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These Instructions for Use have been prepared to provide information for registering a medical

device in the Russian Federation. The information is provided as required in accordance with the
Rules on Registration of Medical Devices (Decree No. 1416 of the Government of the Russian
Federation dated December 27, 2012). The contents of the Instructions for Use comply with the
requirements of Order No. NH of the Ministry of Healthcare of the Russian Federation "On
Approval of Requirements to the Contents of Technical and Operational Documentation of the
Manufacturer (Producer) of the Medical Device" dated January 19, 2017.

The device is developed, manufactured and sold in accordance with the requirements of EN ISO
13485:2012 + AC : 2012 (Certificate number 513975 MP2012, date of issue February 6, 2018,
valid until March 31, 2019, notified body for medical devices: DQS Medizinprodukte GmbH)
and is CE marked (EC certificate number: 513975 MR2 annex Il excluding section 4, date of
issue May 12, 2018, date of expiry July 31, 2022, notified body: DQS Medizinprodukte GmbH).

1. Device name:

Sterile Disposable Y-Shaped Connectors with Two Adapters, Design Options:
- ANRYV;

- RYVA;

- RYVA LUER;

- Instructions for Use (supplied with each device) - 1pc.

Device classification in accordance with the Nomenclature Classifier of Medical Devices

approved by Order No. 4nh ofthe Ministry of Healthcare of the Russian Federation dated June 6
2012 - view nbf defined,;

OKPD2 - 32.50.13.190 - Instruments and devices used for medical purposes, not included in
other groups;

Class depending on the potential risk degree of medical application in accordance with the
Nomenclature Classifier of Medical Devices approved by Order No. 4n of the Ministry of
Healthcare ofthe Russian Federation dated June 6, 2012 - 2a;

2. Full name ofthe medical device manufacturer
BALT EXTRUSION SAS, France
10 rue de la Croix Vigneron 95160 MONTMORENCY, France

3. Intended,  of  device andprinciples of operation:

3.1 Intended use of the device: The device is intended for additional infusion of jointly used
medical devices for interventional neuroradiology and/or interventional radiology and/or
cardiology, aspiration or infusion of contrast medium by attaching the connector to a
subcutaneous injection tool (for example, a syringe), or to an auxiliary device for supplying
pressurized fluid with a syringe for interventional radiology.

3.2. Principle of operation:

The ANRYYV Sterile Disposable Y-Shaped Connectors with Two Adapters, Design Options
(Figure 1), are Luer type transparent connector (adapter) with a sliding nut and side arm,
representing conventional Y-connectors used to provide additional infusion of jointly used
medical devices for interventional neuroradiology and/or interventional radiology and/or
cardiology, aspiration or infusion of contrast medium by connection to either a subcutaneous
injector or a pressurized fluid delivery device with a 1 cm syringe (up to 2000 kPa).

The RYVA Sterile Disposable Y-Shaped Connectors with Two Adapters, design options (Figure
2), have a dual-valve system combining a quick-twist valve lock and a push-pull stop valve. The
quick-twist valve lock secures an inserted device (microcatheter, guidewire) or maintains high-
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pressure resistance. The push-pull stop valve is a quick-release push-pull hemostatic valve. The
connector has a reduced flange to ensure passage of a J-shaped guidewire. The RYVA Sterile
Disposable Y-Shaped Connectors with Two Adapters, design options, comprise a side-arm
connector with a two-way valve.

The RYVA.LUER Sterile Disposable Y-Shaped Connectors with Two Adapters, Design Options
comprise a side-arm connector with a Luer lock.

4. Functional characteristics of the device:

The ANRYV Sterile Disposable Y-Shaped Connectors with Two Adapters, design options
(Figure 1), are Luer type transparent connectors (adapters) with a sliding nut and side arm,
representing conventional Y-connectors strong enough to provide direct connection to either a
subcutaneous injector (for example, a syringe) or a pressurized fluid delivery device with a 1 cm?
syringe (up to 2000 kPa).

Sterilized with ethylene oxide. This device is sterile. For single use only. The RYVA Sterile
Disposable Y-Shaped Connectors with Two Adapters, design options (Figure 2), have a dual-
valve system combining a quick-twist valve lock and a push-pull stop vélve. The quick-twist
valve lock secures an inserted device (microcatheter, guidewire) or maintains high-pressure
resistance. The push-pull stop valve is a quick-release push-pull hemostatic valve. The connector
has a reduced flange to ensure passage of a J-shaped guidewire. The RYVA Sterile Disposable
Y-Shaped Connectors with Two Adapters, design options, comprise a side-arm connector with a
two-way valve. The RYVA.LUER Sterile Disposable Y-Shaped Connectors with Two Adapters,
design options, comprise a side-arm connector with a Luer lock.

3. Risks of using the medical device, contraindications, expected and predictable side effects:
5.1 Indications:

3.1.1 Indications for the MD "ANRYV Sterile Disposable Y-Shaped Connectors with Two
Adapters":

a) The rotating hemostatic valve provides a tight seal around guidewires, microcatheters and
other devices with a max. diameter of 9.3 Fr (3 1 mm).

b) The side port with a female Luer lock is designed for addmonal flushing, aspiration or
contrast medium injection.

¢) The snap-in rotating male Luer lock is intended for easy connection with hubs of selected
catheters (VASCO, MAGIC, BALTACCI, FARGO LINE, SONIC, IVA with a LUER lock,
CRISTAL BALLOON, ECLIPSE, COPERNIC, 2L BALLOONS and CORAIL).

Note: The device is not used for lavage or irrigation of any cavities/organs of human body.

5.1.2 Indications for the MD "RYVA.LUER Sterile Disposable Y-Shaped Connectors with
Two Adapters":

a) The dual valve control system (push-pull and twist) provides a tight seal around guidewires,
microcatheters and other devices with a max. diameter of 7.5 Fr (2.5 mm).

b) The side port with a female Luer lock is designed for additional flushing, aspiration or
contrast medium injection.

¢) The snap-in rotating male Luer lock is intended for easy connection with hub of selected
catheter (VASCO, MAGIC, BALTACCI, FARGO LINE, SONIC, IVA with a LUER lock,
CRISTAL BALLOON, ECLIPSE, COPERNIC, 2L BALLOONS and CORAIL).

Note: The quick-release push-pull hemostatic valve opener is designed for reducing leaks. The
conventional quick-twist valve is designed for securing an inserted device (microcatheter,
guidewire...) or maintaining high-pressure resistance. The device is not used for lavage or
irrigation of any cavities/organs of human body.
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5.1.3 Indications for the MD "RYVA Sterile Disposable Y-Shaped Connectors with Two
Adapters":

a) The dual valve control system (push-pull and twist) provides a tight seal around guidewires,
microcatheters and other devices with a max. diameter of 7.5 Fr (2.5 mm).

b) The side extension tube with a two-way stopcock is designed for additional flushing,
aspiration or contrast medium injection.

¢} The snap-in rotating male Luer lock is intended for easy connection with hubs of selected
catheters (VASCO, MAGIC, BALTACCI, FARGO LINE, SONIC, IVA with a LUER lock,
CRISTAL BALLOON, ECLIPSE, COPERNIC, 2L. BALLOONS and CORAIL).

Note: The quick-release push-pull hemostatic valve opener is designed for reducing leaks. The
conventional quick-twist valve is designed for securing an inserted device (microcatheter,
guidewire...) or maintaining high-pressure resistance. The device is not used for lavage or
irrigation of any cavities/organs of human body.

5.2 Contraindications:
None.

5.3 Potential complications and side effects
None.

5.4 Precautions

Do not use if package is opened or damaged. The devices are sterile if package is undamaged.

. The Y-connectors are intended for single use only. Do not reuse. Reuse of the medical
device may result in a high risk of contamination to the patient and performance degradation.

. Do not resterilize.

. Store in a dry and dark place at room temperature.

. Do not use past the expiration date.

. These devices should only be used by medical specialists trained in the field of
interventional neuroradiology and/or interventional radiology and/or cardiology.

. Follow the instructions for use provided with compatible devices to be used together with
this device in the field of interventional neuroradiology and/or interventional radiology and/or
cardiology.

. Follow the instructions for use provided with medications infused through the Y-
connectors into compatible devices.

5.5. Information on potential consumers: The device should only be used by medical specialists
trained in the field of interventional neuroradiology and/or interventional radiology. Conditions

of use: Medical treatment facilities and healthcare centers, only when prescribed by a medical
specialist.

6. Technical specifications of the medical device:
Table 1. Technical specifications of the device

ANRYV weight, g 4.7x1 %
RYVA weight, g 7.60£1 %
RYVA.LUER weight, g , 11.6x1 %
Pass valve weight (only for RYVA), 2 0.156+1%
Surface condition (clean, smooth, free from scratches, etc.) [ Yes

Min. tear force, N 3

Max. pressure, kPa 810.6

Unspecified acceptable values: +1 %
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Type of contact with the human body — short-term (less than 24 hours) indirect blood path
contact.

Device appearance: The device surface has no foreign particles, bubbles or stains. The surface
is smooth and free from technological and external defects, and provides a sufficiently strong
connection with either a subcutaneous injector or a pressurized fluid delivery device with a
syringe.

5.1 Schematic drawing of the MD "ANRYYV Sterile Disposable Y-Shaped Connector with
Two Adapters" (with technical specifications):
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Figure 1: Device structure: ANRYV Sterile Disposable Y-Shaped Connector with Two Adapters (1. Sliding nut; 2.
Sealing ring for the sliding nut; 3. Y-connector shafi; 4. Molded valve; 5. Valve nut; 6. O-ring; 7. Valve ring).
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Table 2: Dimensions ofANRYV Sterile Disposable Y-Shaped Connector with Two Adapters
Closed 60.95 mm

A
Open 65.93 mm

B 35.02 mm

C 0 21.89 mm

D 0 6.75 mm

E 0291 m

F 0 11.90 mm

G 0 7.74 mm

Connector  Luer Tip: Taper 6%, inner diameter 4.25 mm, outer diameter 7.74 mm, threadpitch 2.2 mm, Side
type Lead Type Luer: Taper 6%, inner diameter 4.25 mm, outer diameter 7.74 mm, thread pitch 2.2 mm

Unspecified acceptable values: +1%

5.2 Schematic drawing of the MD ""RYVA Sterile Disposable Y-Shaped Connector with
Two Adapters' (with technical specifications):

Figure 3: Dimensions of RYVA Sterile Disposable Y-Shaped Connector with Two Adapters

Figure 4: Device structure: RYVA Sterile Disposable Y-Shaped Connector with Two Adapters (1. Rotating male
Luer lock; 2. 0-ring; 3. Shaft; 4. Retainer; 5. Molded retainer clamp; 6. Valve; 7. Molded ring; 8. Valve clamp; 9.
Valve gasket; 10. Tube (0 0.1x3.0); 11. Three-way stopcock).

Table 3: Dimensions of RYVA Sterile Disposable Y-Shaped Connector with Two Adapters
0 16.41 mm

0 12.72 mm

0 2.82 mm
83.96 mm

o0 m »
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19.93 mm

@13.33 mm

@ 2.97 mm

23.54 mm

B 7.68 mm

<[ ~|x|a]|w|m

B 7.68 mm

Connector type Luer Tip:Taper 6%, inner diameter 4.25 mm, outer diameter 7.74 mm, thread pitch 2.2 mm

Unspecified acceptable values: +1%

5.3 Schematic drawing of the MD "RYVA.LUER Sterile Disposable Y-Shaped Connector
with Two Adapters”,

Figure 5: Dimensions of RYVA.LUER Sterile Disposable Y-Shaped Connector with Two Adapters

Figure 6: Device structure: RYVA.LUER Sterile Disposable Y-Shaped Connector with Two Adapters (1. Rotating
male Luer lock; 2. O-ring: 3. Shaft; 4. Retainer; 5. Molded retainer clamp; 6. Valve; 7. Molded ring: 8. Valve
clamp; 9. Valve gasket).
Table 4: Dimensions of RYVA.LUER Sterile Disposable Y-Shaped Connector with Two Adapiers

A4 30.40 mm
B 83.96 mm
C 19.93 mm
D @ 13.33 mm
E @ 2.9! mm
F @272 mm
G @ 16.4! mm
H B 7.74 mm
Connector |  Luer Tip:Taper 6%, inner diameter 4.25 mm, outer diameter 7.74 mm, thread pitch 2.2 mm, Side
type Lead Type Luer: Taper 6%, inner diameter 4.25 mm, outer diameter 7.74 mm, thread pitch 2.2 mm

Unspecified acceptable values: +1%
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Table 5 — List of the medical device materials for ANRYV Sterile Disposable Y-Shaped
Connectors with Two Adapters.

Component Raw material Supplier
1. Stiding nut Polyamide — Grilamid TR90 EMS Grivory
2. Sealing ring for the sliding mi Polyamide - Grilamid TR0 EMS Grivory
3. Y-conmecior shafl Polyamide — Grilamid TR0 " EMS Grivory
4. Molded valve Medical-grade silicone (Shore 40) WACKER
High-density polyethylene (HDPE) - BS 2581 X .
3 Ve s White pigment (WHITE TiO2) CAS # 13463-67-7 EMES Gelvary
6.O<ing Medical-grade silicone (Shore 70) — Elastosil R 401/70 S WACKER
7. Valvering Polyamide — Grilamid TR0 EMS Grivory

Note: Pigment ratio is typically more than 1 g per 5 kg of polymer.

Table 6 - List of the medical device materials for RYVA and RYVA.LUER Sterile Disposable Y-
Shaped Connectors with Two Adapters.

