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1 MEDICAL PRODUCT BASIC DATA

1.1 Product name

Disposable Nitrile Examination Gloves non-sterile powder-free, CTRTUS

Manufacturer;

Name; Hartalega Sdn. Bhd.

Registered address; ~ C-G-9, Jalan Dataran SD-1, Dataran SD PJU9, Bandar Sri Damansara,
52200 Kuala Lumpur, Malaysia

Tel.; +603 6277 1733.

Place of Manufacture;

1) Hartalega Sdn. Bhd. No. 7, Kawasan Perusahaan Suria, Bestari Jaya 45600 Selangor Darul
Ehsan, Malaysia.

2) Hartalega NGC Sdn. Bhd., No. 1, Persiaran Tanjung, Kawasan Perindustrian Tanjung, 43900
Sepang, Selangor Darul Ehsan, Malaysia

Authorized represantative of the medical product «Disposable Nitrile Examination Gloves
non-sterile powder-free, CERTUS» manufacturer in the Russian Federation;

Name: Medical Business Technologies Limited Liability Company (MBT LLC)
Address; 195427, St. Petersburg, Tikhoretsky prospekt, bldg. 25, unit 2 apt. 81

Tel.;+7 -911-928-53-51
E-mail; mb-technologv@.mail.ru

1.2 Intended Purpose of the Product
Disposable Nitrile Examination Gloves non-sterile powder-free, CERTUS (hereinafter
referred to as gloves) are intended for use in the medical field to protect patient and user from cross-
contamination, during conducting medical examination diagnostic and therapeutic procedures and
handling contaminated medical material
The gloves are for single use only

Depending on the degree of potential medical use risk, gloves are classified as class 1
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Type of contact with the human body: short-term contact with uninjured skin
Scope of application: use in medical; personal protective field.
Potential users: medical personnel of any area of expertise.

The gloves are very easy to use; their use does not require special knowledge and skills. Any
medical condition that requires examination, a diagnostic or therapeutic procedure on the intact skin
or mucosa under non-sterile condition or handling substance and mixture” that are hazardous to
users

1.3 Indication for use, contra-indications, possible side effects
Indication for use

Gloves should always be used as standard safety measures when working with patients in
order to protect the patient and medical personnel from infecting each other during medical
research, diagnostic and therapeutic procedures.

Contra-indications

Individual intolerance to the components of the product raw material. The use of the device
is contra-indicated for medical conditions which require an examination, a diagnostic or therapeutic
procedure on breached / compromised skin and /or under sterile conditions

Possible side effects

It is possible that you can develop some skin allergic reactions to the gloves, please stop using
them immediately if that happens.

1.4 Completeness of a product

Gloves are supplied to the consumer in consumer packaging (see Section 7 of this
document), taking into account the version ofthe product (see point 1.5).

The article operation manual is provided by the authorized representative of the
manufacturer, if necessary, in paper form additionally. Since the purpose of the products for the
user is obvious, information on the application indications, precautions for use, shelf life and
guarantees of the manufacturer, the method of application of the product, the conditions of its use,
storage and disposal, reflected herein, is placed on the consumer package, as well as the full name
of the product, manufacturer, date of manufacture, etc. (see section 8). Where appropriate,
recognized international symbols are used.

According to the medical product requirements in Appendix 1 of Directive 93/42/EEC,
detailed usage guidelines are not required for products of potential risk class I if they can be used
safely without such guidelines. The manufacturer determines the content and level of information
required, taking into account factors such as the expected level oftechnical and clinical training and
gualification of the potential user (s), as well as any new or unknown design features or unusual
mode of operation that are not obvious.
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1.5 Products versions

Table 11 - Products versions (see Section 2 for details)

Versions

Disposable Nitrile Examination
Gloves non-sterile powder-free

Disposable Nitrile Examination
Gloves non-sterile powder-free
long-cuff

Disposable Nitrile Examination
Gloves non-sterile powder-free
Chemical resistant

Disposable Nitrile Examination
Gloves non-sterile powder-free
colloidal oatmeal coated
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Sizes
XS, S, M, L, XL
XS, S, M, L, XL
XS, S, M, L, XL
XS, S, M, L, XL
XS, S, M, L, XL
XS, S, M, L, XL
XS, S, M, L, XL
XS, S, M, L, XL
XS, S, M, L, XL
XS, S, M, L, XL

XS, S, M, L, XL

XS, S, M, L, XL

Color
violet blue
pink

green >4
orange
sky-blue
aqua-blue
violet blue
orange
sky-blue
aqua-blue

sky-blue

dawn blue

Features

no

long-cuff

Chemical
resistant

colloidal
oatmeal coated



2 PRODUCT DESCRIPTION

Disposable Nitrile Examination Gloves non-sterile powder-free, CERTUS - non-sterile
product, used as a protective barrier during the examination / treatment of the patient by medical
personnel or for other sanitary purposes. It is generally used as a two-way protection barrier from
various contaminations for both the patient and medical personnel.

Do not contain antibacterial substances / materials. Inner surface ofthe gloves is not covered
with powder.

All gloves have a universal (ambidextrous) shape, similar for both hands, convenient for quick
change of gloves.

