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References and effective date
This technical file can be referenced as Technical file for Cooling gel sheet Halykoo, in different
designs and comes into effect on December 01, 2015.

1 NAME, MANUFACTURER AND APPLICATION OF MEDICAL DEVICE

11 Name of medical device

Cooling gel sheet Halykoo, types of design:
1 Cooling gel sheet Halykoo 5 xI3 cm.

2. Cooling gel sheet Halykoo 5 x 11 cm.

*£ 1.2 Manufacturer of medical device

Name ofresponsible manufacturer (legal entity) of medical device:
CONTRAD SWISS SA.

Address the manufacturer of medical device: Via Ferruccio Pelli 2, 6900 Lugano, Switzerland.

Registered office address of the manufacturing site: 503 Higashibojo-cho, Kashihara-city, Nara 634-0835
Japan.

Location address of the manufacturing site: 515, Jobonji-cho, Kashihara-shi, Nara-ken, 634-0803 Japan.

Authorized representative organization in the territory of Russian Federation: LLC INVAR 410056,
Saratov, V.G. Rakhova str., 61/71.
Tel. (8452) 52-12-72; 52-13-08.
Representative office in Moscow:
115054, Moscow, Dubininskaya str., 57, building 1,
AT el. (495) 544-51-54, 964-15-75

1.3 Application of medical device

Cooling gel sheet Halykoo provides immediate cooling, soothing and analgesic effect in headache, fever
associated with colds, overheating ofthe body.
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2. COMPOSITION, WEIGHT AND DIMENSION RANGE OF MEDICAL DEVICE

Description of composition and weight of Cooling gel sheet Halykoo is presented in following tables 1-3.

Table 1. Composition of Cooling gel sheet Halykoo.

Ingredients of medical
device

Percentage, %

Purpose

Name and address of
manufacturing site

PURIFIED WATER g.s. base element DIA Pharmaceutical
Co., Ltd., Japan
GLYCEROL 14,0 moisturizer MIYOSHI OIL & FAT
Co., LTD., Japan
POLYACRYLIC ACID 6,0 base element TOAGOSEI CO., LTD,,
SALT Japan
POLYVINYL ALCOHOL 4,0 base element Kuroray Co., Ltd., Japan
CELLULOSE GUM LO base element D K S Co,, Ltd., Japan
DIPROPYLENE GLYCOL 1,0 moisturizer ADEKA Corporation,
Japan
CARBOMER 0,3 viscous adjuster IWASE Cosfa Co., Ltd.,
Japan
RACEMENTHOL 0,06 (0,03 for flavor Oriental Menthol
medical device of Industry Ltd., Japan
the version
Cooling gel sheet
Halykoo 5x11
cm)
METHYLPARABEN <0,1 preservative Weno Fine Chemicals
Industry Ltd., Japan
PROPYLPARABEN <0,1 preservative Ueno Fine Chemicals
Industry Ltd., Japan
ALUMINUM <0,1 binder Kyowa Chemical
GLYCINATE Industry Co., Ltd., Japan
POLYSORBATE 80 <0,1 surfactant D K S Co., Ltd., Japan
TARTARIC ACID <0,1 pH adjuster FUSO Chemical Co.,
Ltd., Japan
POTASSIUM ALUM <0,01 stabilizer NISHIO Chemical
Industry Co., Ltd., Japan
Colorant 042090 (for <0,001 colorant KIRIYA CHEMICAL

medical device ofthe version:
Cooling gel sheet Halykoo
5x13 cm).

CO., LTD., Japan

Table 2. Description of composition with indication of each Cooling gel sheet Halykoo ingredient
function.

Composition of medical device Function
Unwoven Cloth backing material
Gel cooling gel
Film liner film
Aluminum Sachet immediate container
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Table 3. Weight of Cooling gel sheet Halykoo.
Name of medical device
Cooling gel sheet Halykoo 5x11 cm.

Cooling gel sheet Halykoo 5 x!3 cm.
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Gross  weight Net weight
(without box)

27g/pouch 12g/sheet
(2 sheets)
32g/pouch 14g/sheet
(2 sheets)



Dimension range of Cooling gel sheet Halykoo is presented in Table 4.

Table 4. Dimension range of finished product.

Name of medical device Sheet Dimensions Amount per package
Cooling gel sheet Halykoo 5 (2 sheets/pouch) x 8 pouches
xIl cm. 5x11 cm. in package.

Cooling gel sheet Halykoo 5 (2 sheets/pouch) x 8 pouches
xI3 cm. 5x13 cm. in package.

3. CLASSIFICATION OF MEDICAL DEVICE

Cooling gel sheet Halykoo is the medical device of Class I, according to Annex IX of European Union
Directive MDD/93/42/EWG on medical devices.

According to the requirements of the Russian Federation the following was determined:
Type of medical device according to Annex | "Nomenclature Classification of Medical Devices by
Type" to Order of the Ministry of Health of the Russian Federation of June 06, 2012, No.4n: 141420.

Class of medical device application potential risk according to Annex 2 p.4.8.3. of "Nomenclature
Classification of Medical Devices by Type" to Order of the Ministry of Health of the Russian Federation
of June 06, 2012, No.4n: 1.

All-Russian Product Classifier code for medical device, according to "All-Russian Product Classifier
OK 005-93": 939330.

4. LIST OF CERTIFICATES/DECLARATIONS OF COMPLIANCE TO NATIONAL
AND INTERNATIONAL STANDARDS

I
Design and manufacturing of medical device *Cooling gel sheet Halykoo™, in types of design: Cooling

gel sheet Halykoo 5 xII cm and Cooling gel sheet Halykoo 5 xI13 cm has a certified quality
management system, confirmed by international certificates:

- Quality Management System Certificate 1ISO 13485:2003:

Certificate of compliance of manufacturing site with 1SO 13485: 2003 "DIA PHARMACEUTICAL CO.,
LTD.", 515, Jobonji-cho; Kashihara-shi, Nara-ken, 634-0803 Japan.

- Directive of the manufacturer CONTRAD SWISS SA of compliance with the requirements set by
Directive 93/42/EEC.
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5. INFORMATION FOR USE OF MEDICAL DEVICE

5.1 Description of medical device

In this subsection shortened form of the medical device name "Cooling gel sheet Halykoo™ is used i.e.
"sheet".

The sheet is attached to the skin for cooling of the area where the product is placed. The sheet consists
mainly of water. The gel layer of the sheet shall slowly evaporate through the air-permeable unwoven
cloth, when side with gel is applied on or contact with skin, that has effect of cooling. As the
temperature of the skin is increased, the water contained in sheet evaporates. As a result, the sheet gives
a feeling of cooling on the skin surface. The warm of the skin causes the evaporation of water contained
in the gel, resulting in lowering of the temperature of the skin.

The product is intended for immediate cooling and analgesic effect in headache, fever associated with
colds, overheating of the body.

The sheet is designed for symptoms relief, but not for treatment of any disorder. The product is
noninvasive and is not intended for use as an implant. The sheet is designed only for external use. The
sheet is not intended for use on open wounds or damaged skin.

Heat-transfer property of the sheet is based on the unique structure of the gel, which freely dissipates the
heat and maintains a constant and steady cooling effect that lasts for not less than six hours.

The sheets are packaged in sealed, non-sterile pouches to prevent evaporation of water from sheet for
the period from manufacture to use. There is no need to cool the sheet before use according to the nature
of action. The product is available in different variations of size. The product has a rectangular shape.
Any change of odor or color is considered as an amendment to current standard, with including of
appropriate annexes to this document after modification.
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5.2 Scope of application

The sheet is used as a cooling compress in case of body temperature increase.
It is possible to use the sheet for cooling of overheated areas of the body and in bruises.

5.3 Indication for use

Cooling gel sheet Halykoo provides immediate cooling and analgesic effect in headache, fever
associated with colds, overheating of the body.

5.4 Contraindications

Cooling gel sheet Halykoo is not intended for use in children under 3 years.

5.5 Precautions

Do not use on those who are sensitive to menthol or adhesive agents.

Do not use on affected areas of skin (with wounds, eczema, rash, etc.), mucous membranes, and eye areas.
Do not reuse.

Do not eat.

If a swelling, rash or other abnormalities appear on the skin during or after the use of the cooling sheet,
stop the use immediately and consult a doctor.

Application of the cooling sheets on infants or physically disabled persons must be conducted or
supervised by a parent or a responsible adult in order to prevent accidental oral consumption, adhesion to
the mouth or nose or insertion in the mouth. Remove the sheets when such wearers will be left unattended
for an extended period of time and then attach new one to resume the use.

5.6 Side effects

Data are not available.

5.7 How to use

» To avoid unsticking apply the cooling sheet on clean and dry skin.

Cut the sheet to size, if necessary, depending on the area of application.

Remove the transparent film, and apply the sheet with the cooling side to the skin.
The sheet is well attached without damaging the skin.
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* Change sheet every 10 hours (the cooling effect may last longer, depending on the temperature in the
area of application; in such cases, change sheet once the cooling effect can no longer be felt.)

» Sheet from the sheet may remain on dry skin; wash away with water of suitable temperature.

» The sheets provide an increased cooling effect if stored in the refrigerator (kept at about 5 °C; DO NOT
store in the freezer); special care must be taken when applying to cold sensitive skin.

6. TECHNICAL SPECIFICATIONS OF MEDICAL DEVICE
6.1. Specification of quality parameters of medical device

Tables 5-10 contain data on medical device Cooling gel sheet Halykoo quality parameters by
relevant types of design.

Peel adhesive layer 25-500 N/m
Water vapor permeability of the fixing layer not less than 1.5 mg/cirf/hour
Waterproof fixative layer not less than 300 mm Aq

Table 5. Specification of quality parameters of medical device ""Cooling gel sheet Halykoo™, type of
design: Cooling gel sheet Halykoo 5 x 11 cm.

Test Item

Composition 3 layers with Unwoven Cloth / Gel / Liner film

Color No Color
o Wrinkle/
2 Folding No visible wrinkle / folding
g Contaminati Not allowed
g on
< Bubble Basically admitted
Breakage Not allowed
Leakage Not allowed
Edge No gel oozing out of edge
Adhesion By Rolling Tuck Ball test.

(angle 30°, inlet 10cm, adhesion 5 cm)
Water in gel (%) 73+ 4%

Odor Scent of menthol

pH on gel surface- 4.3-5.3

Use Impression No gel remaining, no abnormality
Gel Bulk Density 2000 g/m2+15% *

Device Size (mm) Width: 50+3 Length: 110+3

Device Weight (g) 12

Note: * - for manufacturing lines C950, C 1000.
For manufacturing line C1 100: 2100 g/m2+15%.
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Table 6. Specification of Aluminum Sachet quality parameters, produced for medical device
"Cooling gel sheet Halykoo”, type of design: Cooling gel sheet Halykoo 5 xII cm.

Test Item

Breakage Not allowed
Dirt No visible dirt
Width of sachet Not less than 3 mm*
sealed edge
Gap of Image Refer to limit sample

2 sheets per sachet

Face front of the protective film should be located at

Content sachet back side (for manufacturing line: CI| 100).

Face front of the protective film should be located at

sachet front side (for manufacturing lines: C 1000,

C950).
Size of sachet with
devices (2 sheets/ 95+3x165+5
sachet) (mm)
Weight of sachet
with devices (2 27 ¢
sheets/ sachet)
Lot Indication Printed legibly in the assigned area

Expiration Indication  Printed legibly in the assigned area
Sealing quality Sealed four edges and no pinhole or wrinkle.

Note: * - for manufacturing ine C950.
For manufacturing lines CI 100, C 1000: not less than 4 mm.
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Table 7. Specification of quality parameters of medical device ""Cooling gel sheet Halykoo™,
type of design: Cooling gel sheet Halykoo 5 x!3 cm.

Test Item
Content 3 layers with Unwoven Cloth / Gel / Liner film
Color Light-blue
Wrinkle/Folding No visible wrinkle / folding
Contamination Not allowed
Bubble In most cases admitted
Breakage Not allowed
Leakage Not allowed
Edges No slow gel oozing out of edge
Adhesion By test with adhesion meter.
(angle 30°, inlet 10cm, adhesiveness 5¢cm)
Water in gel (%) 734 %
Odor Scent of menthol
Surface gel pH 4.3-5.3
Use Impression No gel remaining, no abnormality
Gel Bulk Density 2000 g/m + 1504 *
Device Size (mm) Width: 50+3 Length: 130+3
Device Weight (9) 14 ¢

dlate: * - for manufacturing line C950.
For manufacturing lines C 1000, C 1100: 2100 g/m2+15%.
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Table 8. Specification of Aluminum Sachet quality parameters, produced for medical device
""Cooling gel sheet Halykoo™, type of design: Cooling gel sheet Halykoo 5 x!3 cm.

Test Item

Breakage Not allowed
Dirt No visible dirt
Width of Not less than 3 mm*
sachet sealed
edge
Gap of Image Refer to limit sample

2 sheets per sachet

Face front of the protective film should be located at sachet back side (for

Content: manufacturing line: CI 100).
Face front of the protective film should be located at sachet front side (for

manufacturing lines: C 1000, C950).

Size (mm) 95+3*185+5
Lot Indication Printed legibly in the assigned area
Expiration

Printed legibly in the assigned area
Indication
Sealing quality Sealed four edges and no pinhole or wrinkle.

Note: * - for manufacturing line C950.
For manufacturing lines CI 100, C 1000: not less than 4 mm.

Table 9. Certificate of quality of medical device "Cooling gel sheet Halykoo", type of design:
Cooling gel sheet Halykoo 5x11 cm.
Table 10. Certificate of quality of medical device "Cooling gel sheet Halykoo", type of design:
Cooling gel sheet Halykoo 5 x13 cm.

See below:

13
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Test results

Product Name Cooling gel sheet Halykoo 5x11 cm
Batch No. W503C Test Date 11.05.2015
(dd/mmlyyyy)
Examiner Alfredo Varisco Supervisor Alfredo Varisco
(Sheet)
Test e - .
Parameter Specification Result Evaluation

Procedure No.

Appearance No visible wrinkle, folding,

(appearance ofthe  TP-13, TP-17 contamination, leakage or gel smudge good
product, content)
Adhesion . o
(adhesion strength) TP-02 Rolling Tuck Ball Stop (30° 27/32) - good
Water in gel, %
K (determination of TP-03 69 ~ 77% 72.0 % good
moisture absorption)

Odor TP-19 Scent of menthol - good
Surface gel pH TP-04 4.3 -5.3 4.7 good
Use Impression

(Analysis of feeling TP-05 No gel remaining, no abnormality - good
when using)
Gel Bulk Density TP-08 2000 g/m2+ 15% 1.921 g/m?2 good
Device Size TP-11 Width 503 mm Length 110£3 mm - good
. . Internal
Device Weight (g) method 12 g 12 ¢ good
(Aluminum Sachet)
Sealing side should be 4 mm or more.
TP-14 No visible stain, breakage or out of position. good
| Contgnts (amount TP-18 2 sheets per sachet. good
in box)
Dimensions, mm TP-15 95£3x165:+5. good
Lot Indication TP-16 Printed legibly in the assigned area. good
Se_allpg_Quallty (Seal TP-06 Sealed four edges and no pinhole or wrinkle. good
ofindividual package)
i
Total Evaluation good Date 14.05.2015 Quality Control *

(dd/mm/yyyy) Manager Alfredo Varisco

14
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Test results

Product Name Cooling gel sheet Halykoo 5x13 cm
Batch No. VZ02B Test Date 04.12.2014
(dd/mm/yyyy)
Examiner Alfredo Varisco Supervisor Alfredo Varisco
( Sheet)
Test Evaluation of
Item Procedure Specification Results
results
No.
Appearance No visible wrinkle, folding,
TP-13, -
(appearance of the contamination, leakage or gel - good
TP-17
product, content) smudge
Adhesion Rolling Tuck Ball Stop (30°
(adhesion strength) TP-02 27/32) 32 good
Water in gel, %
(determination of 5 69 - 77% 73.3% good
moisture
absorption)
Odor TP-19 Scent of menthol : good
Surface gel pH TP-04 43 -53 4.7 good
Use Impression No gel remaining, no
(Analysis of feeling TP-05 g X g - good
: abnormality
when using)
Gel Bulk Density TP-08 2000 g/m+ 15% 1.988 g/m good
Device Size TP-11 Width 50£3 mm Length 13043 good
mm
. . Internal 14 ¢
Device Weight (g) method 14 ¢ good
(Aluminum Sachet)
Sealing side should be 4 mm or more.
Appearance TP-14 No visible stain, breakage or out of position. good
Dimensions, mm TP-15 95+3 x 185+5. good
_Contents (amount TP-18 2 sheets per sachet. good
in box)
Lot Indication TP-16 Printed legibly in the assigned area. good
Se{ilm_g _Quahty (Seal TP-06 Sealed four edges and no pinhole or wrinkle. good
of individual package)
Total ) 04.12.2014
. Complies Date .
Evaluation (dd/mm/iyyyy) Quality Control
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Alfredo Varisco
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Certificate of Analysis for removable film OPP Emboss PA for packing system of the medical device Cooling
gel sheet Halykoo, all versions is given below.

Certificate of Analysis
Attention of: DIA Pharmaceutical Co., Ltd

Issue No.: 15-43
6 October 2015
DYNIC CORPORATION

Product name: OPP Emboss PA (920 mm) Quality Assurance Head
Department
Film batch No.: E1Y5 Yamamoto Kataoka

Raised printing No.: 15-10-018-09

Parameter Specification Result
Description Almost clear and colorless oriented
polypropylene (OPP) film with raised
printing. Conforms

It has no such defects as lamination, dirtiness,
dirt, scratches, flexions, folds or bending.
(Visual check)
Identity After capturing a small piece of this product
with forceps, bring one end close to fire; at
that, characteristic odor of paraffin is Conforms
released, the product starts melting and

burning.
Thickness 0.06 - 0.12 mm 0.08
Areal density 27.0 £2.7 g/m2 27.3
Tension At length not less than 10 N/cm 37.06
force At width not less than 40 N/cm 72.67

*Conditions at testing facility: 20°C, relative humidity 65 %.

E-169 Creation date: 12.11.2010

OG ofthe building
09.10.2015
PASSES THE TEST

16
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6.2 Manufacturing Process of medical device

The chemicals used in the manufacture of medical device are supplied in the form of approved batches
as part of quality control procedures. The individual records in coding system are maintained for each
chemical, batch and lot.

The raw materials are weighed according to the technological regulations and subsequently mixed to
obtain a cooling gel.

The gel is applied on to the removable film (as shown in Figure 3 of section 10 Packaging of medical
device), and unwoven cloth (as shown in Figure 4 of section 10 Packaging of medical device). Then the
obtained intermediates shall be cut to size.

Cooling gel sheet Halykoo shall be packaged in sachets and labeled by specific batch number (as
shown in Figure 2 of section 10 Packaging of medical device), which is connected with the incoming
material batches and the production date.

Further sachets are packaged in an outer carton (secondary packaging), as shown in Figure 1 of section
10Packaging of medical device.

It should be noted that there is a complete quality control procedure and documents at manufacturing
site "DIA Pharmaceutical Co., Ltd." The quality control procedure is followed by staff on every stage of
the process. Furthermore, the sampled quality control of finished product shall be carried out at various
intervals of time for batches.

The description of Cooling gel sheet Halykoo manufacturing process (description and flow chart) is
presented in Attachment No.l "Cooling gel sheet Halykoo medical device manufacturing process".

6.3 Statement of compliance

Attachment No.2 "Statement of compliance of medical device Cooling gel sheet Halykoo" with requirements
of Directive 93/42/EEC is presented for information purposes.

7. INFORMATION ON ANIMAL OR HUMAN CELLS, TISSUES, ORGANS, AS WELL
AS MEDICINAL PRODUCTS INCLUDED INTO COMPOSITION OF MEDICAL
DEVICE

There is no animals or human cells, tissues, organs, containing in Cooling gel sheet Halykoo medical
device.

Medicinal products included into composition of medical device are listed in Table 1 Composition of
Cooling gel sheet Halykoo.
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8 METHODS OF CONTROL AND TESTING

The manufacturer CONTRAD SWISS SA confirms that all production and materials used for manufacturing
meet the requirements of technical specification and quality release control process is performed according to
the requirements of quality management system ISO 9001 and ISO 13485.

Quality control of manufacturing process includes the following:
acceptance control of raw materials,
in-process control,
quality release control ofthe finished product.

9 SAFETY DATA AND REQUIREMENT FOR ENVIRONMENTAL PROTECTION

List of hazards, associated with the use of medical device and description of measures/methods applied
to ensure the acceptability of residual risk, see in Attachment No.3 "Safety Data Sheet".

10 MEDICAL DEVICE RISK ANALYSIS

Medical device risk analysis was performed in accordance with requirements of DIN EN ISO
14971:2013 (Medical devices. Application of risk management to medical devices).

Based on the analysis of medical device quality the absence of any critical quality issues or defects that
could put patient or medical staff at risk is noted. Control of design, materials and manufacturing
process is performed on the basis of preventive actions to obtain high quality of devices and reduce risks
tominimal level.

According to the above analysis the company "DIA Pharmaceutical Co., Ltd.", Japan, came to the
conclusion that any risks associated with the use of these devices are minimal and acceptable in relation
tothe benefit for the patient.

List of hazards, associated with the use of medical device and description of measures/methods applied
toensure the acceptability of residual risk, see in Attachment No.4 “Risk Analysis/ Assessment Sheet”.
Inaccordance with Directive 93/42 / EEC, Section X of Annex 1.1, in particular with respect to Section
1lof Annex I; the product is designed and manufactured in such a way that when it is used for its
intended purpose it poses no risk for user and does not compromise the clinical condition of the patient.

Inaccordance with Directive 93/42 / EEC, Section X of Annex 1.1, in particular with respect to Section
lof Annex I; the expected benefit from the use of the medical device outweighs any potential risk for
patient.

Inaccordance with Directive 93/42 / EEC, Section X of Annex 1.1; the product has been tested by "DIA
Pharmaceutical Co., Ltd." and for some time is sold on the market of Japan. There is no reported or
expected hazardous side effects.

Regarding Directive 93/42/EEC Section X of Annex 1.1.1, we refer to this document.

Regarding Directive 93/42/EEC Section X of Section 2, it was established that the product poses no risk
for patient with respect to benefit.

All other Section X sections of Directive 93/42/EEC are not applicable for this Class | device.
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11 PACKAGE OF MEDICAL DEVICE

All dimensions of Cooling gel sheet Halykoo are supplied in primary and secondary package. The
primary package is aluminum sachet (material brand: 22-378906, manufactured by Dai Nippon
Printing Co., Ltd., Japan), containing two sheets with removable film (material brand: OPP Emboss
PA (920 mm), manufactured by DYNIC CORPORATION (Japan)). Then the primary package is
placed in the secondary package, which is presented by carton box (material brand: FT6P,
manufactured by Asakhi Printing Co., Ltd., Japan). 2 sheets x 8 pouches, 1 leaflet.

Carton boxes are placed in outer carton for transportation.

Additional information is presented in Tables 11-12.

Table 11. Components of the medical device Cooling gel sheet Halykoo.

Name of medical device Component
Cooling gel sheet Halykoo 2 sheets x 8 pouches:
5x11 cm. 2 sheets / 8 pouches / 30 carton boxes / 1 outer carton

(Size of outer carton: 2 sheets x 8 pouches 360x320x385(h)
mm, gross weight: 8.7 kg).

Cooling gel sheet Halykoo 2 sheets x 8 pouches:

5x13 cm. 2 sheets / 8 pouches / 30 carton boxes / 1 outer carton
(Size of outer carton: 2 sheets x 8 pouches 400x320x385(h)
mm, gross weight: 10.0 kg).

Note concerning packaging integrity:
4 edges of the pouch should be heat sealed.