Component Raw material Supplier
). Snap-in rotating male Luer lock Polyamide — Geilamid TR90 EMS Grivory
Medical-grade silicone (Shore 70) - Elastosil R 401770 S
2, Owing Orange pigment (CAS No. 3468-63-1); WACKER
Chamical name: Pigment Orange 5.
3.Shaft. Polyamide — Grilamid TR0 EMS Grivory
High-density polyethylene (HDPE) - BS 2581
4. Retainer White pigment (WHITE TiO2) CAS # 13463- EMS Grivory
67-7
High-density polyethylene (HDPE) - BS 2581
5. Molded retainer clamp Orange pigment (CAS No. 3468-63-[); EMS Grivory
Chemical name: Pigment Orange
6. Valve Natural ecical e sfioonc (Shore 20) - = WACKER
High-density polyethylene (HDPE) - BS 2581
7. Molded ring Orange pigment (CAS No. 3468-63-1), HIP petrohemija
Chemical name: Pigment Orange 5.
8. Valve clamp Polyamide — Grilamid TR0 EMS Grivory
9. Valve gasket Polyamide — Grilamid TR90 EMS Grivory
10. Tube (only for RYVA) Polyethylene - Makrolon RX 1805 ALFA PVC
High-density polyethylene (HDPE) ~ HIPLEX
11. Threc-way stopcock (only for HHM 5502 BORSTAR
RYVA) Orange pigment (CAS No. 3468-63-1);
Chemical name: Pigment Orange 5.

Note: Pigment ratio is typically more than 1 g per 5 kg of polymer.
6. Description of accessories and medical devices used with the subject device:

The device is suitable for use in combination with the following medical devices:

VASCO catheters, MAGIC microcatheters, BALTACCI catheters, FARGO LINE catheters,
SONIC catheters, percutaneous introducers IVA with a LUER lock, CRISTAL BALLOON
balloon catheters, ECLIPSE balloon catheters, COPERNIC batloon catheters, 2L BALLOONS
balloon catheters, and guiding catheters CORAIL +, Luer Lock syringes, standard syringes and

other similar devices used in interventional neuroradiology and/or interventional radiology
and/or cardiology.

7. Information on the use of a human medicinal product, animal or human origin materials in
the medical device:
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Not applicable. The MD "Sterile Disposable Y-Shaped Connectors with Two Adapters, Design

Optnons does not contain any medicinal products, pharmaceutical substances, animal or human
origin materials,

8. Information on the procedure for installation, assembly, setting and calibration
required to commission the medical device:
Do not use if package is opened or damaged. The devices are sterile if package is
undamaged.
. The Y-connectors are intended for single use only. Do not reuse. Reuse of the
medical device may result in a high risk of contamination to the patient and performance
degradation.
. Do not resterilize.
. Store in a dry and dark place at room temperature.
. Do not use past the expiration date.
. These devices should only be used by medical specialists trained in the field of
interventional neuroradiology and/or interventional radiology and/or cardiology.
. Follow the instructions for use provided with compatible”devices to be used
together with this device in the field of interventional neuroradiclogy and/or
interventional radiology and/or cardiology.
. Follow the instructions for use provided with medications infused through the Y-
connectors into compatible devices.

9. Principle of operation:

The ANRYV Sterile Disposable Y-Shaped Connectors with Two Adapters, design options
(Figure 1), are Luer type transparent connectors (adapters) with a sliding nut and side arm,
representing conventional Y-connectors strong enough to provide direct connection to either a
subcutaneous injector or a pressurized fluid delivery device with a 1 cm? syringe (up to 2000
kPa).

Sterilized with ethylene oxide. This device is sterile. For single use only. The RYVA Sterile
Disposable Y-Shaped Connectors with Two Adapters (Figure 2) have a dual-valve system
combining a quick-twist valve lock and a push-pull stop valve. The quick-twist valve lock
secures an inserted device (microcatheter, guidewire) or maintains high-pressure resistance. The
push-pull stop valve is a quick-release push-pull hemostatic valve. The connector has a reduced
flange to ensure passage of a J-shaped guidewire. The RYVA Sterile Disposable Y-Shaped
Connectors with Two Adapters, design options, comprise a side-arm connector with a two-way
valve. The RYVA.LUER Sterile Disposable Y-Shaped Connectors with Two Adapters, design
options, comprise a side-arm connector with a Luer lock.

10. Requirements to the premises intended for installation of the medical device:

The MD "Sterile Disposable Y-Shaped Connectors with Two Adapters, Design Options” should
be used under the following conditions: Ambient temperature from 0 °C to +40 °C, relative
humidity from 0 % to 90 % (non-condensing), and atmospheric pressure from 700 hPa to 1,060
hPa. All basic sterility requirements to the premises and medical personnel clothes should be met
to avoid the risk of contamination to the patient.

11. Information for checking correctness of installation of the medical device and possibility
of safe operation/use, including:

a) Scope and frequency of maintenance, including cleaning and disinfection of the medical
device: The MD "Sterile Disposable Y-Shaped Connectors with Two Adapters, Design Options"
is not subject to maintenance, cleaning or disinfection.

b) The list of information, keys and access passwords required for assembly and maintenance
of the medical device provided by the manufacturer: The MD "Sterile Disposable Y-Shaped

Page 9/14
& 000 LMPMU €] INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU



)

Connectors with Two Adapters, Design Options" does not contain any software, information,
keys or access passwords required for assembly and is not subject to maintenance.

c) List of consumables, as well as procedure for use and replacement thereof: The MD "Sterile
Disposable Y-Shaped Connectors with Two Adapters, Design Options" does not contain any
consumables.

d) Need in calibrating the medical device to ensure appropriate and safe operation throughout
the service life: Not applicable. The MD "Sterile Disposable Y-Shaped Connectors with Two
Adapters, Design Options" does not require calibration to ensure appropriate and safe operation

throughout the service life.
e} Methods of mitigating risks related to installation, calibration or maintenance of the
medical device:

To mitigate the risks related to installation of the the MD "Sterile Disposable Y-Shaped
Connectors with Two Adapters, Design Options”, read carefully the Instructions for Use
provided with this device and concurrently used devices. For additional information, please refer
to Section 9 "Information on the Procedure for Installation, Assembly, Setting and Calibration
Required to Commission the Medical Device".

The device is intended for single use and does not require maintenance. Calibration is also not
required, all the necessary settings are preset by the manufacturer.

J) Information on assembly, adjustment, setting, calibration and other actions required to
commission the medical device and for correct use (operation) thereof: Not applicable. The
MD "Sterile Disposable Y-Shaped Connectors with Two Adapters, Design Options" does not
require assembly, adjustment, setting, calibration and other actions to commission the medical
device and for carrect use (operation) thereof,

2) Information on the list of the main specifications for the use of the medical device,
transportation and storage conditions:

Transportation conditions: Ambient temperature from 0 °C to +40 °C, relative humidity from
0 % to 90 % (non-condensing), and atmospheric pressure from 700 hPa to 1,060 hPa, keep dry.
Storage conditions: Store the device in its original package in a dry and clean place at controlled
temperature. The shelf life is indicated on each device label. Ambient temperature from 0 °C to
40 °C, relative humidity from 0 % to 90 % (non-condensing), and atmospheric pressure from 700
hPa to 1,060 hPa. '

Operation conditions: Ambient temperature from 0 °C to +40 °C, relative humidity from 0 % to
90 % (non-condensing), and atmospheric pressure from 700 hPa to 1,060 hPa.

12, Information on the sterile condition of the medical device, sterilization method and
procedure in case of breach of sterile packaging: Each MD "Sterile Disposable Y-Shaped
Connectors With Two Adapters, Design Options" is supplied as a disposable sterile product. The
MD "Sterile Disposable Y-Shaped Connectors with Two Adapters, Design Options" is placed
into a terminally sterilized package and is sterilized with ethylene oxide gas. The device should
not be used and should be disposed of immediately if the package sterility is compromised.
Resterilization of the device may result in a high risk of contamination to the patient and
performance degradation.

13, Information on processing of the medical device for reuse: The device is supplied sterile
and should not be subject to processing, disinfection or resterilization. After use, the device
should not be reused and should be disposed of immediately. Reuse of the device may result in a
high risk of contamination to the patient and performance degradation.

14. Information required to identify medical devices to obtain a safe combination and
information on the known restrictions of concurrent use of medical devices:

Section 7 "Description of Accessories and Medical Devices Used with the Subject Device"
contains the information on the devices which may be used with the MD "Sterile Disposable Y-
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Shaped Connectors with Two Adapters, Design Options”. Please refer to the instructions for use
provided with each BALT medical device for all the necessary information on the use and
known restrictions.

15. Information on the nature, type, intensity and distribution of radiation during the use of
the medical device:

Not applicable, The MD "Sterile Disposable Y-Shaped Connectors with Two Adapters, Design
Options” does not require RF energy and therefore does not create electromagnetic fields and
interference induced thereby.

16. Information on the precautions taken if:

A) The medical device is defective, malfunctions or features deviations of operation when
these issues may affect safety of the medical device, including visual defects:

Please refer to Section 9 for the information on identifying potential failures, malfunctions or
deviations in operation that may affect safety of the medical device, including those identified by
means of visual inspection for the possibility of their elimination.

B) The medical device is exposed to external factors related to the use of the medical device
with other medical devices:

Refer to the instructions for use of the devices used with the MD "Sterile Disposable Y-Shaped
Connectors with Two Adapters, Design Options” (Section 7 of the Instructions for Use).

b) A risk of electromagnetic interference created by the medical device affecting other medical
equipment: Not applicable. The MD "Sterile Disposable Y-Shaped Connectors with Two
Adapters, Design Options" does not require RF energy and therefore does not create
electromagnetic fields and interference induced thereby.

17, Warnings and precautions taken by the consumers when using the medical device
containing a human medicinal product, carcinogenic, mutagenic or toxic materials, possible
extraction or leaching whereof results in sensitization, allergic reaction or negatively affects
Jertility: Not applicable. The MD "Sterile Disposable Y-Shaped Connectors with Two Adapters,
Design Options" does not contain any medicinal products, pharmaceutical substances, animal or
human origin materials, carcinogenic, mutagenic or toxic materials, possible extraction or
leaching whereof results in sensitization, allergic reaction or negatively affects fertility.

18. Warnings and precautions taken by the consumer when disposing of the medical device,
accessories and consumables used therewith:

Dispose of the device as Class B waste (epidemiologically hazardous waste) in accordance with
SanPiN 2.1.7.2790-10. After physical decontamination and waste appearance change excluding
the possibility of reuse, Class B waste can be accumulated, temporarily stored, transported,
destroyed and buried together with Class A waste (epidemiologically safe waste with the
composition similar to that of municipal solid waste). Package of decontaminated Class B
medical waste should have a label indicating that the waste has been decontaminated.

19. Information on the circumstances requiring consultation of the consumer with a health
care professional:

The device should only be used by medical specialists trained in the ficld of interventional
neuroradiology and/or interventional radiology. Conditions of use: Medical treatment facilities
and healthcare centers, only when prescribed by a medical specialist. In view of the foregoing, it
follows that in any case, the consumer should consult with a health care professional to
determine the necessity to perform the procedure, and as a consequence, the use of the MD
“Sterile Disposable Y-Shaped Connectors with Two Adapters, Design Options” prior to the
cerebral embolization.

20. Information on the first issue or the latest revision of the operating instructions:
Version No. Change Information
Instructions for Use (version 1) February 2019
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Note: Article 13.1 of Annex 1 to Directive 93/42 on medical devices: “As an exception, instructions for use are not
required for products of class ! or Ha, if the producis can be used safely without instructions”. Due to the above
mentioned fact, the earlier versions of the instructions for us are missing. This instruction was developed
specifically for the Russian Federation on the basis of the requirements of the Decree of the Government of the

Russian Federation dated December 27, 2012 No. 1416 “On Approval of the Rules for the State Registration of
Medical Devices".

21. Procedure and conditions of disposal or destruction of the medical device: Dispose of the
device as Class B waste (epidemiologically hazardous waste) in accordance with SanPiN
2.1.7.2790-10. After physical decontamination and waste appearance change excluding the
possibility of reuse, Class B waste can be accumulated, temporarily stored, transported,
destroyed and buried together with Class A waste (epidemiologically safe waste with the
composition similar to that of municipal solid waste). Package of decontaminated Class B
medical waste should have a label indicating that the waste has been decontaminated.

22. Guarantees

Shelf life — 5 years. Sterilization validity - 5 years.

Address for complaints:

Center for Perinatal Medicine, Limited Liability Company

Legal / Actual address: 20/4 Tovarishchesky per., 109004, Moscow
INN 7709063317, KPP 770901001, OKPO 40286236.
Manufacturer:

BALT EXTRUSION SAS, France

10 rue de la Croix Vigneron 95160 MONTMORENCY, France
+33 (0)1 39 89 46 41

+33 (0)] 3717 03 46

23. The medical device "Sterile Disposable Y-Shaped Connectors with Two Adapters, Design
Options” meets the requirements of standards and control methods envisaged by the standards of
the Russian Federation:

GOST R 50444-92. Medical instruments, apparatus and equipment. General specifications.
GOST EN 556-1-2011. Sterilization of medical devices. Requirements for medical devices 10 be
designated "STERILE". Part 1. Requirements for terminally sterilized medical devices.

GOST ISO 11607-1-2018 “Packaging for medical devices subject to finishing slenhzauon Part
1. Requirements for materials, barrier systems for sterilization and packaging systems".