Gloves have the following special features:

- a textured pattern applied over the finger surface that improves the grip and holding of
medical instruments and products;
- surface has no powder, i.e. powder-free gloves.
the cuff is rolled into a roller (a bead), the presence of which ensures tight fixation of
the glove on the wrist and facilitates its wearing.
2.1 Gloves appearance

2.1.1. Disposable Nitrile Examination Gloves non-sterile powder-free; sizes: XS, S, M, L,
XL; colors: violet blue, pink, green, orange, sky-blue, aqua-blue (Figure 2.1).
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b)
Figure 2.1 - Disposable Nitrile Examination Gloves non-sterile powder-free

(the gloves of violet blue color are hereby shown as an example):
a) a general view of the glove; b) enlarged view

2.1.2. Disposable Nitrile Examination Gloves non-sterile powder-free long-cuff; sizes: XS, S, M,
L, XL; colors: violet blue, orange, sky-blue, aqua-blue (Figure 2.2).
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b)
Figure 2.2. Disposable Nitrile Examination Gloves non-sterile powder-free long-cuff

(the gloves of orange color are hereby shown as an example);
a) a general view ofthe glove; b) enlarged view

2.1.3. Disposable Nitrile Examination Gloves non-sterile powder-free Chemical resistant; sizes
XS, S, M, L, XL, colors: sky-blue (Figure 2.3).

a)
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b)

Figure 2.3 - Disposable Nitrile Examination Gloves non-sterile powder-free, Chemieal
resistant

a) a general view ofthe glove; b) enlarged view

Used in a case of increased risk of infection. Chemical resistance is ensured by the increased
thickness of the gloves when compared to other versions.

Table 2.1 - The list of substances the gloves are chemically resistant to:

Substance (CAS) Maximum allowable exposure time (minutes)

n-heptane (CAS# 142-82-5) Max. 60
40% sodium hydroxide (CAS# 1310-73-2) Max. 480
96% sulfuric acid (CAS# 7664-93-9) Max. 30
25% ammonium hydroxide (CAS# 1336-21- Max. 120
6)

37% formaldehyde (CAS# 50-00-0) Max. 480
30% hydrogen peroxide (CAS# 7722-84-1) Max. 480
40% hydrofluoric acid (CAS# 7664-39-3) Max. 30

The information in the table reflects only the estimated duration of protection at the
workplace between mixtures and pure chemicals
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2.1.4. Disposable Nitrile Examination Gloves non-sterile powder-free colloidal oatmeal
coated; sizes: XS, S, M, L, XL; colors: dawn blue (Figure 2.4).

b)

Figure 2.4 - Disposable Nitrile Examination Gloves non-sterile powder-free colloidal
oatmeal coated:

a) a general view of the glove; b) enlarged view

10
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The main advantage of the gloves is the colloidal oatmeal coating, which makes the use of
gloves more comfortable and and it also contributes to moisturize the skin of the user..

3 VALUES OF THE MAIN TECHNICAL SPECIFICATIONS

The gloves are non-sterile, sterilization before use is not required. A
The content of residual powdering agent is not more than 2 mg.
During manufacturing process, in order to remove the glove blank from the casting mould, a

specific coagulant is used - a solution of calcium stearate CAS# 1592-23-0. Coagulant residues can
be found on the surface of the gloves and can be detected by testing for residual powdering agent.

Table 3.1 - Values of physical and mechanical parameters of gloves

Before accelerated aging After accelerated aging
Tensile Strength, Ultimate Elongation, % Tensile Strength, Ultimate Elongation,
MPa, min. min. MPa, min. % min.
14 500 14 400

- Acceptable Quality Level (AQL): 1.5 (according to the control level G -1);
dimensions (width, length, thickness) 4.0 (according to the control level S-2);

force and extension at the breaking point (before and after accelerated aging)
4.0 (according to the control level S -2).

The length of the glove is measured on the outside from the tip of the middle finger to the
edge of the glove culff.

The hand width is measured through the midpoint between the lowest point ofthe index finger
and thumb.

The minimum thickness of the glove is measured with a micrometer at the points indicated
on Figure 3.1.
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3

Note: size C is given for approximate determination of the center of the palm, twith
allowances made for the size of the glove.
Figure 3.1 - Measurement of linear dimensions of gloves:

1- fingertip; 2 - palm; 3 - edge of the cuff;
A=(13£3)mm; B=(33+5 mm; C=(48 £ 9) mm

Table 3.2 - Physical properties of Disposable Nitrile Examination Gloves non-sterile
powder-free

Size, mm Permissible
Designation XS S M L XL variation,
(extrasmall)  (small)  (medium)  (large)  (extra large) (mm)
Width (w) 70 80 95 no 120 + 10
Length (D) 220 230 230 230 230 not less
Thickness
- finger 0.05 not less
- the palm of the 0.05 not less
hand
12
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Table 3.3 - Physical properties of Disposable Nitrile

powder-free long-cuff

Size, mm
Designation XS S M
(extra small) (small) (medium)
Width (w) 70 80 95
Length (1) 250 250 250
Thickness
- finger 0.05
- the palm of the 0.05

hand

Examination Gloves non-sterile

Permissible
L XL variation,
(large) (extra large) (mm)
no 120 + 10
250 2501 not less
not less
not less

Table 3.4 - Physical properties of Disposable Nitrile Examination Gloves non-sterile

powder-free Chemical resistant

Size, mm
Designation XS S M
(extra small) (small) (medium)
Width (w) 70 N 80 95
Length (1) 250 250 250
Thickness
- finger 0.16
- the palm ofthe 016

hand

Permissible

L XL variation,
(large) (extra large) (mm)
no 120 + 10

250 250 not less

not less

not less

Table 3.5 - Physical properties of Disposable Nitrile Examination Gloves non-sterile

powder-free colloidal oatmeal coated

Permissible

Size, mm
variation,
Designation XS S M L XL o
(extra small) (small) (medium) (large) (extra large)
Width (w) 70 80 95 no 120 + 10
Length (1) 220 230 230 230 230 not less
Thickness
- finger 0.05 not less
- the palm ofthe 0.05 not less
hand
13
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absent.

4 MATERIALS

. . . . .. are
Pharmaceutical products for medical use, materials of animal and (or) human origin

Biocompatibility. The chemical compound of gloves and surface lubricante does not ““«”am

substaies th~t are known to be harmfiil to the user or to any person that comes in contact with
gloves.