Table 11. Dimensions of medical device Cooling gel sheet Halykoo packaging materials.

Part of Cooling gel sheet Halykoo Cooling gel sheet Halykoo
package 5x11 cm. 5x 13 cm.
Pouch (W)95 x (L)165 mm (W)95 x (L)I8 mm
Box (W)100 x (D)72 x (H)170 mm (W)100 x (D)72 x (H)190 mm
Outer Carton (W)320 x (D)366 x (H)385 mm (W)320 x (D)407 x (H)385 mm

20
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The following Figures 1-4 demonstrate the medical devices, manufacturing process of the product and its

components.
Secondary (consumer)
package
Figure 1
Sealed pouch containing cooling gel strip ofthe medical device
Figure 2
Cooling gel strip
Figure 3
Removable film
Cooling gel (apply to skin)
Figure 4

Unwoven cloth (back side of medical device)
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The label for medical device in English language is presented in Figure 5.
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12 LABELING OF MEDICAL DEVICE

Labeling of medical device Cooling gel sheet Halykoo should be in Russian, legible, indelible.
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The pouch (primary package) of Cooling gel sheet Halykoo (see Figure 16) shall contain the following
information:

-Name of medical device;

- Application of medical device;

-Number of medical devices per package;
-Name and address of the manufacturer of medical device;
-Name and address of the medical device manufacturing site;
-Name and address of the company receiving quality complaints;
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-Address of the Representative office;
- Logotype of the manufacturer;
-Logotype of the representative;

- Address of manufacturing company;
- Address of Halykoo product site;

- Area and method of application
-Precautions;

-Composition;

- Storage conditions;

- Sheet dimensions;

- *Batch number;

- *Expiry date;

-Shelf life;

-Indication: «3+ (from 3 years)»;
-Net weight;

-*CE mark symbol.

N tlbe carton box (secondary package) of Cooling gel sheet Halykoo (see Figure 16) shall contain the
~Afollowing information:
-Name of medical device;
-Application of medical device;
-Number of medical devices per package;
-Name and address of the manufacturer of medical device;
-Name and address of the medical device manufacturing site;
-Name and address of the company receiving quality complaints;
-Address of the Representative office;
-Logotype of the manufacturer;
-Logotype of the representative;
-Address of manufacturing company;
-Address of Halykoo product site;
-Area and method of application
-Precautions;
mComposition;
|- Storage conditions
*Sheet dimensions;
*Batch number;
w* Expiry date;
mindication: «3+ (from 3 years)»;
mNet weight;
w* CE mark symbol;
mBar code

- indication ofsymbols:

"Keep your country clean!"

- Read patient information leaflet before use.

- CE mark symbol
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After completing of medical device registration process on the carton box (secondary packaging) the
following shall be additionally applied: Number and date of marketing authorization, a symbol of CE
merk for certification of conformance in Russia.

13 MEDICAL DEVICE DISINFECTION AND PURIFICATION METHODS
This product is single use only.

14 STERILIZATION OF MEDICAL DEVICE
Not applicable to this product.

15 TRANSPORTATION OF MEDICAL DEVICE

Medical devices can be transported by all kinds of covered vehicle according to duly approved rules for

, eachkind of transport.
Transportation should be carried out in accordance with storage conditions for Cooling gel sheet

’ "Halykoo.
Donot throw or drop the package with medical device. Handle with care. Do not stack box holizontally.

16 SHELF LIFE OF MEDICAL DEVICE

Shelf life of Cooling gel sheet Halykoo is 3 years from manufacturing date.
Don't use Cooling gel sheet Halykoo after expiry date, indicated on the package.

17. MEDICAL DEVICE STORAGE CONDITIONS
Store in a dry place, at temperature below 30°C, away from direct sunlights and heat sources. Do not

freeze!
Keep out of reach of children.
Package integrity is the mandatory requirement.

18 UTILIZATION AND DESTRUCTION OF MEDICAL DEVICE

Used parts of Cooling gel sheet Halykoo should be disposed and destroyed in accordance with the
requirements for the treatment of medical waste established by SanPiN 2.1.7.2790-2010 on class B and
other legal acts of the Russian Federation.

Unused Cooling gel sheet Halykoo, that didn't have contact with patients' body fluids, unused packages
of medical device, should be disposed according to disposal considerations of domestic solid waste
established by the legislation of the Russian Federation Class A SanPiN 2.1.7.2790- 2010.
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RRANTY AND RECLAMATIONS

pany "CONTRAD SWISS SA." guarantees compliance of Cooling gel sheets Halykoo with all
mts of normative documents when stored and transported according to requirements and is not

le for misuse of medical device.

798 (onethousendsevenhundredandninetyeight) of the Register of
of Acknowledgements

Lugano, 4th (four) March 2016 (twothousandsixteen)

, Lawyer Maura Colombo, Notary Public at Lugano, Canton Ticino, Swiss
Confederation, do hereby certify the authenticity of the signature affixed hereon by
Mrs. Maria Labunskaya, born in Saratov on the 4 May 1982, Russian citizen with living
permission type B, living in Collina D'Oro - Montagnola, Canton Ticino, Swiss
Confederation, as Sole Administrator with individual power of signature of Contrad
Swiss SA, Lugano, Switzerland, personal known to me and who acknowledged to me
to be the person who affixed the signature in question in her own hand.

In testimony whereof | have hereuntly subscribed my name and affixed my notary

seal.
Lawyer Maura Colombo, notary public at Lugano.

(L
APOSTILLE

(Convention de te Haye du S octobre 1961)

|. Stato: Repubblica e Cantone Ticino (Svizzera)

A Il prerente atto pyjbiico
2. 6 stato firmato bbh

3. operants in qualiti di notaio

4. £ niunito del sigilio/boilo di notaio
Attesmo

5. in Bellinaena 6. 1. - 7 MR 216

7. da CanceHaria delto Stato

PRANZISKA citterio

Segretaria
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Medical device manufacturing process

Manufacturing flow chart

(~Z> Acceptance of Raw Materials

Quantity. Ubsiti and Appearance test

Auxiliary
Material»
(Unwoven
Cloth)
Weighing Quantity
and
) Labels
Kneading

CzZI5 Spreading and Cutting

O Appear»un*and Contamination

Package
Materials

Quantity.
0 Labels and

— Appearant»
Filling

| f

< £ > Quantity and Labels

Package

M aterial*

Quantity
and
; Labels
Packaging
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Cooling gel sheet Halykoo.

Process

Acceptance of raw and

auxiliary materials Quantity, Label,

Acceptance of package Appearance test

materials

Weighing Weighted amount

Kneading Appearance of gel
W\keight of strip

Distribution Size ofthe sheet
Appearance of strip
Appearance of strip
Weight of pouch

: Size of pouch

tilling of vials Sealing quality
Appearance of
pouch
Indication of the
manufacturer, batch
and shelf life
Weight of box
Appearance of box

Packaging in boxes

ATTACHMENT No.1

Method of control
Standard

No leakage, breakage of
the package

Compliance with
regulations during
weighing

No contamination,
insoluble compounds
Within established
standard

Within established
standard

No stain, contamination,
nonuniform distribution
and leakage.

No stain, contamination,
nonuniform distribution
and leakage.

Within established
standard

Within established
standard

No ingression of solution
No ingression of light
No stain, damege,
clogging.

The distance between the

images should comply with

the sanple.

Printed legibly inthe
assigned area

Within established
standard

No deviations

No stain, contamination

Ammount per package VC;rrue})ly with established

Indication of the
manufacturer, batch
and shelf life

Printed legibly in the
assigned area

Table 1

Equipment

Visual check
Visual control by
electronic balance
Visual check
Electronic balance

Steel rule

Visual check

Visual check

Weight control
responsible person

Steel rule

Visual check

Visual check

Visual check

Weight control
responsible person

Visual check
Visual check

Visual check
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Continuation of Table 1

<0 > Testing

*See translation of manufacturing terms in Table
2
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Packaging in
outer carton
boxes

Testing

No deviations

No stain, contamination
Comply with established
value

Appearance of box Visual check

Amount per
package

Indication of the
manufacturer, batch
and shelf life

Visual check

Printed legibly in the

- Visual check
assigned area

Al results should
comply with established Visual check
criteria.

Results
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ATTACHMENT No.2

Statement of compliance of medical device Cooling gel sheet Halykoo with requirements of Directive
93/42/EEC.

Declares that the medical device “Cooling Gel Sheet” and its variants (in size), has been classed as Class 1in
accordance with 93/42/EEC and conforms with all the essential requirements and provisions of the

aforementioned Council Directive 93/42/EEC.

The product will be CE marked under the supervision of the importer. The product is hereby exempt of a

third party Approved Notified Body.

Adrian Lowes BEng(Hons) AMIMechE DATED:- 20 September 2006
Updated Copy 8 June 2007

This assessment was performed by:

Barair Systems Limited, 4 John Street, Thornton, Bradford, West Yorkshire, ENGLAND
Telephone: 00 +44 (0) 1274 426770

Facsimile: 00 +44 (0) 01274 426771

Email: Sales@barair.co.uk

Web: www.barair.co.uk
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ATTACHMENT No.3
SAFETY DATA SHEET
RevisionNo. 1rev.
Revision Dete: -
Prepared by: 14 September 2012
SAFETY DATA SHEET
Name ofthe company ~ "DIA Pharmaceutical Co., Ltd."
Address 515, Jobonji-cho, Kashihara-shi, Nara
Responsible department  Pharmaceutical department
Tel.: +81-744-21-5577
Fax +81-744-20-1155
Contact person for "DIA Pharmaceutical Co., Ltd."
emergency
communication
Emergency telephone  +81-744-21-5577
number

NAVE OF THE PRODUCT Cooling gel sheet
DENTIFICATION OF THE PRODUCT Classification of an individual product or compound: Compound

Chemical Name Water content Glycerol Polyvinyl alcohol Partially neutralized
polyacrylic acid
Chemical or structural HD GHO:
formula
The number of reference in 2-242 (Law concerning the 6-682 (Law 6-901 (Law
Japan published list examination and regulation concerning the concerning the
of menufacture etc. of ~ examination and examination and
chemical substances). - regulation of regulation of
242 (Industrial safety and manufacture etc. of ~ manufacture etc. of
Health Act) chemical substances) chemical substances)
6-682 (Industrial safety
and Health Act)
CAS-number 7732-185 56-81-5 25213-24-5 9003-4-7
UN Classification and No. Not applicable. Not applicable. Not applicable.
PRTR Act Not applicable. Not applicable. Not applicable.
Substances, whose name  Not applicable. Not applicable. Substances, whose  Not applicable.
should be indicated on the name should be
packaging according to indicated on the
Industrial safety and Health packaging (methanoal,
act methacrylate). Article
572
Remarks: Content 70 %or Content 10%or less
more
13 other raw materials
HAZARDS Category: Not applicable.
IDENTIFICATION Hazard: No special hazards
Harm: No special hazards
Environmental No special hazards
impact
29
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HARSTAID Bes Immediately rinse the eye with water or lukewarmwater and seek for the ophthalmologist assistance.
MEASLRES
Skin "Except for cases when general consumers properly use the product) Wash the skinwith weter or
lukewarm weter.
Inhlation Immediately move out the patient to fresh air.
Swallowing Remove the sheet from the mouth, drink extra water and follow up the condition. Ifthere are any

changes inthe physical condition consult a doctor.
AREAGHTING Extinguishing media Powder extinguishing agents, foam of the water-soluble liquid, carbon dioxide, sand, water spray

VEASURES
Special Isolate the source of fire and extinguish the fire using suitable extinguishing media. Fire-fighting
extinguishing media measures should be carried out against the wind.
Protective Wear suitable protective equipment (gloves, goggles, mask, etc.) during the firefighting.
equipment for fire-
fighters
ACCIDENTAL Precautions forthe  (Except for cases when general consumers properly use the product) Wear protective equipment
RELEASE body (gloves, glasses) during the release elimination.
In case of a mass release evacuate the people to a safe area.
Provide adequate ventilation, if necessary
Environmental Avoid environmental impact after the direct release into the rivers or waste waters.
precautions
Disposal instructions Collect in containers and incinerate. Wear protective equipment (gloves, glasses) when handling. Be
careful, because the sheet is dissolved in water and makes the floor slippery.
HANDLINGAND  Handling (Except for cases when general consumers properly use the product)
STORAGE Works should be carried out ina well-ventilated area. Do not use materials that cause fire, or sparking,
or high-temperature ignition sources.
Storage conditions  Store inatightly sealed container ina cold, dark place.
BEXPCSLRE Temperature control Data are not available.
CONTROLS
Acceptable Data are not available.
temperature
Devicestoensure  (Except for cases when general consumers properly use the product) Install the devices for flushing of
safe performance  the eyes and body next to work place.
Install local exhaust vertilation.
Personal protective Respiratory system: (Except for cases when general consurmers properly use the product) Wear
equipment according to the situation.
Hands: (Except for cases when general consumers properly use the product)
Wear protective gloves.
Eyes: (Except for cases when general consumers properly use the product)
Wear protective goggles.
Protection of body and skin: (Except for cases when general consumers properly use the product) Wear
protective clothing, protective shoes. X-ray protective apron, etc.
PHYSICALAND  Appearance Epithem prepared when applying a light-blue sheet on the unwoven cloth with sheet film coating.
CHEMICAL Odor Scent of menthol
PROPERTIES Relative density ~ Data are not available.
Dissolution Slightly soluble inwater
HAZARDS Flash point Data are not available.

INFORMATION Ignition temperature Data are not available.
(STABILITY AND  Upperand loner  Dataare not available.
REACTIVITY) limit
Explosive limit
Stability and Stable under normeal conditions of use
reactivity
TOXICOLOGICAL  Skin corrosion No
INFORMATION Acute toxicity Data are not available.
Irritation Data are not available.
Sensitization Data are not available.
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Data are not available.

Follow the relevant laws and regulations when burning.

Contract with a specialized processor of industrial waste, transport organization or an operator
whose activities are certified by the government, and properly dispose the product in accordance
with the Waste disposal and cleaning of public areas Act (law on recycling and cleaning from
waste), as well as relevant laws and regulations.

Avoid turn over and falling.

There is no any information because of incomplete examination of documents and published data.
Therefore, the product should be used with great caution. The numerical values ofthe content,
physical / chemical properties, etc. are not guaranteed values. The precautions described herein are
general. Ifthe product is used ina special way, a more careful study is required.
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RevisionNo. 1rev.
Revision Dete: -
CONTRAC
Prepared by: April 28, 2014
SAFETY DATA SHEET

Name ofthe company ~ "DLA Pharmaceutical Co.,, Ltd."

Address 515, Jobonji-cho, Kashihara-shi, Nara
Responsible department  Pharmaceutical department

Tel.: +81-744-21-5577

Fax: +81-744-20-1155

Contact person for

emergency

communication "D1A Pharmeceutical Co.. Ltd."
Emergency telephone  +81-744-21-5577

number

NAVE OF THE PRODUCT Cooling gel sheet
IDENTIFICATION OF THE PRODUCT Classification of an individual product or compound: Compound

IDENTIFICATION Category: Not applicable.
(FHAZARDS Hazard: No special hazards
Harm: No special hazards
Environmental No special hazards
impact
Chemical Name Water content Glycerol Polyvinyl alcohol Partially neutralized polyacrylic acid
Chemical or HD CHOG
structural formula
The number of 2-242 (Law concemning ~ 6-682 (Law 6-901 (Law concerning the examination and
reference in Japan the examination and concerning the regulation of manufacture etc. of chemical
published list regulation of manufacture examination and substances)
etc. of chemical regulation of
substances) 2-242 menufacture etc. of
(Industrial safety and chemical substances)
Health Act) 6-682 (Industrial
safety and Health Act)
CASNo. 7732-18-5 56-81-5 25213-24-5 07.04.9003
UN Classification Not applicable. Not applicable. Not applicable.
andNo.
PRTR Act Not applicable. Not applicable. Not applicable.
Substances, whose  Not applicable. Not applicable. Substances, whose  Not applicable.
narre should be name should be
indicated on the indicated on the
packaging according packaging (methanol,
to Industrial safety methacrylate). Article
and Health act 57-2
Remarks: Content 70 % or more Content 10%o0r less

12 .other raw materials
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I ARSTAID Bes Immediately rinse the eye with water or lukewarmwater and seek for the ophthalmologist assistance.
| MEASLRES
Skin (Except for cases when general consurmers properly use the product) Wash the skin with water or
lukewarm water.
Inhalation Immediately move out the patient to fresh air.
Swallowing Remove the sheet from the mouth, drink extra water and follow up the condition. Ifthere are any

changes inthe physical condition consult a doctor.
Extinguishing media Powder extinguishing agents, foam ofthe water-soluble liquid, carbon dioxide, sand, water spray

| FIREAGHTING Special Isolate the source of fire and extinguish the fire using suitable extinguishing media. Fire-fighting
I MVEASLRES extinguishing media measures should be carried out against the wind.
Protective
equipment for fire-
fighters Wear suitable protective equipment (gloves, goggles, mask; etc.) during the firefighting.
ACCIDENTAL Precautions forthe  (Except for cases when general consumers properly use the product) Wear protective equipment
RALEASE body (gloves, glasses) during the release elimination.

In case of a mass release evacuate the people to a safe area.
Provide adequate ventilation, if necessary
Environmental Avoid environmental impact after the direct release into the rivers or waste waters.

precautions
Collect in containers and incinerate.
Disposal Wear protective equipment (gloves, glasses) when handling.
instructions Be careful, because the sheet is dissolved inwater and makes the floor slippery.
HANDLING AND Handling (Except for cases when general consurers properly use the product)
STORAGE Works should be carried out in a well-ventilated area. Do not use materials that cause fire, or

sparking, or high-temperature ignition Sources.
Storage conditions ~ Store ina tightly sealed container ina cold, dark place.

CONTROLS Data are not available.
CFEXPOSURE Temperature control
Acceptable Data are not available.
temperature

Devicestoensure  (Except for cases when general consurmers properly use the product) Install the devices for flushing of
safe performance  the eyes and body next to work place.

Install local exhaust ventilation.
Personal protective Respiratory system: (Except for cases when general consurmers properly use the product) VWear
equipment according to the situation.

Hands: (Except for cases when general consumers properly use the product)

Wear protective gloves.

Eyes: (Except for cases when general consumers properly use the product)

Wear protective goggles.

Protection of body and skin: (Except for cases when general consumers properly use the product)

Wear protective clothing, protective shoes, X-ray protective apron, etc.

Appearance Epithem prepared when applying a light-blue sheet on the unwoven cloth with sheet film coating.
PHYSICAL AND Odor Scent of menthol
CHEMICAL Relative density ~ Data are not available.
PROPERTIES Dissolution Slightly soluble in water

Flash point Data are not available.

Ignition temperature Data are not available.

Upper and lower
HAZARDS limit Data are not available.
INFORMATION Explosive limit
(STABILITY AND  Stahility and Stable under normal conditions of use
REACTIVITY) reactivity

Skin corrosion No.

Acute toxicity Data are not available.
TOXICOLOGICAL Irritation Data are not available.
INFORMATION Sensitization Data are not available.

33

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



ATTACHMENT No. 4

Risk Analysis/ Assessment Sheet

Product name  Cooling gel sheet Halykoo Approved by  Created by
Dete 17 January 2011 | Issue No. 11 st .
Createdby ~ Takeshi Eshimura Kameyama  Eshimura

Risk control Assessment for residual risks
. 1 .
Process/ Known/ predictable — - Passible hazard 3 b3 1 - 3
Operation hazards Hezardous sitation  Morbicity 2 Aoy Totdl Necessity Method Morbicity 2 MOrIdY fate. pey gy DOS
rate
Skin stimulation test
Adding substances Substances with potential ) with the samples (if new
having effect on skin e e 0 5 Effect on skin 5 3 6] Y ingredients are added or 2 2 2 8
(large amount) in the case of numerous
precedents)
Skin stimulation test
Adding substances  \; ctation during the work Concentration loss or with the samples (if new
having effect oneyes | (o810 TG PN accidents resultingin 2~ 5 7 Y ingredients are added or 1 1 2 2
(large amount) ) injuries in the case of numerous
precedents)
Absorption of Absorption of bioacti Study ofbiological —
bioact%leogu(kistances A bsta%n otbioactive Sﬁé}"ntﬁog%ﬁden by 5 2 50 Y Study of each ingredient 1 1 1 1
Formulation regulatory acts)
development  Free preservative  Degradation or useof 3 3 45 v Testof presenvative 4 1 ’ ’
agents (low level)  degradation products Harm to human body efficacy
Use of product Skin stimulation test
High level of containing preservative Effect on skin or skin with the samples (ifnew
preservative agents  concentration causing 2 disease 5 8 [ Y ingredients are added or 2 2 2 8
stimulation inthe cr:]set;)of numerous
precedel
Preservative agents
which are inactivated Degradation or use of Test of preservative
a preeg_ence ofother  degradation products 3 Harm to human body 3 3 27 Y efficacy 1 1 2 2
ingredients
L#suitabl_e sof Test with laboratory
characteristics of raw ; ; samples,
material (such as Component heterogeneity 3 Effect on skin 3 3 27 Y et with scalable 2 2 2 8
solubility) product samples

34
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Low quality of raw Contamination with

; unpurified or foreign 3
material U
Mixture of substances
mogmdas hazardous for human 4
for human
pr/ntftgr?gl of raw Mixture of substances 3
menufacturing hazardous for hurman

Types and amount of  Use of substances
additives used in hazardous for humen, 3

improper way improper use
Mixture of substances 3
) hazardous for human
Formulation Mixture of substances 3

development Printing at intermal ~ hazardous for hurman
filmof sachet (with  Erasure of indications 4

improper ink) from the surface

| der of .

nr;tgﬁglerir?frl ovxr/ ofraw Component heterogeneity 4
Check of .
menufacturing Component heterogeneity 4
(laboratory)
process Improper setup for :

menufacturing Adhesion defect due to 2

impaired adhesiveness

Adhesion defect due to 3
bubble mixture
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Effect on skin

(muttiple and 3
indefinite)

Mixture of heavy

metals or arsenic-
containing substances 4
(multiple and

indefinite)

Mixture of heavy

metals or arsenic-
containing substances 3
(muttiple and

indefinite)

Effect on skin
(multiple and 3
indefinite)

Effect on skin, heavy
metals efc. 2
Effect on skin, heavy 4
metals efc.

