO M36exaHue OTCYTCTBMA,
HEMNpaBU/IbHOCTW,  Hepa3bopuMBOCTM  WAM  HECOOTBETCTBMS  HamnevaTaHHOM
NH(opMaLN.

[MpoBepKa pasmMepoB BKIHOYAET:

» [poBepka KpUTUYECKMX pa3mMepoB (DOPMOBAHHbIX KOMMOHEHTOB.

* [1noTHOe npuneraHne KOMMOHEHTOB.

o lnvHa MEeTaIIMYeCKON KaHINN.

e [nunHa cTuneta.

*  V3mepeHve 4nHbI BbICTYMaHWUA CTUeTa U3 Urnbl. He ncnonb3yiite nsgenve, ecnim ata
[A/IMHA BbIXOAMT 3a Mpefefibl crneuugukaumMm CornacHo 4epTedxam TeXHUYeCKOoro
3afaHus.

e PaccTosiHMe OT Kpasi KOHYMKa MapKepHON MoJockl A0 KOHYMKA KaTeTepa Haxo4uTcs B
npegenax crieumgrkalmmn

®YHKLMOHaIbHAsA NPOBEpKa BKOYAET:
 TIpOYHOCTb Ha pa3pbIB COEANHEHNS CTUMETA C BTY/IKOI U TPYOKM C BTYNKOIA.
e lcnbiTaHne nakeTa Ha paspbIB.
e VicnblTaHne Ha repMETUYHOCTb.
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KoMnoHeHTbI/y31bl B cbope, KOTOpble He COOTBETCTBYHT Tpe6OBaHMAM, yKasaHHbIM B Mpouegypax,
YyAAnarTCa s 4opaboTKU UM YHUUTOXKAKOTCS.

Mo 3aBepleHWyM MPOM3BOACTBA rOTOBble W3A4ENWNA HANPaBAslOT Ha YMNakOBKY W CTepuaMsaumio.
CTepnnun3oBaHHOE M3fenve NoOMewalT B 30HY KapaHTMHa nocne crepuausauuy o Tex nop, noka He
OyfeT npoBepeHa [JOKyMeHTauusa no cTepuausauuv. Msgenue BbiNycKalwwT A0S NOCAEAYHOLWEro
pacnpegeneHuns 3a NOANMUCLIO CNeLmaancToB No o6ecnevyeHnI0 KavyecTsa.

B cooTBeTCTBUM C MPOU3BOACTBEHHbLIM MpoueccoMm U CepTugumkatom Ne FM 534441 0 cOOTBETCTBUU
CUCTEMbl MEHe[KMeHTa KayecTBa KomnaHum «Meput Megunkan Cucteme, VHK.», CLLUA (Merit Medical
Systems, Inc.), B 06/1aCTU KOHCTPYyMpOBaHWs, paspaboTKu, MPOU3BOACTBA MEAULUHCKUX U3aenuni
npumeHsemomy ctaHgapty ISO 13485:2016 «MeguunHckoe ob6opyposaHue - CUCTEMbl MeHe>KMeHTa
KayecTBa - TpeboBaHuUst AN Lefeid peryimpoBaHunsa», 4acTb U3LENUNA, BXOAAWMX B COCTaB KOMMEKTaLuu,
Npon3BOAATCSA M YNaKOBbIBAKOTCA Ha NPOM3BOACTBEHHON naowagke - Merit Maquiladora Mexico, S. DE
R.L. DE C.V., Avenida Sor Juana Ines de la Cruz 19970 Interior B, Edificio 2, Parque Industrial Frontera
Tijuana, Baja California, MEXICO 22630. NMpon3B0OACTBO OCTanbHbIX U34eNNIA 1N OKOHYaTeNbHas cbopka
M ynaKoBKa FOTOBbIX W3[eNuii OCYLecTBASETCA Ha MPOU3BOACTBEHHON nnowagku: Merit Medical
Systems, Inc., 1600 West Merit Parkway South Jordan, Utah 84095 USA. CtpaHa npon3B0ACTBa yKasaHa
Ha MapKMpOBKEe.