1)

2)

3)

1)

2)

3)

4)

5)

6)

7

4.1 Materials contacting with skin (uninjured)

Carboxylated copolymer of acrylonitrile and butadiene, manufactured by Nantex Industry Co.,
Ltd., (Taiwan);

« acrylonitrile CAS #107-13-1;
* butadiene CAS #106-99-0.

Colloidal oatmeal solution production of Oat Services Ltd., (UK).
e OAT FLOUR CAS #134134-86-4.

Calcium stearate CAS #1592-23-0, manufactured by Chempro Technology (M) Sdn Bhd,
(Malaysia).

4.2 Dyes used in the glove manufacture

Violet pigment - Violet 23, CAS# 6358-30-1, manufactured by Farben Technique (M) Sdn
Bhd, (Malaysia);

Red pigment - Red 146, CAS# 5280-68-2, manufactured by Farben Technique (M) Sdn Bhd,
(Malaysia);

Green pigment - Green PG 704, CAS# 1328-53-6, manufactured by Farben Technique (M)
Sdn Bhd, (Malaysia);

Orange pigment - Orange 13, CAS# 3520-72-7, manufactured by Farben Technique (M) Sdn
Bhd, (Malaysia);

Blue pigment - Blue PL 1533, CAS# 147-14-8, manufactured by Farben Technique (M) Sdn
Bhd, (Malaysia);

Red pigment- Red PR 122, CAS# 980-26-7, manufactured by Farben Technique (M) Sdn Bhd,
(Malaysia);

Yellow pigment- Yellow PY 138, CAS# 30125-47-4, manufactured by Farben Technique (M)
Sdn Bhd, (Malaysia);

14
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Table 4.1 - Proportions of dye mixing, used for gloves coloring

Glove color

Violet

Pink

Green

Orange

Sky-blue;

Aqua-blue

Dawn-blue

Violet pigment
- Violet 23

Red pigment
- Red 146

Green pigment
- Green PG 704

Orange pigment
- Orange 13

Blue pigment
-Blue PL 1533

Blue pigment
-Blue PL 1533

Blue pigment
-Blue PL 1533
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Dye name

Blue pigment
-Blue PL 1533

Red pigment
- Red 146

Violet pigment
- Violet 23

Red pigment
- PR 122

Yellow pigment
-Yellow PY 138



5 PRODUCT APPLICATION PROCEDURE

The use of gloves is not a substitute for hand disinfection with skin antiseptics. Before using
gloves, clean your hands properly (put a skin antiseptic on them or wash them with soap and water).

Important! To prevent glove damage, do not use excessive force when }%u put them on.
The procedure for putting on and taking off gloves:

get the gloves from the consumer box;

u * u
hiding one glove by the tip ofthe cuffwith one hand, insert the other hand into |t so that each
finger takes its intended place;

put on the second glove in the same way; u

carry out the necessary procedures. The application time of one palr ofgloves should be short,
it is highly recommended to change gloves at least 1time per hour,

atthe end ofthe necessary procedures, take the cuffon the left glove from the outside with your
right hand fingers, make a lapel;

in the same manner, make the cuff lapel with the right glove, , Loom m
remove the glove from the left hand, turning it inside out and leave it, holding the lapel, m the
. wfth your left hand, remove the glove from your right hand, turning it inside out and dipping
the glove from your left hand into it. n y e
depending on the use ofthe product, if it is required to dispose of gloves as Class B «ems it
necessary to immerse both gloves in a disinfection solution container or m a disposable Class
B waste container for the purpose of subsequent centralized decontammation/decontammation.
Otherwise, the product is disposed of as a Class A product (see section 11).

After completing necessary work and removing the gloves

, it is necessary to carry out
hygienic cleaning of hands.

16
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6 SAFETY PRECAUTIOUS

The gloves are for single use only.

important! Non-sterile gloves must not be used in sterile rooms. The gloves are not
intended for surgical operations.

N

The gloves must be worn on clean hands, treated in accordance with the rules medical
personnel L d hygiene established by the relevant regulatory documents m a medical mstitutio

It is not recommended to sterilize the gloves by antiseptic and

proceduies, because this can negatively affects their tightness and can lead to increased

permeability.

Important! Do not use one pair of gloves with more than one patient. The gloves must be
taken off after medical procedure is over

It is necessary to change gloves during medical procedure with one patient, when switching
from a contaminated part ofthe body to a clean one.

Used gloves are discarded in a special waste collection vessel and disinfected and disposed
ofaccording to Section 11.

Before use it is necessary to verify the integrity of the packaging, check

as well 1 the integrity ofthe gloves. It is forbidden to use gloves with an expired shelf life,
as in case of violation ofthe integrity ofthe packaging and products.

Important! If you have any doubt regarding their integrity, do not use gloves; take a new
pair.

Before use, cheek gloves for defects and, if gloves break or become perforated during use.
Stop using them immediately

Before removing contaminated gloves, rinse or clean them.

Ifyou notice a skin irritation, immediately remove the gloves and rinse the affected skin area
with salt water. Ifthere is no symptomatic relief, seek medical attention.

17
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7PACKAGING

The product has consumer and transport packages.

Gloves of one version, quantity and nominal size are supplied in the following consumer
packages (Table 7.1).

Table 7.1 - Loading ofgloves in consumer packaging depending on their sizes

Quantity pieces inner

packing Size of inner packing,
Product name Sizes Size (¥10) mm
XS, S, M, L XL

245 x 125x41
Disposable Nitrile Examination 100 %0 245 X125x48
Gloves non-sterile powder-free 200 180 ;jg x 125x70

X 125x74

Disposable Nitrile Examination
Gloves non-sterile powder-free 100 100 260 X110x68
lona-cuff
Disposable Nitrile Examination
Gloves non-sterile powder-free 50 50 255 x 135 x63
Chemical resistant
Disposable Nitrile Examination 100 90 245 X125x41
Gloves non-sterile powder-free
colloidal oatmeal coated 200 180 245 X125 X48

For transportation, consumer packages of one design version and nominal size are packed in a
transport package (corrugated cardboard) of a larger size.