Incidence occurrence 2

Effect on skin 4

Effect on skin 4

Decreased efficacy 2

Decreased efficacy 3

Specificity confirmation 1
of each raw meterial

1
Specificity confirmation
of each raw material

Specificity confirmation
ofeach raw meterial, o
check of safety data

sheet, request on the
presence of precedents

Stability test (if new
components are added) 2
Test with laboratory
samples, 2
test with scalable

product samples

Test with laboratory
samples, 2
test with scalable

product samples

35



Test with laboratory

Gel’s physical Deficiency and excess of 4 Change in cooling samples,
properties are instable gelvolume duration test with scalable
product samples
Extended or reduced
MOMAOVER fabric o ppecrance of folders 2 Decreased efficacy Stability test
) o Test with laboratory
E\S/?trf&%lpgf"m Insert Damage of filminsert or 3 Harm to human body mﬁw scalable
appearance of flashes product samples
Management process/ Cause defective product Han Test with scalable
Ted%i’cal pargjrmters and its use 3 to health product samples
are improper
, . Test with laboratory
Gel’s physical :
. Unstable adhesion or gel : samples,
properies are o) g 4 Decreased efficacy test with scaleble
Check of mpropet product samples
el Test with laboratory
"9 Insufficient time of ; ; samples,
(scalable) stirring Component heterogeneity 5 Effect on skin test with scalable
POCESS product samples
) Test with laboratory
ﬁgﬁjﬂm of raw Component heterogeneity 5 Effect on skin m?] scalable
product samples
Allergic tests have not ; ; Skin stimulation test
Safety been performed Product use 5 Allergic reactions with samples (if new
components are added)
Test of preservative
Safety efficacy has not Product use 5 Harm to human body 3 3 45 Y Check of results of 2
been performed preservative efficacy test
s Stability test has not Decreased efficacy, Performance of stability
Stability been performed Product use 5 exposure 3 3 4 Y test and check of results 2
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Use in
abnormal
conditions

Shelf-life has not
been established

Cold

Use during sleep

Use for sensitive
skin

Use for plantae

Use in the case of
heat shock or
damage

Use in subjects with
intellectual
incapacity

Improper objective
of use

Use in the case of
toothache

Use in normal Use in the case of

conditions

fever
Use in children

Use of product with
expired shelf-life

Use of overcooled
product

Use in unconscious
State

Use for sensitive skin

Walking during use

Use of single product
without drug therapy

Use in subjects with
intellectual incapacity

Use for weight loss
Use of single product
without drug therapy

Use of single product
without drug therapy

Improper method of use
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Harm to human body 2

Decreased efficacy, 2
exposure

Impairment due to
overcool,

impairment by 2
individual

components

Accident causing
injuries are probable
Exposure, symptom
aggravation, rash 2
development

Falling 2

Risk of symptom
aggravation, severe 3
symptoms, hazard to
life

Accident causing 2
injuries are probable

Disputable efficacy
(misleading 2
advertising)

Risk of symptom 3
aggravation

Risk of symptom 3
aggravation

Accident causing
injuries are probable

20

24

27

27

24

Performance of stability

test and check of results

Establishment of shelf-
life based on the results
of stability test and
specification of expiry
date on the package

Specification of
precautions on the

package (not completed)

Specification of
precautions on the

package (not completed)

Specification of
precautions on the
package

1

3

N
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CONTRAST)

Document number: I-F01-DO01.

Risk analysis

1  Specification of hazard source
Risk assessment is performed according to the following procedure.

1) Determine target use/intended use and product safety status.
Describe target use / intended use and reasonably foreseeable improper use of the product and accessories.

Also, describe quantitative and qualitative characteristics which may have an effect on product safety.

2) Define all known and predictable hazard sources.
The staff responsible for risk management should create the list of known and predictable hazard sources

both for normal and defective products.

3) Predict the risk of hazardous situation

Assess the risk of predictable hazardous situation occurrence.

4) Predict the risk of occurrence of each type of hazardous situation

For identified hazardous situation, it is necessary to predict the risk both for normal and defective products
and to categorize frequency and exposure level qualitatively and quantitatively.

For example, information / data for risk prediction are performed taking into account the following
positions:

¢ Issued specifications ¢ Scientific and
technological data

¢ Information about existing similar product / known accidents

¢ Usability testing by normal user (end-use testing)
¢ Clinical data ¢ Results of appropriate study
¢  Expert conclusion, ¢ Scheme of quality assessment

performed by external company

2. Identification of hazard source

During identification of hazard source, the following should be taken into account. 38
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CONTRAIL

1) Define the instructions and intended use of the product, define the requirements for

2)

3)

4)

5)

6)

7)

8)

9

10)

knowledge/skill level, environment, storage conditions presented to the user.

Define approximate parameter for the assessment of product’s performance characteristics and
parameter for the assessment of knowledge/skills of the user working with the medical device.

If unintended use of the product cannot be fully excluded, a list of such methods of use should
be created by frequency in descending order (see data on post-marketing experience for similar
product)

Determine invasiveness level (no physical contact with patient’s body, contact with healthy skin,
penetration into the body, contact with blood, implant), contact duration and its objective
(diagnostics, treatment, prevention, monitoring, prosthetics, life support).

In the case of contact with blood, specify raw material of the product and assess safety level for
human.

In addition to the determination of hazard level for the product with expired shelf-life and if
there is no appropriate technical maintenance, assess environmental exposure (temperature,
humidity, vibration, water etc.).

Assess, whether expiry date or storage term is printed right, located right and clear for the user.
For product with accessory or for product used only with other devices (equipment)/ medicinal
products, assess hazard level resulting from the accessory or use with paired device.

If new technology or process is required for product manufacturing, assess potential hazard of
this technology or process. (Including size or environment of manufacturing).

Ifthe product with user interface is assessed, assess the instructions for the prevention of

improper use, technical measures during development and simplified operating procedure.

11) Asses the stability and wear resistance of the device itself.

12) Determine hazard level in both normal use and failure conditions.

3.  Risk assessment

1)

2)

Individual risk assessment

According to abovementioned rules of risk identification, the staff responsible for risk
management assigns hazard sources and creates Hazard Source Analysis/Evaluation Sheet.
Hazard assessment

Assigned hazard sources are assessed by the criteria “frequency” and “seriousness”. 39
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CONTRAD

To determine frequency, frequency level should be assessed quantitatively. But if this condition
is problematic, it should be assessed qualitatively. - To define determine during specification of
each hazard source, use the following methods:

® Assess using existing data

@ Predict the frequency according to analytical method or by modelling.

(3) Use expert conclusion.

0 Assessment criteria for “frequency”

score Process assessment Characteristics assessment
5 Always almost all
4 Weekly
3 Monthly Possibly
2 Annually
1 never Never

0 Assessment criteria for “seriousness”

score Process assessment

3)

Calcu

There is a significant effect on the body / health which may cause death.

There is an effect on the body / health which may cause disability or need in

long-term treatment

There is an effect on the body / health which may cause need in

hospitalization for more than 1 day.

There is some effect on the body / health which may cause need in simple

treatment

No effect on the body / health.

Risk calculation

late risk according to the formula:

[ (frequency x frequency) /5] X seriousness
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4) Acceptance levels

Acceptance levels are defined below. Persons responsible for risk management re-assess acceptance levels

every year.

[Product]

Acceptable risk >3.0

Unacceptable risk <3.0

[Manufacturing]

Acceptable risk >1.0
Unacceptable risk <1.0

7.4. Risk assessment

For each determined hazard source, assess whether there is necessity in risk reduction subject to risk
importance and specify it in Risk Analysis/ Assessment Sheet.

Assess frequency and seriousness and, if the result doesn’t show the necessity in risk reduction, provide
full-scale risk assessment. Assurance of risk assessment fullness is provided by authorizing decision of
manager from quality management system control department after the check of this assessment by heads

of all departments.

41
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MepeBOf, C aHINIMINCKOIO U AMOHCKOr0 A3bIKOB HAa PYCCKMUI A3bIK
Norotun: KOHTPAL CBUCC

Komy:

defepasibHas cyxba no

Haf30py B cgepe

34paBOoOXpPaHeHNs,

Poccuiickasa defepaums
YTBepXaeHo:

Mapus JTabyHckas, EAVHONNYHbIN AUpPeKTop

[Oata: 01.12.2015 r.
/nognuce/

(Moanuchb)

Mapus JlabyHcKast
EgvHONMYHbIN AupeKTop

MNeyatb
Ana peructpaunn B Poccuinckoil denepaumnn
TexHnyecknn dann
MnacTbipb MeAULMHCKUIA OXNaXKaaloLlWmnin «Xannky»/
Cooling gel sheet Halykoo,
BapMaHTbl UCMOJSTHEHUS:
1. MnacTbipb MEANLNHCKUA OX/TaXKAaro L nia
«Xanuky» 5 x13 cm.
2. MnacTblipb MEANLNHCKUA 0X/TaXKAaroLLnii
«Xanunky» 5x11 cm.
2015
Buna ®eppyyumno Mennm 2, TenedoH:+41 91 910 70 30 info@contrad.ch
6900 NlyraHo - LLBeiyapus dakc: +41 91 910 70 39 www.contrad.ch
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Ne 1797 (ofHa ThicAYa CEMbCOT LEBAHOCTO ceMb) B OhuumanbHOM peecTpe

JlyraHo, 4 (4eTBepToro) maprta 2016 (ABe TbICAYM LIECTHAALATOr0) roja.

A, agBokaT Maypa Konom60, rocygapCTBeHHbIA HOTapuyc r. JlyraHo, KaHTOH TW4MHO,
LliBeiiuapckas KoHdesepaLms, HaCTOALWNMM CBUAETENIbCTBYHO NMOA/IMHHOCTb BbILLENPUIOXEHHOM
noanucu rocrnoxkm Mapuun JTabyHCKO, MecTo poxkaeHus: r. CapatoB Poccusi, gata poXxmaeHus::
4 mas 1982 r., rpaxgaHku Poccuiickoin ®efepauumuv, paspelleHWe Ha MNpoxvsaHue Tuna B,
npoxuBaroweid B r. MoHTaHbona KonnuHa a'Opo, BbICTynawouleid B KayecTBe EAMHOANYHOIO
AVpEKTOpa C NpaBoOM WHAWBUAYaNbHOM nognucy oT uMmeHn KomnaHum KoHTpag Csucc CA,
NlyraHo, LlBeiuapnsi, NWUYHOCTb KOTOPOM MHOWM YCTaHOBMIEHa, W Ybs MOAMNUCbL MHOWN
YAOCTOBEPEHA.

B noaTeepXeHWe BbILWEW3NOXKEHHOrO, A CTaB/K0 MOAMUCL MOL CBOUM WMMEHEM U CKPENsto
CBOeW neyaTblo HOTapuyca.

ApsokaT Maypa Konom6o, rocyfapcTBeHHbIi HoTapuyc JlyraHo.

KBagpaTtHaga neuyatb: Hotapuyc. Agsokat Maypa Konomb6o /nognuce/

AMNOCTWNNb
(Maarckast KOHBeHUMS OT 5 oKkTA6ps 1961 roga)

1. CrpaHa: Pecny6nunka n KaHToH TuunHo (LLBeliapus)
HacToswmii omumanbHbI JOKYMEHT

2. nognucaH Maypa Konom6o

BbICTyMaloLLein B KayecTBe HoTapuyca

CKperJsieH neyaTbio/lUITaMrnomM Hotapuyca

o

Y [0CTOBEPEHO
B r. bennnHuoHa 6. 7 mapTta 2016 r.
MocyaapCTBEHHOW KaHLUeNspven
HOMep 3460
MevaTb/WTamn: 10. nognuce:
/noanuce/
®PAHUNCKA LUNTTEPKNO
CekpeTapb

© o Nu

Mep6oBas neyartb: KaHTOH TuuunHo, [ToCcyAapCcTBEHHAA KaHLUENAPUS.
MownuHa 35 hpaHKoB
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Norotun: KOHTPA/ CBNCC

Cofep>aHue TexHU4YecKoro haina
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Norotun: KOHTPAL CBUCC
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Norotun: KOHTPA CBNCC

LnTupoBaHne v BCTYMNNEHNE B CUy
[aHHbI  TexHuyeckuin pailn MO>KeT O6blTb MNPOUNTUPOBAH Kak TexHuyeckuin aiin Ha

MnacTbipb MeauUNHCKNI oxna>kaawwuii «XcuiuKy»/Cooling gel sheet Halykoo, B ncnonHeHnsx
nBcTynaeT B cuny 01 nekabpsa 2015 r.

1 HAUMEHOBAHWE, NPON3BOANTE/Nb N HASHAYEHWE
MEAULIMHCKOIO N3AENNSA

11 HanmeHoBaHne MeguLNHCKOTo nsgenus

MnacTbipb MeAUUMHCKUIA oxnaxpawmnini «Xannky»/CooHr” gel sheet Halykoo, BapnaHTbl
NCMOJTHEHVA:

1. MnacTbipb MEAUUNHCKUIA oxnaxgjatowmnii «Xannky» 5 x13 cm.

2. MnacTblpb MeULNHCKNI OXNaxaarwmnn «Xanmky» 5x11 cm.

1.2 Npon3soAnTeNb MEANLNHCKOTO U3AeNns

HaumeHoBaHMe 0TBETCTBEHHOrO Npon3BoauTeNns (OPUANYECKOro nLa) MeANLUHCKOTO U3aenms:
CONTRAD SWISS SA/ «KOHTPAL CBNCC CA».

Appec npoussoguTens wmefuumHckoro wusgenua: Via Ferruccio Pelli 2, 6900 Lugano,
Switzerland / Bua ®eppyuuno Mennu 2, 6900 SlyraHo, LU seiuapus.

FOpugmnyeckuin agpec mecta npomssogctea: 503 Higashibojo-cho, Kashihara-city, Nara 634-0835
Japan / 503 Xwurawmn6omko-4o, ropog Kacuxapa, Hapa 634-0835 AnoHus.

dakTunyecknii agpec mecta npoussogctsa: 515, Jobonji-cho, Kashihara-shi, Nara-ken, 634-0803
Japan /515, [I>X060HAKK-40, ropog Kacuxapa, npetektypa Hapa, 634-0803 AnoHus.
YNOMHOMOYeHHbI NpeAcTaBuTeNnb Ha Tepputopun  P®: OO0 «MHBAP». 410056, r. Capatos,
yn. um. Paxosa B.I"., g. 61/71.

Ten. (8452) 52-12-72, 52-13-08.

MpeacTasuTenscTso B MockBe:

115054, MockBa, yn. lyéuHuHckas, 4. 57, ctp. 1,

Ten. (495) 544-51-54, 964-15-75

1.3 HaszHayeHne MeAULIMHCKOTO U3aenns

MnacTbipb MeAMUUHCKUIA oxnaxgawowmin «Xanukys/Cooling gel sheet Halykoo o6ecneunBaer
He3aMe[/INTeNbHOe OXNaxjarollee, ycrnokavsarolee 1 60neyTonawoLee AeiiCTBUE MPU FOIOBHOM
6011, NOBbILLEHHON TemnepaType Tena npu NPoCcTyAHbIX 3a60/71eBaHUAX, MPU Neperpese Tena.
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Jlorotnn: KOHTPAL CBUCC

2. COCTAB, MACCA /I TUMOPA3MEPHbIN PAS MEAVLIMHCKOIO

N3OENNSA

OnucaHue cocTaea 1 macchl MNnacTeips MeAUUMHCKOTo oxnaxgatowwero «XariHKy»/Cooling gel sheet

Halykoo npefcTasneHbl B cnegytowmx tabnmyax 1-3.

Tabnuua 1. CoctaB lMnacTbipa MegUUWHCKOT0O oxnaxjarouwero «Xanunky»/Cooling gel sheet

Halykoo.

VHrpeaMeHTbl MeAULMHCKOrO
n3penus

BOOA OYMLWLEHHAA

rMNUEPON

CO/lb MONNAKPVNOBOW
KNCNOThbI
MNONNBUHWNNOBbLIA CMNPT
LENNKONO3HAA CMOJIA
ANTMPOMMNNEHT TNKOJTb
KAPBEOMEP

PALEMEHTO/

METWUNMAPABEH

MPOMMNNMAPABEH

AJTOMUNHNA TTNUNHAT

MONNCOPBAT 80
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MpoueHTHOE
cofiep>kaHue,
%

q.s.

14,0
6,0
4,0
1,0
1,0
0,3

0,06 (0,03 ans
MeLNLMUHCKOTOo
n3genus suja
NCMOJHEHNSA:
MnacTbipb
MeANLMHCKWIA
oxna>kaaroLui
«XanmKy»
5xI1 cm/
Cooling gel
sheet Halykoo)
<0,1

<0,1

<0,1

<0,1

Ha3HaueHue
OCHOBHOWA
KOMMOHEHT
YBAAXHUTENb
OCHOBHOIA
KOMMOHEHT
OCHOBHOIA
KOMMOHEHT
OCHOBHOIA
KOMMOHEHT
YBNAKHUTENb

PErynsaTop BS3KOCTU

apomatusaTop

KOHCepBaHT

KOHCepBaHT

CBA3bIBalOLLEE
BELL,eCTBO

MOBEPXHOCTHO-
aKTUBHbIN areHT

HanmeHoBaHuMe "
agpec
Npon3BoACTBa
«aANA
dapmacbloTUKaN
Ko., ITa.», AnoHus.
«MNELUN Ko.,
NTAO.», AnoHus.
«OAIOCEN KO.,
NTA.», AnoHuns.
«Kypopai Ko.,
nta.», AnoHus.

«D K S Ko., Jltg.»,
AnoHus.
«Kopnopauus
ALEKA», AnoHus.
«WMBace Kocpa Ko.,
Nta.», AnNoHUs.
«OpureHTan MeHToN
WHpactpu Jitg.»,
AnoHuns.

«YeHo daitH
Kemunkanc
Wupactpu N14.»,
AnoHuns.

«YeHo daiiH
Kemukanc
NHpacTpu JITh.»,
AnoHns.

«Knosa Kemukarnc
WHupacTtpu Ko.,
Nta.», AnoHus.
«D K S Ko., lIta.»,
AnoHuns.



Jlorotun: KOHTPA/L CBNCC

BVUHHAA KNCNOTA <0,1 perynatop pH «®Y30 Kemukan
Ko., ITa.», AnoHus.
KBACUbI <0,01 cTabunusartop «Huwmno Kemunkan
ATIOMVHWEBOKAJTMEBBIE MHpacTtpu Ko.,
Nta.», AnoHus.
Kpacutens Cl42090 (tonbko ans <0,001 KpacuTesnb «KNPEHA
MeAULUHCKOTro U3fennsa suga KEMWKA KO.,
NcnonHeHwW : MaacTbipb MeAULUHCKNIA NTAO.», AnoHus.

oxnaxk gawwuii «Xanuky» 5x!3 cm/
Cooling gel sheet Halykoo).

Tabnunua 2. OnucaHmMe cocTaBa C yKasaHMeM (YHKLUWUN KaXAoro nHrpeameHta lMnactbips
MeAULIMHCKOTo oxnaxaarowero «Xanmky»/Coo™ gel sheet Halykoo.

CocTaB MeAVLMHCKOrO n3aennsa dyHKUUNSA
HeTkaHbIli maTepuan maTepuan noAoXKu
MeAULMHCKOro nU3fenmns
lenb oXNaXaarLunin renb
MneHka 3allUTHaa njeHka
ANIOMVHMNEBOE calle nepBMyHas ynakoBka

Tabnunua 3. Macca lNnacTbips MeaULMHCKOro oxnaxpawouwero «Xannkyn/Cooling gel sheet
Halykoo.

HavmeHoBaHMe MeanLMHCKOIO n3genna Macca 6pyTTo Macca HeTTo
(6e3 KOpO6KN)

MnacTbipb MEAULMHCKUIA OXNaXpawwmnin  27r/cawe 12r/nnactbipb
«Xanumky» 5x 11 cm. (2 nnactbips)
MnacTblpb MeAULMHCKNIA OXNaXKAALL T 32r/cawwe l4r/nnacTbipb
«Xanuky» 5 x13 cm. (2 nnacTbips)

Tunopa3smepHblii pag MnacTelps MeAUUMHCKOro oxnaxgjawowero «Xannky»/Cool” gel sheet
Halykoo npegctaeneH B Tabnuue 4.

Ta6nunua 4. TunopasmepHbIA psag roToBOro NpoayKTa.

HavmeHoBaHNe Pasmepbl nnacTbips KosinyecTBo B yrnakoBke
MeAVLUHCKOTo n3genns

MnacTbipb MeAULMHCKWIA
(2 nnacTeipa/calle) x 8 WT. B

OXNaxpanwmnin «Xanmky» 5x 11 cm
YyNaKoBKe.
5x11 cm.
MnacTbipb MELULUHCKNIA
o (2 nnacTeipsa/cawe) X 8 WT. B
OXJTKAAOLWMI «XaNNKY» 5x 13 c™m
yNakoBKe.
5x13 cm.
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Jlorotun: KOHTPA/ CBNCC

3. KITACCUOUKALNA MEAVLMHCKOIO U3AENNS

MnacTblpb MEAMUUMHCKMIA  oxnaxpawuwinini - «Xanuky»/Cooir™  gel sheet Halykoo
npeAcTaBNAT cCO60M MeAUUMHCKME n3gennsa knacca |, cornacHo npunoxenuto 1X AupeKTuBsl
EBponeinckoro cotosa 0 meguuuHcknx nsgennax MDD/93/42/EWG.

B cooTBeTcTBMYU € TpeboBaHUAMU Poccuinickon desepanm yCTaHOBMEHO CneaytoLilee:

Bug meanuMHCKOro wusgenus, B cooTBeTcTBUMM C [lpunoxeHnmem Nel «HomeHKnatypHas
Knaccuukauma  MefUUMHCKUX — u3genuid  no  Bugam» K [pukasy  MwuHuUCTepcTBa
3apaBooxpaHeHns P® ot 06 uoHa 2012 r. Ne 4H: 141420.

Knacc noTteHuUmMansHOro pucka npuMeHeHns MeLuUMHCKOro n3genus, B COOTBeTCTBMU C n. 4.8.3
MpunoxeHnna 2 «HomeHknatypHas Knaccugukaums MeauuLUMHCKUX W3L4enuii no Knaccam B
3aBUCMMOCTM OT MOTEeHUMANbHOr0 pucka WX nNpuMeHeHus» K [llpukasy MuHucTepcTBa
3apasooxpaHeHuns P® ot 06 uoHa 2012 r. Ne 4H: 1.

Kog O6uepoccuinickoro Knaccugumkaropa npoAyKUMM AN MeAWUMHCKOro  u3fenus, B
COOTBETCTBUM C «Ob6LWEepoCCUNCKUM KnaccugpumkaTopom npogykumm OK 005-93»: 939330.

4. MEPEYEHb CEPTU®UKATOB/AEK/IAPALINI O COOTBETCTBUN
HAUWOHATbHBbIM N MEXAYHAPOAHBLIM CTAHOAPTAM

PaspaboTka W NPOM3BOACTBO  MeAWUMHCKOro  u3fenns  «lnactbipb  MeAULUHCKUIA
oxnaxgawowunii «Xanmkyn/Cooling gel sheet Halykoo», B BapuaHTax ncnonHexnus: rfnactbipb
MEAULMHCKNIA oxnaxaarouwmin «Xanuky» 5 x 11 cm u MNnacTbipb MEAULUHCKUA OXNaXaatoLnii
«Xanunky» 5 x 13 CcM UMeeT CepTUULMPOBAHHYK CUCTEMY MeHeIKMeHTa KauyecTsa,
MOATBEPXAEHHYIO MEXAYHApOAHbIMU cepTUUKaTamu:

- CepTu@ukat cuctembl MeHegKMeHTa KadecTea 1ISO 13485:2003:

CepTudmkat cootsetcTBMA cTaHgapty I1SO 13485:2003 npou3BOACTBEHHOW nnowagkn «AUNA
GAPMACBKOTUKA KO., NITA.», 515, JxoboHmpkM-4o, ropos Kacuxapa, npeektypa Hapa, 634-
0803 AnoHwus.

- [OwupektnBa npoussogutens «KOHTPAL CBWCC CA» co0TBeTCTBMA TpeboBaHUAM,
ycTaHaBnmBaembiM Aupektusoin 93/42/EEC.

5. JAHHbBLIE N4 NMPUMEHEHNA MEAVNUMHCKOIO U3AENNA

5.1 OnucaHue MeANLIMHCKOTO U3Aenus

B pgaHHOM noppasfene MPUMEHSAIOT COKpPaWEHHYH (OpMYy HavMeHOBaHUS MEeAULMHCKOrO
nsgenua «lMnacTeipb MeAMLUHCKUIA oxnaxgaowmnin «Xanumky»/Cooling gel sheet Halykoo», a
UMEHHO «MNacTbipb».