GOST R ISO 15223-1-2014. Medical devices. Symbols to be used with medical device lubels,
labeling and information to be supplied. Part 1. General requirements. Reguirements of the
Instruction for Use and Technical Document;

GOST 31214-2016. Medical devices. Requirements for samples and documeniation presented for
toxicological tests, sanitary and chemical analyses, tests for sterility and pyrogenicity.

GOST R 52770-2016. Medical devices. Safety requirements. Methods of sanitation-chemical and
toxicological tests.

GOST ISO 10993-1-2011. Medical devices. Biological evaluation of medical devices. Part 1.
Evaluation and testing.

GOST R ISO 10993-2-2009. Medical devices. Biological evaluation of medical devices. Part 2.
Animal welfare requirements.

GOST ISO 10993-4-2011. Medical devices. Biological evaluation of medical devices. Part 4.
Selection of tests for interactions with blood.
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GOST ISO 10993-5-2011. Medical devices. Biological evaluation of medical devices. Part 5.

Tests for in vitro cytotoxicity.

GOST ISO 10993-7-2016. Medical devices. Biological evaluation of medical devices. Part 7.

Ethylene oxide sterilization residuals.

GOST ISO 10993-10-2011. Medical devices. Biological evaluation of medical devices. Part 10.

Tests for irritation and delayed-type hypersensitivity.

GOST ISO 10993-11-2011. Medical devices. Biological evaluation of medical devices. Part 11.

Tests for systemic toxicity,

GOST ISO 10993-12-2015. Medical devices. Biological evaluation of medical devices. Part 12.

Sample preparation and reference materials.

GOST 31209-2003. Containers for blood and its components. Requirements for chemical and
biological safety and methods of testing.

GOST 4011-72. Drinking water. Methods for determination of total iron (with Amendments No.

1 and 2).

MUK 4.1.742-99. Inversion voltammetric measurement of concentration of zinc, cadmium, lead,

and copper ions in water.

MUK 4.1.3166-14. Gas chromatographic determination of hexane, heptane, acetaldehyde,

acetone, methyl acetate, ethyl acetate. methanol, isopropanol, acrylonitrile, n-propanol, n-
propyl acetate, butyl acetate, isobutanol, n-butanol, benzene, toluene, ethyl benzene, m-, o- and
p-xylenes, isopropyl benzene, styrene, alpha-methy! styrene in water and aqueous extracts from

materials of various compositions.

MUK 4.1.3169-14. Gas chromatographic determination of dimethyl phthalate, dimethyl
terephthalate, diethyl phthalate, dibutyl phthalate, butyl benzyl phthalate, bis(2-
ethylhexyl)phthalate and dioctyl phthalate in water and aqueous extracts from materials of
various compositions.

MUK 4.1.647-96. Methodological guidelines for gas chromatographic determination of phenol
in water.

GN 2.3.3.972-00. Maximum allowable amounts of chemicals released from materials in contact
with food.

MR 1503-76. Methodological recommendations for determination of hexamethylenediamine in
water during sanitary and chemical studies of polymeric materials W3ed in food and textile
industries.

1-880-71. Instruction for sanitary and chemical studies of products made of polymeric and other
synthetic materials intended for contact with food.

State Pharmacopoeia, X1l edition, GPM.1.2.4.0005.15 Pyrogenicity.

State Pharmacopoeia, X1 edition, GPM.1.2.4.0003.15 Sterility.

24. The label contains the following information:
e Device name and model;

Catalogue number;

Serial number;

Date of manufacture;

Expiration date;

"Do not reuse” symbol;

"Do not use if package is damaged” symbol;

"Non pyrogenic" symbol;

“Refer to the instructions for use” symbol;

"Caution! Refer to the instructions for use" symbol;

"Keep away from sunlight” symbol;

"Keep dry" symbol,;

"Sterilized with ethylene oxide" symbol;

® & © 6 o & & &6 o & & o

Page 13/14
& 000 LUPMM &7 INFO@CIRMI.RU €5 WWW.G0SZDRAVNADZOR.RU



"Non-toxic" symbol; \

Information on the manufacturer;
Company logo;

"CE mark" symbol;

“Use by" symbol;

"Date of manufacture” symbol;
"Manufacturer” symbol;

QR code;

European article number.

List of conventional symbols

Catalogue number

LOT Serial number

Use by

Date of manufacture

CE mark

Do not reuse
. Do not use if package is damaged

Non pyrogenic

Refer to the instructions for use

4
z"(\ Keep away from sunlight

Caution! Refer to the instructions for use

T Keep dry

STERILE | EO Sterilized with ethylene oxide
* HE TOKCHYHO Non-toxic
!!!!llil'!!!ll’l! European article number
“ Manufacturer
I.v
QR code
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ITepesod ¢ anzauiicko2o u Ppanyy3cxo20 ASLIKOE HA PYCCKULE ATIX

' Poccus
YTBEPXAEHO
Modnucy/ LUTAMIT: BANIT SKCTPYXH CAC
Moxamen BAXPH 10 Pio ae na Kpya Batbepor

JMpexTOp NO MAPKETHHTY 95160 MOHMOPAHCH
BAJIT 3KCTPYXH CAC  ®PAHLIUA

Deppanp 20191, Per. Ne B ToprosoM peectpe xommanmit r. [Torryas 315 633 081

LUTAMIT: Toproso-npoMiliiaesiag nagata peruona [Tapux Hae-ze-Opanc

CRUACTEMCTBYSTCE HCKMOTHTENBHO NOMTAHEROCTS HoAmucH r-Ha BAXPH (CBHACTENLCTBYSTCS HCXMOYBTCALHO
NOMTHAROCT NOCTARNCHROH BLiMe NOATHCH).

Or uMenn npesnnenTa, Jasna Maxnexod

/oomucy/
TTEYATD: Toproso-npoMHIIINCHRAR TATATA persiona [Tapms — Hims-ne-Opanc
TEXHHYECKHA JOKYMEHT
KonuexTopsl Y-00pasunie ¢ AByMS aAANTePAMH, CTEPRIbLHEIC, OHOPA30BbLIC,
B BAPHAHTAX HCNOJIHEHHS .

IIpouseodoumens:

BALT EXTRUSION SAS (BAJIT OKCTPYXH CAC), ®panuus
10 rue de la Croix Vigneron 95160 MONTMORENCY, France
Ten.:+33 (0)1 39 89 46 41

Oaxc +33 (0) l 37 17 03 46

BALT EXTRUSION SAS (BAJIT 3KCTPYXH CAC), ®panmus
10 rue de la Croix Vigneron 95160 MONTMORENCY, France
Ten.:+33 (0)1 39 89 46 41
Paxc: +33 (0) 1 37 1703 46

" &

ITEYATD: Anennsumonmssit cyz r. [lapmsa
ATIOCTHJIB
(Taazcxan xoneenunun om 5 oxmnbpn 1961 2.)
2. Opanyyscxas pecnybruxa Poccus
Hacrosum#i openmanbuiiil xoKyMeHT
11. nopmucan 1. MAJIEJJOHOM
12. neiicrayiomum B ka4eCTBe ATTRIIC

13. cxpennen neustsio/mramMnoM Toproso-upomsimnenstol

oanar 1. [lapmea
Y aocTopepesro
14. B Ilapmxe

15. 08 mapra 2019 rona

16. I'enepanvuvin npoxypopom Anexxaysionnozo cyoa llapuxca
17. 3a M 8869-1
18. Tleuars: JTIEYATH: Anensumonnnii cya r. ITapioxa

19. Ioarmcs
/Toonucy/
Mumems JIEPHO

Tlepasiit 3amecTHTEND POKYPOPA

«AROCIIUND TIOOMBEPNCOGENS HCKANNUMMETORO NOORUNNOCHSS BOORNCY, NEAMY

LR WIRSSTUING NI ANNIMOUTRS a‘“mm WWWWW
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HacTosmas uHCTpYKIHA MO NPUMEHEHHIO MOATOTOB/EHA AN NPEIOCTABNEHHA CBENe-
HHH B HENAX PErHCTPALHH MEIHLUMHCKOro W3/ienus Ha TeppuTopuH Poccnifckoit ®enepaumn.
Caenenus npeacraneHb! B oGbeMe, TpeGyeMoM B COOTBETCTBHU ¢ IIpaBHAaMH perHcTpauun
MEeIHUHHCKHX H3neanit (noctanosnekue Ipasurensctea PO ot 27.12.2012 Ne 1416). Cozep-
AHHE UHCTPYKLMH NO NPHMEHEHHIO COOTBETCTBYET TpeGoBannaM [Tpukaza Munucrepcrsa
3apaBooxpanenus Poceulickoi ®enepauun ot 19.01.2017 r. Ne 11n "O6 yrsepxaexun Tpebo-
BaHHI K CONEPKAHNIO TEXHHYECKOR H HKCIAYATAUNOHHON JOKYMEHTAINH NPON3BOAHTENR (U3-
TOTOBHTENR) MEIMITMHCKOTO n3aenus”,
PaspaGoTtka, Npor3BOACTRO H NPoJiaxa H3AENH COOTBeTCTBYeT TpeGopanuam ISO 13485:2003
/ NF-EN [SO 13485:2012 + AC : 2012 (Ceptuduxar Ne513975 MP2012, nara Bbinaun 06
despana 2018 r./ aefictButenen no 31 mapra 2019 r., HoTHOHUKPOBAHHBA OpraH No Meau-
mnHckum ninenuam: DQS Medizinprodukte GmbH); usgenue umeer mapxuposky CE (Homep
ceptudukara EC: 513975SMR2 npunoxenne 11, 32 nckmoueHneM pasaena 4, aata Bhijaun —
12.05.2018, nara wmcreue-nns nedictBus —31.07.2022, wotuduuMposanumiti opran: DQS
Medizinprodukte GmbH). *

1. Haumenoeanue uzdenun:

Kounexropbl Y-ofpasunie ¢ AByMs aganTepaMu, CTePRIbRbIE, 0ZHOPA30OBLIE, B BAPHAH-
TAX HCMOMHEHHN:

- ANRYV;

-RYVA;

-RYVA.LUER;

~ HHCTPYKUMS TI0 NPHMEHEHHIO (MOCTABNARETCH ¢ KAXAbIM H3AeaKneM) — | wT,

Kraccugpuxayus usoenus 6 coomeememeuu ¢ HOMeHKIAMYPHBIN KIACCUDURAMOPOM Meduyui-
cKkux usoenu, ymgepicoennvly npurasom Munucmepcmea 30pasooxpanenus Poccutickoi ®e-
oepayuu om 06 wionsn 2012 2. Ne 4u — ne onpeneneu; T

OKNA2 - 32.50.13.190- UncTpyMeHTH ® NPHCNIOCOO/IEHA, TPUMEHAEMBIE B MEULUHCKHX
HeNstX, MPoUHe, HE BIUTIOYEHHSbIE B APYrHE rPyNIUPOBKY.

Kaacce 6 3asucumocmu om cmenenu nomenyuaibio20 pucka npuMenenus 6 MEOUYUHCKUX Yeanx
8 COOMBEMCMEUY C HOMEHKIAMYPHBIM KAIACCUPUKAMOPOM MeOuyuNCcKux usdeauti, ymeep-
Jcoennviv npuxasos Munucmepemea 3opasooxpanenus Poccutickoii @edepayuu om 06 wons
2012 2. No 4u - 2a;

2. [Ilonnoe naumerosanue npoussooumenR MEOUKUHCKOZ0 U30enUR
BALT EXTRUSION SAS (BAJIT 3KCTPYXH CAC), ®panuus
10 rue de la Croix Vigneron 95160 MONTMORENCY. France

3. Hasnadenue uzdenusn u npunuyunsi 0eiicmeun:

3.1 Hasnauenue usdenun: Vianenne npeaHasHaueHo ans A0NOMHHTENEHOTO NPOMEIBAHHS COB-
MECTHO HCIONb3YEeMbIX MEIHUMHCKHE H3ACAHI A8 MHTCPBEHUHOHHON Helpopanuonoruu
W/HAK MHTEPBEHIMOHHON panMONOrMH HW/MMH KapAMONOrMH, ACHAPAUMH WM BBEACHHUA
KOHTPaCTHOrO BeIeCTBa NYTeM ofecneyeHHA NPUCOEIHHEHHS KOHHEKTOPa K WHCTPYMEHTY
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ANA MOAKOXKHBIX WHbeKUMH (Hanmpumep mnpuu), aubo K BCNOMOTaTeNILHOMY YCTPOKCTBY
NOAAYH XKHAKOCTH NOJ JAABJIEHHEM CO IIMPHLEM IR HHTEPBEHLMOHHON PanHONOrKHH,

3.2. Mpunyun oeiicmeun uzdenus: Konnekrops! Y-o6pasHbie ¢ AByMs anantepaMH, CTEPHIb-
HbIE, ONHOPA3OBbIC, B BapHaHTax ucnoaHeHus, ANRYYV (puc.1) ~ ato npospaynsit konHekTOp
(nepexontuk) ¢ noxsuxHOM rafixod u GoxkoBbIM 0TBOICHHEM, THNa JIyep, KOTOPEIA NpeacTas-
naer cobolt knaccuueckuhk Y-KOHHEKTOP, MpeiHasHaueHBIH 114 AONONHHTENBHOTO NPOMbIBA-
HHA COBMECTHO HCNONb3YEMbIX MEAMUKMHCKUN H3nenuil N9 HHTEpBEHUHOHHOH Helipopaano-
JIOTHH W/UNK WATEPBERUHOHHOR PANHONOIHH H/WIH KapAMONOrHH, ACTIUPALIHY HAH BBEICHASA
KOHTPACTHOrO BEMIECTBA NyTeM obecneyeHts NPHCOCAHHEHHS K KHCTPYMEHTY IUTA MOAKOXK-
HbIX HHBEKIHHA, 1RGO K BCIOMOraTeibHOMY YCTPOACTBY NOAAuM XHIKOCTH MO NABAECHHEM CO
mmpunem emxoctsio | cm3 (1o 2000 kITa).