13. YTTAKOBKA

| Lns n3pennii «Meput Megukan Cucteme, NHK» oNycTUMO CTaHAapTHOE CKNafCKOe XpaHeHune, ecnn Ha
ynakoBKe He YyKas3aHbl 0COOble YCNOBUS XpaHeHUs, B COOTBeTCTBMM ¢ OTyeTamum NO YNpasBieHUIO
puckamn. 3genme ynakosaHo M NpoMapKMpOBaHO KaK CTEPU/IbHOE U3fenne 04HOPa3oBOro NpuMMeHeHus.
CTepunbHble 6GapbepHble CUCTeMbl, YyKa3aHHble B cTaHgapte ISO 11607, npefHasHayeHbl A4S
npefoTBpaLLeHNs MonagaHnus MUKPOOPraHn3MOB U 06ecneymBatoT acenTMYecKoe COXpPaHeHWe W3aenus
[0 KOHEeYHOro npumeHeHua. T[lpoBepKa Le/IOCTHOCTM YNAaKOBKM  OCYLLECTB/AETCA B  pamKax
Npou3BOACTBEHHOIO NpoLecca.
Hab6opbl 418 YPECKOXXHOro BHECOCYAMCTOro MnHM-goctyna MAK-NV nomewatoT B NakeT M3 Matepmana
Tyvek®, 3anevaTbiBaemblii C MNOMOLbIO BaJMAUPOBAHHOIO  MpoLecca TEPMMYECKON  CBapkw,
npefHasHayeHHbld  gns  NOEMbLITMA ¥ 3alWMTbl  U34enns BO Bpems  CTepuansaunn, norpysku,
TPaHCMOPTUPOBKM, MaHWUNYNAUMA W XpaHeHWs. Ha nakeT HaHeceHa o06Was 3TWKeTKa, Ha KOTOpoii
npescTaBfeH cocTaB Habopa.
Virna npoBOAHWKOBass CO CTWU/IETOM W WHTPOAbIOCEP KOAaKCMabHbIA YN0XeHbl B WHAMBUAYANbHYHO
ynakoBKy B Bufe nakeTa u3 maTepuana Tyvek®, 3amnedyaTbiBaeMblli C MOMOLLbI BafMAMpPOBaHHOIO
npouecca TEPMUYECKOW CBapPKHW.
Habopbl [ANA 4YPECKOXXHOro BHecocyaucToro MmuHu-goctyna MAK-NV  coCcTOAT U3 clefytoLimnx
KOMMOHEHTOB:

Habop 415 YpecKoXXHOro BHECOCYAMUCTOro MUHKU-gocTyna MAK-NV™:

1 Ha6op A58 4peckoXHoro BHecocyamctoro mMuHu-goctyna MAK-NV™, ¢ urioii npoBogHWKOBOI CO
CTWNETOM Tpoakapom, anameTp: 21 G (0,8 mMm), B cocTaBe:
- irna npoBoAHNKOBas co CTUNeTOM TpoakapoM, anametp: 21 G (0.8 mm), agnvHa: 15 cm, 20 cwm;
- MHTpogblocep KoakcuanbHbIi B cocTase, gnameTpom 6F (2,0 mm) (Mpu Heo6xoAMMOCTN):
-aunatartop, guametpom 4F( 1,33 Mm) - 1wrT.,
- KaHI0N1A MeTa/inyeckas ectkas - 1wrT.,
- MposogHuk, anametp 0,018 (0,46 mm), anuHa 60 cm (Npu Heobxoau.mocTu) - 1 wrT.,
- MpoBoaHuK, gnameTp 0.038” (0,97 mm), annHa: 80 cm, 150 cm (npu HeobxoaumocTun) - 1wrT.,
- NHCTpYKLMSA MO NPUMEHEHUIO.
2. Habop gns 4peckoXXHOro BHecocyamcToro muun-goctyna MAK-NV™ . ¢ urnoii npoBogHWKOBOW €O
cTunetom Tmna Yumba, guametp: 21 G (0,8 mMm), B coCTaBe:
- Mirna npoBoAHNKOBaAs €O CTUeTOM Tuna Yunba, gnametp: 21 G (0,8 mm), gnuHa: 15cm, 20 cwm;
- NHipogblocep KoakcuanbHbIl B cocTaBe, guameTpom 6F (2,0 mm) (Mpu HEOO6XOAMMOCTW):
- aunaratop, gnameTpom 4F (1.33 mm) - 1 wrT.,
- KaHI0NA MeTananyeckas xecrkas - 1wrT.,
- MpoBogHuK, anameTtp 0,018” (0,46 mMm), annHa 60 cm (Npu HeobxoAgMmMoOCTH) - 1 wWT.,
- MpoeoaHuK, anameTtp 0,038” (0,97 mm), annHa: 80 cm, 150 cm (npn HeobxogmmocTh) - 1wT.,
- VIHCTpYKUWMSA N0 NPUMEHEHUIO.
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NHCTPYKUMS MO NPUMEHEHWUIO BKMaAblBAaeTCs B rPyMnMoBYyk YnakoBKy HabopoB. HabGopbl ans
UPECKOXHOF0  BHECOCYAWUCTOTO  MWHW-OCTYNa B TPyMnnoBO/  YMakoBKe MOMeLLalOT B
TPaHCMOPTHYO KOPOOKY.