The packaging is designed to protect against light shock during storage and transportation, so
careful handling is necessary.

18
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8 MARKING

8.1 Consumer package marking.

Product name.

Product size.
Number ofProducts per package. N
Name, address, telephone number of the manufacturer, country of goods origin.
Name address, of goods producer (place of manufacturing)
Name, address, telephone number of the authorized representative of the manufacturer m
the territory of the Russian Federation. e ij-
Trademark, or other additional information that attracts consumer attention, including
advertising.
Storage conditions.
Operating conditions.
Inscription; “Allergic reactions to glove material are possible .
Information connecting with shelf life of the product and warranty liabilities.
Number and date of Certificate of Registration
Intended Purpose ofthe product
Indication for use
Contra-indications
Possible side effects
Disposal
Product application procedure
e Safety precautious
- Lot (batch) number.
- Date of manufacture.

M arkfng with the Declaration of Conformity symbol (PCT conformity mark).
- Marking with the symbol «See Operating Manual».

- Marking with the symbol «Do not use in case of packaging damage».

- Marking with the symbol «Single use only».

- Marking with the symbol «Non sterile».

- Marking with the symbol «Do not expose to sunlight».
- Marking with the symbol «Protect from moisture».

- Marking with the symbol «Handle with care».

- Marking with the symbol « Temperature range for storage».
- Marking with the symbol « Use before».

- Marking with the symbol «Date of manufacture».

- Marking with the symbol « Manufacturer».

- Marking with the symbol «Attention».
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Models of consumer packaging are shown on Figure 8.1 .-8.4.
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Figure 8.1 - Model of consumer packaging of Disposable Nitrile Examination Gloves
Sterile powder-free, size M, color violet
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Figure 8.2 - Model of consumer packaging of Disposable Nitrile Examination Gloves non-

Sterile powder-free long-cuff, size M, color aqua-blue
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Figure 8.3 - Model of consumer packaging of Disposable Nitrile Examination Gloves non-

sterile powder-free Chemical resistant, size M, color sky-blue
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Figure 8.4 - Model of consumer packaging of Disposable Nitrile Examinatmr, Gloves non-
Sterile powder-free colloidal oatmeal coated, size M, color: dawn blue
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8.2 Transport package marking.

Product name.
Product size.

of,he .aoufacure, counuy o, goods origin.

« a«ra«s consume, anention, including
advertising.

Storage conditions.

Transportation conditions.

Number and date of Certificate of Registration

Lot (batch) number.

Date of manufacture.

S kT ugtith the Declaradon of Confonnity symbol (PCT conformity mark).

- Marking with the symbol «See Operating Manual».

- Marking with the symbol «Do not use in case of packaging damage».

- Marking with the symbol «Single use only».

- Marking with the symbol «Non sterile».

- Marking with the symbol «Do not expose to sunlight».
- Marking with the symbol «Protect from moisture».

- Marking with the symbol «Handle with care».

- Marking with the symbol « Temperature range for storage».
- Marking with the symbol « Use before».
- Marking with the symbol «Date of manufacture».

- Marking with the symbol « Manufacturer».

Models oftransport package are shown on Figure 8.5.-S.8.

Figure 85- Model of Iranspor. packaging ,,f Disposable Nitrile Examination Gloves non-

Sterile powder-free, size M, color violet blue
24
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Figure 8.6 - Model oftransport packaging of Disposable Nitrile Examination Gloves non-
sterile powder-free long-cuff, size M, aqua-blue
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FiBure 8.7 - Model oftransport packaging of Disposable Nitrile Examination Gloves non-

sterile powder-free Chemical resistant, size M, color sky-blue
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Figure 8.8 - Model oftransport packaging of Disposable Nitrile Examination Gloves non-

sterile powder-free colloidal oatmeal coated, size M, color: dawn blue
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8.3 Symbols

Table 8.1 - Used symbols

Symbel Designation
2 Use before
m:f] Date of manufacture ~
J The symbol is followed by the name and address of the manufacturer
z\\t% Avoid direct sunlight
® Single Use Only
D [i] ﬁiﬂmmﬁmﬁ?m could put the patient or operator at risk

-
...
-

f‘ Protect from moisture
N

LOT Lot number
N

5.4-m —
@ Do not use if the package is damaged

Handle with care

2?7
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, CONDITIONS OF ARTICLE OPERATION, STORAGE AND TRANSPORTATION

9.1 Product operating conditions

i L . Gloves non-sterile powder-free, CERTUS must be
Product - Disposable Nitrile Examination

used in the following environmental conditions:

e Temperature; from 10 °C to 40 °C. 4

* Relative humidity; from 30 to 85 %. ,0o.nhPan
Atmospheric pressure: from 450 to 795 mm.Hg (from 60Q to 1060 hPa)

¢ Inthe absence of direct sunlight exposure

9.2 Storage conditions

The gloves are stored packaged in the hSt-mdilhng device, relative
temperature from 5 to 30 °C, at a distance atmospheric pressure from 450 to 795 mm.Hg

other substances that destroy rubber.

improper storage will shorten the service life.

9.3 Transportation conditions

The gloves are transported by all means °f

their original package for 24 hours.

Short-term impact of the following envtronmental parameters is permitted during transportation:s

e Temperature; from minus 20 °C to 40 C.