Konuexropn Y-06pa3znsie ¢ AByMR anantepaMy, CTEPHIbHbBIE, ONHOPa3oBble, B BADHAHTAX HC-
nonHennd, RYVA (prc. 2) cocToaT U3 cHCTeMbI C ABOHHBIM KITaNaHOM: OHO COEARHAET YCTPOii-
CTBO MIHOBEHHOH (MKCAUMY KJIANaHa ¢ HAXHMHO-BLITAXHLIM NMEPEKPHIBAIOUINM KNANAHOM.
YerpoitcTBo MraoBeHHON ukcaunu knanaHa GUKCHPYET BBEACHHOE YCTPOHCTBO (MHKpOKa-
TeTep, NPOBOAHMK) HIH OKa3biBaeT CONPOTHBNICHNE BHICOKOMY AABNACHHIO, HaXKAMHO-BLITSK-
RO NepekphiBaIOIMA KaNaH npeacrasnser cobol GuICTPOAeHCTBYIOMNIE HAXKHMHO-BBITSK-
HOH remoctatHyeckuil knanad. KonnekTop HmeeT ymeHbineHHEIH GopTuk ang obecneuenus
npoxoza J-obpasHoro npoBoaHHKa.

Konnextopsl Y-o6pasusie ¢ IByMs afantepamMn, CTEpUIbHbIE, OQHOPA3OBhie, B BAPHAHTAX HC-
nonHeHHs, RYVA cocToaT H3 KOHHEKTOpa ¢ GOKOBbLIM OTBEACHHEM, NIPOAOIKEHHOTO ABYXXO0-
AoBbIM BeHTHNEM. KonHexTophl Y-00pasHbie ¢ ABYMA aJanTepaMH, CTEpUIbHLIE, OAHODA30-
Bbl¢, B BapuanTax uenonHenua, RYVA.LUER coctoaT u3 KoHHexTOpa ¢ 60KOBBIM OTBEACHHEM
¢ 3aMkoM «Jlyep-Jlok».

4. Dyuxuuonansusie xapaxmepucmuxu usdeaun: Konnexropst Y-obpasusie ¢ asyms
ajantepaMy, CTepHibHble, OJIHOPA3OBHIE, B BAPHAHTAX MCNOJIHEHUR, ANRYV (puc.1) - aro
Npo3payHblii KOHHEKTOP (MEPEXOAHKK) ¢ NOABUXKHOA raikodt  GOKOBBLIM OTBOAEHHEM, THIIA
Jlyep, xotoputit npeacrasaset coboit knaccuyecknit Y-KOHHEKTOP, AOCTATOYHO NPOUHBIN ANA
obecneueHHA HENOCPEACTBEHHOTO COeIHHEHHA NGO K MHCTPYMEHTY A NOAKOXHBIX HHBEK-
uni (HanpyMep mwapHu), 160 Kk yCTpolicTBY NOAA4H KAAKOCTH NMOR ZABJIEHHEM CO WNPHUEM
eMKocTEIO 1 M3 (10 2000 xITa). Konnextopt: Y-00pa3subie ¢ AByMs anantepaMu, CTEPANILHEIE,
ONHOpPA30Bbie, B BapHaHTaxX Henoanenus, RY VA (puc. 2) cocToaT U3 cucreMbl ¢ ABOWHBIM KiTa-
MaHOM: OHO COEIHHAET YCTPONCTBO MIHOBCHHOH (pUKCAUMH Kianana ¢ HaKAMHO-BBITAIKHBIM
N€PEKPEIBAICIMM KNANaHOM. YCTpOHCTBO MIHOBEHHOH (uKcauuy knanasa GHKCHpYET BBe-
ACHHOE YCTpOHCTBO (MHKpOKaTeTep, MPOBOAHHK) HAH OKa3biBAET COMPOTUBIICHHE BHICOKOMY
AaBneHH10. HaxuMHO-BLITAXKHOMN nepexpeiBalolyii KnanaH npeacTasnser coboii GuicTponeii-
CTBYIOLIMI HAKAMHO-BHITAXKHON reMocTaTHyeckuii knanaH. KOHHEKTOp uMeeT yMeHbUICHHBIH
Gopruk ana obecneuenua npoxoma J-o6passoro nposomnuka. Kounexropr Y-obpasuuie ¢
ABYMA ananTepamu, CTEPUIIbHbIC, OAHOPA30OBBIE, B BapHaHTAX ucnonHenns, RYVA cocroar u3
KOHHEKTOpa ¢ GOKOBLIM OTBEACHHEM, NPONOKEHHOTO ABYXXOAOBLIM BeHTHIEM. KOHHEKTOpbI
Y-o0pasusie ¢ nByMA ajanTepamm, CTepUAbHbIC, ONHODA3OBHIE, B BADHAHTAX HCTMONHEHRS,
RYVA LUER cocTORT u3 koRHEKTOpa ¢ BOKOBLIM OTBeneHHeM ¢ 3amxoM «Jlyep-Jlok».

5. Pucku npumenenun MeOULUHCKO20 UIOENUR, NPOMUSOROKAIAHUR, ONCUIGEMbIE U nped-
cKasyemsie nobounsie Ipdpexmsi:
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5.1 NMoKasaHUA K NPUMEHEHUIO:

5.1.1 NMoka3aHna K npumeHeHnto MW KoHHeKTOpbl Y-o6pasHblie C ABYMSA ajanTtepamu,
CTepuNbHble, ogHOpas3oBble, B BapuMaHTax ncnoaHeHus, ANRYV:

a) POTauMOHHbIN reMoCcTaTUYeCKUiA KnanaH 06ecneynBaeT repMeTUYHOE YNIOTHEHNE BOKPYT
NPOBOAHMKOB, MUKPOKATETEPOB W APYrUX nsgenunii guameTtpom go 9,3 ep (3,1 mm)

b) BOKOBOW MOPT C rHe3[0BbIM pasbeMoM Tuna Luer Lock npeaHasHayeH Ang AONOMHUTENb-
HOro NpoMbIBaHWA, acnpauumn Nav BBeAeHNA KOHTPaCTHOMO BELLECTBa.

C) BcTaBHON BpallatoLMIACS NMYEPOBCKMI HAKOHEUYHWK NpeAHa3HayeH A1s Nerkoro coefmHe-
HUS C pasbeMamun BblopaHHbIX KaTeTepoB (VASCO, MAGIC, BALTACCI, FARGO LINE,
SONIC, IVA c pasvemom Tuna LUER, CRISTAL BALLOON, ECLIPSE, COPERNIC, 2L
BALLOONS un CORAIL).

MpumeuaHue: M3aenvme He UCMONb3YETCA AN MPOMbIBaHUS KaKUX-NM60 MOMocTein/opraHoB
yesioBeka.

5.1.2 NMoka3aHna K npumeHeHnto M A KoHHeKTOpbl Y-o6pasHble ¢ ABYyMS ajantepamu,
CTepunbHble, ogqHOpa3oBbLie, B BapuaHTax ncnonHenma, RYVA LUER:

a) Cuctema ¢ ABONHbIM MEXaHM3MOM Perynsauumn KnanaHa (Bo3BpaTHO-NOCTYNaTe/bHbIA 1 Bpa-
LaTesibHbIM) obecrnevmBaeT repMeTUYHOE YIOTHEHME BOKPYT NMPOBOAHNKOB, MUKPOKATETEPOB
N Apyrnx n3genuii guametpom ao 7,5 ®p. (2,5 mm)

b) BOKOBOI MOPT C FHE3A0BbIM pa3beMoM Tuna Luer Lock npegHasHayeH Ans AOMONHUTE Nb-
HOro NPOMbIBaHWA, acnMpaLmn U BBEeHNA KOHTPACTHOIO BELLIECTBA.

c) BcTaBHO BpaLLatOLLMIACS NYEPOBCKUI HAKOHEUYHMK MpPeAHa3HayeH An1si NErkoro coeauHe-
HWS C BTYNKol BblopaHHOro kartetepa (VASCO, MAGIC, BALTACCI, FARGO LINE,
SONIC, IVA c pasvemom Tvna LUER, CRISTAL BALLOON, ECLIPSE, COPERNIC, 2L
BALLOONS u CORAIL).

MpumeuaHue: BO3BPaTHO-NOCTYNATENbHbIN MeXaHU3M BbICTPOro OTKPbIBAHUA remMocTaTuye-
CKOro KnanaHa (gna ymeHbLUeHus yTedek). KnanaH ¢ K1acCUyecKMM MexaHU3mMoM ObICTPOro
3aKpyumBaHunsa; And (UKCUpoBaHWs BBEAEHHOro M3fenvsa (MUKpoKaTeTepa, NPOBOAHMUKA...)
NN YCTOMYMBOCTU K BbICOKOMY AaBneHuto. V3genve He UCNonb3yeTcs A5 NPOMbIBaHMS Ka-
KNX-N160 NosocTein/opraHoB YenoBeka.

5.1.3 Moka3aHua K npumeHeHnto MU KoHHeKTOpbl Y-o6pasHblie ¢ ABYMA ajanTepamMu,
CTepuNbHble, ogHOpa30Bble, B BapuaHTax UCNosiHeHusa, RYVA:

a) CrcTemMa C ABOMHbIM MeXaH13MOM Perynaummn KnanaHa (Bo3BpaTHO-NOCTynaTe/bHbIiA U Bpa-
LaTesibHbIM) obecrneyvnBaeT repMeTUYHOE YNIOTHEHWE BOKPYT NMPOBOAHWKOB, MUKPOKATETEPOB
N Apyrnx n3genvin guametpom ao 7,5 ®p. (2,5 mm)

b) bokoBas yannMHuUTeNbHas TPY6Ka C ABYXXO00BbIM KpPaHUKOM MpeaHa3HayeHa ans AonoHK-
TeIbHOr0 NMPOMbIBaHNA, acnupaLumn Uin BBeLeHNA KOHTPACTHOIO BeLLecTBa.

C) BcTaBHOWM BpallatoLLMiAcs NYEePOBCKUIA HAKOHEYHUK NpefHa3HayeH Ans Nerkoro coefivHe-
HUA C pasbemamm BblbpaHHbIX KaTeTepoB (VASCO, MAGIC, BALTACCI, FARGO LINE,
SONIC, IVA c passemom Tvna LUER, CRISTAL BALLOON, ECLIPSE, COPERNIC, 2L
BALLOONS un CORAIL).

MpumeuaHue: BO3BPaTHO-MOCTYNATENbHbIA MeXaHN3M ObICTPOro OTKPbIBAHWUS remocTaTunye-
CKOro KnarnaHa (4ng ymMeHbLUeHns yTeyek). KnanaH ¢ K1acCUYecKUM MexaHu3MOM ObICTPOro
3aKpyumBaHuA: ANa (MKCUPOBaHMS BBEAEHHOrO m3aenus (MUKpokaTeTepa, MPOBOAHMKA...)

WK YCTOMYMBOCTU K BbICOKOMY [aBfieHUI0. M3genine He UCNosb3yeTcs A/1 NPOMbIBaHUA Ka-
KMX-NMB0 MONOCTEN/OpraHoB YesioBeka.
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5.2 Iipomusonoxasanus x npumenenuso

He nmerorca.

5.3 MTomenyuanvusie ocnoxncuenun u noboutiste 3phexms:

He uMmetotea.

5.4 Mepui npedocmoposicnocmu

He ucnonb3oBath, eciim ynakoBka BCKphITa HAH nospexacHa. [lpu nenospexnennod yna-
KOBKE H3JeNHs CTEPHITLHBI,

. Y-KOHHEKTOpPE! TpeARa3HauCeHE! JUIA ONHOPA30BOTO HCNONb3oBaHua. He ncnonssosars
noBTopHO. JlIoGoe NOBTOpHOE HCNONL30BAHKE MEANIHHCKOTO M3AEMHS NIPHBOAUT K BLICO-
KOMY PHCKY 3apaeHHs NALKEHTA U K YXYAWEHHIO pabounx XapaKTepUCTHK H3AEAuS.

. He cTepunnzoBath NOBTOPHO 3TH H3ENNA.

. XpaHUTb B CYXOM, 3alMIICHHOM OT CBETA MECTE NIPH KOMHaTHOH TeMnepaType.

. CobnoaaTh Cpok rOOHOCTH.

. O1i M3aenus JAOJDKHEI IPHMCHATLCA TOJILKO Bpa4aMH-CIICIIMANTHCTAMH B oOnacty nH-
TePBEHLHOHHON HEHPOPAIMONOrHH H/UAH HWHTEPBERLIMOHHON PARHONOrUH R/WIH Kapauoso-
THH.

. Cnenyiite RHCTPYKUHAM MO NPHMEHESHHIO COBMECTUMBIX H3AEANI C AAHKBIM MeJINIH-

CKHM H3A€/INEM, HCNOMb3YEMBIX COBMECTHO B 00N1aCTH HHTEPBEHIMOHHON HEHpPOPaIHOIOrHH
N/WIH UHTEPBEHUWOHHON paAHONIOrUH WU KapAHOIOrnH.

. Cobionarb HHCTPYKUMM NO NPHMEHEHNIO NIPENapaToB, BAMBAEMBIX Yepes Y-
KOHREKTOPbI B COBMECTHMBIE ¢ HUMH M3/1eNHA.