ATTecTaums ynakoskv usgenuin  MAK-NVAN - komnaHun  «Meput»  6bina npoBefeHa B
COOTBETCTBUW C TPe6OBaHUAMU ClefyHOLLMX CTaHAapTOB:

ISO 11607-1: ynakoBKa MeAMUMHCKUX W3AeNniA, CTepUIn3yemblX Ha 3aBepLuatollein cragum
NMPOM3BOACTBa - 4YacTb 1. TpeboBaHMA K MaTepuasam, CUCTEMam 3aliuTbl CTEPUSIbHOCTM WU
cucTeMam ynakoBKMK.

ISO 11607-2: ynakoBKa MeAVUMHCKUX W3AENNA, CTEepUIM3YeMbIX Ha 3aBepLUaroLLeil cTaaum
MPOM3BO/ACTBA - YacTb 2: TPebOBaHWA K Ba/iMAaLMm NpoLLeccoB (DOPMMPOBaHUSA, repMeTm3aLmm n
COOpKMU.

ASTMDA4169: cTaHgapTHasg MeTOoAMKa TeCTUPOBaHWUA  3PMEKTUBHOCTU  TPAHCMOPTHbIX
KOHTEHEepOB 1 CUCTEM.

ISO 2233 «¥YnakoBka - [MofHble, 3ano/iHeHHbIe TPAHCMOPTHbIE MaKeTbl U FPy3bl eAvHULbI -
Co3spfaHvie ycnoBuii 41t UCNbITaHUSA»

14. UH®OPMALMNA O MAPKUPOBKE WU3AENNN

dopmaTbl 3TUKETOK M34ennin Obinv pa3paboTaHbl M 0J00peHbl AN OTAEeNbHBLIX U3AeNui,
CTEPUNBHBIX YNAaKOBOK W TPAHCMOPTHON YNakKoBKW. YTBEPXAeHHas MapKMpOBKa HaxoauTcs B
TEXHO/IOTMYECKOM pernameHTe n3genus.

KomnaHuna «Meput Megukan Cucteme, WHK» KUCMNONb3YeT Cheaylowime craHgapTel And
COAepXXaHnst MapKMpPOBKM UM (hOPMUPOBaHMUA CMMBOSIOB B COOTBETCTBMM C  TEKYLLMMMU
Tpe6oBaHUAMMN OMPeKTMBbLI N0 MEANLMHCKUM U3LENUAM:

e EN 1041: nHthopmaums, noctasnseMas N3roToBUTENEM.

e I1SO 15223-1: uzgenusa meguunHckue. CMMBOSIbI, UCMOMNb3YeMble Ha AP/blKax MeLUUUHCKUX
M3LeNMii- Npu  MapKUPOBKE W B MpeaocTaBnseMor WHopmauum - yactb 1. obume
TpeboBaHus.

e ISO 15223-2: w3penua wmeguuuHckne. CKMMBOMbI, UCMOMb3yeMble Ha  MEeAULMHCKNX
n3genmsaxX, MapKUPOBKE U B NMPeaocTaBIseMort MHpopMaLmm - YacTb 2: pa3paboTka, Bblibop 1
Ba/MAauUmMsa CUMBO/OB.

* PykoBoacTBo FDA no MapKUpPOBKe MeLUUMHCKUX U3LeNniA 419 NaLMeHTOB; OKOHYaTe/lbHoe
PYKOBOZCTBO A/11 NPOMbILLIEHHOCTM 1 0630pbl FDA (19 anpens 2001 r.)

OnwvcaHne CMMBO/IOB MapPKMPOBKM NPeACTaB/IeEHO B TabnnLe.