MnacTbipb NPUKPENASIOT K KOXe ANS OXNaXAEHWA yyacTKa, Ha KOTOPOM HaxOAUTCA MPOAYKT.
MnacTbipb B OCHOBHOM COCTOWUT M3 BOAbl. CNoWi rens nnacTbips, KOr4a 4acTb C refleM HaHOCUTCS
NN KOHTaKTUPYET C KOXKEeW, MeAsIeHHO McnapseTca yepe3 BO3AYXOMPOHMLAEMbIA HETKaHHbIV
maTepuan, 4TO OKasbliBaeT 3(h(eKT oxnaxpaeHus. C pocToM TemnepaTypbl KOXW NPOUCXOAUT
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YyBENMYEHNE MCNapeHust BOAbl, Coaepxkalleiics B nnacToipe. B pesynbTaTe, nnacTbipb CO34aeT
OWYLLIEHNE OXNAXAEHMUA Ha MOBEPXHOCTU KOXW. TeMnso OT KOXMW Bbl3blBA€T MCMNapeHne BOAbl,
cofepXalyeincs BHYTPY renisd, 4To NPUBOAUT K MOHVKEHUIO TEMMEPATYPbl CaMOl KOXMW.

MpoAyKT NpefHa3HavyeH ANA He3aMeA/IUTeNbHOro OX/1aXAaroLero 1 601eyToNALLero 4encTBUS
npv rOI0BHOW 601K, MOBbLILWEHHOW TemnepaType Tena U Npyv NPOCTYAHbIX 3aboneBaHUAX, Mpu
neperpese Tena.

MnacTbipb NpegHa3HayeH Ans 06NeryeHns CUMNTOMOB, a HE IEYEHNSA KAKOTr0-N1nb0o HapyLLeHus.
MpoAyKT aTpaBMaTM4YeH W He MpeAHa3HayeH Ans WCMOMb30BaHWA B KayecTBe MMMNaHTaTa.
MnacTbipb MpeAHa3HayeH TONbKO AN HAPY>XXHOro NpuMeHeHus. MMnacTbipb He MpeAHa3HauyeH
ANS NCMONb30BaHMA Ha OTKPbLITbIX paHax WM NOBPEXAEHHOW KOXe.

Cnoco6HOCTb Tenaonepegayn NAacTbips OCHOBAHA Ha YHWUKAaNbHOW CTPYKTYpe renei, kotopas
cBOOOAHO paccemBaeT Tenao W NOAAEPXMBAET MOCTOSHHbLIA W YCTOMUMBBLIA  3PGeEKT
OXNaXEHNSA, KOTOPbIA ANNTCA B TEUYEHME HE MEHee LLUECTM Yacos.

MnacTblpn YynakoBaHbl B TEpPMETUYHbIE, HECTEpPU/IbHbIE NaKeTbl [AA5 MNpeAoTBpaLLeHUs
ncnapeHns BOAbl B NiacTbipe MeXAy NepuofoM M3roTOBMEHMSA WM MCMOMb30BaHMEM. [nacTbipb
no Npupoae AECTBUA He TpebyeT OXNaXAeHWA A0 MCMONb30BaHMA. MPOAYKT nocTaBnseTca B
pasNyHbIX BapuaHTax pasMepa. MpoAyKT MMeeT NPAMOYro/bHYH (opmy. J1l060e M3MeHeHune
3anaxa Wau uBeTa CYMTaeTCa NonpaBKOM K CYL,EeCTBYHOLWEMY CTaHAapPTy, NPU 3TOM BK/OYaKOTCA
COOTBETCTBYIOLLME K JAHHOMY AOKYMEHTY AOMNOSIHEHNSA, NOCAe MOANGDMKaLWN.

5.2 O6nacTb NpPUMeHeHNS

- MnacTblpb NPMMEHAIOT B KauyecTBe OX/NaXAalOWEro Komrpecca B C/y4yae MOBbIWEHUS
TemnepaTtypbl Tena.

- MOXHO MCnonib30BaTb MAACTbIPb ANA OX/TAXAEHWUA pasropfyeHHbIX Y4yacTKOB Tena U npu
ylunbax.

5.3 lokasaHune K NpUMeHEHUIO

MnacTblpb MeAMUUHCKMI  oxnaxgaowmnin  «Xannkyn/Cooling gel sheet Halykoo
obecneynmBaeT He3aMe[IMTeNIbHOE OXNaxpjarouiee v 60neyTonsoLee AeACTBUE NPU TONIOBHOM
6011, NOBbILEHHOW TeMMepaType Tena v Npy NPOCTYAHbIX 3a60/1eBaHMAX, NPU Neperpese Tena.

5.4 T1poTnBONOKa3aHNSA

MnacTblpb MeAUUMHCKMIA oxnaxpawwmin «Xannky»/Cool” gel sheet Halykoo He
npefHasHayeH 415 NMPUMEHEHUA y feTeld mnaglie 3-x fieT.

5.5 Mepbl NpefoCcTOPOXHOCTHU

* He ncnonb3oBatb NPy MOBbILIEHHON YYBCTBUTE/IbHOCTW K MEHTONTY MW K/EALWMM BeLLECTBaM.

e He HaHOCUTb Ha NOpPaXXeHHbIE YUYACTKM KOXW (C OTKPbITbIMUA paHaMu, 3K3eMOM, CbiMblo U T.4.),
CNM3NCTbIe 060/104KN 1 B 06/1aCTH TNa3.

* He ncnonb3oBartb MOBTOPHO.

* Heynotpebnate B nuLy.
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e [Ecnu BO BpeMs UAM NOCfe MCMO/b30BaHWUA MAACTbIpA Ha KOXe MOSBUANCH OTEKM, CbiMb MW
ApYrue NpU3HaKy pasapakeHns, HeMea1IeHHO NMPEKPaTUTb NPUMEHeHUe N 06pPaTUTLCS K Bpady.

e B0 wu3bexaHWe Cy4yailHOro npornatbiBaHWs, NPUAKMAHUA KO PTY WM K HOCY, a Takxke
nonajaHus B POT, MCNOMb30BaTb NAacTbipy Yy AeTeli Mnajwero Bo3pacta WM vy C
OrpaHUYeHHbIMMN (PU3NYECKMMU BO3MOXHOCTAMU CNeayeT Moj KOHTPONEM POAWUTENei wnu
OTBETCTBEHHOr0 nMua. Ecnu Takue nonb3oBaTeny OCTalTCs 6e3 MpPUCMOTPa Ha A/IUTENbHbIIA
MepUoL BPEMEHU, CNeAyeT CHATb MNACTbipb HA 3TO BPEMS, & 3aTEM HAK/IEUTb HOBbIWA, YTOObI
MPOLO/MKUTL MPUMEHEHNE.

5.6 TM0o604YHbIE AEeNnCTBUS

JaHHble OTCYTCTBYIOT.

5.7 Cnocob npuMeHeHus

*  Bo n3bexaHune 0TKIENBAHUA HAHOCUTE Ha CYXYHO U YUCTYHO KOXY.

* [lpu HeobxoaMmocTH, 06pexbTe NAacTblpb 4O HYXHOr0 pa3mepa, B 3aBUCUMOCTU OT y4yacTka
NPUMEHEHWS.

e CHumUTE C NNacTbipsa NPO3pPaYHYIO MAEHKY Y NPUKPeNnnTe K KOXe 0XNaxjarLlell CTOPOHON.

*  T1nacTblpb XOPOLLO KPENUTCH, HE NOBPeXAas KOXy.

* TnacTblpn cnepyeT MeHATb Kaxble 10 YacoB (OxaxzaroLwuii ekt MOXeT ANNTbCA AO0/bLLUE,
B 3aBMCUMOCTM OT TemrnepaTypbl B 06/1aCTU NPUMEHEHWS; B TaKOM C/yyae 3aMeHuTe NAacTbipb,
ec/niv 60blUe He YYBCTBYeTe OX/laXaaroLLero aggekra).

* Knelikasa oCcHOBa NiacTbips MOXET OCTaTbCA Ha CyXOil KOXe; CMOITe ee BOLON KOMMOPTHOW
Temneparypsbl.

 [nd ycuneHus oOxnaxparolwero 3gp@exkTa MNOMECTUTE NAacTbipb B  XONOAWNbHUK  (Mpu
Temnepatype okono 5 °C; HE nomewainTe nnacTbipb B MOPO3UIbHYHO Kamepy); O6yabTe
OCTOPOXHbI NPU MOBbILLIEHHOW YYBCTBUTENLHOCTMW K XO/NO04Y.

6. TEXHWUECKUME XAPAKTEPUCTUNKWN MEANUNHCKOIO N3OENNA
6.1. Cneumnukaums nokasaTeneii KauecTsa MeULIMHCKOroO U3agenus

B Tabnuuax 5-10 npuBeAeHbl AaHHble MO NOKasaTensiM KavyecTBa MeLUUMHCKOTO u3genus
MnacTbipa MeAUUMHCKOro oxnaxpaawllero «Xanuky» /[ Cooling gel sheet Halykoo no
COOTBETCTBYHOLWNM BMUAAM NUCMOJTHEHUA.

ConpoTunsnieHne oTcnanBaHUo NMNKoOro cnos 25-200 H/m
MaponpoHuLUaeMocTb UKCUPYIOLLErO CosA He MeHee 1,5 Mr/cm2/y

BosoynopHocTb ukcupytolero cnos He meHee 300 Mm BOZ. CT.
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Tabnuua 5. Crneundukauma nokasatener KayecTBa MeLULUMHCKOro usgenusa llnacTbips
MeAMUMHCKOro oxnaxgjawuiero «Xanuky»/CoolH”™ gel sheet Halykoo, Bug vcnonHeHus:

MnacTblpb MEAULUHCKUIA OXNaxjarowmii «Xanmky» 5x11 cm.

VcnbiTyembliii napameTp

CocTtas 3 Cnos 13 HeTKaHOro matepuanal/rens/3aWwMTHON NNEHKN

LiBeT HeT uBeta

o Cknapka/crn6é Het BUAMMBIX CKIafoK/Crn6os
T 3arpasHenve  HeponycTumo
= Nysbipn B uenom gonyctumo
© PaspbiB Heponyctnmo
MpoTekaHne  Hepgonyctumo
Kpali "enb He NMpocaymBaeTCs Yepes Kpain
KnelikocTb

McnbiTaHMe ¢ nomowbio npubopa Ha onpeaeneHne MMNKOCTH
(yron 30°, Bxog 10 cm, KneikocTb 5 cm).
CogpepxaHue Bofpbl

73 + 4%
B rene (%) 3 ’
3anax 3anax MeHTONa
pH NOBEPXHOCTHbIN

4,3-5,3

rens
OTneyaTtok oT
NCMONb30BaHUSA

HeT ocTaTkoB rens, 6e3 OTK/IOHEHWA

O6bEMHas
MAOTHOCTb refns
Pasmep nsgenus
(Mm)

2000 r/ m2t15% =

WvpuHa: 503 AnnHa: 110+3

Macca usgenusa (r) 12

MpumeYaHue: * - 41 NPOM3BOACTBEHHbIX HKIA C950, C 1000.
[na npovssoacTBeHHOM nHMM C 1100: 2100 r/m2+15%.
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Tabnuua 6. Cneunukauns nokasaTesleil KayecTBa cawe M3 allOMUHUEBON (onbru,
M3rOTOBMIEHHOr0 AN1A MeAUUMHCKOro msgenus Mnactblpa MegUUUHCKOr0o OxsaxjatoLLero
«Xannky»/Cooling gel sheet Halykoo, Bug wucnonHeHus: TnacTblpb MeAULMHCKUIA
oxnaxpgawwmn «Xanmky» 5x11 cm.

PaspbiB
3arpssHeHus
LLnpunHa 3anasgHHOM
KPOMKMU calle

OnuncaHue

CocTtaB

Pa3mep cawle c

n3genuamu
(2 nnacteips/cawe) (Mm)
Macca cawue c
n3nenusaMm

(2 nnactbips/caLue)
YKa3aHue HoMepa
cepun

YKa3aHue cpoka
rofHoCTH
KavecTtBo
repmeTusaymu

WcnbiTyemblli napameTp

He ponyckaetcs
HeT 3amMeTHbIX 3arps3HeHuni

He meHee 3 mm*

2 NnacTbIps B calle.

3awnTHaa naeHkKa Ao/MKHa OblTb PacrnonoXeHa NULEBOW CTOPOHOWA
K 3afiHeli yacTu cawle (418 Npou3BOACTBEHHON nuHUK: C1100).
3aliMTHasa naeHKa Ao/mMKHa 6biTb pacnonoXeHa NNLEBOI CTOPOHONA
K nepefHel 4vactu cawe (Ans NPov3BOACTBEHHbIX AUHWUIA: C 1000,
C950).

95+3x165+5

27T

MpaBuWAbHO OTMeYaTaHHas MH(OPMaL WS B YCTaHOB/IEHHOW MO3MLMK

MpaBuAbHO OTNeYaTaHHas MHOPMaLMs B YCTaHOBIEHHO NO3ULUN

CepMeTMUYHO 3aKPbITO C YeTbIpPeX KpaeB, OTCYTCTBYHOT OTBEPCTHSA
NN CKNagKu

MpumeyaHue: * - Ans NPOU3BOACTBEHHOW NnHUK C950.
[ns npon3BoACTBeHHbIX MMHMIA C 1100, C1000: He MeHee 4 M.
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Tabnuua 7. Cneuymdukauma nokasaTesieli KayecTBa MeAUUMHCKOro wusgenus Mnactbips
MeaMUMHCKOro oxnaxpgawouwiero «Xanukyn/Cooling gel sheet Halykoo, Bug ucnonHeHus:
MnacTblpb MEAUUMHCKUIA OXNnaXxaawLwmn «Xanmky» 5 x 13 cm.

CocTaB

LiseT
Crunbbl/cBOpaynBaHme

3arpasHeHue

OnucaHune

Hannumne ny3blpbKoB
M3nombl
lMpocaunsaHue
Kpas
KnelikocTb
CopepxaHue BOAbl B rene
(%)
3anax

pH NMoBEepXHOCTHbIN rens

OTneyaTok oT
NCNoNb30BaHNS

O6bEMHas NNOTHOCTL rend
Pasmep nsgenuna (Mm)

Macca nsgenusa (r)

WcnbiTyemblii napameTp

TpexcnoliHblil NPOAYKT M3 He pacnieTeHHON TKaHu / rens /
NOKPbIBaOLWEN NNEHKN

"ony6oii

OTCYTCTBYIOT BUAMMbIE Crnbbl/cBOpaYnBaHme

He ponyckaetcs

B 60nblIMHCTBE ClyvaeB gonyckaertcs

He ponyckaetcs

He gonyckaetcs

OTCYTCTBYIOT MefJ/IeHHOe NnpocaynBaHune rens ¢ Kpaes
McnbiTaHne ¢ moMoLLblo npubopa Ha onpegenieHne MNKOCTY

(yron 30°, Bxog 10 cMm, KneinkocTb 5 cm)

734 %

3anax mMeHTONa
4,3-5,3

OTCYTCTBYET OCTATOUHbIV refib, HET U3MEHEHMWI

2000 r/m £ 15% *
WnpuHa: 50+£3 AnunHa: 130+3

14r

MpuMeyaHne: * Mo NPon3BOACTBEHHON KUK CO50.
[ns nponssoacTBeHHbIX iMHMKM C1000, C1100: 2100 r/m2+15%.
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Tabnuua 8. Cneyndukauma rnokasaTeseld KavecTBa calle W3 aJlOMUHUEBON (ONbIK,
N3roTOB/IEHHOr0 AN MeAMLMHCKOro u3genus nacTblpa MeAULMHCKOr0 OXNaXKAatLLLero

«Xanukyn/Cooling gel sheet Halykoo, Bug wucnonHeHuns: T[nacTblpb MeAULMHCKMN
oxnaxgawwmnin «Xannky» 5 x 13 cm.

McnbITyemblin napameTp

PaspbiB He ponyckaetca
3arpasHeHue OTCyTCTBYIOT BUAMMBIE 3arps3HeHNs

LLinpuHa 3anasiHHoO

KPOMKM caLle He meHee 3 mm *
o  1POMEXYTOK
% Mexay
E N306paKEHNAMY Cwm. CTaHaapTHbIn o6pasely
2 NNacTbIps B caLLe.
3almTHas nnaeHKa fo/mKHa ObITb PacnonoXeHa NMLEBOV CTOPOHON K 3afHei
CopepxaHue: yacTu catle (a1 NpPon3BoACTBeHHONM nnHMK; C 1100).
3almTHas nnaeHKa 4o/mMKHa ObITb PacnonoXeHa MLEBO CTOPOHOM K
nepeAHeit YacTu calue (4ns NPOU3BOACTBEHHBIX MHMIA: C 1000, C950).
Pa3mepbl (Mm) 95+3*185+5

Yka3aHne Homepa cepuit  MpaBUIbHO OTMeYaTaHHas MHHOPMALMA B YCTaHOB/IEHHOM NO3vLmN

YKasaHune cpoka rofHoCcT1 MpaBuibHO OTMeYaTaHHas MH(OpMaUms B yCTaHOBIEHHOW MO3MLMK
"epMEeTUYHO 3aKPbITO C YETbIPEX KPaeB, OTCYTCTBYHOT OTBEPCTUS WK
KauecTtBo repmeTtusauum
CK/lafKu

MpyMeyaHue: * - 419 NPOU3BOACTBEHHON IMHMM CI50.
[nsa npon3BoAcTBEHHbIX MHUIA C 1100, C1000: He MeHee 4 MM.

Tabnnua 9. CepTudmkaT KayecTBa MeAULMHCKOro wusgenus llnacTblpsa MeaULUHCKO

7

ro

oxnaxgawuiero «Xannky»/CoolH” gel sheet Halykoo, Bug wncnonHeHus: TllnacTbeipb

MeAULNHCKNIA oxnaxparwmnii «Xanmky» 5x11 cm.
Tabnuua 10. CepTugmkaT KadecTBa MefULMHCKOro wusgenna lMnacTbipsd MeLULLMHCKO

ro

oxnaxpawuwiero «Xanuky»/CooHr”™ gel sheet Halykoo, Bug wucnonHeHusa: TlnacTbipb

MeANLUNHCKWIA OXnaXkaawwinin «Xanmky» 5 x 13 cm.

MpeacTtaBneHbl HUXe:
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PesynbTaTtbl UCNbITaHNA

HavmeHoBaHVe npogykra MnacTblpb MeULUUHCKNIA OXNaxKaatowmii « Xannky» 5 x 11 cm
11.05.2015 rog,
Cepus Ne W503C [Jata ncnbitaHus (a/mm/rrrr)
Wcnobitatens Alfredo Varisco WMHcnekTop Alfredo Varisco
(MnacTbipb)
MeToanka
MapameTp CHbITaHMs No Cneumgukaums Pesynbrar OueHka
OnwucaHue (BHeLLHWI TP-13, TP-17 Het BUANMBIX CKNajoK, crmoos, i XOPOLLO
BWA, MPOLYKTa, COCTaB) 3arpsA3HEHU, yTedeK UK NATeH rens
KneikocTb i OcTaHOBKa CKaTbIBaOLLLEroca Luapuka i
(cuna anresun) P02 300 2732) xopoulo
CopepxxaHvie Bogbl
B rene % ) 970 0
(onpezeneHme TP-03 69 - 77% 72,0 % X0poLUo
B/1aronor/oLeHuns)
3anax TP-19 3anax MeHTona - XOpOLLIOo
PH noBepxHoCTHeIN TP-04 43 -53 47 XOPOLLIO
rens
OTneyatok ot
VICNONb30BAHNA o TP-05 HeT ocTaTKoB rens, 6e3 OTK/IOHEHWA - XOpOLLO
(AHanNn3 oLLYLLEEHWIA
MpY 1CMo/b30BaHUN)
06"9""”?’8];“””0”*’ TP-08 2000 r/mM2+ 15% 1,921 /M2 XOpOLLO
Pasmep nsgenus TP-11 LWwnpuHa 50+3mm. AnnHa 110+£3mm - XopoLuo
Macca nzgenus (r) MeTog hupmbl - 12T r XOpOLLO

(Cawe 13 antoMnHNEBOIA (OSbIN)
3anasHHas CTOpPOHa A0/MKHA ObITb 4 MM MK 6onee.

Onwcarine TP-14 HeT 3aMeTHbIX NATEH, pa3pbiBOB WIN KPUBbIX KPaeB. Xopotio
Coctas (KONN4ecTBo
B KOPOGKE) TP-18 2 NNacTbIpsa B caLle. XOpOLLO
OnpegeneHue 95+3 x 16545,
Da3MepoB, MM TP-15 XOpOLLIOo
YKasaHve cepun TP-16 Pa36opurBO HaneyaTaHo B NPeAyCMOTPEHHON 061acTy. XOpPOLLIO
KauecTeo 3ananeatig 3anaviBatoT ¢ 4 CTOPOH TaK, YT06bI He ObIN0 CKNagoK U
(CepmeTMYHOCTb TP-06 < P ’ an X0poLLo
o OTBEPCTUNA.
OTAeNbHOW YakoBKW)
MeHemxep
14.05.2015 rop /noanuce/
Obuias ouerka Xopotuo Aara (ao/mm/rrrr) ';Z:gg:g; Alfredo Varisco
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Norotnn: KOHTPAL CBNCC

Pe3ynbTaTbl NCNbiTaHUA

HanmeHoBaHue n . 7 X 5y 13
npoayKTa NacTbIpb MEAVLIMHCKWNIA OXNTadKAAOLWMIA «XannKy» 5 X 13 cm
[ata
Cepua Ne VZ02B npoBseaeHus 04.12.2014
ncnbiTaHus (8a/mm/rrrr)
Wccneposatens Alfredo Varisco MHcnekTop Alfredo Varisco
(MnacTblpb)
Ne Tecta OueHka
O6bekT Cneupndmkaums PesynbTathbl DE3ybTATOB
OnucaHune (BHELUHWIA TP-13 OTCyTCTBYIOT BUAUMbIE CKNIaLKW,
BUA MPOLYKTA, TP-17, NATHA, 3arpsasHeHVs, npocayvBaHue - XOpPOLLIO
cocTas) NN BKJIKOYEHUA B rene
KneikocTb OcTaHOBKa KaTsLLerocs Luapunka
(cvna agresvn) TP-02 npv npunvnadun (30° 27/32) 32 XOPOLLO
CopepxxaHvie Bofbl
B rene % 0 0
(onpezeneHime TP-03 69 - 77% 73,3% XOpOLLO
B/1AronorioLLeHuns)
3anax TP-19 3anax meHTONa XOpOLLO
pH NoBEpPXHOCTHbIV i i
rens TP-04 43-53 4,7 XOpOoLLOo
OTneyartok oT
1CNosb30BaHNA TP-05 OTCyTCTBYET OCTATOYHbIN reflb, HET - XODOLLO
(AHanM3 owyLLeHwni N3MEHEHWI P
npy UCMNOb30BaHNM)
06"6“"”&:“6 O TOCTe .0 2000 r/m + 15% 1988 1/M  X0powo
Pasmvep nsgenus TP-11 mﬂMpMHa S0 3mm. [invka 130 £ 3 ) XOpPOLLO
MeTopg
Macca nsgenus (r) (BUDMbI 14r 141 XOpOoLLO
(Cawwe 13 antoMUHMEBO (POSbIN)
LLInpnHa CTOPOHbI NPUK/ENBaHWA LO/MKHA OblTb
OnwucaHve TP-14 4 Mm vnin Gonee. XOpOoLLO
OTCyTCTBYET IBHOE OKpaLUVBaHWe, U3/I0Mbl U
HECOOTBETCTBUE MOMOXKEHNA HOPMaM.
OnpefeneHune pasmepos, )
MM P15 9543 x 18545, XOpoLLo
CocTaB (Konn4ecTso
B KOpOGKe) TP-18 2 nnacTbipsa B caLLle. X0poLuo
YKasaHvie Homepa cepun TP-16 pagubHo oTnetaranHas MH(OPMALYA B X0poLuo
YCTaHOB/IEHHOI MO3NLUN.
KavecTso sanavBaHms "epMeTNYHO 3aKPbITO C YETbIPEX Kpaes
(T epmeTuroCTs TP-06 oni:J TCTBYIOT 0TE|;Oe CTNA UK l?:Kn pKVI , XOPOLLO
OTLe/IbHOM YNaKoBKMN) yTeTey P AAKN.
MeHemxkep
Obuas 04.12.2015 Otpena KoHTpoNs
OLeHKa CootsetctByeT  [ara (Bg/mm/rrrr) KayecTsa <MopgnucaHo>
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Norotnn: KOHTPA CBNCC

[Janee npuBefeH cepTuuKaT aHasM3a Ha yaansemyto nnéHky OPP Emboss PA, npefHasHauyeHHYI0
0N CUCTEMbl  YNaKOBKW MeAULMHCKOrOo wu3genns [nactblpd MeAULMHCKOTO  OXNaXaroLlero
«Xanunky»/CooH” gel sheet Halykoo, Bcex BU0B NCMONHEHUS.