Humidity; 85% max. (hon-condensing) aao to 1060 hPa)
Atmospheric pressure: from 450 to 795 mm.Hg (from 600 to 1060 hPa)

28
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10 SHELF LIFE OF THE PRODUCT AND WARRANTY LIABILITIES

The shelf life of the gloves, if the storage conditions are fulfilled, is 5 years after
manufacturing. After the expiration date, in case if the gloves would not been used, they must be

utilized properly.

Manufacturer's warranties apply to gloves until the shelf life indicated on the package is
expired and apply to an unopened, undamaged, and properly stored product..The packaging should

not be damaged or opened.

The product must be stored and transported in accordance with Section 9 ofthis document.

29
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11 DISPOSAL

Packaging materials must be disposed of as Class A medical waste in accordance with
SanPiN 2.1.7.2790-2010.

The oroduct is disposed of as a Class A product. Used products and aco«?sories must be
disposed of as Class B medical waste in accordance with SanPiN 2.1.7.2790-2010, depending on
the conditions in which the product was used.

In any case, it is necessary to act in accordance with the existing instructions adopted in

medical Td prewntive instltutLs, in which the product is used, and the local rcsponsthic

organizations responsible for the environment.

If all requirements and rules of operation and disposal are met, the product does not have a
negative impact on the environment.
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12 THE LISTING OF THE NORMATIVE AND TECHNICAL DOCUMENTS
APPLIED BY THE PRODUCER (MANUFACTURER) OF THE MEDICAL PRODUCT

ASTMD5151 - 19 Standard Test Method for Detection of Holes in Medical Gloves

ASTM D412- 16 Standard Test Met_hods for Vulcanized Rubber and Thermoplastic
Elastomers—Tension

ASTM D573 - 04(2019)  Standard Test Method for Rubber— Deterioration in an Air Oven

ASTM D6124 - 06(2017) Standard Test Method for Residual Powder on Medical Gloves

ISO 2859-1T999/AMD 1:2011 Sampling procedures for inspection by attributes — Part 1.
Lmpling schemes indexed by acceptance quality limit (AQL) for lot-by-lot inspection -
Amendment 1

ASTM D 6319-19 Standard specification for nitrile examination gloves for medical
application

EN 1041:2018+A1:2013  Information supplied by the manufacturer of medical devices

BS EN ISO 14971:2012 Medical devices - Application of risk management to medical devices

1SO 15223-1:2016, Medigal devicgs - Sympols to be used_with medical device Iabe_ls,
labelling, and information to be supplied - Part 1. General requirements

1SO 10993-1:2018 Bio!ogica_l e_valua.tion of medical devices — Part 1. Evaluation and
testing within a risk management process

1SO 10993-2:2006 Biol<_)gical evaluation of medical devices - Part 2: Animal welfare
requirements

1SO 10993-10:2010 Biological evaluation of medical devices — Part 10: Tests for irritation
and skin sensitization
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HOTAPVAJIbHOE CBUAETE/IbCTBO

HACTOALLYM AOBOXXY no BCEOBLLEIO L~
rOCYANPCTBEHHbLL

oducHoe 3gaHme Bucma MPL, AxanaH o y Lumpur Wilayah Persekutuan, Malaysia, HacTtoAwWwunm

M FTkon! copurnHana MHCTPYKUWUWN NO NPUMEHEHMWIO

n3genve («MepyaTkym AMATHOCT,BECKUE HUTPUNONNAAA

Ha I rll A B HP, ApAO*,,a K

reHep”'bHOo'ro gupe”“pa no obecneyeHuto

[OKYMEHTY, A™KeTCS ,,0lHON H TOUHON KOHHeM
JTOO opurnuHana;

B NMOATBEPX AEHWE BbIWEWN3NOXEHHOTIO

cTaB/Nl0 CBOW nNoanucb W nevyaTb B oduce 13 okTAabps

2021 ropa. Yy
Ons ynocToBepeHUs NOLNHHOCTU

TAH CEOK KETT /TAN SEOK KETT
FocypapcTBeHHbIli HoTapuyc
Kyana-Nymnyp

Bunainat MNepcekyTyaH

Manaiisns

HacTosLmmM yaocToBepsieTcs, YTo NOAMNMUCh, NPOCTaB/IeHHas Ha jaHHOM
[lOKyMeHTe/cepTudukaTe/cBuaeTeNbCTBE 0 Opake/CBUAETENLCIBE O
POXAEHUW/CBUAETENLCTBE O CMEPTU, NpUHAaNeXuT lan Seek Kett
TAH CEOK KETTY, KoTopblii BbICTYNaeT B KauecTse HOTapuyca
MWHUCTEPCTBO MHOCTPaHHbIX 4en Manaiisun He HeceT
OTBETCTBEHHOCTb 3a BEPHOCTb MH(OPMALMK, COAepXKaLLeiics B JaHHOM
[IOKyMeHTe.

fnodnucbl
MOXO TAPMMU3N MOXAOTAWB
YNONHOMOUYEHHbIi COTPYAHNUK KOHCYNbCKOTO oTAaena
MUWHMCTEPCTBO MHOCTPaAHHbIX fen
NMytpapgxas, Manaiiszunsa
14 okTA6pA 2021 r.

bITbl: MuHUCTEPCTBO MHOCTPaAHHbLI X Aen Manaisuu

FTOCYALAPCTBEHHbBIN HOTAPUYC HE MPUHUMAET HA CEBA OTBETCTBEHHOCTb 3A COLEPXAHUE
AHHOITO JOKYMEHTA (QOKYMEHTORB))
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KOHCY/IbCKWNIA CEOP B3bICKAH

yeaum otaeTnr conbcT Poccuiickoin ®efepayun B
/amMynocToBepsieT NOAMMHHOCTbL MPeACcTOALLEel
(@ynonHomoueHHOro coTpyaHuka MW Manaiiaun

FTAPMN3N MOXJ, TANB

vatu.

okTa6ps 2021 ropga

[B(Homep no peecTpy)
Ky}OLWA KOHCYNTbCKUM 0TAenom /noanucu/
(A.C. Kouerapos)

T\ MoconbcTBO Poccun B MaJ aii3um
KoHcynbCckuid oTaen
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YTBEPXZAEHO
KysH MyH JleoHr

I"eHepa/IbHbIN AMPEKTOP

M.n.