Cumson PacLumncgpoBka c1umBosa
1 Ec REP YNONHOMOYEHHbI  MpeAcTaBuTens B EBponeickom
cooblLuecTse
W3roTtoBuTenb
3. MpofaeTcs TOMbKO Bpayam 1 le4ebHbIM YUpPeXXaeHNAMM
T ® 3anpeT Ha NOBTOPHOE MPUMEHEHMe.
T REF Ne no kat
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10.

12.

13.

14.

15.
16.

17.

18.
19.

LOT

|sterilel|eo]

A

d]
X

A% iiric)

icnonb3oBatb [0

Howmep nota

CTepnnn3oBaHO 3TUNEHOKCUAOM

BHuMaHve! O6paTuUTECh K MHCTPYKLMM MO NPUMEHEHMIO

[laTa npon3BoacTBa

AnuporeHHo

COBMeCTUMOCTb C MPOBOAHVKOM

He ncnonb3oBatb, ecnv ynakoska nospexaeHa

bepeub OT Bnaru
31Ol CTOPOHOM BBEPX

Xpyrkoe, 06paLLATLCS OCTOPOXKHO

3HaK COOTBECTBMA

Haznnueb «TOHKOCTEHHas Tpy6Ka Ur/ibi»
Hagnucb «HETOKCUYHO»

MpuMepbl MapKUPOBKM MPUBEAEHbI HUXKE:
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1poBogHvK, guametp 0,038” (0.97
M), AmvHa: 80 cm.

Habop onsa UYPECKOXHOT0
BHECOCYANCTOro MWHU-F0CTYNa
MAK-NV™

a MPOBOAHWKOBaA CO CTUMETOM Tuna
ia, gnavetp: 21 G (0,8 mm), AnuHa

€CTMMOCTb MPOBOAHMKA: MPOBOAHMK
etpom 0,038 atoiimoB (0,97 mm)

MpounssegeHo B MeKcvke

31B00

T OLBS U

Puc. 3 Habop ans YpeckoXXHOro BHECOCYaANCTOro MUHK-aocTyna MAK-NV™ ¢ 1roi NpoBOAHNKOBOW
CO cTWneTom Tvna YUmnba, avametp: 21 G {0,8 Mv) aamHoli 15 cm
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MpounssegeHo B MeKcuke

Mn”*MMIMii 1nNenciU. fMenw-eiMinm NNe tWMt oawty !
CgMantr a«nic«tSt<e3Se82 22 i* £

MMw*M»« «u»«4nede«M «a(»b!Muml:1»)Y:as11n*nl i
I I I I «J1T» i&e?«42fP*rit >~ wwr, LW A X Eli Curtmurtavui

w 2ll» MWL  wiac-HMi,r Xk awm watl! T TWwK

Puc. 4 Ha6op Ans 4YpPECKOXHOIO BHECOCYLMUCTOro MUHM-gocTyna MAK-NV™ ¢ urnoit
NPOBOAHWKOBOI CO CTUNETOM, TpOakapom, gnametp: 21 G (0,8 mm) gnuHoit 15 cm
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Ha3BaHue;

PerucTpaupoHHoe

Y[0CTOBEPEHNE:
BapuaHT
NCNOSHEeHUA:

OTBETCTBEHHbIM
YMO/THOMOYEHBII
npeAcTaBnTENb B
pPo:

Habop [/19 UpecKoXHOro BHECOCYAMCTOTO  MUHU-
foctyna MAK-NV™

No XXX XXXXXIXXXX 0T XX XX, XXXX

Hab6op ans YpeckoXHOro BHECOCYAMCTOro MUHU*AOCTYNa
MAK-NV™ ¢ 1rfioin npoBogHNKOBOWA CO CTWUIETOM
Tpoakapom, anametp: 21 G (0,8 mMm)

OO0 «Meput TekHonomKmMc», Poccus
119017, r. Mockga, 1-1 Kasauuii nepeynok,
A. 7,31, 1, koM. 6

Ycnosus TpaHcnopTuposku oT -35*C go +55°C
Ycnosus xpaHenus ot +5*C go +27"C

ToHKOCTeHHas Tpy6Ka UMbl

HETOKCNYHO

JWT e XX XXX

Puc. 5

[MprMep MakeTa MapPKUPOBKM Ha MeAVLIMHCKOE m3fenve «Habop [/19 YPeCKOXHOIrO BHECOCY/AMCTOrO
MUHK-gocTyria MAK-NV™ ¢ 1rnoii npoBOAHMKOBOI CO CTU/ETOM, TpoakapoM, avameTp: 21 G (0,8
MM) AMHORA 15 cv» s 0BpaLLeHns Ha TeppuTopin Poccuiickoin deaepatm