3.5. Hupopmauun o nomenyuanshvix nompebumennx: Uznenvie HCNonb3yeTcs TOALKO Bpa-
YaMH-CTICIIMANKCTaMK B 061aCTH HHTEPBEHUNOHHOH HEPOPANNOIOTHH U/ HHTEPBEHIIHOH-
HOW pannoNorHR. Ycaoeusn npumenenus: neuebubie n neueSHO-NPoHNAKTHYECKHE MEMLIMH-
CKHE YYPEXKACHYUA, TONBKO IO HA3HAUCHHIO Bpava-CNeUHATHCTa.

6. TexnuuecKkue xapaxmepucmuKu MeOUUHHCKOZ0 U30ETUR!
Tabnuya 1. Texnuveckue xapaxmepucmuxu usodeaus

Macca ANRYV, r 4,7:1%
Maccam RYVA, 1 7,60£1%
Macca RIVA.LUER, r 11,6£1%
Macca [Tpoxoanoro knanana (Toasko ans RYVA). r 0,156x1%
KayecTpo noBepXxHOCTH (UHCTan, Thankas, 6e3 uapanuu ¥ T.4.) Ja
MunPManLHOE YCHANE Ha paspeis, H 3
Makcumanbioe nasackie, xla 8106

Heyxasannvie donycmumote suavenus: +1%

Buo xonmaxma c op:anuzMom 4enoeexa — KpaTKoBpeMeHHBI (MeHee 24 yacoB) KOHTAKT ¢
HETPAMBIM KPOBOTOKOM.

Buemmnuii sua wsneann: Josepxnocme usdenusn ne umeem noCmMopoHHUX GKAOYENUN, NYIbiDb-
K06 uru nomexos. [losepxnocme 21a0Ka8, He UMeeMm MEXHOAO2UECKUX U NOBEPXHOCIMHBIX e~
ghexmoe u obecneuusaem O0CMAMOYNO NPONHOE COCOUHEHUE C UHCMPYMEHNOM OAR HOOKONC-
HOIX UHDEKYUL, TUO0 C Yempoucmeom noday HCUOKOCMU noO OagIeHUEM CO UNPUYOM.

5.1 Cxema MU Kouuexrop Y-06pa3nsiil ¢ 1Byms aaanvtepamu, CTeprIbLHbBIH, 01HOpa3oBLIH
ANRYY, ¢ ykazannem TeXHHYECKHX XAPAKTEPHCTHKS
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Pucynox 1: Cmpyxmypa uzdenus: Konuexmop Y-obpazneiii ¢ deyms adanmepamu, cmepiisuuti, 0OHOpasosvlit
ANRYV. (1. Tooguxcnan 2aia; 2. Ynromusougee x010y0 0% nodeuacnoi 2aiixu; 3. Cmepocens Y- xoutesmopa; 4.
Jlumois xranan; 5. [ atica k1anana; 6. Kamitesas ynaonmumervian npoxnadka; 7. Kateyo Qm kianawa )
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Pucynox 2. I'abapumsie pazvepet Konnexmopa Y-0bpasnunii ¢ 0gyss adanmepar, cmeputsio2o, 0dnopazoso20 ANRYV,
Tabnma 2. I'abapumueie pazvepe: Kowiexmopa Y-06pasueiii ¢ 08yM8 adanmepavs, cmeputvnoco, 00Hopazoeooo

ANRYV.
4 Jaxpeimeiis 60,95 .
Omxpoimviie 65,93 wu.
B 35,02 uwm.
C @ 21,89 sm.
D 36,75 am,
E @3 2,97 s,
F B 11.90 mm.
G B 7,74 mm.
Tun Haxonewnux muna Jlyep: xonycnocme 6%, snympennuit duaviemp 4,25 um, arewnuit Quavemp
Paens 7,74 wm, waz pesvber 2,2 mw, Bokosoe omeedenue muna Jlyep: xonycnocmn 6%, enympennuii
Quavemp 4,25 My, snesinuit duavemp 7,74 uy, waz pezvbu 2,2 wu

Heyrazanusie donyemumere snavenun: +1%
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8.2 Cxema MU Kounnextop Y-o6pasnmii ¢ AByMS azantepamu, CTepuabREIN, 0AHOPa3OBLIH
RYVA, ¢ yxazannem TeXHHUECKHX XapPAKTEPRCTHK:

Pucynox 3. Fabapumnsie paavepel Koniexmopa Y-06pazniii ¢ dgyus adanmepanu, Cmepuichozo, 00K0paoeoeo
RYVA.

.

"

Pucynox 4. Cmpyxmypa uzdenun; Kownexmop Y-o0pasneii ¢ dgyms adanmepamu, cmepuishoii, 0040pa3oswit
RYVA, (1. Bemasnol epauyaiowqusicr mo3poscruii naxoneunus; 2. Konoyesas yraomuumensias npokradxa; 3.
Cmepaicens; 4. Quxcamop; 5. Tumoii 3axcuv guxcamopa; 6. Kranaw; 7. /Tumoe xonvyo: 8. 3axcum xranana; 9.
llpoxnaoxa xeanana; 10. Tpy6ra (s 0,1x3.0); 11. Tpexxodoaoii sanopuwii kpan.}

Tatmna 3. Fabapumnsie paaviepot Konnexmopa Y-00pasnsiit ¢ 08yMa adanmepami, Cepuiblio?o, 00Hopu3oe02o
RYVA.

@ 16,41 mu,

@ 712,72 uwm,
@ 2.82 mm,
83,96 mm.
19,93 mm.
@ 13,33 uu.
B 2,91 um,
23,54 mm.
B 7,68 mm.
@ 7,68 sm.
Tun Haxoneunux muna Jlyep:xonyenocme 6%, snympenriuic Ouaremp 4,25 mm, aueunuii duarmemp

pazvema 7,74 M, waz pe3vbot 2,2 mu
Heyxazannvie donycmuvsie uavenus; 1%

=T QWO
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5.3 Cxema MW KoHHeKTOp Y-00pasHbIil ¢ 4BYMS afantepaMu, CTePUSIbHbIN, 04HOPAa30BbIi
RYVA.LUER.

PucyHok 5. FabapuTHblepasmMepbl KoHHeKTOopa Y-06pasHblii ¢ ABYMSI aganTepamMu, CTepu/ibHOro, 0fHOPa30Boro
RYVA.LUER

PucyHok 6. CTpykTypa n3genw: KoHHeKTOp Y-06pasHblli C ABYMSt aganTepaMu, CTepu/bHbIA, 04HOPAa30BbIi
RYVA.LUER. (1. BcTaBHO BpallatoLLMIACS MTHO3POBCKMIA HAKOHEYHUK; 2. KonbLieBas Yo THATeNbHAs Mpo-
Knagka; 3. CTep>KeHb; 4. dukcaTop; 5 JInToi 3a>kn.M rkcaTopa; 6. KnanaH; 7. JinToe KonbLo; 8. 3a0Kum
KnanaHa; 9. MNMpoknagka KnanaHa.)

Tabmmua 4. MabapyTHblepasMepbl KoHHeKTopa Y-06pasHblii ¢ AByMS afanTepamu, CTepuIbHOT0, 04HOPA30BOro

RYVA.LUER
A 30,40 mm.
B 83,96 mm.
C /9,93 Mm.
D 0 13,33 MmMm.
E Q2,91 mm
F 0 12,72 mm.
G 0 16,41 .mm
H 0 7,74 mm
Tvn HakoHeuHVK Tunallyep: KOHYCHOCTb 6%, BHYTPEHHUA gnameTp 4,25 MM, BHELUHWIA AnameTp
. 7,74 MM, war pe3bbbl 2,2 MM. BokoBoe 0TBefeHVe Tuna Jlyep: KOHYCHOCTb 6%, BHY TPEHHUIA

anameTp, 4,25 MM, BHELUHWIA guameTp 7,74 MM, Liar pessbbbl 2,2 MM
HeykasaHHble fonyCcTUMble 3HaYeHus; £1%
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Tabnuua 5 - TMepeyeHb MaTepuanoB MeauUMHCKOro u3aenusi KoHHeKTOopbl Y-06pasHble C
[ABYMS ajlanTepamu, CTepuibHble, oaHopasoBble ANRYV.

KomroHeHT VicxogHbIi MaTepurian MNocTaBLLMK
1. MoaBMXHas ralika Monunamung, mapka Mpunamug TRIO. EMS GriVOFy
2. YNNOTHAKLWEe KObLO AN No- .
L Monuamung, mapka Fpunamug TRIO. EMS Grivory
OBVDKHON raiikm
3. CTepXeHb Y- KOHHEKTOpa Monunamng, mapka Mpunamug TRIO. EMS Grivory

" MeanunHckuin cnnnkoH 40 shores
4. JIntoin KnanaH WACKER
(Mapka: 40 shores)
MonnaTnneH BbICOKON NNOTHOCTKW
MBM) (Mapka: BS2581 .
5. Malika knanaHa ( ) (Map ) EMS Grivory
MurmeHT 6enblih (WHITE THO 2)
CAS # 13463-67-7
6. KonbLeBas ynaoTHUTeNbHaA Npo- MeguunHcKnin cnnmkoH, Mapka: 70
. WACKER
Knagka shores Elastosil R 401/70 S;
MonunaTnneH BbICOKOW NNOTHOCTH
7. Konbuo Ana KnanaHa BOREALIS AG
(MBM) (Mapka: BS2581)

MpumeyaHue: OTHOLLEHNE MUTMEHTA, Kak npasuno, oT | I Ha 5 Kr nonmmMepa.

Tabnuua 6 ~ MepeyeHb MaTepuanos MeANLMHCKOro n3aenns KoHHeKTOpb! Y-06pasHsbie ¢
[AByMA aganTepamun, cTepunbHble, ogHopasosble RYVA n RYVA.LUER.
KoMMoHeHT VicxopHbiid MaTeprian _,[ocTaBLyK
1. BcTaBHOW Bpauiato-

wuiics NyepoBCKU HaKO- Monvamug, mapka Mpunamug TRIO. EMS Grivory
HEUHUK

MeguunHcknii cunmkoH, Mapka: 70 shores

2. KonbueBas ynnoTHu- Elastosil R 401/70 S;
. WACKER
Te/NlbHaaA Npokajka MurmeHT opaHxeBblit: CAS N0.3468-63-1;
Mapka: Pigment Orange 5.
3. CTepXeHb Monuamug, mapka Mpunamug TR9O. EMS Grivory

MeguunHcknii cunnkoH, (Mapka: 70 shores
4. ®ukcatop ) MurmeHT opaHxeBblii: CAS N0.3468-63-1; WACKER
Mapka: Pigment Orange 5.

MonuaTuneH BbicOKOW naoTHocTu (MBIM)
5. 1nToi 3axunm dukca- Mapka: BS2581;

5 BOREALIS AG
TOopa Murmew- opaHxesbii: CAS N0.3468-63-1;
Mapka: Chemical Name: Pigment Orange 5.
HaTypanbHbIl MeAULMHCKNI CUNNKOH
6. KnanaH WACKER
(Mapka: 20 shores Elastosil R 401/20 CH);
MonuaTuneH Bbicokoi nnoTHocTu (MBIM)
7. TUTOe KoNbLo Mapka: HIPLEX HWM 5502; HIP petrohemija

MurmeHT opaHxeBblii: CAS N0.3468-63-1;
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Mapxa: Pigment Orange 5.
8. 3wkim Knanasa Monmamng, mapka Mpunamna TR9O. EMS Grivory
9. Mpoxnaaxa knanaka Monuamna, Mapka Iprnamua TR90. EMS Grivory
10. TpyGka (roneko ana MBX GFM/4-36TP TR 2 ALFA PVC
«RYVA»)
BAYER Material Science
1. Tpexxonoewtii sanop- Momamunen (Mapxka: Makrolon RX 1805) AG
HbiH KpaH (TORbKO TR
«RYVAD)
Benwiii nonmamnen Mapka: (MG7547S) BOREALIS AG

ﬂguueuauue: Ontowenue nuemenma, Kax npasuto, om l2ualxe noiumepa.

6. Onucarnue npunadaexCnocmes, MEOUYUNCKUX U30e.1uil, UCNOAbIYEMbIX COBMECMHO C 3a-
RenennoiM uz0eruem: U3nenaue, NOAXOANT JUIA COBMECTHOTO HCTIONB30BAHNA CO CNEAYIOMIMMH
MEIAKLIMHCKHMH H3ACTRAMH:

Karereps: VASCO, mukpokaterep MAGIC, katetep BALTACCI, karerep FARGO LINE, ka-
Tetep SONIC, upeckoxusiit unTponbiocep [VA ¢ pazvemom tana LUER, 6annonusiit katerep
CRISTAL BALLOON, 6annonnniii katetep ECLIPSE, 6annonnniii karerep COPERNIC, Gan-
nouHbiit xaretep 2L BALLOONS u katetep nposoauukosbiit CORAIL+, mnpun ¢ passeMoM
Luer Lock, cranaapTHblii IONPAL H APYTHE AHANOTHYHbIC H3AEIHA, MPHMEHAEMbIE B 06NacTH
WHTEPBECHUNOHHOH HeHpOpanONOrui WHUNH WHTEPBEHUMOHHONR PanvoNOruu /WA Kapauo-
NOrHK.