/nognuce!

/wTamn/:

Hartalega Sdn. Bhd, (75398-K)
C-G-9 OxanaH JartapaH SD1,
JarapaH SD PJU 9.
BaHpap LLpn OamaHcapa,
52200 Kyana-Slymnyp, Manaiizus
Ten:+603 6277 1733
dakc; +603 6280 2533

7 ceHTa6pa 2021 T.

MHCTPYKUNA MO NMPNMEHEHWNKO
Ha MeAVLMHCKOe U3zenie

«[epyaTkn AMarHOCTUYECKME HUTPUIIOBLIE HECTEPU/IbHbIE O4HOPa30Bble HeonyapeHHble CERTUS»
Npoun3BOACTBa
Hartalega Sdn. Bhd. Manaiians

HacTtoswwmm yaocToBepseTcs, YTO NOAMUCH, MPOCTaBIeHHast Ha JaHHOM
[IOKyMeHTe/cepTurkate/cBuaeTeNsCTBe 0 bpake/CBNAETENbCTBE O
pOXaeHUU/CBUAETENbCTBE O CMepPTU, NpUHaanexmT Tan Seok Kelt /
TAH CEOK KETTY, KoTopblii BLICTYNaeT B Ka4ecTse HOTapuyca.
MMHMCTEPCTBO MHOCTPaHHbIX Aen Manaii3um He HeceT
OTBETCTBEHHOCTb 32 BEPHOCTb MH(OPMaLIMK, COfePXaLLlelics B ;aHHOM
[OKyMeHTe.

Inodnuchl
MOXA TAPMU3N MOXA TAUB
YNONHOMOUYEHHbIW COTPYAHUK KOHCYNbCKOTO oTAeNa
MUHNCTEPCTBO MHOCTPAHHBIX AN
MNyTpagxaa, Manaisusa
14 okTA6pA 2021 r.
Vimbi: MuHMCTEpCTBO MHOCTpaHHbLIX aen Manaiisuu

LIBEPEHHAA KOnuAa opurmnHana

KW/ FocyaapcTBeHHblit HoTapnyc TAH CEOK KETT / TAN SEOK KETT m PN/WKL/HQ/25/02/2005 - W.P.
1IANA-NTYMIYP - MANAW3NS/

Vcred meyaTb HoTapuyca; /Hepa3bopumBo
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KOHCY/IbCKWNIN CBEOP B3bICKAH

depepauun B* |

WBM Y[10CTOBEPSIET NOANMHHOCTb MPEACTOsLL el
MMYNONHOMOYEHHOTO COTpyaHMKa MW/, Manaiizum

TAPMU3N MOX[ TAVB
egm

JokTsi6pa 2021 roga
1B (Homep Mo peecTpy)
eMyIALWIA KOHCYNTbCKM OTAenoM /nognuck/
(A. C. Kouerapos)

TT1b1; MoconbcTBO Poccun B Manaiismm
KoHCynbCKuiA oTaen
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10CHOBHbIE JAHHbLIE O MEAVNUNHCKOM U3AENNU
L1 HanmeHoBaHVe MeAULNHCKOIO U3genns
1.2 HazHayeHne MeMLMHCKOro n3aenums
1.3 Moka3zaHns K NPUMEHEHWIO, NMPOTKUBOMOKa3aHUA 1 NO60YHbIe AeCTBUS
1.4 KomnnekTHOCTb n3genus
1.5 BapuaHTbl UCMOMHEHNA U3[eNusa

COAEPXAHWNE

Tabnuua 11 - BapuaHTbl UCNOMHEHNA U3Lens

(Noapo6HYO MHGOPMALIMIO CM. B PA3AENE 2) .ccveeeveeveeeenens

2 ONMNCAHME MEAVUNHCKOIO U3OENNA
2.1 BHelHWIA BUA 1 ONUCaHKE NepYaTok

PucyHok 2.1 - lMepyaTkn AnarHoOCTUYeCKMe HATPUIOBbIE HECTEPUSIbHBIE

0[JHOPa30Bble HEOMYAPEHHbIE

PUCyHOK 2.2 - NepyaTKu AUarHoCTUYeCKNe HATPWUMOBbIE HECTEPU/IbHbIE

OIHOPAa30Bble HEOMYAPEHHbIE, YA/IMHEHHAS MaHXeTa........

PUCYHOK 2.3 - TepyaTKu 4UarHoCTUYeCKe HUTPUIOBbIE HECTEPU/IbHBIE

0AlHOpPa30oBbIe HEONMYAPEHHbIE, XUMNYECKU CTONKMe

Tabnuua 2.1 - MepeyeHb BELLECTB, MO OTHOLLEHUIO K KOTOPbIM MepyaTKu

XUMUWYECKN CTONKM

PucyHok 2.4 - TepyaTky AMarHOCTUYECKME HUTPWUIOBbIE HECTEPU/IbHbIE

0[]HOPa30Bble HEOMYAPEHHbIE, MOKPbITHE
KO/IOMZHas OBCSIHKA

Tabnuua 3.2 - MepyaTkn ANarHOCTUYECKME HUTPUMOBbIE HECTEPUIbHBIE

0[]HOPa30Bble HEOMYy/PEHHbIE, TUMOPa3MepbI 1
COOTBETCTBYHOLLME UM TEXHUYECKME NapameTpbl