Puc. 3 MNpumMep TpaHCMOPTHOM YNakoBKK
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15. YCNOBUNA XPAHEHNA N TPAHCIOPTUPOBKU

Ycnosusa xpaHeHus:

XpaHUTb B MNPOX1afHOM, CyXOM W TeMHOM MecTe. bepeub OT BO3LeENCTBUS
OpraHMYecknX pPacTBOPUTENEN, NOHU3UPYIOLLErO W YNbTPathONETOBOrO M3NyYeHus, a
TaKKe BbICOKMX Temnepatyp. [lepnoguyecks nNpPOBOAWUTL PEBU3MIO  3amMacoB W
1NCNOMb30BaTb M3OeNUA OO WCTEYEHWA CpPOKa FOAHOCTW, YKA3aHHOro Ha YMaKOBKe.
N3penns, ocBOGOXAEHHblE OT TPAHCMOPTHOM YNaKOBKMW, [O/MKHbI XPaHUTLCA Mpu
CNefyHoLLMX YCOBUSAX OKPYXKatoLLEn cpefbl:

YcnoBus XpaHeHns:

TemnepaTypa oT +5°C po +27 °C (oKpy»karoLiasn cpega)
OTHOCUTeNbHasA BNaXXHOCTb ot 10% po 90 % (6e3 KoHAeHcaLmm)
ATmOoc(epHoe JaBneHune 84.0 klMa~ 106.7 kMa (630 - 800 mm pT.CT.)
Ycnosua TpaHCNOPTUPOBKN:

- Temneparypa ot -35°C fo +55 °C (oKpy»xatoLas cpesa)
OTHOCUTeNbHasA BNaXXHOCTb o1 10% pf0 90 % (6e3 koHAeHcaLmm)

I ATMOCepHOe faBneHune 84.0 klMa- 106.7 kMa (630 - 800 mm pT.CT.)

Ycnosus akcnayataumu:

Temnepatypa OKpy>XatoLLeRn cpedpl: He 6onee 25°C

[Junana3oH TemnepaTtyp nNpv UCNob30BaHMKM - Temnepatypa tena ot 32°C o 42°C
OTHOCcUTeNbHas BNaXXHOCTb: 100 % (KOHTaKT C KPOBbHO)

ATmocepHoe faBneHue: 86-106 Kla.

CpOK XpaHeHUst CTEPUIbHBIX VI3,EI,€J'IVIVI 36 MecsLEeB € AaTbl CTepUIn3aLMN.

16. YTUIN3AUNA

cnonb3oBaHHble HAGOPbl YTUIM3MPYIOT Kak 3MUAEeMUONOTMYECcKM OmnacHble OTXoAbl Knacc b
(HanMume KOHTaKTa C KPOBbHO U CAIM3UCTLIMM TKaHSIMW NaLUUEHTa).

Mo NCTeYEHUM CPOKA FOAHOCTM HENCMO/b30BaHHble HABOPbI, HE KOHTAKTUPYIOLLIMX C KPOBbIO M
CNM3NCTBIMU CRefyeT YTUAM3MPOBaTb, Kak aNMAeMMOoornyeckn 6esonacHble 0Txoapl knacca b,
MPUOAMKEHHbIE MO COCTaBY K TBEPAbIM ObITOBbIM OTXO4aM. YTUAM3aLMS MCMO/b30BaHHbIX
N3AENniA  AO/MKHA OCYLLECTBNATLCA B COOTBETCTBMM C TPebOBaHMAMM 3aKOHOAATENbCTBA U
HOPMATMBHbIX AOKYMEHTOB MO YTWUIM3aUMW MPOAYKUWUW, MPUHSATBIX B CTpaHe MNPUMEHEHNs
MeAULMHCKOrO M3aeNis.