CepTugukar aHanmsa
BHumaHuio: QWA dapmackiotukan Ko., /ity (DIA Pharmaceutical Co., Ltd)

Ne Bbinycka: 15-43
6 okTA6psA 2015 .
OANHVK KOPMOPEWLLH (DYNIC CORPORATION)

HassaHue npogykta: OPP Emboss PA (920 mm)  OTpaen obecneveHus PykoBoauTenb
KayecTBa
Ne cepuu nneHku: E1Y5 AmamoTo (Yamamoto) KaTaoka (Kataoka)

Ne cepuun penbeHoii nevatn: 15-10-018-09

lMokasartenb Cneyudurkayums PesynbTar
OnucaHue MouTtwn npospavyHas n becuBeTHas
opueHTMpoBaHHasa nonunponuneHosas (OMMM)
N/ieHKa C penbedyHON neyvatsbHo.
He cogepxut  Takmx  [OedeKTos, Kak CooTBeTcTBYeT
paccrioeHus, 3arpA3HEHHOCTD, rpAasb,
LapanuHbl, Crnbbl, CKNagKn namn n3rubol.
(BusyanbHas npoBepka)
MognnMHHOCTL 3axBaTMB  HebONbWOW  KycOYeK  [aHHOro
npogykra wunuamu, noAHOCAT OAWH KOHeL,
6/M3KO K OrHW, npu 3ToM Bblgensetrcd CoOTBETCTBYeT
XapakTepHbl  3anax napaguHa, NpoOAYKT
HauYMHAET NMaBUTLCA U TOPETh.

TonwnHa 0,06 - 0,12 mm 0,08
[MoBepxHOCTHaA 27,0 2,7 rIm2 973
NJOTHOCTb '
Cuna B gnunHy He meHee 10 H/cm 37,06
HaTsXeHua B wupuHy  He meHee 40 H/cm 72,67

*YCnosua B MecTe NpoBefeHUs ucnbiTaHnin: 20 °C, OTH. BNaxH. 65 %.

E-169 [arta co3gaHmna: 12.11.2010 r.

OT Kopn.
_ 0910.2015r_
BbIAEPXXWBAET NCIMNbITAHWE
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Norotnn: KOHTPAL CBUCC

6.2 lNpouecc Npon3BOACTBA MEAULUHCKOIO nU3aenuns

XMMUyeckne BelecTBa, WCMNOMb3yeMble MpuM  NPOU3BOACTBE  MEAWULMHCKOrO  W3genwvs,
NnoCTaB/AOTCA B BWUAE MPOBEPEHHbIX Cepuii B pamkax npoueaypbl KOHTPONS KauvecTsBa. [Ans
KaXA0ro XMMUYecKoro BellecTBa M MapTUM U Cepum B CUCTEMe KOAWMPOBAHUSA BeneTcH
OTAENbHbIN yYerT.

Cblpbe B3BELUMBAETCA COrlaCHO TEXHO/IOrMYECKOMY pPernameHTy 1 BNOCAeACTBMM CMeELIMBAeTCH,
C NOJIYYEHMEM OXNAXKAAOLLETO rens.

lenb HaHOCUTCA Ha ypansemylo MeHKy (MokKasaHO Ha pucyHke 3 pasgena 10 Ynakoska
MEeANLMHCKOrO N3enns) n HeTKaHbll maTepmnan (MokasaHO Ha pucyHke 4 pasgena 10 YnakoBka
MeANLMHCKOro n3genns). 3aTemM nosiyyeHHble 3aroTOBKN Hapes3alTCa No pasmMepy.

MnacTbipb  MEAVMUMHCKWIA  oxnaxpawwmn «Xanuky»/Cool”™ gel sheet Halykoo
YNakoBbIBAIOT B Calle U MapKUPYHT OMPeLeNeHHbIM HOMepoM cepun (MoKas3aHO Ha pPUCYHKe 2
pasgena 10 YnakoBka MeAWLWHCKOrO W3aenns), KOTOPbI CBA3aH C BXOAHbIMU CEPUSMM
maTepuana v faTtoli Nnpou3BOACTBa.

[anee cawe ynakoBbiBalOT BO BHELIHIOK KapTOHHYI KOPOOKY (BTOPMYHYH YMakoBKY), Kak
NMoKa3aHo Ha pucyHke 1 pasgena 10 YnakoBka MegULIMHCKOTO MU3aenuns.

Cnefyet OTMETWUTb, YTO MMEETCA MOSHasf npouefypa KOHTPOSA KayecTBa M [OKYMEHTOB Ha
mecTe npowussoactea «JWVA dapmacbioTvkan Ko., JITa.». lpouegypa KOHTpPONs Ka4yecTsa
cobnofaeTcsd MepcoHanoOM Ha Kaxoin cTaguu npouecca. Kpome TOro, ocyuiectsnsercs
BbIOOPOYHbI KOHTPOb FOTOBOI0O NPOAYKTa Yepe3 pasinyHble NHTepPBasibl BpEMEHWN A5 NapTUiA.
Mpouecc npoussoacTea MNnacTblpa MeAULMHCKOIo oxnaxjawouiero «Xanuky» / Cooling gel
sheet Halykoo (onucaHme m cxema) onmucaH B npunoxeHunm Ne 1 «[lpouecc npou3BoAcCTBa
MeANLMHCKOro n3genusa Mnactblpb MeAUUUHCKNIA oxnaxpatowmin «Xanmky» / Cooling gel sheet
Halykoo».

6.3 3ak/oyeHre 0 COOTBETCTBUU

MpunoxeHne Ne 2 «3ak/OUYeHWe 0 COOTBETCTBMM MeAULMHCKOro nsgenuns Mnactblpb MeAULMHCKINIA
oxnaxpaowmnin  «Xanuky«/Cooling gel sheet Halykoo Tpe6oBaHuam [OupekTtunebl 93/42/EEC»
NPVBELEHO AN1F 03HAKOM/IEHUS.

7. OAHHBIE O KJ/ETKAX, TKAHSX, OPEAHAX XWBOTHbIX WIN
UENIOBEKA, A TAKXE JIEKAPCTBEHHbIX CPEACTBAX BXOAAWMX B
COCTAB MEAVLMHCKOIO U3AENNS

B coctaB  meguuumHckoro  wu3genua  MnacTelps  MeAULMHCKOrO  OXJ/1aXAarlLlero
«Xanuky»/Cooling gel sheet Halykoo He BX0AAT KNeTKW, TKaAHWU, OPraHbl >XWUBOTHbLIX WK
yenoBseka.

NekapcTBeHHbIe CpefCTBa, BXOAALLME B COCTAB MEAULMHCKOrO U3A4eNns BKYeHbl B Tabnuuy 1
CocTaB lNnacTbipsa MeANULNHCKOro oxnaxaaroulero «Xannky»/Cool” gel sheet Halykoo.
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Norotun: KOHTPA/L CBUCC

8. METOAbl NCTNBbITAHNA N KOHTPOJIA

Mpounssogutens «KOHTPAL CBVCC CA» nofteepXxaaeT, 4To BCA MPOAYKUMA U MaTepuansl,
Mcnonb3yemble B MPOU3BOACTBE COOTBETCTBYIOT TpebOBaHMAM TEXHUYECKOW crneundukauum, v
npoLecc BbIMyCKatoLLero KOHTPOA KayecTBa OCYLLEeCTBASETCA COrnacHo TpeboBaHUAM CUCTEMbI
MeHemMxMeHTa Kayectsa ISO 9001 n ISO 13485.

KOHTpO/b KauecTBa TEXHO/OMMYECKOro npoLecca BK/OYaeT B cebs:
BXO/IHO KOHTPO/b CbIpbS,
BHYTPUMNPOU3BOACTBEHHbI KOHTPOb,
BbIMYCKaLWNIA KOHTPO/Ib Ka4yecTBa roTOBOW NPOAYyKLMN.

9. AOAHHBIE NO BE3OMACHOCTM W TPEBOBAHWE MO 3ALWUUTE
OKPY>XAILWEN CPEAbI

MepeyeHb OMNACHOCTEN, CBSI3aHHbIX C MPUMEHEHWEM MEAULMHCKOro W3genns u onucaHue
mMep/cnoco60B MNPUHATLIX C Lenblo o6ecneyeHMs LOMNYCTUMOCTM OCTAaTOUHbIX PUCKOB CM. B
MpunoxeHnn Ne 3 «llacnopT 6e30NaCHOCTU BeELLLECTBAY.

10. AHANN3 PNCKOB MEANUNHCKOIO N3AENNA

AHaNM3 puUCKoB MeANLMHCKOrO U3Jenma NpoBOAUACA B COOTBETCTBUM ¢ TpeboBaHnaMu DIN EN
ISO 14971:2013 (MeauunHCKMe ycTpoicTBa. [lpMMEHEHME MeHEeM)KMeHTa PUCKOB K
MeAULMHCKUM YCTPOKCTBaM).

Ha ocHOBaHMM aHanM3a KadecTBa M3[enNns OTMevaeTCsi OTCYTCTBME KaKUX-NOO0 KPUTUUYECKUX
npo6aem KayecTBa WAM 3aperucTpupoBaHHbIX Ae(eKTOB, KOTOpble MOrau Obl MOABEPrHYTb
PUCKY nauueHTa uUnm MeAuUMHCKWI nepcoHan. KOHTPOAb MNPOEKTMPOBaHWA, MaTepuanoB U
npoLeccoB MNpPOM3BOACTBA OCYLLECTBMAETCA Ha OCHOBaHWMWM MpefynpeauTenbHbIX Mep Ans
OOCTVIKEHUS BbICOKOTO KayecTBa M3AeNnid N CBEAEHUSA K MUHUMYMY PUCKOB.

Ha ocHOBaHWW NpuBELEHHOrO Bbile aHanu3a KomnaHua «AUVA dapmacetotnkan Ko., J1ta.»,
ANoHMA, nNpuwna K BbIBOAY, YTO Kakue-nbo PUCKWU, CBA3AHHbLIE C UCMO/b30BaHWEM [aHHbIX
n3jennii, ABNSKOTCS MWUHUMaNbHbIMW W AOMYCTUMbIMW B COMOCTAB/EHUU C MNOMb30OW [ANA
nawuueHTa.

MepeyeHb ONACHOCTEN, CBA3AHHbLIX C NPUMEHEHNEM MeAULUHCKOro U3aenuns n onucaHune
Mep/cnoco60B NPUHATLIX C LieNblo obecrnevyeHUs LOMNYCTUMOCTU OCTaTOYHbIX PUCKOB CM. B
MpunoxeHnn Ne 4 «AHann3 pucko/OLEHOUHbI TNCT».

B cooteetcTBuun ¢ 93/42/EEC, Pa3gena X MpunoxeHnua 1.1, B YaCTHOCTM OTHOCMUTE/IbHO pasjena
1 NpunoxeHunsa I; npoAyKT paspaboTaH 1 Npon3BedeH Taknum Crnocob6oMm, YTO Npu ero
MCMNONb30BaHUN A4/ HAMEYeHHOW Liefib OH He CO3faeT OMacHOCTW A1 NOJMb30BaTeNid U He CTaBuT
noj yrpo3sy KAaMHMYeckoe COCTOSIHME nauuneHTa.

B cooTBeTcTBUM ¢ 93/42/EEC, Pasgena X MpunoxeHns 1.1, B HaCTHOCTU OTHOCUTENILHO pa3fena
113 MpunoxeHus |; nonb3a 0T UCNONb30BaHMA NPOAYKTa NepeBeLlnBaeT N060WA
MOTEHLMaNbHbIN PUCK AN1A NauueHTa.

B cootsetctBum ¢ 93/42/EEC, Pa3gena X MNpunoxexnna 1.1; npogykT 6bii1 onpo6osaH
KomnaHunein «ANA ®apmacbioTukan Ko., JITg.», 1 NpUCYTCTBYET Ha pbiHKe ANOHUN B TeYeHMne
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HEKOTOPOro BpemeHn. HMKaknx onacHbIX NOBOUYHbIX 3)(DEKTOB He ObIN0 3aperncTpMpPoBaHO U
He oXupaetcs.

OTHocuTenbHo 93/42/EEC Pasgena X Mpunoxeuns 1.1.1 mbl o6paliaemcs K 3TOMY LJOKYMEHTY.
OTHocuTensHo 93/42/EEC Pasfena X Pasfena 2 ¥YCTaHOB/EHO, YTO NPOAYKT He npeacTaBnset
HUKaKOro pucka A1 nayuMeHTa OTHOCUMTENbHO MOJb3bl.

Bce apyrue pasgensl 93/42/EEC Pa3gena X He NpUMEHUMbI ANsl JaHHOTFO yCTpolicTBa Knacca .

11. YNMAKOBKA MEAVUWMNHCKOIO U3AENUNA

Bce Tunopasmepbl MnacTbipb MeAMLMHCKUIA oxnaxgawowmnin «Xanmky»/Coolilll gel sheet
Halykoo nocTtaBnstoTcs B NEpPBMYHON W BTOPUYHOM YynakoBKke. [lepBMYHas YynakoBKa
npeacTaBnseTr cob6oi cawe U3 allOMUHWEBOM (onbrn (Matepuan Mapku: 22-378906,
nponssofctBa «faii Hunnow MpuHTUHT Ko., N1TA.», ANOHMA), B KOTOpOe MoMelwiaeTca ABa
nnacTbips ¢ ygansaemon nneHkon (matepman mapku: OPP Emboss PA (920 mm), npon3BoacTBa
«AAVNHVNK KOPMOPEWLWH» (fnoHna). [lanee nepsBuuHas ynakoBKa MOMeLLaeTcs BO
BTOPMYHYIO YNaKOBKY, NPeACTaBNAOLWY COO0 KapTOHHYK KOpo6Ky (Matepuan mapku: FT6P,
npoussogctTea «Acaxu MpuHTUHT Ko., JIT4.», AnoHns). 2 nnacteipd X 8 cawe, 1 MHCTPYKUMIO
Mo NMPUMEHEHWIO.

KapTOHHble yNnakoBKW YKNaAblBatOT B TPAHCNOPTHbIE KOPOOKMN.

JononHutensHaa nHpopmauma npusefeHa B Tabnuuax 11-12.

Tabnuua 11. KomnnekTauymsa MegUUMHCKOro  um3genus lMnacTelpa  MeaULMHCKOr0
oxnaxgparouwero «Xanmky»/Cool” gel sheet Halykoo
HanmeHoBaHue Komnnektauuns
MeLULNHCKOro n3aenus
Mnactbipb MeAULMHCKUIA 2 NNacTbipa X 8 NakeTUKOB:
OXNTAXKAAK NI «XannKy» 2 nnactoipa / 8 cawe /30 KapTOHHbLIX KOPOGOK /1 TpaHCNOPTHas
5x11 cm. KopobKa
(pasmep TpaHcnopTHO Kopobku: 360x320x385(B) MM, Macca
6pyTTO: 8,7 KI).
Mnacteipb MeAULMHCKWUIA 2 NNacTbipa X 8 NakeTUKOB:
OXNaxpanwmnin «Xannky» 2 nnactbips/8 cawe /30 KapTOHHbLIX KOPOG6OK/1 TpaHcnopTHas
5 x13 cm. KapTOHHas  Kopobka  (pasmep  TPaHCMOPTHOMN  KOPOOKW:
400x320x385(B) mMm, macca 6pyTTo: 10,0 Kr).
MprmeyaHne, OTHOCUTENIBHO LENOCTHOCTU YNAKOBKU:

4 Kpas calle U3 aNtoMUHNEBO PONLIM AOMKHbI BbITb 3anasHbl.

Tabnuua 12. Pa3mepbl yNakKoBOYHbIX MaTepuanoB Ans MeauLMHCKOro migenua MnacTteips
MeAMLUMHCKOTo oxnaxjawouero «Xannky» /Cooling gel sheet Halykoo
KomnnekTauusa: 8 cawe /kopobka

onemMeHT MnacTblpb MeAULNHCKNIA MnacTblpb MeAULUNHCKWA
YyNaKoBKU oxnaxgarwmnin «Xannky» oxnaxgawuwmnn «Xanmky»
5x11 cm. 5 x13 cm.
Cawe ()95 x (4)165 mm (111)95 x (4) 185 mm
Kopobka (111)1200 x (E)72 x (B) 170 MM (LLH100 x (E)72 x (B)190 mMm
YnakoBouHbllii  (111)320 x (E)366 x (B)385 mm (111)320 x (E)407 x (B)385 mm
KapToH

[anee Ha pucyHkax 1-4 npeacTaBfeHbl WAMKOCTPaUUN MELULUMUHCKOTO W3AENus, TeXHOMOrui
NPON3BOACTBA MPOAYKTA, COCTABHbIX YacTel.
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BropuuHas (notpebuTenbckas)
ynakoBKa

PucyHok 1

epMeTNUHO 3aKPLITOE Callie, COfeXKaLliee OX/TadKatoLLLYtO reNieByto N0IOCKY MeMLIMHCKOTO 13nenus

PucyHok 2
OxnaxkgaroLas renesas rosocka
PucyHok 3
Ypansemas nieHka
OxnaxaaroLLmnii refib (MpUeraeT K Koxe)
PucyHok 4

HeTKaHHbI/i MaTepuan (06paTHasi CTOPOHA MEAMLMHCKOTO U3aenns)
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Ha pucyHke 5 npeacTaBneHa 3TMKeTKa MEANLMHCKOTO U3AeNNs Ha aHTINIACKOM SA3bIKe.

Ol 4BANI 3

B «@*>** §rorg ih,*
L4-4 AMM&MCTHmMt OA t* ¥ #«d if # Jorl,

GEL SHEETS

VLT T 416<

=> xR %uﬁ%@ 'l-*>-'
- )

SRDF SO Mk
B0 oo f f

Patches

COOLING GEL SHEETS

12. MAPKMPOBKA MEANUWMNHCKOIO U3AENNA

MapKnpoBka  MegMUMHCKOro  u3genuss  MnacTbipb  MeAWLMHCKAA  OXNaXKaaroLuii

«Xanuky»/Cool” gel sheet Halykoo gomkHa 6bITb Ha PYCCKOM f3blKe, LO/KHA ObITb YnTaema,
HeCMbIBaeMa.

Ha cawe (nepBuyHas ynakoska) MnacTbipeil MeAULMHCKUX OXNaxparwmx «Xanmky»/Coolln§
gel sheet Halykoo (cm. PucyHok 16) ykasbiBatoTcs:

- HAWMEHOBaHNe MeANLMHCKOrO N3LeNnns;

Ha3HayeHne MeAULUHCKOro n3fenns;

KO/INYECTBO M3MeNINii B YNaKOBKE;

HaumMeHOBaHVe 1 agpec NPOU3BOAUTENA MeAULMHCKOTO U3Lenus;

HauMeHOBaHWe N agpec MecTa NPOW3BOACTBA MEANLMHCKOIO U3aenus;

HavMeHOBaHMe W afpec NPUHATUSA MPETeH3UI Mo KayecTBy;

- afipec NpesCcTaBUTENbCTBA,;

- IOroTMN NPOU3BOAUTENS,
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- NOroTUN NpeAcTaBUTENS;
- aflpec caiTa KOMNaHuu - NpeLcTaBUTENS;
- afpec canTa NpoAyKunn «Xanmnky»;

- 06nacTb 1 cNocob NPUMEHEHNS;

- Mepbl NPeAOCTOPOXKHOCTH;

- COCTaB;

- YC/I0BUSA XpaHEHUS;

- pa3mep nnacTblps;

- * HoMep cepuu;

- *TofeH Ao;

- CPOK rofHoCTH;

- yKasaHue: «3+ (¢ 3 neT)»;

- Macca HeTTo;

- * cumeon CE-mapku.

Ha KapTOHHbIX KOpoOKax (BTOPMYHOI YynakoBKe) lnacTbipeid MeAULMHCKUX OXNaXgatoLnx
«Xanukysa/Cooling gel sheet Halykoo (cm. PucyHok 16) yka3blBatOTCS:
- HaMMEeHOBaHMe MeAULUHCKOTO U3LeNns;

Ha3HayeHne MegULUNHCKOro n3genus;

- KONIMYeCTBO U3JENNI B yNaKoBKe;

HaMMeHOBaHue ¥ afpec NPOU3BOAUTENA MEAULNHCKOTO U3aenus;
HaMMeHOBaHue ¥ afpec MecTa NPON3BOACTBA MEeAULMHCKOI0 U3LeNus;
HauMeHOBaHWe N agapec NPUHATUS NPETEH3UI MO KavyecTBy;

afipec npeAcTaBUTeNbCTBA,;

- IOroTMN NPOM3BOAUTENS;

- IOrOTMN NpeLcTaBuUTens;

- aflpec cailTa KOMNaHWW - NpefcTaBUTENS;

- afjpec caiTta NpoayKummn «Xanunky»;

- 06nacTb 1 cnocob NpUMeHeHNs;

- Mepbl NPeLOoCTOPOXHOCTY;

- COCTaB;

- YCNIOBUA XPaHEeHUS;

- pasmep naacTbips;

* HOMep cepuu;

- *TofeH fo;

- CPOK rogHocCTuH;

- yKaszaHue: «3+ (c 3 ner)»;

- Macca HeTTo;

- * cumeon CE-mapku;

- WITPUX-KOA,.

* - 0603Ha4YeHne CYMBO/OB:

- «CofiepXXu CBOO CTpaHy B UncTOTE!»

[E Mepen NpUMeHeHWEM 03HAaKOMbTECH C TIMCTKOM-BKNaAbILLEM

C€

Mocne 3aBepLUeHWs MpoLecca PerucTpauun MefULUHCKOTO M3L4eNNsS Ha KapTOHHYH KOpPOGKY
(BTOPUYHYIO YNakKOBKY) AOMONMHUTENbHO 6YyAyT HAaHECEHbl: HOMep W AaTa PerucTpalMoHHOro
Y[0CTOBEPEHUS, CUMBO/ 3HAKa COOTBETCTBUSA MPU AeKNapUpoBaHUM COOTBETCTBUSA B PO.

- Cumson CE-mapku.
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Norotun: KOHTPA/L CBNCC

13. METOZbl OUYNCTKW U AE3UHOEKLMN MEAULMHCKOIO N3AENNSA

MpoAyKT NpeAHa3HayeH TOMbKO ANSi 04HOPA30BOr0 MPUMEHEHUS.

14. CTEPUNNSAUMNA MEOVNUNHCKOIO N3AEJTNA

He npyMeHMMO K AaHHOMY NPOAYKTY.

15. TPAHCIMOPTNPOBKA MEAVNLUMHCKOIO N3AENNA

MeguunHCKMe M34eNnnsa MOryT TPaHCNOPTUPOBATLCA BCEMU BUAAMU KPbITbIX TPAHCMOPTHbLIX
CpeAcTB B COOTBETCTBMM C MNpaBuiamu, YTBEPXKAEHHbIMW B YCTaHOB/IEHHOM MNOpsAKe ANS
KaXJ0ro Bmfa TpaHcnopTa.