Tabnuua 3.3 - MepyaTKyM ANArHOCTUYECKME HATPUIOBbIE HECTEPU/IbHbIE

0[]HOPA30BbIe HEOMY/APEHHbIE, YA/IMHEHHAS MAHMXKETA;
TUMOPa3Mepbl 1 COOTBETCTBYIOLLE UM TEXHUYECKME
napameTpsbl

Tabnuua 3.4 - MepyaTky AUarHOCTUYECKIE HUTPUIOBLIE HECTEPU/bHbIE

0/]HOPA30Bble HEOMYAPEHHbIE, XUMUYECKN CTOMKUE;
TNopasMepbl 1 COOTBETCTBYHOLLE UM TEXHUYECKME
napameTpbl

Tabnmua 3.5 - MepyaTKn ANarHocTUYECKe HUTPUIOBbIE HECTEPU/IbHbIE
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0/1HOPAa30Bble HEOMYAPEHHbIE; MOKPbITbIE KONMOUAHAN
OBCSIHKA; TUMOPa3Mepbl 1 COOTBETCTBYIOLLIME UM
TEXHUYECKMe napameTpbl
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1 CBEAEHUNA OB YTUTTNSALMM . ...t e 32
12 NMEPEYEHb NPUMEHAEMbBIX NMPOV3BOANTENEM (M3rOTOBUTEJIEM)
MEONUVNHCKOIO N3AENTNA HOPMATUBHO-TEXHUNYECKINX
JOKYMEHTOB. ...ttt nne s 3

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



10CHOBHbIE AAHHbBIE O MEAVLUHCKOM U3OENTNA

11 HawnmmeHOBaHMe MeLULLMHEKOr0 U34esnns

MepyaTKN ANArHOCTUYECKME HUTPUNIOBbIE HECTEPU/IbHbIE OAHOPa3bBble HEOMYAPEHHbIE,
CERTUS.

MpoussoauTenb:
HanmeHoBaHue: Hartalega Sdn. Bhd. (XapTtanera CaH. bxa.)

FOpuanueckuii agpec:  C-G-9, Jalan Dataran SD-1, Dataran SD PJU9, Bandar Sri Damansara,
52200 Kuala Lumpur, Manai3us

Afpeca Npoun3BoACTBa MEAULIMHCKOIO MU3AeNNs:

1) Hartalega Sdn. Bhd., No. 7, Kawasan Perusahaan Suria, Bestari Jaya, 45600 Selangor Darul
Ehsan, Manaiians

2) Hartalega NGC Sdn. Bhd., No. 1, Persiaran Tanjung, Kawasan Perindustrian Tanjung, 43900
Sepang, Selangor Darul Ehsan, Manaii3us

Ho Bcem Bonpocam, Kacarommcs npuobpeTeHns 1 aKcnayataumm MeauuuHCKOro u3genms
«[lepyaTkn AMarHOCTUYECKMe HUTPWUIOBbIe HECTEPU IbHBIE OAHOPa30Bble HeonyapeHHble, CERTUS»
(manee - n3genve MM NepyaTkm), a Takxke No APYruM YTOYHAKOLWMM BONpocaM 06paLLaThbCes:

YNONHOMOYEHHBI npeactaBuUTeNb

npou3BoAUTENA B Poccuiickoin cpep'epaumm; O6U.I,€CTBO C OrpaHM4eHHOM OTBETCTBEHHOCTbLIO
«MegunumHckne busHec TexHonornm»
(OO0 «MBT»)

Agipec: 195427, CaHkT-lNeTepbypr,
TuxopeLKuin NpocnekT, A.25, kopn.2, k.81
Ten.+7(911) 928-53-51,
I nouta: mb-technology(“mail.ru

1.2 Ha3HayeHne megULUMHCKOro nU3gennsa

MepuaTKM  npeaHasHayeHbl ANs  WUCMOMb30BaHUS NPW  MPOBEAEHUM  MEAMLMHCKUX
CCNEAOBAHWIA, ANArHOCTUYECKMX W TepaneBTUYECKMX MPOUeayp C LIENblo 3alivThbl NALUEHTOB U
ccneaoBaTens/MeAULMHCKUX PaGOTHUKOB OT B3aMMHOTO 3apadKeHNS.

MepyaTKn ABNAKOTCA OAHOPA30BbIM U3AeNMEM N NpefHasHaYyeHbl TOIbKO AN OAHOKPATHOro
NPUMEHEHNA.

B 3aBMCUMOCTM OT CTeneHW MOTEHUMaIbHOro pucka NpUMeHeHUs B MeAUMLMHCKMX Lensx,
nepyaTkmy OTHOCATCA K Knaccy 1
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B KoHTaKTa ¢ 0praHu3MoM uenoBeka: KPaTKOBPEMEHHbI KOHTAKT C HEeroBpeXaeHHoM

-

Koten

O6nacTb  MNpUMeHeHWsi; NleYebHble 11 N1e4eBHO-NPOPUIAKTUYECKME  MEAULMHCKNE
YUPEXAEHWA 1 B LeNSAX UHAUBUAYabHOW 3alUuTbl.

MoTeHUManbHbIN NOTPebUTENb; MEAULMHCKNIA NepcoHan 1to6oro npodus.

MepyaTky O4YeHb MPOCTbl B MPUMEHEHWMWU, WX WUCMOMb30BaHWE He TPebyeT cheunaibHbIX
3HaHUIA M HaBbIKOB. [MPUMEHAKOTCSA B MHOObIX MEAMUMHCKUX Uensx, Tpedyl umx ob6cnefosaHms’,
AVarHOCTVKM WM TepaneBTUYECKOM MNpoueaypbl Ha HEMOBPEXAEHHOW KOXe WAN  CAU3UCTON
0060/104Ke, B YC/MOBUSIX HEe TPeOYHOLWMX CTEPUIBHOCT WMAM NpU O6palleHnn C BeLLecTBaMU WU
CMECAMI, OnacHbIMU 41 NOMb30BaTeNen.