7. Hupopmauun o nanuiuu 8 MeOUUUHCKOM UIOENIU NEKAPCMBEHHO20 CPEOCMEa ONR
MEOUNUNCKOZ0O  NDUMEHEHUR, MAMEPUATO08  JCUBOMHO20 HIH  YEAOBEHECKOZ0
npoucxoncoenus: He npumennmo. Konnektopnt Y-ofpazHbie ¢ AByMA aJanTepaM,
CTEPUABbHBIE, ONHOPA3OBbIC, B BapHAHTAX MCMNONHEHUA HE COAEPXKET B COCTaBe W3nENHUA
NeKapCcTBEHHbIC Npenaparbl wan dapMauesTHueckue cybcTaHuuu, a~TaKke MarepHanoB
WHUBOTHOTO HJTH YEAOBEYECKOrO NMPOHCXMKACHHA.

8. Hudopmayus o nopaoxe ycmanoexu, MoONMaxsCa, RACMPOUKY U KaAubpoexu, Heob-
XOO0UMbIE ONR 6800a MEOUNUHCKOZO0 UIDETUR 8 IKCARYAMAYNIO:
He ucnonb3osars, €cii ynakoBKa BCKpbITa MK nospexaeHa. [Ipy HenoBpexxaeHHo# yna-
KOBKE U3JeJHSA CTEPHIILHEI.
. Y-KOHHEKTOPbI MpeHasHaueHb UTA OAHOPA30BOTO Henobiosanns. He uc-
nons308aThk NOBTOPHO. JI0G0e NOBTOPHOE HCMONB30BaHHE MEAHUNHCKOrO N3ACHA
NPHBOAMT K BHICOKOMY PHCKY 3apaxcCHUsl HAUNCHTa H K YXYAlWEHHIO pabounx Xapak-
TEPUCTHK H3JeNHA.

. He cTepunn3oBaTh NOBTOPHO 3TH U3AENHA.

. XpanuThb B CyXoM, 3alltHLIEHHOM OT CBETA MeCTe NPH KOMHATHOM TeMnepa-
Type.

g Cobmonats cpok roaHocTy.

. U HINENUA TONKHBI NPHAMEHATHCA TONLKO BpauaMH-CNeLIHATHCTaMH B obna-

CTH WHTEPBEHIIMONHON HEHPOPANNONOTHH U/HAN UHTEPBEHIMOHHON PanHONOTHH
H/WIJIH KapIYONOrnsy.

. Cnenyiite HHCTPYKLIMAM NO NPUMEHEHHIO COBMECTHMBIX N3JIEHil ¢ NAHHLIM
ME-QHLIHCKHM H3NENHEM, HCMIONB3YEMBIX COBMECTHO B 00NACTH HHTEPBEHLMOHHOMH
HEHpPOPaaRoNOTHH W/HUNK HHTEPBEHUHORHOH PAJHONOTHHE H/HITH KAPIMOJIOTHH,
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. CobmionaTh WHCTPYKIVH 1O NPHMEHEHHIO NPENapaToB, BIUBAEMBIX Yepe3 Y-KOHHeK-
TOPb! B COBMECTHMbBIE C HUMH H3/IeNIHs.

9. Hpunyun oeiicmeun uszdenua:Konuexropsl Y-o0pasHble ¢ AByMs azantepamu,
CTEpUNLHBIC, OIHOPa30Bbic, B BapuaHTax ucnoanenua, ANRYV (puc.1) - 3ro npospaunsiii
KOHHEKTOp (NepeXoaHKK) ¢ nonBmKHON rafikoi n 60koBbIM oTBOACRHEM, THA Jlyep, koTophili
npeacrabager cofol knaccuyeckHit Y-KOHHEKTOp, MOCTATOMHO NPOUHBbIN AN obecnevenns
HETIOCPEACTBEHHONO COSARHEHNA TKOO0 K HHCTPYMEHTY JUIS TIOAKOXHBIX HHbEKLIMH (Hanpumep
wnpHi), 160 K yCTpoHcTBY NoauH XHUIAKOCTH NOJ AABAEHAEM CO LINPHLIEM eMKOCTBIO | M3
(n0 2000 kITa). Konnekropb! Y-o6pasHste ¢ AByMs aanTepaMH, CTEPHALHBIE, OHOPA30BbIE, B
BapHaHTax HenonHenua, RYVA (pic. 2) cocTOAT U3 cHCTEMBI ¢ ABOHHBIM K/IAGHOM: OHO CO-
eAUHAET YCTPOHCTBO MIHOBEHHOH (PHKCALMH KNanaHa ¢ HaXKUMHO-BBLITHKHBIM NMEPEKpLIBaIO-
UMM KJTanaHoM. Y CTpoHCTBO MIBOBEHHOM HKcalny knanaHa GHKCHpYET BBEAEHHOE YCTPOi-
CTBO (MHMKpOKATeTep, TPOBOAHHK) HAM OKa3biBaeT CONPOTHBICHHE BLICOKOMY IABIEHHIO.
HaxuMHo-BLITKHOH NepekpHBAIOM KnanaH npeacTaBnser cobolt GuicTpoaeicTByOUmMi
HaOKHMHO-BBITAKHON reMocTaTHueckuii knanan. KOHHEKTOp MMeeT yMeHbuIeHHBIH GopTyk
ans obecneuenus mpoxonaa J-oGpasHoro mpoBoannka. KoHuektopw Y-oGpasHbie ¢ aByma
azantepamMH, CTEPHIIbHbIE, ONHOPa3oBbie, B BapHaHTax ucnonHeHns, RYVA cocroat us Kos-
HEKTOpa ¢ GOKOBBIM OTBEACHNEM, MPOONIKEHHOTO ABYXX0N0BbIM BeHTWIeM. Konnekrops Y-
obpa3nble ¢ ABYMs ajanTepaMH, CTEPHIbHBIC, OAHOPA30BbIC, B BAPHAHTAX HCHONHEHHS,
RYVA.LUER coctoat n3 koHHekTOpa ¢ 60KoBbIM OTBEREHHEM ¢ 3amkoM «JTyep-Jlok»,

10. Tpebosanus x noMeweHURM, 8 KOMOPHIX NPEONONAZACMCA YCMAHOEKA MEOURUNCKO20
uzoenun: Konnexropet Y-o6pasHble ¢ 1ByMa aganTepaMu, CTEPUILHBIE, OHOPA3OBbIe, B Ba-
pHaBTaxX HCTIONHEHHS NOMKHEI HCIONL3OBATLCA NPY TeMneparype Bo3ayxa ot 0°C no +40°C
NPH OTHOCHTENBHON BIAKHOCTH 0T 0% 110 90% (RexoRAexncHpylowwaics) ¥ AaTMOCHEPHOM
nasnexun 700 — 1060 rlTa. Jomxkust 6biTh coGMONEHBI BCE OCHOBHbIE YCIOBHSA CTEPHIIBHOCTH
NOMELIEHNA, & TAKIKE OJCHILI MCI IEPCOHANE JUIA HCKIIOUEHNHS PHCKA 3aPAKEHNA NALUEHTA.

11. Hucpopmayun ons nposepxu npasuivHoCmu yCImanoeKu MeORUIHCKO20 UIOERUR 4 €20
20mosrocmu k beonacnoii pabome 3xkcnayamauui, 8K0YaR:

a) Codepyicaniie u nepuoouIHOCMb MEXHUYECKO20 OBCAYNCHBAHUR, EKMIONAR OUUCIKY U
oesundpexyuio meoununcxozo usdenun: Konnexkropbl Y-o6pasusie ¢ AByMs ananrtepamu, cre-
PHJIbHbLIC, OHOPA3OBLIE, B BAPHAHTAX HCHOJHEHUA HE NOAIEXKAT TEXHHUYECKOMY 00CyKuBa-
HHIO, OUUCTKE HIIHN Ne3nAdexnnn.

06) Mepeuens npedocmaenennsix NPOUILOOUMETEM MEORUNHCKOZ0 UIDEUR CeeOeH U, K10~
Yeil u naponedi docmyna HeobXOOUMBIX ONR MOKMANCA It MEXHUNECKOZ0 OBCAYNCUSAHUR:
Konnexropn Y-o06pa3nbie ¢ IByMs anantepaMy, CTepAsIbHBIE, OAHOPA30BkIE, B BAPHAHTAX HC-
nonxenns He copepxkar 10, ceenennii, xmoveil WA nNaponell aocTyna HEOGXOANMBIX IS
MOHTAXa U HE TIOANEKHT TEXHHUYECKOMY 06Ty KHBAHUIO.

8) Hepeuenv pacxoOnsix Mamepuanoes, @ maxdice nPOULOYPA UX NPUMEHEHUR U IAMEHDL:
Kontexropsl Y-06pasnbie ¢ 1ByMs anantepamu, CYEpHILHBIE, OHOPA3OBLIE, B BapHaHTaX HC-
NONHEHHA He COAEPHKAT B COCTABE PACXOAHBIX MAaTEPHAIOB.

2) Heobxooumocms xanubposku 0nn obecnevenus naonexcawesi u Gezonacnoii pabomsi
MEQUUNHCKO20 U30LNnUR 8 mederun cpoka e2o cayxncos: He npumennmo. s MU Konnek-
TOphb! Y-0fpasneie c ABYMA ananTepaMH, CTEPHIbHBIE, OMHOPA3OBLIC, B BAPHAHTAX HCNONHEHUA
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HET HeoOX0AMMOCTH B kanubpoBKe Ana obecneveHns Hatexawel H GesonacHol paGoTh! Me-
AHLIMHCKOTO H3/IE/IHA B TEYEHUHM CPOKA ETO CYXObI.

0) Memoost chusceHun pUcKo8, C6AIAHHBIX C YCMANOEKOH, KARUOPOBKOH UAN mexnuye-
CKUM OOCAYINCUSAHUEM MEOUNUHCKO20 UIOCRUR:

Hns cumkenns pucKoB, cBA3aHHBIX ¢ ycTaHOBKOH MU Kouuektopsl Y-ofpasnbie ¢ aByMs
ananTepamu, CTEPUNbHBIC, OHOPA3OBLIC, B BAPHAHTAX WCMONHEHHS, CleAYeT BHUMATENLHO
O3HAKOMMTBCA ¢ MHCTpYKuMeH Mo NPUMEHEHHIO Ha JAHHOE H3RENNE, a TAKKe C HHCTpyKuueH
NO NPUMEHEHHIO, COBMECTHO HCMIONb3yeMoro nizeaua. [loapobuo B [Tynkre 9 «<Mupopmauns
0 NOpAZKe YCTaHOBKH, MOHTaXa, HACTPOAKY M KanKOpoBKH, HEOOXOAHMBIE JUIS BBOLA MEIH-
LHHCKOTO H3ACNHA B JKCIINyaTaLHION,

W3nenne ABNAETCS 0AHOPA3OBLIM H HE MOAPA3yMEBAET TEXHHUECKOTO obcnyxupanns. Katub-
POBKa TaK ke He TpeSyetca, Bce HeoOXoAMMBIE HACTPONKH YXKe NpenyCcTaHOBNEHb! IPOH3IBO-
IUTENIEM.

e) Hupopmauun o monmaxce, nanadxe, Hacmpoiixe, Kanubpoexe u unsim delicmeunm, ne-
006X00UMBIM ONA 68000 MEOUUUHCKOZO UIOEAUR & IKCRAYAMAUNIO U €20 NPASUNBHON IKC-
nayamanuu (npumenenun): He npameniumo. 1ns MU Kounextopsr Y-o6pasubie ¢ nsyms
ajiantepaMH, CTEPHIIbHBIC, OHOPa3OBbie, B BAPHAHTAX HCIIONHEHHA HET HeoOXOIMMOCTH B
MOHTaXe, HalanKe, HacTpoike, KUTHOpoBKe W MHBIM AelcTBUAM, HEOGXOAUMBIM 118 BBOJA
MEINLMHCKOrO U3AEITHA B SKCILTYaTalMIO H €r0 NPaBHABHOM SKCTIyaTaluny (IPUMEHEHNA).
wuc) Hudpopmauus o nepeune 0CHOBHBIX XAPAKMEPUCHIUK NO NPUMEHCHIUNO MEOURUNCKOZ0
H30ENUR, YCROGUAM MPAHCNOPMUPOBKY U XPAHEHUR:

YEenoBua TpaHCTOPTUPOBAHUA: TeMiepaTypa Bo3ayxa oT 0°C no +40°C npu oTHOCHTENBHOI
sraxHocTh ot 0% a0 90% (HekoHaeHcHpyloulaaca) H aTMocdepHom aasneHun 700 — 1060
rlla, Gepeyb oT nonananus snary.

YCnoBHA XpaHEHUA: XPaHUTh H3LENME B YNAKOBKE NPEANPHATHA-H3TOTOBHTENA B CYXOM, HH-
CTOM MecTe, IIpH KOHTpoAupyeMoii TeMneparype. CpoK XpaHeHHs yKkasaH Ha THKETKe Kaxk-
noro usgenus. Temneparypa sosayxa ot 0°C no 40°C npu OTHOCHTENLHOMN BAaXHOCTH OT 0%
1o 90% (HekoHAeHCHPpYIOLIARca) H atMochepHoM aasnenun 700 — 1060 rlla.

Ycaosus axcnayatauuu: Temneparypa Bosstyxa ot 0°C ao +40°C npu otHoCHTeNbHOM Biax-
socty ot 0% no 90% (HexonaeHcupylouanca) v atMocheprom nasnenun 700 - 1060 rila.