TpaHcnopTupoBaHWe OCYLLECTBMAKOT B COOTBETCTBUM C YCNOBUAMU XpaHeHus [lnacTeips
MeAMUMHCKOro oxnaxpatouwero «Xaaincy»/Cooling gel sheet Halykoo.

He 6pocaTb M He POHATb YNakKOBKWM MeAWUMHCKOro magenuns. ObpaliaTbCad C OCTOPOXHOCTbIO.
He cTaBUTb KOPO6GKY FrOPU30OHTANLHO.

16. CPFOK TogHOCTU MEANLUMNHCKOIO N3AENNA

Cpok rogHocTu lMnacTbipeii MeAULMHCKONO oxnaxaawuiero «Xanumky»/CoolH” gel sheet
Halykoo coctaBnsiet 3 roga ¢ fgaTbl U3roTOBNEHUS.

He ncnonb3oBath lMnacTbipy MeAMUMHCKOro oxnaxpawowero «Xanuky»/Cooling gel sheet
Halykoo no ncreyeHnn cpoka rogHoCTH, yKa3aHHOI0 Ha YnakoBKe.

17. YCNOBNA XPAHEHWA MEANUNHCKOI O N3OENNA

XpaHuTb B CyxXOM MecTe, npu Temnepatype He Bbiwe 30 °C, BAanu OT BO3AENCTBUS MPAMbIX
COJIHEYHbIX NyYel U UCTOYHUKOB Tenna. He 3amopaxusaTs!

XpaHuTb B HEOCTYMNHOM NS [LeTell MecTe.

O6f53aTeNIbHbIM YCNOBMEM ABMIAETCA COXPAHEHMWE LLe/IOCTHOCTM YMaKOBKU.

18. YTUITN3AUNA N YHUUYTOXEHWNE MEANUNHCKOIO N3OENTNA
Mcnonb3oBaHHble 4YacTu [iacTbipa MefuMUUMHCKOro oxnaxgatouiero «Xanuky» /Cooling gel
sheet Halykoo nognexwuT yTuamsaumv v YHUUYTOXEHWIO B COOTBETCTBUM C TpebOBaHUAMU K
obpaweHnio ¢ MeaULUHCKUMM O0TXO0AamK, YCTaHOBMeHHbIMM CaHlMuH 2.1.7.2790-2010 no
Knaccy b u MHbIMM HOPMATMBHO-NPaBOBLIMU aKTaMun Poccuiickoin degepaunn.
Heuncnonb3oBaHHble TnacTeipy MeAULMHCKOTO oxnaxgjatouwero «Xanuky» /Cooling gel sheet
Halykoo, He uvmMeBWMe KOHTaKTa C  OMONOTMYECKUMM  XKMAKOCTAMW  NaLMEHTOB,
HEMCno/sib30BaHHble YMAaKOBKU MeAULMHCKOro WU3fenus, LO/MKHbl ObiTb YTUAM3MPOBaHblI B
COOTBETCTBUM C TMOPSAAKOM YTUAM3ALUM  TBEPAbIX ObITOBbIX OTXOAO0B, YCTAaHOBJ/IEHHbLIM
3aKoHofdaTenbCTBOM Poccuiickoin ®epepaumu no knaccy A CanluH 2.1.7.2790-2010.

19. TAPAHTUHBIE OBA3ATE/ILCTBA U PEKNAMAUWA

Komnanna «KOHTPAL CBWCC CA» rapaHTupyeT cooTBeTcTBMe [lnactbipd MegMLMHCKOro
oxnaxpawowero «Xanuky» /Cooling gel sheet Halykoo Bcem Tpe60oBaHMSIM HOPMATUBHON
OOKYMEHTaUMM npu  COGMIOAEHUN YCNIOBUA XpaHeHWs W TPaHCMOPTUPOBAaHWUSA U He HeceT
OTBETCTBEHHOCTM 38 UCMO/b30BaHNE U3LENNA HE MO Ha3HAYeHWIO.
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Norotun: KOHTPA/L CBNCC

[Jara: 01.12.2015

/nognuck/
Mapusi JlabyHckast
EAVHONMYHBIA AUpeKTop

Ne 1798 (ogHa Thicavda ceMbCOT AeBAHOCTO djceMb) B OhumuymanbHOM peecTpe

NyraHo, 4 (4eTBepToro) mapta 2016 (ABe ThiCAYN LIECTHAALATOrO) roaa.

A, apgBokaT Maypa Konom60, rocygapcTBeHHbIi HOTapuyc r. JlyraHo, KaHTOH TWYMHO,
LLIBeiuapckas KoHdegepaums, HaCTOSALWMM CBUAETENIbCTBYHO MOA/IMHHOCTb BbILWENPUI0XEHHOW
nognucu rocnoxun Mapumn J1abyHCKON, MecTo poxaeHus: . CapaTtoB Poccus, gaTa poXxXAeHus:
4 mas 1982 r., rpaxpgaHkum Poccuiickoin depepauun, paspelleHve Ha NpoxwusaHue Tuna B,
npoxueatowen B r. MoHTaHbona KonnumHa a'Opo, BbiCTynawouwelr B KadecTBe EAMHONMYHOrO
AVpeKTopa C MpaBOM WHAMBUAYaNbHOW nognucyu OT uMeHu KomnaHum KoHTpag Csucc CA,
NyraHo, LUBeluapns, AWYHOCTb KOTOPOI MHOIA YCTaHOBMEHa, W 4YbS MOAMNUCbL MHOWA
y[,0CTOBEpeHa.

B noaTteepxaeHWe BbILLEN3TOXKEHHOr0, S CTaBA MOAMUCH MO CBOUM MMEHEM U CKpennsto
CBOEN MmeyaTbio HOTapuyca.

Apnsokat Maypa Konom60, rocysapcTBeHHbIn HoOTapuyc JlyraHo.

KBagpatHasa nedatb: Hotapuyc. AgsokaT Maypa Konom6o /nognuce/

ANOCTUNb
(Caarckas KoHBeHUMA OoT 5 okTA6psA 1961 roga)

1. CrpaHa: Pecny6nuka n kaHToH TuumHo (LU Beiuapus)
HacToawumnin ohnumnanbHblii JOKYMEHT

2. nognucaH Maypa Konom6o

BbICTyNarL el B kKa4ecTBe HoOTapuyca

CKpenJieH neyaTbio/WITaMNoM HoTapuyca

s w

Y LOCTOBEPEHO
B . bennnHuoHa 6. 7 mapTa 2016 T.
FocyfapCTBEHHOM KaHLenspuen
HOMED 3461
MeyaTb/WTamn: 10. noanuce:

/nognuce/
PPAHUMNCKA LUNTTEPKO

CekpeTtapb

© oo~NO

lep6oBas neyvatb: KaHTOH TuunHO, FOCyAapCTBEHHAA KaHLUenapus.
MownunHa 35 hpaHKoOB
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Norotun: KOHTPAL CBUNCC

MPUNOXEHWE Ne 1
Mpouecc NpoM3BOACTBA MEAVNLUHCKOro usgenus Mnactbipb MeAULUHCKNIA
oxnaxgarowwumi «Xanmky»/Cooling gel sheet.
Tabmmua 1

TecTnpyemsblie

MeToa KoHTpoONA

b/IOK-CXeMa NPon3BoACTBa Mpouecc
p A pou napameTpsbl CtaHgapT O6opygoBaHue
Mpuremka cbipba n
BCMOMOTraTeNbHbIX KonuuecTso,
maTepuanos MapKMpoBKa, OTCYTCTBUE yTeuek, BusyanbHblii
C Acceptance oi Kaw M aterials Mpuemka AedeKT BHEWHEro W310MOB YNaKOBKM 0cMOTp
yNaKoBOYHbIX BMAaa
maTepuanos
Bu3yanbHblii
Quantity, blbl-iiand Apptmmnevtest
< - B3BelleHHOe Co6ntoeHune pernaMmeHTa KOHTPONb No
Auxiliar JB3BeLLII/1BaHI/Ie
ary KONNYecTBO npu B3BELW MBAHUK 3N1eKTPOHHbIM
M aterials {I_
C(Unwoven Becam
Cloth) BHewHui Bug OTCyTCTBME 3arpA3HeHns, BuayanbHblil
W eighi MnactuunynposaHune
eighing <1 rens HepacTBOPEHHbIX BelWecTB OCMOTP
and B pamKax yCTaHOBNEHHOT0 3NeKTPOHHbIe
Lafeeht Macca nonocku . aapra BEChI
Kneading Aap
B pamkax yctaHoBneHHoro CrtanbHas
Pasmep nucra o
cTaHgapTa nuHelika
Pacnpegenenuve
C OTCcyTCTBME OKpallUBaHWA,
Spreading and Cutting BHelWHNii Bug 3arpA3HEHNs, HEPOBHOTO  BusyanbHelii
nonocku pacnpefeneHus u ocmoTp
<-o npocaynBaHua.
OTCcyTCTBME OKpallUBaHWA,
BHewWHUR BUA 3arpsi3HeHUs, HEPOBHOTO Bu3yanbHblii
nonocKm pacnpegeneHus u ocmMoTp
npocaynmBaHus.
uyo,
B pamKax yCTaHOB/MIEHHOTO
Macca nakeTa KOHTponupytouie
cTaHfapTa
e maccy
M aterials B pamkax yctaHoBneHHoro CranbHas
Pasmep naketa o
cTaHfapTa nuHelika
<£ OTcyTCcTBYET
L A KayecTBo NPOHWKHOBEHME pacTBOpa Bu3yanbHbli
C (tianmy. repmeTusanum OTcyTCcTBYeT ocMoTp
—) Label* and HanonHeHune
o Np|KuT»ACK* (BAAKOHOB NPOHWKHOBEHME CBeTa
Filling OTcyTCcTBYET
oKpallMBaHue,
nospexpaeHue,
BHewHNii Bug 3aKynopuBaHue. BusyanbHblii

Quantity am! Labels

naketa

PaccToaHune mexay

ocmoTp

< M306paXeHNAMMN JOMKHO
COOTBETCTBOBATb
TpeboBaHMsAM Ha ob6pasel,.
YKasaHue
MpaBuNbHO OTneyaTaHHasa o
npou3BoAnTens, BusyanbHblii
NH(popmauma B
pack Cepumn 1 cpoka . ocCMOTp
""" ackage YCTaHOB/IEHHOW NO3ULUKN
Materials rogHocTu
nuyo,
B pamKax ycTaHOBJ/IEHHOTO
- Macca Kopo6ku cTaHzanTa KOHTpoOnupytoLe
c—3 Aap e maccy
labels

OTCYyTCTBYIOT OTKNOHEHUSA

Packaging BHewHnii Bug OTcyTCcTBYET BusyanbHblii

KOpPOOKM OKpalwunsaHue, ocmMoTp

noBpexpeHuns
Y NnakKoBKU B KOPOOKM

CooTBeTCcTBYET ,

KonunyecTtso B BusyanbHblit
YCTaHOB/IEHHOMY

ynakoske ocCMOTp
3Ha4YeHUto

YKa3zaHue
MpaBunbHO oTnevyaTtaHHas o

npou3BoanTens, Bu3syanbHblit
NH(popmaumna B

Cepuun n cpoka . ocMOTp
YCTaHOB/IEHHOW NO3UL UK

rofHocTn
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Norotun: KOHTPA/ CBNCC

MpogomkeHme Tabnuupl 1

A Testing

CM. NMepeBOof, MPON3BOLACTBEHHbIX
TEPMUHOB B Tabnuue 2

YnakoBKa B
Hapy>XHble
KapTOHHbIE
KOPOOKU

MNposeneHve
1ccnefoBaHuA

BHeLLHWi BA,
KOPOOKU

Konnuectso B
yraKkoBKe

YKazaHve
MPOU3BOAUTENS,
Cepum 1 cpoka
rogHocTu

PesynbTathl

OrcytcTByOT
OTK/IOHEeHUs
OrcytcTByet
OKpaLLIiBaHWe,
MOBPEXIEHNA
CootBeTcTBYET
YCTaHOB/IEHHOMY
3HauyeHno
MpasunsHO
oTrneyarTaHHas
MH(opmaLms B
YCTaHOB/IEHHOM
no3uLmm

Bce pesynbTarts!
LOMKHbI
COOTBETCTBOBATb
YCTaHOB/IEHHbIM
KpUTEPUAM.

BusyarbHblii
ocMOTp

BusyanbHbIl
oCMOoTp

BusyanbHblli
0CMOTp

BusyanbHbIl
ocMoTp

Tabnmua 2 PacLumgpoBKa NPOM3BOACTBEHHbIX TEPMUHOB Ha aHIIMIACKOM $i3bIKe Ha PYCCKUIA S3bIK

MpremKa cbipbs

KonnyectBo, aTUKeTKa N BHELUHWUIA BUL
BcrnomoraresibHble MaTepuasbl (HeTKaHHbIiM

maTepuan)

B3BeLuvBaHue
MnactuuunposaHue
PacnpegeneHuve n peska
BHeLWHWIA BUA 1 3arpsasHeHmne
Y NakoBo4HbIE MaTepuabl

KonnuecTBo, 3TUKETKA 1 BHELLHWIA BUA

HarnonHeHne (hnakoHOB
KonnyecTBo 1 3TUKETKM
YnakoBka

MpoBeseHne nccnefosaHns

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Acceptance of Raw Materials

Quantity, Labels and Appearance test
Auxiliary Materials (Unwoven Cloth)

Weighing
Kneading

Spreading and Cutting

Appearance and Contamination

Package Materials
Quantity, Labels and Appearance

Filling

Quantity and Labels

Packaging
Testing
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Norotnn: KOHTPAL CBUCC

MPNNOXEHWE Ne 2

3ak/oyeHne 0 COOTBETCTBUM MEAULMHCKOTO n3genus Mnactbipb MeAULMHCKNIA OXNXKAAt0LL WA
«Xanuky »/Cooling gel sheet Tpe6oBaHuam Aupektnebl 93/42/EEC.

HacToalwmnm Mbl 3a9BseM, YTO MeUUNHCKOe n3genne “rNnactbipb MeANLUHCKUIA
OXNaXaloLWmnin” B BapuaHTax UcnosHeHns (No pasmepy) KnaccuuUnpyoTcs Kak
cooTBeTCTBYHOLWMe TpeboBaHNAM Knacca 1B cooTBeTcTBUN ¢ 93/42/EEC M NpUMEHUMBIM
TpeboBaHMAM Y NONOXEHUAM BbILLEeyNOMAHYTON AupekTusbl 93/42/EEC.

MpoayKT 6yaeT cofepxaTb MapknpoBky CE nog HabnwogeHvem nMmnoptepa. Hactoawmm
MPOAYKT HAaCTOALLMM 0CBOOOXKAaeTCs OT KOHTPO/IA U3 TPETLErO NMLa 0406peHHOro
YNO/THOMOYEHHOI 0 opraHa.

Moanuck

<[MognuncaHo>

dapuaH Nloyecc BEng(Hons) AMIMechE [ata:- 20 ceHTA6ps 2006 r. O6HOBMEHHAas
kKonua 8 nwoHa 2007 r.

3aKnoyeHne cocTas/eHo:

«Bapap Cucteme Jiumutea», 4 Oxon Ctput, TopToH, Bpaadopa, Bect Mopkwup, AHITAA
TenetoH: 00 +44 (0) 1274 426770

dakcmmunbHas cAsb: 00 +44 (0) 01274 426771

Email: Sales@barair.co.uk

Be6-cainT: www.barair.co.uk
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28



Norotun: KOHTPA/L CBNCC

MPNNOXEHWE Ne 3

MACIMOPT BE3SOMACHOCTU BELLECTBA.

MACTIOPT BE3ONACHOCTW BELLIECTBA

Penaiya N 1pen,
Jara vismeHeHust; -
MogroTosneHo: 14 ceHtsops 2012 1.

HasBaHve KoMnaHum «[NA dapmackroTvkan Ko., Jirg,»
Afpec 515 [HroboHmiv-Ho Kalmxapa-LLum Hapa
OrBeTCTBeHHbIA OTAeN  DapMaLIEBTVHECKOE OTE/IEHe

Ten.: +81-744-21-5577

Pakc: +81-744-20-1155

KoHtaktHoe o i «IVIA dapmackiotvkan Ko., Jiro»

3KCTPEHHOI CBS3V

TenedhoH 419 3KCTpeHHoN +81-744-21-5577

CBA3n

HA3BAHVE MPOAYKTA MnacTbipb MEAULIHCKIA OX/KAHOLLWANA
WOEHTVOUKALINA MPOOYKTA KraccuidmkaLivs oTAebHOro NpofdyKra Win coeayHeHns: CoemvHeHve

Xummdeckoe HassaHve  Boga vuepyH

XymnHeCKas Win HD CH®3

CTPYKTYPHast (hopmyria

Howmep ccbik B 2-242 (3aKoH

Ory6/IMKOBaHHOM CTIVICKe OTHOCUTE/TBHO

AnoHvm 3KCTEPTU3bI N
Pery mpoBaHmA
VIBrOTOB/IEHMA, UT.A,
XUMUYECKMX BELLECTB)
2-242(3aKoH 0
MPOMb ILLIEHHOI
6e30racHoCTV 1
3710POBLE YE/OBEKA)

CAS-Homep 7732-185 56-81-5

Kraccugwikauys OOH n He mpuveHmvo.

Ne

3aKkoH PRTR He npyveHvivo.  He mpuiveeHmvo.

BelugecTsa, HassaHve He mpuvervivo.  He mpriveHymo.

KOTOPbIX CriedyeT

YKa3bIBaTb Ha YTIaKoBKe

COr/laCHO 3aKOHY 0

MPOMbILLYIEHHOI

6e30rMacHOCTL 1 300P0BbE

YesioBeKa

3avevaHns: CopeprraHie 70 %

v Gornee
13 gpyroe coipse
VOEHTVIOVKALIAA Kareropus: He npuveHnvo.
ONACHOCTEN OrlacHoCTb: OrcyTCTBYIOT 0C00bIE OracHOCTU

Bpep: OTCyTCTBYHOT 0COOLIE OMaCHOCTY

BozgeiictBie Ha  OTCYTCTBYHOT OCOObIE OMaCHOCTM

OKpYX@tOLLYH0

cpeny
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MowvBMHWIOBLIA  YacTHHO

crvpT HelATpaM30BaHHas
MO/IMaKPIOBas
K/CnoTa

6-682 (3aKoH 6-901 (3axoH

OTHOCUTE/bHO OTHOCUTESEHO

3KCMEPTU3bI U 3KCTepTVi3bl U

peryiMpoBaHus PerynmpoBaHa

V3roToB/ieHns, UT.A, U3roToB/eHNA, U

XVMVHECKX T.[L XVMAHECKVIX

BELLIECTB) BELLIECTB)

6-682 (3akoH 0

MPOMbILLITEHHOI

6e30MacHOCTN 1

310POBbE Ye/IOBEKA)

25213-24-5 9003-4-7

He npyiveHnvo. He nprveHymo.
He mpumeHyvo.

BeLuecTsa, HassaHve He mpyiveHmvo.
KOTOPbIX CriedyeT

YKa3bIBaTb Ha

YTIAKOBKE (METaHO/,

MeTaKpuar), Crarbs

57-2

Copepanve 10%
WM MeHee
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Norotun: KOHTPA/L CBUNCC

MEPbI OKA3AHIS
MEPBO MOMOLLIV

MEPbI

MPOTVIBOMOXAPHOIN
BE3ONACHOCTA

CNMYYAVHbI BbIEPOC

OBPALLIEHVE U
XPAHEHV/E

KOHTPO/b
BO3AEVCTBMA

PUBNYECKVE N
XMNHECKVIE
CBOVICTBA

VH®OPMALIA OB

OlMNACHOCTU

Mma3a

Koxa

BapxaHve

[pornarbiBaHve

Cpenctsa
MOXaPOTYLLEHVA

CrieuiansHble
cpencrsa
MOXaPOTYLLEHA
Sawyragia
MNOXapHbIX
Mepb!

Hemezy1eHHO MPOMBITH /183 BOLOM WM HyTb TEMVION BOKOV 1 0OpaTUTLCA 3a MOMOLLHO K
odransmoriory.

(3a vickmHoHeHViEm CiTyyaes, KOrfa 00LLye NOTPEOUTEN MPYMEHSIOT MPOAYKT [O/DKHBIM
06pasom) MpoMbIBaKOT KOy BOAOI WK YyTb TEMVION BOON.

Cpasy BbBeCTU MOCTPaABLLEE /LD Ha CBEXVIA BO3YX.

Y pansoT MacTbipb, OCTatOLLMVICA BO PTY, BbIMVBAIT AOMOSHUTE/ILHOE KOMMHECTBO
BOZb! M HAGMOAAKOT 38 COCTOSHVEM. [P HAIAH|MN KaKVX-TIMBO VBMEHEHII B
(13MHECKOM COCTOSTHV TMOKa3bIBAKOTCS! Bpady.

IMopOLLKOBbIe CPeACTBa TYLLEHWS, MEHbI V13 BOAOPACTBOPVMOIA YXALKOCTY, YITIEKVC/TbIA
ras, MecoK, pacribiieHvie Bogp!

BTOKMPYHOT VCTOUHVIK BOSTOPaHIAS! W FaCsTT OrOHb M MOMOLLY! MOAXOAALLYIX COEACTB
TyLLEHVs. [POTVBOMOXKAPHbIE PaGOThI MPOBOAAT MPOTVIB BETPa

OrieBaroT NOAXOAFLLE 3ALLTHOE CHAPSDKEHVE (MEPUATKY, OUKY, Macka, UT.J.) M
MPOBEIEHV MOXKAOTYLLEHMS,

(3a VICKITHOHEHEM CITyHAEB HAZ/IEXALLENO CTIONS30BaHIA MPOYKTa OBLLYIMMA

MPEAOCTOPOXHOCTY MOTPedUTENaMIA) OneBatoT 3aLLTHOE CHaPsKEHVE (NepUaTky, OUK) MU yYCTpaHEHN

oraTena

Mepb!

BbIOPOCOB.

B c/Tyuiae MAcCOBOTO BbIGPOCA 3BaKYVIPYHOT JHOZEN B GE30MACHYHO 30HY.
[Mpy HEOBXOAYIMOCTV OGECTIEUMBAIOT LOCTATOHHYH) BEHTWISILIMIO

1/30eratoT BO3AEICTBIA Ha OKPY KAHOLLYHO Cpefy Moc/ie MpAvIoro BbIGpOca B peky Win

MPEAOCTOPOXKHOCTM CTOUHbIE BOfbL

A5 OKpYXMALOLLIEN
cpegp!
VHCTpYKLMM Mo
yTWm3aLMn

[Mpoveaypb!
obpaLLeHVA

CobuparaT B KOHTEIHEPb! M OK/ratoT. [pi paboTe 0feBataT 3aLLTHOE CHAPSDKEHVE
(MepyaTKY, 04KM). ByabTe OCTOPOXHBI, MOCKO/bKY M/1aCTbIPb PACTBOPSETCS B BOAE U
[ENaeT M0/ CKOMB3KVM.

(3a MCKIOHEHVIEM CITyHaEB HAZYIEXALLIErO KCTIOMNG30BaHNA MPOIYKTOB NMOTPEOUTESAMM)
PaboThb! MPOBOAATCA BXOPOLLIO BEHTWIMPYEMOM MOMELLEHMN. He 1Crionb3yroT
MAaTEpMAbI, KOTOPbE BbIBbIBAHOT BOrOpaHUe, VICKPEHVie Wikt Wik
BbICOKOTEMMEPATYPHbIE VCTOHHVIKA 3aMVMaHVA,

YCroBYisSt XpaHeHIs XpaHTb B FepMETMHOM KOHTEVHED B XO/IOAHOM TEMHOM MECTE.