17. TAPAHTUNHBIE OBA3ATE/IbCTBA

OrpaHunyeHHasa rapaHTUA 1 0TKa3 OT OTBETCTBEHHOCTU

Komnauua «Meput Megukan Cucteme, WIHK» rapaHTUpyeT COOTBETCTBME MPOAYKLMM
cneunuKaumsam BO BpemMs OTrpy3ku [lokynaTtento M OTCYTCTBUE [Ee(eKTOB MaTepuaioB U
M3rOTOB/IEHNS B TEYeHWe Mepuoda, YKa3aHHOro B MUCbMEHHOM OrpaHWYeHHON rapaHTuu,
npunaraeMori OTAENbHO K KaXKAOMY M3f4ennto. apaHTUHLIA CPOK XpaHeHWUs MeAULMHCKOro
nsgenna Habop [N YPecKOXHOro BHECOCyAucToro muHu-goctyna MAK-NV™ 3 roga. 3ta
rapaHTVs He pacnpocTpaHseTCs Ha NPOAYKUMIO, KoTopas 6bina: (i) MoAM(ULMPOBaHa, N3MEHEH],
noABeprHyTa PemMoHTY, BOCCTAHOB/EHUIO, NepepaboTKe WM U3MEHEHUSM APYrol KOMMaHuelw,
nomumo «Meput Meamkan Cucteme, VHk»; () ncnonb3oBaHa He Mo Ha3HaYeHWIo, NOABEPrHyTa
Henpasu/IbHOMY 00paLLeHWto, MOBTOPHOMY WCMOMb30BAHUIO WM MOBTOPHON CTepunmsaumm,

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



NOCTpaJaNa B Pe3yIbTaTe HeCYacTHOrO CiTydas, HapYNICHHS NPABHII SKCILTYaTAlHH, XaIaTHOCTH
WIH TIOCTOPOHEETO BMemareascTsa; (iii) MoBpexacHa B pesynbTaTe PUIMIECKOro, MPHPOSHONO
WIH MECKTPHIECKOTO BO3ACHCTRHA, & TAKKE C WIMCHCHHBIM, TOBPEXACHHEIM HIM YIANCHHLIM
cepuiiHEIM HOMepoM; (iv) HCMONB3OBaHA B COYUCTAHHH C mobrM ApYrHM H3zesHeM; (V)
KCTIONB30BaHA HE B COOTBEICTBEM C VYKa3aHHWAMA N0 NPUMEHEHHIO, YTO YCTAHOBJICHO
YNOHOMOYEHHON opraHu3ampeli, HCHOMbE30BaHA HE B COOTBCTCTBHH C oOnacTeiO0 NPHMCHEHHA,
ykasagHOM B cnen@QHKamAd, WM B YCNOBHMAX, HE NPEAYCMOTPEHHHIX A4 JAHHOIO BHAA
A3zemiit, JHoGHeE TeXHHIECKHe PEKOMEHIAITMY OT HMeHH KoMmanud «Meput Mezuxan Cucrenc,
Unk» npeaocTapnsioTca Ge3 oOA3ATENBCTB MAH KOMICHCAIAM, KoMmamns «Meput Meauxan
Cucremc, MHK» Be npunuEMacT Ha cefa Xakux-mu0o 00A3aTeNBCTR HIH OTBETCTBCHHOCTH, BCE
NOJOGHEE PEKOMEHAANMH AAIOTCA H NPHHUMAIOTCA NOA oTBeTcTBeHHocTs [lokynarens. 3A
WCKTIOUEHMEM BBIILIEYKA3BAHHBIX CIYYAEB, KOMITAHHS «Mepur Memmxan
Crcreme, Umx» HE JIAET 3ABEPEHUH WIH TAPAHTHHA JIIOBOI'O POJA B
OTHOLUEHWM TIPOJAVKIIMH, KAK ABHO BbBIPAXEHHBIX, TAK H
TOAPA3YMEBAEMBIX, MOKYIIATEMIO, KOHEYHOMY TOTPEBUTEIIO, TPETBHM
JIULIAM. «Meprat Memuxan Cucreme, Uux» OTKJIOHAET H HCKNIOYAET JIOBBIE H BCE
BBIPAXEHHBIE, IMOAPA3YMEBAEMBIE H 3AKOHOZATEJIBHO
MPEAYCMOTPEHHBIE TAPAHTUM, BKJIIOYASI TAPAHTHH OT HAPYIIEHWA H
TTIOIPA3YMEBAEMBIE TAPAHTUM TOBAPHOI'O KAYECTBA WX ITPUI'OJHOCTH.