12, Hrghopmayus o cmepunsHom COCMORH Y MEQUYUNHCKOZ0 UIOERUR, MEMODE €20 CIMepu-
AUIRUUY U 0 NOPAIKe delicmeuis 6 CAYuAe HapyuieHUun cmepunvbrol ynakoeku: Kaxnoe MU
Konuextops! Y-06pa3nsie ¢ AByMA afantepamu, CTEpHABHbIE, OAHOPA30BLIE, B BAPHAHTAX HC-
MOAHEHHA + NOCTABMAETCA B BHAEC OAHOPA3OBOro CTepuibHoro Higenus. Kouxekropo Y-06-
pasHble C ABYMR azanTepaMy, CTEPHALHEIC, OAHOPA3OBble, B BapHAHTAX MCTIOJIHEHNA YNaKo-
BaHb! B PUHHUIHYIO YNAKOBKY JUIN CTEPHITH3ALIMH ¥ CTEPHNN30BAHBI ra3OBbLIM METOAOM CTEpH-
NN3aUHK OKCHIOM 3THNIeHa. B ciyyae HapylieHHs CTepUNbHONR YNaKOBKH H3ENHE 3aNpelicHO
HCTIONB30BaTh U HEOOXOMMMO HeMeMIEHHO YTHIN3HpoBaTh. [TOBTOpHAs cTepunuzauns nine-
NNA NPHBOAMT K BHICOKOMY PHCKY 3apaKeHHA NALMEHTa H K YXYARUenn1o paGounx xapaKkTepH-
CTHK W3/IeJIHS.

13. Hudpopmanun o nopaoxe oBpabomuu MeduUUHCKO20 UIOEAUR IR €20 NOBMOPNOZO UC-
nonvzosanun: U3nenne noctasasercs CTEPHIbLHLIM U He NOANEKUT 06paboTke, Ae3uHDEKIIHH
WY MOBTOPHO# cTeprnnsauny. [Tocne HCHONB30BAHHA H3AENHE 3ANPEICHO K MOBTOPHOMY HC-
NONABL30BAHUIO W MOMTEKHT HeMeANeHHOH yTrarsaunu. JlioGoe NOBTOpHOE HCNONbL3OBaHUE
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H3AC/HA NPABOJMT K BHICOKOMY PHCKY 3apaeHHA NAlHCHTA H K yXyAWeHHIO pabounx xapak-
TEPHCTHK H3ACHA.

14. Hudpopmayuio, Reolxo0umyro on uOeHMupUKAUUU MEOUUUNCKUX U3Oenuli ¢ yensvio
RONYUERUR 6e30RACHON KOMOUNAUUY, U UHPOPMAYUIO OO UICECMHBIX OZPAHUYEHURX NO
COBMECMHOMY UCHONRBIOEARUIO MEOURURCKUX u3oenuil:

B mynkre 7. «Onucanue NpHHAIEXHOCTeH, MEAWLMHCKUX W3ACHHH, HCTIONBL3YEMBIX COB-
MECTHO C 3ajABJICHHBIM H3JICTHEM», YKa3aHHl H3ACAHA, ¢ KoTopsiMA KoHHeKkTOpH Y-00pasHbie
¢ JBYMA aJialTepaMH, CTEPHNBHEIC, OHOPA30BbIie, B BAPHAHTAX HCTIONHEHUA MOTYT OBITH He-
nonb30Bako. Beio HeoOxoauMyIo HEGOPMaNIO O HCMONE30BAHMIO H M3BECTHBIX OTpaHHYe-
HHAX MOXHO HalTH B MHCTPYKUMAX NO NPUMCHCHHIO TIPHNATAeMBIX K KaKAOMY MEAHUHH-
CKOMY H3aennio konauny BALT.

15. Hupopmanus o npupode, mune, a maxice 06 UHMEHCUSHOCINU & PACHPEdeNENUN USRY-
YEHUR 6 NPOUECCE IKCNAYAMAUN MEOUUNHCKO20 UIOCAUR:

He npnmennmo, Konnextops Y-06pasibie ¢ AByMs aialTepaMH, CTEpHIBHEIE, ONHOPA3OBbIE,
B BApHAHTAX MCHONHEHUA HE HCNONB3YIOT PU-3HEpruio, mosTOMy He MOTYT CO3AaBaTh 2JieK-
TPOMArHHTHOTO NOJIA H €r0 NIOMeX.

16. Hupopmauus o mepax npedocmopoicrocmu, RpeonpuHuUMAEMsIX ¢ CAYYAE:

A) Heucnpasrnocmu meduuurcrkozo uzoenun, c60s ¢ €20 pabome unit OmMKAonenuii ¢ Pynx-
UUORUPOSARUY, KOMOPIE MOZYIM RURMS HA BE30NACROCHIS MEOURUHCKOZ0 UIOERUR, 8 MOM
YUCNE ORPEOENREMBIX O SHEUIHUM NPUIHAKAM:

Cnenyet obparutecs Kk [TyHKTY 9 A4 nonyderus HHGOPMAIIHHK N0 BHABICHHIO BO3MOXHBIX
HEHCNPABHOCTEH, ¢60eB B paboTe HITH OTKIOHEHHH B PYHKLIHOHHNPOBAHHH, KOTOPBIE MOTYT 110-
BIIMATL Ha §€30aCHOCTh MEAHIHHCKOTO H3JIGNHA, B TO YHCAE ONpEAeNSeMBIX N0 BHEIIHAM
MIPH3HAKOM AR BO3MOXHOCTH HX YCTPaHEHHA,

B) Bo3zoesicmeun na PyRxuuonupoearnue MeOURNHCKO20 u30enun snéithux $axmopos, cen-
3AHHBIX C NPUMERECHUCM MEIUUUNHCKOZO UIOERUR 8 KOMOURAKIUY C OPY2UMU MEOUUUHCKUMHK
uzoenusmu:

Cnenyer oBpaTHTBCR K MHCTPYKUHAM N0 IPUMEHEHHIO K M3ACTHIM, KOTOPhIE HCTIONB3YIOTCA
comecTHO ¢ MU Konnexropu Y-o6pasisie ¢ AByMa afanTepaMy, CTepuibHEE, OMHOPA3OBbie,
B BapHaHTax ucnofHeHus (flynxr 7. MHcTpykuuu no npaMeneHnio);

0) Puck 3nexmpoMazumusix ROMex, co30a6a8eMbX MEOURUHCKUM U30eNUEM, OKA3BI6aI0-
wue erusnue na opyzoe obopyooeanue: He npumennmo, Konnexrops! Y-o0pasHsle ¢ aBymMst
amanTepamMH, CTEPHIbHEIE, ORHOPA3OBLIE, B BAPHAHTAX HCMONHEHNUA He HCnomb3y1oT PY-aHep-
U0, I03TOMY HE MOTYT CO3JaBaTh MCKTPOMAarHUTHOTO MONA B €T0 NOMEX.

17. ITpedynpeicoernun u Mepsi BPeOOCMOPONCHOCHIN, RPEORPURUMAEMbIE NOMPEbUMEnAMY
NPU BDUMEHERUU MCOURNNCKOZ0 U30ERUR, COOEPICAILEZO NEKAPCMBERHOE CPEOCMEO ONR
MEQUUUHCKO20 NPUMEHEHUR, MAMEPUANBI, KOMOPHIE RENAIOMCA KAHKEPOLEHHMMU, Myma-
2EHHBIMIU, MOKCUYRBIMIL, BOIMOINCKOE BBIOCIEHUE UL EBIMbIBAHUE KOMOPHIX NPUSOOUM K
CeRCUBURUIAUUY, ARREPIURECKOT PEAKUIY U OMPULAMENLHO 8AUREM HA PERPOIYKMUSHYIO
Pynxywro: He npumennmo. Konrextops! Y-00pasHeie ¢ AByMS aflanTepaMH, CTEPHILHEL,
ORHOPA30BhIe, B BAPHAHTAX HCMOJHEHHA HE COACPKAT B COCTABE H3NENHA JIEKAPCTBCHHEIE
cpencTsa, papmanesTHIeCKHE CYGCTAHIHN, MATEPHANBI JKHBOTHOTO HITH YENIOBEYECKOTO TIpo-
HCXOXCHHS, MATEPHAIH, KOTODHIC ABNAIOTCA  KAHUEPOTCHHBIMH, MYTAarcHHbIMH,
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TOKCHUYHBIMU, BO3MOXKHOE BbifieJICHHE HIH BbIMBIBAHHE KOTOPBIX NPHBOANT K CEHCHOHTNIa-
UWH, AJUICPIHYECKON peakumi M OTPHIUATEIILHO BIUAET HA PENPOAYKTHBHYIO GYHKIIRIO.

18. Iipedynpescoernun u mepsi npedocmopodicHocms, npeonpunumaemsie nompebumenem
npu yMuiu3Iauuu MeOuyIHCKO20 UI0ERUR, NPUHAOIENCHOCTMET U PACXOOHHIX MAMEPUANOS:
Yunnsaunio uageaua nposonuth 8 coorpercrsiu ¢ CaulluH 2.1.7.2790-10 ana orxonos
Knacca b (a3nuaemMuonoruyecku onacrole otxoasl). Iocne annapatusix cnoco6on 06e3zapanu-
BaHHA C MPUMEHEHNEM (PHIHUECKHX METONOB H H3IMEHEHHA BHEIIHETO BHJIA OTXOAOB, HCKIIO-
YaloLIEro BOIMOXHOCTh X TMOBTOPHOIO NPHUMEHEHMs, OTXOHB! KnaccoB B mMoryT Hakaniu-
BaTbCcA, BPEMEHHO XPaHUTBLCA, TPAHCHOPTHPOBATLCA, YHUYTOXKATLCA ¥ 3aXOPaHUBAThLCA COB-
MECTHO ¢ OTXO4aMH Knacca A (3nnaeMHOoorHyecky 6e30macHbie 0TXOAb, 110 cocTasy NpuGIn-
xeHHble k TBO). Ynakoska ofe3zapaxeHHBIX MEAWLHMHCKHX OTXOHOB knaccoB b aomkna
HMETh MapKHPOBKY, CBHAETENbCTBYIOUIYIO O NPOBEACHHOM 00€33apa)KHBAHHH OTXO/I0B,

19. Hudpopmanun 06 obcmormenscmsax, npu Komopsx nompebumenv 00nNCEH NPOKOH-
CPAOMUPOCAMBCR ¢ MEOUNUHCKUM pabomnukom: Uanenne NCnons3yeTcs TONALKO BpayaMu-
CreUManuCcTaMi B 06/IacTH MHTEPBEHUHOHHON HEHpPOPAIMONOTEY W/NIH VHTEPBEHUHORHOH
PazHONOruy. YCNOBHR NPUMEHEHHS: NetyeOHble U eueOHO-NPOPHIaKTHHECKHE MEAHLIHHCKHE
YUYpEXACHHS, TOJBKO MO Ha3HAYSHUIO Bpaya-ciennanucta. Yicxoas n3 3toro cneayer seuibo,
4TO B N10GOM Clyyae NOTpeGHTENb X0KEH MPOKOHCYNLTUPOBATBCA ¢ MEAHLIMHCKAM paGoTHH-
KOM, JUIS ONpelIcNICHUA HEOOXONMMMOCTH B NIPOBENCHHH ONEPauMH, H KaK CIICACTBHE HCMNONb30-
Baie MU Konurextopb! Y-o0pa3sHbie ¢ IByMA afaanTepamMH, CTEpHAbHbIE, OIHOPa3OBbIE, B Ba-
pHAHTaX UCMONHEHHA, flepeA NPOBENCHHEM ONcpailluy 110 3MO0NU3aNUK COCYA0B FONOBHOIO

MO3Fa,
20. Hrpopmayun o nepeonauanbHom ebinycKe Unu ROCAEOHEM NEPECHMOMPE IKCNAYAMAY U~
OHNHOG OOKyMenmayu:

Bepcus Ne Jerann uaMeHenuii

UucTpyxuus no npuMerennio (sepens 1) ®espans 2019

fipumevanue: Cmamos 13.1 fipunoxcenun | x Jupexmuse 93/42 na meduyuncrue uzderun: « B nopsoxe ucinove-
nus 038 uz0eauir kracca | uru la ne mpeGyemca uncmpyxyus no npuvenenuio, ecau us0etu sozym beimo Ges-
onacio ucnoav3veanst 6e3 unempykyuur. B ceasu ¢ exueuzroxcennom Goree pannue aepcuu URCMpyKyuu no
npuvenenuio omcymemeyiom. Zawnan uncmpyxyus 6vina paspabomana cneyuaivio 03 Poccuiickot Medepayuu
Ha ocrosanuu mpebosanuii [locmanoerenus npasumenvemsa Poccuiicxkoi Pedepayyu om 27 dexabps 2012 2. Ne
1416 «06 ymeepoicoenuu flpagua cocydapemeenttons perucmpayui MeQuyUHCKUX u30eruily.

21. ITopROOK U YCAOBUR YMUAUIQUUU HAU YHUSMONCEH UU MEOUYUNHCKO20 u30enun: Y THIH-
3aUUI0 W3genus nposoauTs B cooTBercTBUY ¢ CanllnH 2.1.7.2790-10 ans orxonos knacca b
(3nuaemuonornyeckH onacHeie otxonwl). locne annapathux cniocoGos ofe3sapaxupaini ¢
TPHMCHEHHEM (H3IHUECKUX METOAO0B W H3MCHEHHA BHEWIHETO BH4 OTXOA0B, HCKAIOYAIOUICTO
BO3MOXHOCTh HX NMOBTOPHOrO NPHMEHEHUSA, OTXOIb! KnaccoB b MOryT HakanausaTscs, Bpe-
MEHHO XPaHHTHCA, TPAHCHOPTHPOBATHCA, YHHUTOKATLCA H 3aXOPAHHBATBCR COBMECTHO C OT-
XonaMH knacca A (AMHAEMHONOrHYecKH Ge3onacHble 0TXOHB, MO COCTaBY NPHOIHAKECHHbIE K
TBO). ¥YnakoBka obe33apameHHbIX MEAHUMHCKHX OTXOROB KNaccoB b 10:MKHa WMETh MapKH-
POBKY, CBUACTEABCTBYIOLYIO O NPOBEAeHHOM 00e33apaXKHBaHHH OTXOHOB.