KoHTporb
Temreparypb!
Joryctvves
Temreparypa
YcTpoiictea
obecrieveHma
6e3oracHoi
paboTb!
ViHovBuayanbHbe
Cpe[CTBa 3aLLMTh

Oncanve

OtHocurenbHas
M/I0THOCTb
PacteopymOCTL

Temneparypa
BCTbILLKU
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JaHHbke oTcyTCTBYHOT

JaHHbke oTcyTCTBYHOT

(3a MCKTTHOMEHIIEM CITYUaEB HALIEXALLIETO VICTIOMNb30BAHI MPOZYKTOB NOTPEGUTENsVIM)
Psiiom ¢ paGoueld 30HOi YCTaHAB/VBAKOT YCTPOVCTBA /15 MPOMbIBKY /183 1 TeNa.
YCTaHaB/MBAHOT MECTHYHO BEHTWILIHO.

OpraHb! bxaHys: (33 UCKIHOHEHVIEM CTyHaeB HaYIEXALLIErO UCTIOMb30BaHWA MPOLYKTOB
notpebuTeniaM1) OneBatoT B 3aBUCMMOCTM OT CUTYaLWN.

Pyxu: (32 UCK/HOHEHVEM CITyHaEB HALYIEXALLIErO UCTIOMb30BaHMSA MPO/YKTOB
noTpebuTenamm)

OreBaroT 3aLLUTHBIE MEPUATKA.

[nasa: (3a UCKITOHEHVEM CITy|aeB HALIEXALLIENO MCTIOMNE30BaHA MPOLYKTOB
noTpebuTensmMm)

OneBaraT 3aLLMTHbIE OHKN.

3awmaTena n Ko (3a UCKITHOHEHVEM CITy|aeB HaZYIeX@LLIErO UCTIOMb30BaHISA
MpoLyKTa 06LLyIMM MoTpeduTensM1) OneBatoT 3aLLMTHYHO OAEXKIY, 3aLLMTHbIE GOTUHKY,
PEHTTEHO3ALLYTHB IV (HapTYK U T. A,

Mpyinapka, NOAroTOB/EHHaS NP HAHECEHW CUHETO N/IaCTbIPA Ha HETKAHHYHO TKaHb C
MOKPbITVEM MVIACTbIPb MVIEHKON.

3anax MeHTorna

JaHHbe oTcyTeTBYHOT

MayiopacTsopyMO B BOZE
JaHHbEe oTcyTeTBYHOT
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(CTABWIBHOCTD,
PEAKTV/IBHOCTb)

Temneparypa
BOCTVIaMEHeHMA

BepxHuii 1
HVDKHIA Mpeden
Mpezen
B3PbIBAEMOCT
CrabwibHOCTb 1

peaKLyIoHHas
CMOCOGHOCTb

TOKCUNKO/TOMMYECKIWE ArpecciBHOCTb

JAHHBE

VIH®OPMALIIA O
BO3AEVCTBI/N HA
OKPY>KAHOLLIYHO
CPELY

PEKOMEHIALW MO
YIANEHVIO
OTXO/OB

VIHPOPMALIIA O
TPAHCTIOPTUPOBKE

VH®OPMALIIA O
HALIMOHAJTBHOM U

MEXIYHAPOIHOM
3AKOHOIATENBCTBE

[PYTOE

JAkoxm
Octpas
TOKCUYHOCTb
PasnpaxatoLLee
[IECTBYE
CeHevbrmzauys

JlerpaaypyemocTs
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JaHHble otcyTCcTBYHOT

JanHble otcyTeTBYOT

CrabibHO B HOpV/TbHbIX YCOBUSIX UCTIOMNB30BaHYS

Het

JaHHbe oTcyTCTBYHOT
JaHHbe oTcyTCTBYHOT

JaHHbRe oTcyTCTBYHOT

JaHHbke otcyTeTBYHOT

[Py CKUraHIAM COB/IKAOT COOTBETCTBYHOLLYE 3AKOHbI 11 NOCTAHOBEHIAA,

33aK/THOHAHIT KOHTAKT CO CrieLvanyB/p0BaHHbIM NepepaboTHVKOM MPOMbILLEHHbIX
OTXQL0B, TPAHCTIOPTHOW OpraHV3aLyer W OrepaTopoM, AESTe/BHOCTb KOTOPbIX
CepTUMLIVMPOBAHA MPABUTENECTBOM, U AODKHBIM 00pasoM YTWIM3VPYHOT MPOLYKT B
COOTBETCTBIM C 38KOHOM 00 YIa/IeHM OTXOL0B V1 OHVCTKY 30H OBLLECTBEHHOMO
MOMb30BaHIA (3aKOH, KaCAOLLIACS YTIM3aLV 11 OHMCTKA OT Mycopa), a Taloke
COOTBETCTBYHOLLYIM/ 38KOHaMM 1 NOCTaHOB/IEHV M.

V/B6erator OrpoKAabBaHA U MBAHIA.

HexoTopas VHGopVALYA MOXET OTCYTCTBOBATH M0 MPUUMHE HEMO/HOTO V3yHeHms
[JIOKYNMEHTOB 11 OMy6/IMKOBaHHbBIX JaHHBIX. [M03TOMY MPOyKT CrigayeT MCrob308aTh C
60/TbLLIOV OCTOPOXHOCTBHO. UCIOBbIE 3HAUEHVIS COAEMKaHIS, (MBUHECKIX /
XVIMHECKMX CBOVICTB, UT.[L. He SBMAKOTCA FrapaHTUPOBaHHLIMI Mokasaterisvm. Mepbl
MPEAOCTOPOXHOCTY, OMVCaHHbIE 30ECh, SBMAKOTCS OOLLYIMA. B cryviasix, ecm npodyKT
VCrIO/3YETCs 0C0ObIM CTIOCOB0M, HEOBXOMMMO 60rIEe TLLIATENBHOE M3YHEHME.
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Penpiya Na 1 peq,
Jara viaveHeHns; -
MogrorosrieHo: 28 anpe/a 2014 T.
MACTIOPT BE30INACHOCTV BELLIECTBA

HasBsaHvie KomraHumn «ANA dapmacstoTvikan Ko., Jig»

Afpec 515 xoboumiwt-yo Kalmxapa-LLm Hapa
OrBeTCTBEHHbIN OTAeN  PapMaLIEBTVHECKOE OTAENEHVE

Ten.: +81-744-21-5577

axc: +81-744-20-1155

KOHTaKTHOE /mLIo 1A

3KCTPEHHOI CBA3V «[VIA dapvacktoTvikan Ko., JSiig,»
TeneoH /19 SKCTPeHHOM +81-744-21-5577

CBA3N

HA3BAHVE MPOAYKTA  MnacTbipb MEAYLMHCKIIA OXTaKOAHOLLANA
VOEHTUOUKALIA MPOAYKTA KraccvdmkaLms OTAebHOo MpodyKra Wi coeayHeHust: CoevHeHve

WOIEHTUOUKALINA - Kateropust: He npuvveHmmo.
OMACHOCTEN OracHoCTL: OTCYTCTBYHOT 0COBbIE OMACHOCTU

Bpen: OTcyTCTBYHIT 0COObIE OMACHOCTM

Ha OKPYX@OLLYH0  OTCYTCTBYIOT 0COObIE OMACHOCTM

cpeny

Bozneiicterie
XMMYeECKoe Bopa vuepuH (Glycerin) MorwvBMHAIOBLIA  YaCTVMHO HeATPaM30BaHHas NOMMAKPIIOBaS
HasBaHve crmpT KVCoTa
Xummdeckaa wm - HD CHI3
CTPYKTypHas
thopmyna
Howmep ccbinkv B 2-242 (3aKoH 6-682(3aKoH 6-901 (3aKOH OTHOCUTESTLHO SKCMEPTU3bI U
Ory6/IMKOBAHHOM OTHOCUTE/TbHO OTHOCUTENBHO perynpoBaHIA M3rOTOBEHS, UT.0,
CrMCKe FANoHU 3KCTEPTV3bI 1 3KCrEPTU3LI U XVMUYECKVIX BELLECTB)

PerynmpoBaH A perynMpoBaHis

VIBTOTOR/EHMS, UT.J, VBrOTOBRSEHUS, UT.A,
XUMMYECKMX BELLECTB) 2- XVIMUHECKUX

242 (3aKkoH 0 BELLECTB)

MPOMbILLIIEHHOI 6-682 (3aKoH 0

6e30MacHOCTV 11 340POBLE MPOMbILLITEHHOV

YerioBeKa) 6e30MacHoOCTV 1

3710POBbE YESOBEKA)
CASNo. 7732-185 56-81-5 25213-24-5 07.04.9003
Kraccudwikauma He npuvveHnvo. He npyveHmvo. He npuveHnvio.
OOH M Ne
3akoH PRTR He mpuveHnvo. He npuveHmmo. He npuvveHnvo.
BelLpCTBa, HassaHve He npyveHMo. He nprveHmmo. BellpCTBa, HasBaHve He MpUVEHUMO.
KOTOpbIX CriedyeT KOTOPbIX CriedyeT
YKa3bBaThb HA YKa3bIBaTb Ha
YTIKOBKeE COITIacHO YTaKoBKe (MeTaHor,
3aKoHy 0 METaKpWIaT), CTaTbs
MPOMBILLITEHHOI 57-2
6e30MacHOCTV 1
3[10POBLE YerIoBeKa
3amvesaHVA: CopepraHue 70 % win Copeparve 10%
6oree WA MeHee

12 ipyroe coipbe
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Norotun: KOHTPA/L CBUCC

MEPbI QKA3AHI/IF| Fasa

MEPBOV MNMOMOLLA
Koxa

BapxaHre

[pornarbiBaHve

MEPbI

MPOTVBOIMOYAPHOW  CpeacTea

BE3OINACHOCTU MOX@POTYLLEHNA
CrieLvarnbHbe
cpencTsa
MOXapOTYLLEHVA
SawyragA
MOMaPHbIX

CNYUYA/HBIA BbIEPOC  Mepb!

HemeyieHHO NMPOMbITH [/1a3 BOROV W YyTh TETVIol BOAOIA 1 0GPATUTLCS 38 NMOMOLLHO K
oQpra/IbMOsiory.

(3a vcKTHoHeHVEM CrTy4aeB, Koria 06LLyie NOTPEOUTEN MPUMEHSIOT MPOAYKT A0/KHBIM
06pazom) MpoMbBaKIT KOXy BOZOM W YyTb TETVION BOROM.

Cpasy BbIBECTM NOCTPALABLLEE /LD HA CBEXIA BO3YX.

YIanaroT MiacTbipb, OCTAIOLLYNACA BO PTY, BbINVBAOT AONOMHUTE/LHOE KOMMHECTBO BOfbI U
HabMHOOAKOT 38 COCTOAHVIEM. [Py HaNIMHN KaKVIX-TINOO0 M3MEHEHVIIA B GIVBHECKOM COCTOSHU
MOKa3bIBaKOTCA Bpady.

IMopOLLKOBbIE CPEACTBA TYLLEHWS, MeHbI 3 BOAOPACTBOPMMOIA XXALKOCTH, YITIEKVICITbIA a3,
MECOK, pacriblieHve Bofpl

BOKVPYHOT MCTOYHUK BO3TOPaHY W FaCsTT OFOHb MY MOMOLLY MOAXOAALLYIX CPEACTB
TyLLEHVA. [TPOTVBONO@PHbIE PaBoTLI MPOBOASAT MPOTVIB BETPA.

OpeBaroT NOAXOLALLEe 3aLLWTHOE CHAPSKEHVIE (MepUaTKY, 04K, Macka, UT.A.) Mpu
MPOBEAEHVN MOMAPOTYLLEHVS.
(32 MCKITHOHEHVEM CITyUaER HALYIEXALLIErO VCTI0Mb30BaHA NMPOLYKTa OBLLMA MOTPeOUTEIAMA)

MPEAOCTOPOXHOCTV OfEBAIOT 3aLLMTHOE CHAPSDKEHIE (TEpHaTKYA, O4KM) MpW YCTPAHEHV BbIGPOCOB.

araTena B cryuae MaccoBOro BbIGPOCa 3BaKyVIPYHOT JIHOAE B GE30MACHYHO 30HY.
IMpv HEOOXOAIMOCTI 0GECTIEHVBAIOT LOCTATOUHYHO BEHTWIALMIO
Mepb! 1/136eraraT BO3AEVCTBIA Ha OKPY KAHOLLYHO Cpey Mocsie MPSIMOro BbIGpOCa B PEKW WM CTOHHbE
MPELOCTOPOYKHOCTY BOZpL
£ OKDYALOLLEV
cpepl
CobupatoT B KOHTEHEPbI M OKAFAHOT.
WHeTpykumMm o [Mpum paboTe OfeBatoT 3aLLMTHOE CHApsPKEHVE (MEpHaTKYA, O4KN).
YTWIM3aLN By/bTe 0CTOpOXHbI, NMOCKOMbKY MVIACTbIPb PACTBOPSETCH B BOAE W EMAET MO CKOMB3KAM.
OBPALLIEHVE N [Mpougemypb! (3a 1CKMKOHeHVIEM CITyYaeB HAZSIEXALLIErO UCTIOMNb30BaHNA MPO/yKTa O6LLYIMA NOTPeOUTENaMI)
XPAHEHVIE ObpaLLEHA Pab0TbI MPOBOAATCH B XOPOLLIO BEHTWIMPYEMOM MOMELLEHN. He 1Cronb3yroT MaTepuarb,

KOTOpbIE BbBLBAKIT BO3TOPAHIE, VICKPEHVIE W WV BbICOKOTEMIEPATYPHBIE VCTOHHVKU
3DKAraHV.

YCrioBYst XpaHeHUst XpaHUTb B FepMETYHOM KOHTEVHED B XONIOHOM TEMHOM MECTE.

KOHTPO/b KoHTporb

BOBEMCTBISA Temrieparypbl
Jonycrves
Temneparypa
YcTpoiicTea
0beCTieYeHmA
6e3oriacHoin
paboTbl
ViHoyeiayanbHbe
CPefCTBa 3aLLMTHI

Oncanve

PVBNHECKVE N OrHocuTenbHas
XVMNYECKVE TVIOTHOCTb
CBOVICTBA PacTBOPUMOCTL
VHPOPMALINA OB Temneparypa
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JaHHble otcyTCTByHOT

JaHHble otcyTCTByHOT

(3a 1CKMKOHeHVIEM CITyUaeB HAZIEXALLIENO UCTIONb30BaHA MPOLYKTOB NOTpeduTenamm) Paaom
C paboueyi 30HOI YCTaHaB/VBAKIT YCTPOCTBA /1A MPOMbIBKY 17183 UTena
YCTaHaB/MBAKOT MECTHYHO BEHTWIALIKO.

OpraHb! fbXaHVs: (32 UCKHOHEHVEM CITy|aEB HaLIEXKALLIErO UCTIOMb30BaHVA MPOyKTa
06LLYIMM noTpebuTeramn) OIeBakoT B 3aBVCMOCTU OT CUTYaL.

Pykut: (3a UCKIHOHEHVIEM CITyUaeB HAZIEXALLIEO VCTIO/b30BaHVA MPOyKTa 06LLYIMM
NOTPEOUTEAMM)

OneBatoT 3aLLMTHbIe MepHaTKu.

[nasa: (3a MCK/HOHEHVIEM CITyHaeB Ha/IeNaLLIEro CMO/b30BaHA MPOLYKTa OOLLMA
NOTPEOUTENAMM)

OneBaroT 3aLLTHbIE QYK

3almaTena v Koxu: (3a UCKHOHEHVEM CITyHaeB HaLIEXALLIEN0 MCTIOMNL30BaHMA MPOyKTa
06LLyIMM roTpebuTesvv) OnEBaKIT 3aLLMTHYH QAXY, 3aLLTHbIE GOTVHKY,
PEHTTEHO3ALLUTHBIA PBPTYK U T4,

MpunapKa, NMoaroToB/eHHas NP HAHECEHI CUHErO MVIACTbIPA Ha HETKAHHYHO TKaHb C
MOKPbLITVIEM MVIaCTbIPb MIEHKOMA.

3anax MeHTonma

JaHHble otcyTCTBYHOT
MariopacTBopvvO B BOgE

JaHHble otcyTCTBYHOT
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OMNACHOCTI BCTbILLKA
(CTABWIBHOCT®, Temneparypa
PEAKTVBHOCTD) BOCTVIAMEHEHMA
BepxHuii n
HYDKHWVA Mpesen
Mpegen
B3PbIBAEMOCTY
CrabubHOCTb 1
peaKLyIoHHas
CIMOCOGHOCTH
Arpecc/BHOCTL
L8 KO
Octpas
TOKCUUHOCTb
PasfpaxatolLiee
TOKCUKO/TOIM’MYECKVIE peticTare
JAHHBIE CeHeubuwmsauma
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JaHHble oTcyTCTBYIOT

JaHHble otcyTCTBYIOT

CrabuisHo B HOPMa/TbHbIX YCI0BUAX UCTIO/NL30BaHNA

Ner/n
JaHHble otcyTCTByHOT

JaHHble otcyTCcTByHOT
JaHHble oTcyTCTBYHOT
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Norotun: KOHTPA/L CBUCC
MPUNNTOXXEHWE Ne 4

AHann3 pyckoB/OLEHOYHbIV NINCT.

HazBaHue MnacTbipb MEQVILYHCKAIA -

MpoayKTa OXNTKOAHOLLIA «Xanky»/Cool e gel sheet Halykoo YteepxieHo  Co3ggHo
Lira 17 aHBaps 2011 ropg| Beiryck No 11 st K
CospgH Taxewm Elmmypa Ve Eimvypa
1 KoHTposib pricka OLLeHKa [y191 OCTaBLLXCA PVCKOB
ViBBeCTHBLEE/ .
Mporecc/Onepa Mokazatesb  Bo3MOXKHbIN Bpep, 3 b3 1lokazatenb 2 Mokasareb 3
L npgﬂgéazmy;ﬂbe Onackas VAR 560emaeno 2 Touwocrs ObLiee Heobxomu- Meton saboneBae-  3abonesaevocTn Touroers D23
cm MOCTb NOCTV ObLLee
KowHbi
CTMYTIALMOHHBIA
Jo6agreHvie BELLECTB Tecr ¢
B0 ' Bewwectsa, obragarolye . VCrOMb30BaHVEM
BatOLLyIX CBOVICTBOM 5 Boyrewcrene Ha 5 3 I6) Y 00pasuB (B Cyyae 2 2 2 8
BOSABACTBIE HA KOy BO3/E/CTBOBATH Ha KO KOKY [1003B/MEHNS HOBbIX
(60r1bLLIOE KOMMHECTBO) ny VHIDRIVEHTOB, W
V3O ITO4HOM
KOMHeCTBe
MPELIR/EHTOB)
KowHbi
CTUNMYTILVIOHHb I
Paspabotka Mo Tecr ¢
. [I0GaBeHme BELLECTB, epsl VCMO/b30BaHVEM
JIEKaPCTBEHHOM MopraHvie B0 Bpems
thopmb! BE b: BE ubslmm rraza  Pa0OTBICBpEAHEMA 2 gﬁﬁwﬁemm 2 5 20 Y o6pa36 ""Oﬁm(g m 1 1 2 2
(601bLL0E KOMMHECTBO) 0GLEKTaMA HECHaCTHbIX CIy4aeB VHIPEAVIEHTOB, WK
VBObITO4YHOM
KOMYeCcTBe
MPELIREHTOB)
Ve
BVONOrVHECKON
£ocopOvpoRare ABCopOvpoBatve 5 ?'Qnmﬁe”fémoe 5 2 50 Y oo 1 1 1 1
VIOAKTVBHBIX BELLECTB  B10aKTVIBHbIX BELLECTB N VHIPELVeHTa
PEryrATOPHBIMMA
aKTamm)
CsobosHbe . Pacriggwm 5 Bpep s opraHusva 3 3 &5 v TeCT apeKTMBHOCT 1 1 2 2
KOHCEPBaHTBI (HVBKUA  1CrONs30BaHVe Yyeriosexa KOHCEepBaHTa
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YPOBEHE)

BbicotoLLl ypoBeHb
KOHCEpBaHTOB

KOHCepBaHTbI, KOTOpbE
VHAKTVIBVDYHOTCS K

Ha4VA IpYTUX
VHTPEVIEHTOB

XapaKTepUCTUKM CbIpbs,

KOTOpbEE SBSHOTCA

HEMPUIrogHLIMI (Takvie

KaK pacTBOPMUMOCTb)

Hv3K0oe KaYecTBO CbibA

CraHOapThI BELLECTB,

BPEOHbIX /1 Ye/IoBeKa

Cnocob V3roToB/MEHA

Cbpbst

Norotun: KOHTPAL CBUCC

MPOzyKTOB pacriaa

Vcrionb30BaHve
MPOAyKTa, KOTOpbIA
CoaepAT
KOHLIEHTPaLWIO
KOHCEPBAHTOB,

BbBbIBAOLLYIX
CTUNYTSLO

Pacriag wm
WCTIOb30BaHYe

MPOJyKTOB pacriaza

[eTeporeHHOCTL
KOMTOHEHTOB

3arpsisHeHve
HEOUMLLIEHHBLIMIA WK
MOCTOPOHHUMMA

BeLLCTBAMU
Cwvech BpeaHbIX [y

UE/IOBEKA BELLECTB

Cwvech BpeaHbIX
YerioBeKa BeLLECTB
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BozneiicTBrie Ha
KOXY W
3a00/1eBaHME KOXA

Bpep 151 opraHvsva 3

YENOoBEKA

BozaeiicTBre Ha
KoKy

BozneiicTBrie Ha
KoKy
(MHOXE©CTBEHHOE 1
HeornpeserieHHoe)
Cvech THENBIX
MET&/VI0B W
MbILLBAK
cofepraLLyx
BeLLECTB
(MHOXECTBEHHas 1
HeonpeLe/ieHHas)
CVECH TDRENBIX
MET/VI0B WK
MbILLBAK
cofeprarLinx
BeLLECTB
(MHOXECTBEHHaA 1
HeorpeierieHHas)

KoxHbIA
CTUMYTIALMOHHb I
TECT C
VCMOMb30BaHVEM
06pasLioB (B Cryqae
[106aBMEHIA HOBbIX
VHIPEOVEHTOB, WA
VBObITOYHOM
KOMMUYecTBe

MPeLIEEHTOB)

TecT agxpeKTVBHOCTU 1

KOHCEPBaHTa

MpoBepKa Ha
JlabopaTOpHBIX
06pasLipX,
MpoBepKa Ha
MaCLLITabMpyeMbIX

0GpasLiaX MpoayKLyN

[NoareepxaeHe

CreLVMIHOCTI
KaXa0ro Coipbst

[NoareepxaeHve

CreLyMYHOCTI
KaXKaoro Cbipbst
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Norotun: KOHTPAL CBUCC