18. PEKJIAMAIIWA

Oprauuzanus, NpuHEMalomass Ha TeppHTopuM Poccuiickol @encpallid APETCH3UE OT
noTpebHTENd 1O Ka9ecTBY IPOAYKTA: )

O6mECTB0 ¢ OrpaHHYCHHOK OTBETCTBCHHOCTHIO «MepHT TexHOMODKHACY (000 «Mepur
Texnonomkucy), OTPH 1117746679533, UHH 7705960130

IOpagmaeckuit anpec: P®, 119017, ropon Mocksa, 1-biit Kazaunii nepeynok A. 7, srax

1, koM. 6

Ten/daxc: +7 (495) 221-89-02

33
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Briok-cxema NpousBOACTBEHHOrO npouecca Habopa A1 YPECKOXHOro BHECOCYAMCTOro MWUHU-A0CTynNa
MAK-NV™

Start Myck
Generate W,0. [NpeacTasneHne TeXHUYECKOro 3agaHns
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GPS§994.033
Kitting Process
GPS994.031

Line clearance
MPS994.082
Introducer/Dilator

Dilator and Introducer or Stiffener

Cut Tubing
MPS994.158

Flare Tubing
MPS994.158

In process inspection
MPS§994.158

Fail

Scrap

Is it SMAK Dilator?
Yes

Cannula Insertion
MPS§994.158

No

Bagging
MPS994.158
Stiffener

Resin preparation
MPS994.157

Setup Molding Machine
MPS994.149
MPS994.154

QA inspection parameter check
QAP994.019

Yes
Satisfactory inspection?

No

Generate NC
GPS994.003

Insert Molding
MPS994.152
MP8994.154

In process inspection
MPS994.150

Fail

Scrap

Packaging
MPS5994.152

OA audit
QAP994.019
Satisfactory audit?
Yes

Send materia to KBM Location
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GP8994.033

IIpoyecc Komnnexmosansun
GPS994.031

Ovucmxa runuy

MPS994.082
Humpooviocep/Ounamamop
Hunamamop u unmpodviocep unru dicecmxasn
KQronn

Obpesannan mpybxa

MPS§994.158

3aznymasr napyoxy mpybra
MPS994.158

ITpouseodcmeennsili Konmpons
MPS994.158

He coomeemcmgyem

Omébpaxosxa

Imo ounamamop SMAK?

Ha

Yemanoexa xanwonu

MPS994.158

Hem

Ynaxoexa ¢ naxemst

MPS994.158

Kecmxan xanions

Hoozomoexa cmonvi

MPS8994.157

Yemanoexa popmosounois mauiunst
MPS5994.149

MPS994.154

Iposepra xoumponupyemsix napamempos
0N obecneyenun Kauecmea
QAP994.019

Ha

Pesynomamu: nposepxu
yooenemeopumenorvie?

Hem

Co3darnue omuema o Hecoomeemcmeuu
GPS994.003

Dopmosanue co scmaexoi
MPS994.152

MPS8994.154

Hpouzsodcmeennsiii Konmpons
MPS994.150

He coomeemcmeyem

Ombpaxosxa

Ynaxoexa

MPS994.152

Ayoum obecneuenun xavecmsa
QAP994.019

Pesynomamui ayduma yooeremeopumensivie?
Ha

Omnpasxa mamepuana & mecmo KBM
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GPS5994.033
Sub Molding
Molded

Subassembly or Finished good

Subassembly

Introducer or Dilator/Stiffner

Introducer

Hub Print/Curing
MPS780.031

Sub Molding

Tipping
MPS780.029
MPS780.033
MPS780.061

In process inspection
MPS780.033
MPS780.061

Fail

Scrap

Packaging Subs
MPS795.023

QA inspection
TBL243

Satisfactory inspection?

No

Generate NC
GPS994.003

Yes

Send materia to kanban
GPS994.033

Sub Assy
Dilator/Stiffner

Sub Molding

Nut Thumping
MPS780.032

Tipping
MPS780.029
MPS5780.033
MPS780.061

In process inspection
MPS780.033
MPS780.061
Packaging Subs
MPS795.023

QA inspection
TBL243

Satisfactory inspection?

Finished Good
Final Assembly
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GPS994.033

Dopmosarue nOOKOMNOHEHMOE
Dopmosarinvie

Cbopounnviii yzen u 20moeoe usoeaue
C6opounwiit ysen

HAnmpodviocep unu  Ouramamop/acecmxasn
KQHIONR

Humpoodvwiocep

Hevames u mepmoobpabomxa e obnacmu xaba
MPS780.031

Dopmosanue NOOKOMNONERMOE
Kanmoeanue

MPS780.029

MPS780.033

MPS780.061

Ipoussodcmaennsiii Konmpons
MPS780.033

MPS780.061

He coomeemcmeyem

Ombpaxosxa

Ynaxoexa cbopounvix yinos

MPS795.023

Hposepxa npoyecca obecnewenun kavecmaa
TBL243

Pesyromamvi nposepxu
yooenemsopumenvrvie?