22. Fapanmuu
Cpox roanoct — 5 siet. CpoK COXpaHEeHNA CTePUILHOCTH — 5 JNeT.
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Anpec U1 IpHeMa peKamMauyit:

ObmecTso ¢ orpannyeHHON oTBETCTBERHOCTHIO «LIeRTp [MepunarancHO# MeaunuHe»
IOpnauyeckuit/Paxruuecknit anpec: 109004, r. Mocksa, Tosapriieckuit nep., a. 20, crp. 4
HHH 7709063317, KIIIT 770901001, OKTIO 40286236.

[Tpoussoaurens:

BALT EXTRUSION SAS (BAJIT 3KCTPYXH CAC), ®paauus

10 rue de la Croix Vigneron 95160 MONTMORENCY, France

+33 (0)1 39 89 46 41

33 (01371703 46

23, Meauumnckoe n3aemme Konnexkropsl Y-o6pa3Hble ¢ AByMS afanTepaMH, CTEPHIbHBE, Of-
HOpPa30Bbie, B BAPHAHTAX HCTIONHEHHA COOTBETCTBYIOT TpeCoBauAM cTaHAapTaM W Mertonam
KOHTpoJA B cTanfaptax Poccuiickoli ®enepauun:

TOCT P 50444-92 «IIpubopei, annapamut u obopydosanue meduyuncxue. Obuiue mexnuse-
CKUe YCnoBUAN;

TOCT EN 556-1-2011 «Cmepunusayus meduyunckux usdenuii. Tpebosanlia x meduyuncxum
usdenusm xamezopuu «cmepunvivies. Yacmo 1. Tpebosanus k MeOuyuHcKuM u30enUIM, noo-
RENCAUGUM (DURUWHOT CIEPURUSAYUU Y,

TOCT ISO 11607-1-2018 “Ynaxoexa Oas MeOuyunckux usoenui, noonexcaujux unuuroli
cmepunusayuu, Yacme 1. Tpebosanus k Mamepuanam, 6apbepHbiM CUCMEMAM ONR CMepURUsQ-
YUl U YNaKoBOSHLIM CUCTIEMAM ™',

TOCT P HCO 15223-1-2014 “H30enun meduyuncxue. Cumeonsl, npuMeHAEMble NPU MADKU-
POBGHUYU HA MEOUYUHCKUX UBOCRURX, IMUKEMKAX U 6 CONPpOCOOUMENbHOU OOKyMenmayuy.
Yacmy 1. Ocnosnvie mpebosanun” Tpebosanusm Hucmpyxyuu no npumerenuio u Texnuve-
CK020 QOKyMenma,

TOCT 31214-2016 « H30eaun meduyunckue. Tpebosanus x obpasyam u 0oxymenmayuu, npeo-
CMAGAAEMBIM HQ MOKCUKOROZUYECKUE, CAHUMADHO-XUMUYECKUE UCCICO0BARUR, UCNBIMANUR HA
CMEPURBHOCb U NUPOZENKOCTLY, T

TFOCT P 52770-2016 «H30enun meouyuncxue. Tpebosanus Gesonacnocmu. Memodw carnu-
MAPHO-XUMUYECKUX U MOKCUKOROZUYECKUX UCNBIMARUIN;

TFOCT ISO 10993-1-2011. «H30enus meduyuncxue. Oyenxa 6uonozuueckozo delicmeus Meou-
yunckux usdeauti, Yacmo 1. Oyenxa u uccredo8anuny;

TOCT P HCO 10993-2-2009. « H30eaus meduyuncxue. Oyenxa Guonozusecxo2o Oeticmeusn me-
OQuyunckux uzdeauti. Yacmo 2. Tpebosarus k 06paeHI0 ¢ HCUBOMHLIMUY,

TOCT ISO 10993-4-2011. « H30eaus meduyunckue. Oyenxa 6UoR02u4ecK020 Oeiicmeus meou-
yuncxux usdenutl. Yacmo 4. Hecnedosarnue usdenuti, 63aumooeicmeyiouux ¢ Kposbioy,
TOCT ISO 10993-5-201 1. « H30eaus meouyuncxue. Oyenxa 6uonozuvecxozo deticmeus meou-
yuncxux uzdeaust. Yacme 5. Hecned06anus KA yumomoKcuvHOCMb. MEMOON in Vilroy;

TOCT ISO 10993-7-2016 «H30enus meouyuncxue. Oyenxa 6uono2uieckozo Oelicmeus Meou-
yunckux usdeauit. Yacmo 7. Ocmamounoe codepicanue IMuaeHOKCUOT ROCRe CMEPURUZAYUUY,
TOCT ISO 10993-10-2011. «H30eaus meduyuncxue. Qyenxa buonozusecko2o Oeticmeus me-
Ouyuncxux usdenuti, Yacme 10. Heenedosanua pazdpaxcaiowe2o u cencubunusupyiowe2o oeti-
CMBUAY;

TOCT ISO 10993-11-2011. «H30eausn meduyuncxue. Oyenxa 6uonozunecxkozo Oeticmeus me-
ouyunckux uzdenuit. Yacme 11. Hecredosanue obujemoxcunecxozo oelicmeuny,
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TFOCT ISO 10993-12-2015. «H30erun meouyuncxue. Oyenxa 6uoro2unecxkozo oelicmsus Me-
ouyuncrkux usoeaus. Hacmeo 12. Illpucomosaenue npob u kowmpoavnvie 06pasyvin;

TOCT 31209-2003 «Koumetinepet 018 kposu u ee komnonenmos. Tpebosanus xumuveckosi u
buonozuueckol besonacnocmuy u Memoobl UCHLImanui».

I'OCT 4011-72 «Booa numvesas. MemoOnt usmepenus Maccosoii konyenmpayuu obwjezo Jce-
ne3a (¢ Hamenenusmu N 1, 2)»;

MVK 4.1.742-99 «Husepcuonnoe eorbmavnepoMempuvecKoe usMepenue Kouyenmpayuu
HOHO8 YUHKA, KAOMUA, Ceutiya u MeOu 8 8oder.

MVK 4.1.3166-14 «azoxpomamozpaghudeckoe onpederenue 2eKcana, 2enmana, ayemarboe-
2uda, ayemona, Memurayemama, XmuIayemama, Meman01a, U3onPonanoa, aKpurIcHUMpIAG,
H-nponanoaa, u-nponuiayemama, dymuiayemama. usoGymanoaa, n-6ymanoaa, 6ensona, mo-
Ayona, IMurben3ona, M-, 0- U N-KCU10106, U3ONPONUIGEH30a, cCMupoaa, arbgha-memuscmu-
POAA 6 800€ U BOONHBIX BLIMANCKAX U3 MAMEPUAT0E PARTUHHO0 COCMARAN,

MVK 4.1.3169-14 «lazoxposamozpaghuvecxoe onpedenenue dumemungpmarama, ouMemu-
mepepmazrama, dusmurpmazama, oubymwigpmanama, Gymuabensurpmatama, 6uc(2->mua-
2excun) pmanama u Quoxmuaghmairama é 600e ¥ BOOHHIX BLIMANCKAX U3 MAMEPUATOE pazTuY-
HO20 COCMAga»;

MVYK 4.1.647-96 «Memoduueckue yxazanus no 2a3oxpoMamozpapuyeckomy onpeoeaenio
¢henona 6 eoden;

TH 2.3.3.972 -00 «llpedeavio oonycmusbie KOIUYECMEA XUMUNECKUX BeU{ECME. BbIOCARIO-
WUXCR U3 MAMEPUAT08, KOHMAKMUDYIOWUX C NUWECLIMU NPOOYKMAMUN;

MP 1503-76 « Memoduueckue pexoMenoayuu no onpedelenuio 2eKcaMemuieHoUaMuna 6 600e
ApU CARUMAPHO-XUMUNECKIUX UCCTO08ANUAX NOTUMEPHBIX MAMEPUANIOB, NPUMEHREMBIX 8 Nu-
e80T U MEKCIUTLHOU NPOMBIULIENHOCMUN,

H-880-71 « Mncmpyxyus no canumapto-xuMu4eckoMy Uccre008anuio usoeaut, uszomosnei-
HVIX U3 NOTUMEPHBIX U OPY2UX CUHMEMUYECKUX MAMEPUATOB, NPeOHAINAYEHHBIX ONIR KOHMAKMA
€ nuLessIMU NPOOYKMAMU»; T

Tocyoapcmeennas @apmarones X1 usdanun, OPC 1.2.4.0003.15 upozennocmy;
Tocyoapcmeennan @apmarones X1l uzoanusn, OPC 1.2.4.0003.15 Cmepuwionocme.

24. Mapxupoexa cooepiucum:
¢ HauMenoBanHe H MOAENL UIACINA;
Homep no katasory;
Cepniinbiii HOMED;
Jaty usrorornenus;
JIaTy ucTedeHHs CpoKa roOAHOCTH;
Cumson «He ucnonb3oB8aTh NOBTOPHOY,
Cumson «He Henmonb30BaTh TPU NOBPEXKACHHON YNAKOBKE,
CumBon «KAHPOreHHOY,
Cumson «OGpaTuTech K HHCTPYKLUHH NO NPHMEHEHHION;
Cumeon «Octopoxto! O6paTHTeCh K HHCTPYKUHH IO IPUMEHEHHION,
Cumeon «He aonyckath BO3ACHCTBHA CONMHEYHOO CBETA;
Cumaon «He nonyckarh Bo3geicTBIA Baryy»;
CumBoa «CTepHAn3aIUs ITHICHOKCHIOM Y,
Cumpon «He Tokcuuno»;
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e VIHdopmMaLuuto 0 NPOV3BOANTENE;

e Jlorotun KomnaHwuu;

* Cuwmson «Mapkuposka CE»;
* Cumson «Mcnonb3oBarh 40»;
* CumBon «flata n3rotoBneHNs»,

e Cumson «[Mpon3BoauTenb»;
*  QR-kopg;

» EBponerickunii HOMep ToBapa.

CnK1COK YCNOBHbIX 0603HAYEHWN

REF

|1 ot

7

CE
(8)
Oa

A
T

STERILE 1EO
HE TOKCWNYHO

bl
1l

@ 000 LMPMH (&7 INFO@CIRMIRU & WWW.G0SZDRAVNADZORRU |
. o SRR T

Homep no katanory
CepuiiHblin HOMep
Vicnonb3oBsatb A0

Jarta n3rotosneHus
Mapkuposka EC

He ncnonb3oBatb NOBTOPHO

He ncnonb3oBatb Npu NOBPEXAEHUN YNAaKOBKM

ANnporeHHo

O6paTnTeCh K MHCTPYKLUM NO MNPUMEHEHNIO

He gonyckaTb BO3/e/CTBME COMHEYHOIO CBETA

OcTtopoxkHo! O6paTnTeCh K MHCTPYKLMK MO
NPUMEHEHUIO

bepeub oT Bnaru!

CrtepunusosaHo O3
HE TOKCNYHO

EBponeiickuii HomMep ToBapa

Mpoun3soanTens

QR-kopg

Hukngoposa Buktopums BUKTOpOBHa



Poccuitckas degepaums
["opoa MockBa
UeTblpHaaLaToro MapTta ABe TbiCAUM AeBATHAALATOrO roja

A, HaxaeB Maramep, Kaz6ekoBuY, BpeMeHHO UEMOMHAIOLLMIA 06513aHHOET HOTapuyca i
Mocksbl [lyaapesa AnekcaHapa Bnagnmmposunya, CBUAETeNbCTBYIO NOA/IMHHOCTL nognu”
nepeBoAYMKa Hnkmgoposoin BuKToprn BUKTOPOBHBI.

MNognuck caenaHa B MOeM MPUCYTCTBUN.

JInyHOCTb NoAnmMcaBLLIEro JOKYMEHT YCTaHOB/IEHA.

3aperunctpupoBaHo B peecTpe: Ne 77/178-H/77-2019-
B3bICKaHO rocyapcTBeHHOM MoLwvHbI (No Tapudy): 100 pyo6.
YnnayeHo 3a oKasaHvie YC/1yr npaBoBOro M TEXHUYECKOro xapakrepa: 20]

Fep6oBas neuatb| M.K. HaxaeB
HoTapuyca

Bcero BpuypoBaHo, NpoHyMepoB;
CKpennsto neyarbto 24 (aBaguatb Y
vucta

BPO HoTapuyca:
noannchb

Poccuiickas depepaums
M4~ pn MockBa
UeTbipHaguaTtoro maprta AW Tbicayun feBATHAALATOrO roga
9, HaxaeB Maraven KasoekoBuY, HOEMEHHO WCMOMHAHOWMIA 006SI3aHHOCTU HOTapuyca
ropoga Mocksb! [lynapesa Arexcally e BraammpoBnya, CBUAETE/ILCTBYHO BEPHOCTL KOMWM C

NpeACTaB/IeHHOMO MHe JOKYMEHTa , /300
3apercTprpoBaHo B peecTpe: > T!Inf-n/n-20\9- 6 -
B3bICkaHO rocyaapcTeeHHow M| 6..
Ynnauep)ii38?01LgaHvie yenyr n| fo v TexHMYeCKoro xapakrepa y6.

M.K. HaxaeB
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