[NoareepkaeHre
Tunb! 1 KOMYECTBO Vicrons30BaHvie BpeaHbIX Boapgeiictere Ha C,gﬁ%”o?ﬂm
[106aBOK, VCTI0Nb3YeMbIX [/151 YErIOBEKa BELLECTB, 3 KOXy 3 3 o7 v npoBepKa na‘?:b:(')pTa 2
He COOTBETCTBYIOLLYIM  HECOOTBETCTBYHOLLIEE (MHOXECTBEHHOE 1 BE30MACHOCTIZAMPOC
06pasom VCro/530BaHVe HEOrpee/ieHHoe) oLV
MpeLEneHToB
BozpgeiicTeiie Ha
Cwmech BpeaHbIX 4y 3 KOKY, TDKEbE N - -
Ye/I0BEKA BELLECTB METVIbI U T.4, 2 1 6
BoznelictBre Ha
}I?gspa6on<ﬁH ol Cwmech BpeHbIX 1A 3 KOy, THENbE 3 1 9 N - -
W YerioBeKa BELLECTB VET/Ibl U T4,
Meyath BHYTPEHHeN TecT Ha
MNIeHKM caLLie (He CrupaHve ¢ 4 BosHviKHOBEHVIE 4 ) v CTabWILHOCTH(MPK
COOTBETCTBYHOLLYIMA MOBEPXHOCTU MOKa3aHul VHLMOEHTa [1008B/EHN HOBbIX
YepHwiamm1) 2 KOMIOHEHTOB) 2
MpOBepKa Ha
HecootBeTCTBYHOLLAV 1abopaTopHbIX
MOPSIAOK NOCTYTIEHVS Eg“rﬂ?_lpgeel_"r"r"gm 4 BoaggeiicTerie Ha Koy 4 3 48 Y obpasupx, nposepka 2
Cbipbst Ha MacLLITabrpyeMbIX
0GpasLiax MpogyKLymn
MpOBepKa Ha
JabopaTopHbIX
E(e)ﬁ_lp(geel_"r"rgm 4 BoageiicTerie Ha Koy 4 3 48 Y obpasLipX, npoBepka 2
Ha MacLLITabVpyeMbIX
HecooTBeTCTBYHOLLYE 06pasLiAX MpoZyKLymN
MPOBEPKA AR v erapiopi fym [ethexT B aare3nm vs-3a V)
MPOVSBOACTBRH inoy3p0pcTBA HapyLLEHMS 2 WEHbLLEHIE 2 1 4 N - -
HOIo QreaviBHOCTU SPpeKTVBHOCTH
(naboparopHor
0) npoLiecca [letheKT aaresnm u3-3a 3 YMeHbLLEH/E 3 1 9 N
CMECH My3bIPbKOB AxpeKTVBHOCTU ) )
MpoBEPKa Ha
duznUeCcKMe CBOVCTBA V/BveHeHve B JabopaTopHbIX
re/iA SBMAKTCA gggw"émre?ﬁm@m( 3 MPOJO/KATENBHOCTN 2 1 6 Y 00pa3Lax, nposepKa 2
HeCTabWIbHbIMM OX/IKIEHMA Ha MacLLITabVpyeMbIX
06pasLiaX MpoayKLyN
PacLmpenve n
COKpALLIEHVIe HETKAHOrO YMEHbLLEHVE TecTHa
MOMOTHA WV BKgZblip | OTB/EHVE CKBIOK 2 areKvBHOCH 2 ! 4 Y CTABWILHOCTL 2

MeHKN
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Norotun: KOHTPA/ CBNCC

[Mposepka 4
MPOM3BOLCTBEH
HOro
(MacLLTaburpye
MOr0) rpoLiecca

Be3onacHocTb

Be3oracHoCTb

CTabWibHOCTb

Merepvian BKMaabILLE
TVIEHKA He MOXOAT

IMpoLiecc ynpasneHys/
TexHuyeckve napaveTpbl

He MoaXOaAT

dvBMYECKVE CBOVICTBA
re/is He NoAXQIUT

HepocTaroyHoe Bpems
pasveLLVBaHuA

Cerperaups cbipss

MONOMKA BKM3AbILLA
MIEHKA WK
BOSHUKHOBEHIS

3ayCeHLIEB
MPVBOAVT K JE(hEKTHON

MPOSY KL U ee
VICTI0Nb30BaHIO

HectabuibHas aaresus
U 0GbEM rens

["eTeporeHHoCTL
KOMIMOHEHTOB

[eTeporeHHoCTL
KOMIOHEHTOB

AIeprdecKuie TecTsl He icross3osaHyvie

MPOBOOWVCh

TecT Ha
3(pPeKTVBHOCTL
KOHCEpPBaHTOB He
MPOBOAWICA

TecT Ha CTabWIbHOCTb
He NPOBOAMIICS

npoayKra

Mcronb3oBaHme
npogyKTa

cnonb3oBaHue
npojyKTa
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Bpep 419 opraHvsva 2
YerioBeka

OnacHocTb Ay1A 2
3010pOBbA

YVEHbLLEHVE 2
ApeKTVBHOCTH
BozggeiicTeyie Ha Koy 4
BozggeiicTerie Ha Koy 5
Annieprdeckve 3
peaxLmm

Bpeg 4n1a opraHmsva 3
YernioBeKa
YMeHbLLEHME
apexTvBHOCTY, 3
BO3/IE/CTBYE

Bpen ons opraHm3ma 2
YerioBeka

20

MpoBEPKa Ha
1abopaTOpPHBIX
obpasLix, npoeepka. 2
Ha MaCLLITabrpyeMbIX
06pasLiaX MpozyKLym

MpoBepKa Ha
MecLLTab/pyeMbX 2
0GpasLiax MpogyKLym

MpOBEPKa Ha
/1ab0paTOpPHBIX
0bpasLiax, nposepka 2
Ha MacLLTabVpyeMbIX
00pasLaX MpoAyKLM
MpOBEPKa Ha
JlabopaTopHBbIX
00pasLiax, MpoBepka. 2
Ha MacLLITaOMpyeMbIX
06pasLiax MpozyKLM
MpoBEPKa Ha
JabopaTOpPHbIX
obpasLigx, Mpoeepka. 2
Ha MacLLITaOVpyeMbIX
00pasLIAX MpoyKLym
KowHbi
CTVIMy/IALVIOHHb I
TECT C
VCro/b30BaHNEM 2
00pasLOB (B Cryvae
H/ HOBbIX
VHIPEaVIEHTOB)

[Mposepka
pesynbraTo TecTa
Ha 3)PeKTBHOCTL
KOHCEpPBAHTOB
[poseaeHve Tecta
Ha CTabWbHOCTb 1
MpoBepKa
pesyribTaTos
[poBeaeHyie Tecta
Ha CTabWbHOCT 1 2
MpoBepKa

pesyribTaTos
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Norotun: KOHTPA/ CBNCC

Wcnonb3oBaHue

CPpoK rofHocT! He MPOZYKTa C UCTEKLLM

YCTaHOBIEH CPOKOM FOfIHOCTA
cnonb3oBaHue

Xonog MEePEOX/aKAEHHb I
NPOJYKT

cnonb3oBaHue B
Mcronb3oBaHme

Becco3HaTe/TbHOM
Bpems CH
PEMA CHa COCTOSHUM
MprveHeHe mpu Vicnonb3oBaHvie 4

tJyBCTBI/ITEI'IbHOI\/‘I KOXW" t4yBCTBl/ITe]'IbHOI\/‘I KOXe

Vicnonb3osaH

Ve B [NpymeHeHvie ans XoX[eHve Bo Bpems
sk MRS Be
YCOBUAX

MpyMeHeHVe Mpu MPOZAYKT B OMHOUKY,

TEMsIoBOM Y/ape WM Ho 663

MOBPEXAEHUN MeaVKaMEHTO3HOr0
TleYeHst
Vicnonb3oBaHve y

MpuymeHeHVie y NKOAEA Ctopeli C

VHTENNEKTYaIbHOM VHTE/NEKTYaIbHOI

HeOCTaTOMHOCTLIO  HEAOCTATOHYHOCTBHO

HenpasuibHas Uueib  MAcronb3oBaHue ©

CMO/b30BaHMS LIe/IbHO MOXYAEHMS
VCMO/b30BaHMe
Vicrnons3osaH
ve B IMprveHeHve Npm :gogm B OAVIHONKY,
HOPMa/IbHBIX  3yBHO 60/
VCTIOBMX MeVKAMEHTO3HOTO
leYeHst
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N

YMeHbLLEHVe
3PEKTVBHOCTH,
BO3AEliCcTBME

HapyLueHve
BC/IEACTBYE
Mepeox/adKaeHMA,
HapyLLeHve 1o
OTZE/bHbIM
KOMIMOHEHTaM

BeposiTHbI
HecyacTHble Cryyau

BO3/IEVCTBYE,

YXy/LLEHVE
CYMITTOMOB,

pasBuTVe Chinm
MageHve

Puck yxyateHns
CVMITTOMOB,

TSKENbIE CUMMTOMBI,

PUCK 019 XKN3HA

BepodatHb!

2

2

1

3

HeCHaCTHbIE C/TyHan 2

CriopHas

30)heKT MBHOCTL(BBO
fAllips B
3a0MMyKaeHVEe
peknama)

Puck yxyauieHns
CMMITTOMOB

2

3

24

27

YCTaHOBKa CPOKa
roAHOCTU Ha OCHOBE
pesy/nbTaToB TECTa
Ha CTaBbWILHOCTb U
YKa3aHvie JaTbl
VCTEYEHNS CPOKa
[IeACTBIS Ha
YMaKOBKe

YkazaHve Mep
MPesOCTOPOXKHOCTU
Ha yrakoBke (He
3aBepLLEHO)

YkazaHve Mep
MPEeAOCTOPOXKHOCTM
Ha ynakoBke(He
33aBepLLEHO)

[y

w

2
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Norotun: KOHTPAL CBUCC

WCMO/b30BaHVE
MPOAYKT B OAMHO
[MpymMeHeHVve npn POAYKT B OHOHKY, Puck yxyaeHms
nmxopagKe HO 6e3 3 CVMIMTOMOB 3 3 &l N ) )
Pag Me[IVIKaMEHTO3HOro
NeyeHns
MpviveHeHvie y feTeli  HenpaswibHbIA MeTog, YKasaHve Mep
Cro/b30BaHNA 3 BeposiTHb 2 4 24 Y MPeaocTopokHocTn 1
HecYacTHble Cryyam
Ha yraKoBKe
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Norotun: KOHTPAL CBUCC
Howmep gokymeHTa.- 1-F01-DO01.

AHanns pucka
1 Cneundurkaums NCTOYHNKA OMacHOCTM
OueHKa prcKa NpoBOAUTCA B COOTBETCTBUM CO CNeAytoLleli NpoLiesypoii.

1) OnpeaennTb LieNIEBOE MUCMOMb30BaHUe/NpefHa3HauYeHne 1 cTaTyc 6e30MacHOCTY NPOAYKLNN.
OnucaTb LENMeBoe WUCnonb3oBaHue / npegHasHauyeHMe M 060CHOBAHHO MPOrHO3MPYEMOe HemnpaBubHOE
NprYMeHeHVe NPOAYKLUUM W/ BCOMOraTeslbHbIX NPUHAANEXHOCTe. TakxKe onucaTb KOMIMUECTBEHHbIE

N Ka4yeCTBEHHbIE XapaKTepUCTUKM, KOTOPbIe MOTYT NOBAMATb Ha 6e30MacHOCTb NPOAYKLUN.

2) OnpeaennTb BCE U3BECTHbIE U MPOrHO3MPYEMble UCTOUHNKMN OMAcHOCTU.
COTpYyZHUKW, OTBETCTBEHHbIE 3a YMNpPaB/ieHWEe PUCKOM, 00s13aHbl CO3A4aTb CMMCOK W3BECTHLIX U

MPOrHO3MPYEMbIX UCTOYHMKOB OMACHOCTU, KaK A/l HOPMaslbHOW, TaK 1 AN AetheKTHOW NpoayKuum.

3) CnporHo3npoBaTh PUCK Pa3BUTMSI OMACHON CUTyaLum

OUEHUTb PUCK Pa3BUTUSI NPOrHO3MPYEMOIA OMAcHO CUTyaLuN.

ACnporHo3npoBaTb PUCK Pa3BUTUSA KaX0ro B1aa OnacHoi cutyauum

K  uvaeHTUPULMPOBAHHBLIM OMacHbIM CUTyaLMsM HEeobX0AMMO CMPOrHO3MpOBaTb pPUCK, KakK Ans
HOpMasibHOW, Tak M ANna fAeeKTHOW MpoayKumMW, a TakXKe KaTeropusnpoBaTb C KayeCTBEHHON W
KOMIMYeCTBEHHOW TOYKW 3PEHUS YaCTOTY BO3HUKHOBEHUS U YPOBEHb BO3LENCTBUS.

K npumepy, nHdopmauusi / gaHHble 4158 MPOrHO3MPOBaHNA PUCKA OCYLLIECTBASIOTCSA C YYETOM CrefyHoLmx

NO3NLINIA:
¢ WM3paHHble cneyndurKaunm ¢ HayuHble u
TEXHOMNOrMYECKNe fJaHHble
. NHdopmauma 06 yXKe CywlecTBYIOLEM aHaslorMyHoM npoaykTe /
M3BeCTHbIX MPOMCLLUECTBUAX
. TecTUpoBaHWe NPakKTUYHOCTU HOPMaslbHbIM MO/b30BaTeNeM
(skcnnyaTaunoHHoe UCMbITaHWe)
¢ KnuHunyeckue faHHble ¢ PesynbTaTbl COOTBETCTBYIOLLEr0 UCCNELOBAHUS
¢ OKCMepTHOe 3aKJ/1I0YeHMe, ¢ Cxema OUEHKN Ka4yecCTBa,
NPoBeAEHHON CTOPOHHEI OpraHu3aumen
2. VpeHTUpuKauma NcTo4HMKa 0nacHoCTU
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Norotun: KOHTPA/L CBUCC
Mpwn MAEHTUMKALUM NCTOYHMKOB OMACHOCTMW, HEOBXOAVMO YUNTbIBATL CrIeAytoLLee.

D

Onpegenute MHCTPYKLMMW 1 NpefHasHayveHre npoayKuuu, onpeaennte TpeboBaHus K YPOBHIO

3HaHWI/HaBbIKOB, OKPYXatoLL el 06CTaHOBKN, YC/IOBUSIM XPaHeHWs!, NpeabsB/IsieMble M0/b30BaTesHo.

2)

3)

4)

5

6)

8)

9

Onpefenute OPUEHTUPOBOYHbLIV MoKasaTesb A1 OLEHKM 3KCMyaTalMOHHbIX XapaKTepucTuk
YCTPOCTBa M nNokasatesnb A/ OLEHKU 3HaHWA/HaBbIKOB MNOMb30BaTesis, paboTaloLllero c
MeAMVLMHCKAM U3LENEM.

Ecnn Henb3a MOMHOCTBI0 MCKIOUYMTE BO3MOXHOCTb NPUMEHEHUS U3AENNSA HE MO HA3HAYEHWIO,
HaAeXUT COCTaBUTb CMMCOK TaKUX CrOCOO0B MPMMEHEHMS B Mopsiake ybbiBaHMSA NO yacToTe
BCTpeYaemMocCT, (CM. faHHble O MOCTPErncTpaLoHHOM OMbITe NPUMEHEHUS O/ aHaNorMUYHOM
npoAayKumnm)

Onpenenntb ypoBeHb MHBA3MBHOCTY (HET (DU3MYECKOTO KOHTaKTa C Te/IOM NauueHTa, KOHTaKT
CO 300pOBOW KOXEW, MPOHWKHOBEHWE B Tes0o, KOHTAKT C KPOBbK, WMMAAHTAT), a Takke
onpefenuTtb  NPOAO/DKUTENBHOCTb  KOHTakTa UM ero  uenb  (gMarHocTuka, JfieyeHue,
npodmnakTuka, MOHUTOPWHT, NPOTE3NPOBAHNE, XU3HeobecneveHne).

B cnydyae KOHTakTa C KPOBbIO, YKaXKMUTE Cbipbe NPOAYKLMM U OLEHUTE ypoBeHb 6e30MmacHOCTU
ANs YenoBeka.

B pononHeHve K onpedesieHuio YPOBHS OMacHOCTU ANs NPOAYKUUW C UCTEKWMM CPOKOM
rOAHOCTV UM NPU OTCYTCTBUM AO/DKHOTO TEXHUYECKOTO OBC/TY)XMBaHWS, OLEHUTE BO3AENCTBUE
cpeabl (Temneparypa, BNaXHOCTb, BUbpaums, Boga u np.).

OueHuTe, BEPHO NIM HaHeceHa farta NUCTeYeHUs Cpoka rogHOCTU NN CPOoKa XpaHeHWs, BEPHO Nn
OHa pa3MeLleHa 1 icHa 1 4718 No/ib3oBaTtesisi.

[ns npogykumMyM €O BCMOMOraTesibHOM MPUHAAIEXHOCTbIO WAW A1 NPOAYKUMW, KoTopas
NCMONb3yeTcs TO/IbKO BMECTE C MHbIMMK YCTpoicTBaMu (06opyaoBaHeM)/Mpenaparamy, OLEHUTE
YPOBEHb OMACHOCTW, WCXOAALLMIA OT BCMOMOraTeNlbHOM MPUHAAIEXHOCTU UAN NPUMEHEHMUS C
CONPSXEHHbIM YCTPOCTBOM.

Ecnun ans npoussofctsa NpoAyKLMK TpebyeTca NpuMeHeHne HOBOM TEXHOI0MMN UM NPOLLECCa,
OLEeHMTE MOTEeHUMasIbHY0 OMacHOCTb AaHHOW TEXHOS0MMM Mv npouecca. (Bknwovyas pasmep

Wnn cpepy Npon3BOACTBa).

10) B cnyyae OuUeHKM NpoAyKLuUM € No/Ib30BaTeIbCKUM MHTEPDECOM, OLEHNTE yKa3aHusa A/1st

npepoTepalleHna HenpaBuIbHOIO UCMOJ1b30BaHUA, TEXHUYECKME MeponpuaTmna npu pa3pa60TKe nnn

YNPOLLEHHbIV NOPAAOK 3KCM/TyaTaLmu.

11) OueHuTe CTabUILHOCTb U M3HOCOCTOMKOCTL CamMOro YCTPOCTBa.

12) Onpepenvite ypoBeHb ONACHOCTYW, Kak B YC/IOBUSIX HOPMaUTbHOM SKCMlyaTaumm, Tak U B yC/IOBUSIX

OTKasa.
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NloroTun:

KOHTPA CBUCC

3. OueHKa pucka

1)

2)

MHaneuayanbHas OLeHKa pPUCKOB

B COOTBETCTBMM C BbllleyKa3aHHbIMW NpaBuiaMn  UAeHTUUKALMKN  puUCKa, MepcoHan,
OTBETCTBEHHbI 3a yrpaBfieHWe PUCKOM, BblAeNsieT UCTOYHUKN OMacHOCTU 1 cocTasnsieT Jiuct
aHann3a/oLeHKN NCTOYHMKOB OMacHOCTU.

OugeHKa ornacHocTu

BblgeneHHbIe UCTOYHMKM ONACHOCTU OLEHMBAIOTCA MO KPUTEPUAM "'YacToTa BO3HUKHOBEHUA'™ ”
"'CepbE3HOCTL"".

Ona onpegeneHnss 4acToTbl BO3HWMKHOBEHWSA, YPOBEHb YacTOTbl [O/IKEH OLEHMBATLCA
KosmyectBeHHO. OfHaKO ecnu f[aHHOe YC/0BUE SABMSAETCA 3aTPYLHUTENbHbIM, HaLNeXUT
OLUEeHMBATL ero KayecTBeHHo. BONA onpegeneHNA 4acToTbl BOSHUKHOBEHUS Npu onpeaeneHnn
KaXX0ro MCTOYHMKA ONacHOCTW, BOCMO/Ib3yNTeCh CAeAyoLWLMMY MEeTOLaMMU:

¢ MpoBOANTE OLLEHKY C MPUMEHEHMEM Y)KEe UMEIOLLIMXCS AaHHbIX

(@ MporHosmpyiTe YacTOTy BO3HWKHOBEHWSI COT/TAaCHO aHa/IMTUYECKOMY METomy WAn ¢

MOMOLLIbHO MOZE/TMPOBAHMS.

® Bocnonb3yiiTech 3KCNEPTHbIM 3aK/THOHEHMEM.

O KpuTtepuu oUeHKN 415 ''YacTOTbl BO3HUKHOBEHMA™

6annbl  pwu oueHKe npoLecca Mpu oueHKe XapaKTepUcTmK
5 Bcerpa no4yTn Bce
4 E>keHeflenbHO
3 E>xemecsA4HO B03MOXHO
2 ExxerogHo
1 HUKorga Hwnkorpa

O KpuTtepuu oLeHKN ANA ""cepbE3HOCTL'”

6annbl  pwu oueHKe npoLecca

5

CyLLecTBYET 3HAUMTE/IbHOE BO3LENCTBME Ha Teno / COCTOSAHME 3[40P0BbS,
KOTOPOE MOXET BbI3BaTb

CyLLecTByeT BO3eNCTBME Ha Teno / COCTOSIHME 3,0POBbsl, KOTOPOE MOXET
NPUBECTU K UHBAJTMAHOCTU U/

CyLLecTByeT BO3AeNCTBME Ha Tesl0 / COCTOSIHUE 340PO0BbS, KOTOPOE MOXKET
NPUBECTN K HEOOXOAMMOCTM

CylecTBYyeT onpefenéHHOe BO3LENCTBME Ha Teno / COCTOSHME 3[40P0BbS,
KOTOPOE MOXET NPUBECTU K HEOBXOAUMOCTU

Bo3gelicTBMe Ha Teno / COCTOsIHYE 30POBbS OTCYTCTBYET.
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Norotun: KOHTPAL CBUCC
3) Pacuét puckos

PaccunTaiite puck no dopmyne:
[ (vacToTa BO3HMKHOBEHMS X 4acToTa BO3HUKHOBEHUS) / 5] X CepbE3HOCTb

4) YpOoBHU NPUEMIEMOCTU

Hwuxe onpeaeneHbl YPOBHU NpuemMieMocT. Jlnua, OTBETCTBEHHbIE 3a yNpaB/ieHe prCKOM, NMPOBOAST

NePEeOLLEHKY YPOBHE NMPUEMNIEMOCTU EXETOAHO.

[MpoaykT]
Mpuemnemslii puck 3,0 1 6boree
Henpnemnemslii puck HMxe 3,0
[Mpoun3BoacTeO]
Mpuemnemslii puck 1,0 n 6ornee
Henprnemnemslii puck Hmke 1,0

74. OueHka pucka

[na kaxgoro onpefenéHHoro UCTOYHMKa ONacHOCTU, OUEHUTE, ecTb JI HEOOXOAMMOCTb COKpaLLlaTb PUCK, B
3aBMICMMOCTM OT B&XXHOCTU PUCKa, N yKaXXnTe 310 B "JlIMcTe aHa/nm3a/OLeHKM pucka”.

MpoBoauTe OLLEHKY MO YacToTe BO3HWUKHOBEHMUS U CEPbE3HOCTWU, W, €Cnh pe3ynbTaT OUEHKU roBopuT o0b
OTCYTCTBUM HEOOXOAMMOCTM COKpallaTb PUCK, ObecreubTe MOSIHbIA OGbEM OLLEHKU pUCKA. MapaHTuA
MOSIHOTbI OObEMA OLEHKM pucka O6ecneumBaeTcs CaHKUMOHWUPYIOLWUM peLleHvemM MeHekepa oTgena

KOHTPONSI CUCTEMbl MEHEKMEHTA KayecTBa Moc/e MPOBEPKM [AAHHOW OLEHKM PYKOBOAMTENSIMU BCEX

OTAENOB.

44
MepeBoj faHHOIO TeKCTa BbINOMHEH NepeBoAYMKOM P ponoBoit MapuHoii MuxaiinoBHoOIA

Mlopop MockBa.
MaTHaguaToOro MapTa gBe ThICAYM LLIeCTHaaUuaToro roga.

A, MapTblHOBa HaTanus AHApeeBHa, BPEMEHHO MCnonHAwWas 0643aHHOCT U HOTapuyca ropoga

Mocksbl Akumosa IMneba bopucosuya, CBMAETENLCTBYH NOAMMHHOCTb MOANNUCKU, CAENAHHOA
nepesogunkom ®ponosoit MapuHoi Muxaii0BHOW B MOEM NPUCYTCTBUN. JTIMYHOCTb ee yCTaHOB/EeHa.
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Bcero npowHypoBaHo,
MPOHYMEPOBAHO U CKPEMJIEHO

nevyartbio \ y ...-/INCTOB
BPVO HoTapuyca
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