Hem

Co3danue omuema o Hecoomesemcmeuu
GPS994.003

Hda

Omnpasums mamepuans ¢ cucmenmy Kanban
GPS994.033

Cbopounwie y3nw

Junramamop/scecmxas Kanionn

DopMOSarue NOOKOMNOKEHMO6
3axpyuusanue zaiixu

MPS780.032

Kanmoeanue

MPS780.029

MPS780.033

MPS780.061

Hpouzsoocmsennsiii Konmpons
MPS780.033

MPS780.061

Ynaxoexa cbopounsix y3nos

MPS795.023

ITposepra npouecca obecneyenun Kauecmea
TBL243

Pezyavmamui nposepxu
yoosnemsopumenvruvie?

T'omoeoe usdenue

Hmozosar cbopka
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MPS999.270

Sub Assy

Inner Seal
MPS999.270
MPS999.203

Apply Label
MP8999.270
MPS§994.062
Additional Components
MPS999.270

Outer Seal
MPS5999.270
MPS999.203

Boxing

MPS994.062
MPS§999.271

QA inspection
TBL243/QAP994.012
Satisfactory inspection?

No

Generate NC
GPS5994.003

Yes

Shipping

GPS994.013

Needs sterilization?
BowTie

Package BowTie in TJ
MPS999.818

(Only MAK / SMAK-BT)
Guidewire from GAL
Needle from SLC

HVA Valve from SLC (Only PAK)

Retort
QS5P994.004
Pre Sterilizer
QSP994.004

Sterilization
OSP994.004
Post Sterilizer
QSP994.037
Locate
GPS994.009
End

Symbols Legend
QA inspection
Operation
Decision
Scrap/Disposition
Generate Docs
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MPS99.270

Cbopounuie ysnvt

Brympennuii uios

MPS§99.270

MPS999.203

Hanecenue mapxuposxu

MPS§99.270

MPS994.062

Hononnumensnsie KOMBOHEHMY
MPS899.270

Buewnuit wos

MPS§99.270

MPS5999.203

Ynaxoexa ¢ kopobxu

MPS994.062

MPS999.271

ITpoeepxa npoyecca obecneuenun Kaecmsa
TBL243/QAP994.012

Pesyromamvi npoeepxu
yooenremeopumenvivie?

Hem

Co3danue omuema 0 HECOOISEMCMOUY
GPS994.003

Ha

Tpancnopmuposxa

GPS994.013

Tpe6yemcs cmepunusayus?

BowTie

Vnaxoexa usdenus BowTie 6 TJ
MP5999.818

(Tonvxo MAK / SMAK-BT)

Ipoeoonux uz GAL

Hzna us SLC

Knanan T'KA u3 SLC (monexo PAK)
Pemopma

QSP994.004

Cmepunusamop ORR  npedeapumensiod
CMEPURUIAUNY

QSP994.004

Cmepunuzayun

QSP994.004

Cmepunusamop 0% ynaxosanuux usdenuit
QSP994.037

ITepemewenue

GPS994.009

Kowney

3navenue cumeonos

IIposepxa npoyecca obecnevenun xavecmaa
Jxcnryamayun

Pewenue

Ombpaxosxa/pasmeujenue

Cosdanue ooxymenmos
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Subprocess Mognpotecc

ISnsE)pectioE_/Tkest MpoBepka/mcnblTaHue
Ll.J l?ssy n MpuBs3Ka CE0POYHBIX Y3N0B
In MpuBsizka
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Mepesena KosnosaJapba BnagumuposHa

Poccuitckas Pefepaums
"opoa Mocksa
[eBATOro CeHTA6pA ABe ThiCAYM 4BaALAaTOro roga

f. Koponb BukTopusi AnekceeBHa, HOTapuyc ropoga MOCKBbI, CBUAETENbCTBYHO
MOAMHHOCTL NoAnMcK NepeBoaumka Koznosoii [apby BnagMmpoBHBl.
Moanuck caenaHa B MOEM NPUCYTCTBUMN,

JINYHOCTb NOANUCABLLETO IOKYMEHT YCTaHOB/IEHA.

3aperunctpupoaHo B peecTpe: Ne 08/82-H/77-2020-
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