1.3 Tokas3aHuA K MPUMEHEHUIO, NPOTUBONOKa3aHNA U NOB0YHbIE AeiicTBUA
NMokasaHna K NPpUMeHeHUIO

MepyaTkn Bcerga cnefyeT WUCMO/b30BaThb B KayecTBe Mep CTaHAAPTHONM MpefoCTOPOXHOCTY
M paboTe C MauueHTamy A1 3alyTbl NauyeHTa U MeAMLIMHCKOrO MNepcoHana OT B3aIMHOMO
3apaKEHUs MPU NPOBEAEHNN MEAVLIMHCKUX UCCNEN0BaHWIA, ANArHOCTUYECKMX W TeparneBTUYECKUX

rpoLeayp.

NpoTmnBONOKa3aHUA

VHanBuayanibHas HenepeHOCUMMOCTb KOMIMOHEHTOB  Chbipba  uM3fenusa. [1poTmBonokasaHo
ncnonb3oBaHne wu3genne B YC/10BUAX, Tpe6y+ou_u/|x npoeegeHna AMarHOCTUKK MadueHTa Win

NPOBeAEeHNS TepaneBTUYECKMX MPOLeayp Mpy MOBPEXAEHHOM KOXHOM MOKPOBE WU B YCNOBUSIX,
TpebyHoLLWX CTEPUNLHOCTM

B0o3MOXXHble NO60UYHbIE 4eNCTBUSA

B03MOXHbI KOXHble anniepruyeckme peakumm, nNpn nossieHUN KOTOPbIX CRefyeT NnpekpaTtuTb
NPUMEHEHNE MEPYHATOK.

1.4 KOMNNEeKTHOCTb N3fenns

MepuaTKy MOCTaBNAOTCA MOTPEOUTEN0 B NOTPEGUTENLCKOW yrnakoBke (cM. pasgen 7
HaCTOSILLEro JOKYMEHTA), C YUYeTOM BapuaHTa UCMOHeHNs u3aenus (cm. n.1.5).

KpaTkasi WHCTPYKUMSI MO MPUMEHEHMIO HaHeceHa Ha MOTPeOMTENbCKYH — YMakKoBKY
MEeAVLVHCKOrO UM3aenms 1 NpeaocTaB/isieTcss B MOMHOM 06beme B OyMaXHOM Buae nNpu
HEobXoAMMOCTM AOMOMHUTENbHO, YNOMHOMOYEHHbIM MpPeACTaBUTENEM NPOU3BOAMTENS. Tak Kak
npeAHa3HauYeHve M3aenuiA Ans nonb3oBaTens SBMSETCS OYeBUAHBLIM, UH(MOPMALIMS O MOKa3aHUAX K
MPUMEHEHNIO, MepaxX MPeAOCTOPOXHOCTA NPY  UCMOMb30BaHWM, CPOKE TOAHOCTU W FapaHTUsX
N3roTOBMTENS, CMOCOGE MPUMEHEHWSI WM3[enus, YCMOBMSX €ro WCMO/b30BaHUS, XpaHeHWsi U
YTUNN3aLMK, OTPaXKEHHbIE B HACTOSLLEM [OKYMEHTE, MOMeLLeHbl Ha MOTPeGUTENbCKONA YNaKoBKe,

5
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kKW MO/IHOE Ha3BaHWe U3AeNWs, NPOU3BOANTENb, AaTa U3rOTOBNEHMS U T.4. (CM. pa3gen 8). [ae ato
BOBMOKHO 1 Lie/1leco06pasHo, MCMo/b30BaHbl COOTBETCTBYHOLIME TMPU3HAHHbBIE MEXAYyHapOAHbIe
CVBOL

CornacHo TpebOBaHMAM K MeAUUMHCKUM  U3AenusaMm, npuBefeHHbIM B [punoxeHuu!
Iypextvebl 93/42/EC, nofpo6HOe PyKOBOACTBO MO WUCMONb30BaHWIO A1 U3AeNMIA - Knacca
MOTEHLWa/IbHOrO prcka 1 He TpebGyeTcs, ecim UX MOXHO MCnosib3oBaTb Ge3onacHbIM 06pa3oM 6e3
nodobHoro  pykoBoAcTBa. [MpousBoguTenb Onpefenser CcofepXaHue W ypoBeHb "pebyemou
MH(popMaLMK, MPUHMMas BO BHUMaHWe Takuve (PaKTopbl, Kak npegnonaraemblii  ypoBEHb
TEXHUYECKON W KIMHUYECKOW MNOATOTOBKM WM KBaIM(IMKALMIO MOTEHLMANOMO0ro Mnosb30BaTe s
(nonb3oBartenieil), a Takxke /IOOble HOBblE WM HEWU3BECTHbIE KOHCTPYKTMBHbIE OCOGEHHOCTU WM
HeOObIMHbIA PeXXKM PaboTbl, KOTOPbIE He ABNAKOTCA OYEBUAHbLIMM.

1.5 BapunaHTbl UCMONMHEHUA N3[eNnA

Tabnunua 1.1 - BapuaHTbl UCANOMIHEHNSA n3gennsa (NogpobHy MHPOpPMaLK cM. B pasjgene 2)

BapvaHTbl nCNonHeHWs Pa3wvepbl LBeT OcobeHHOCTH
MepyaTkn AMArHOCTUYECKME XS, S, M, L, XL (DWOHGTngII‘/'I HET
HUTPWNOBbIE HECTEPWU/IbHbIE XS, S, M, L, XL p0308b||5|
0[lHOPa30Bble HeOoMyApPeHHbIe XS, S, M, L, XL  3eneHbIu 5

XS, S, M, L, XL OpaHXeBblin

XS, S, M, L, XL na3yprv||7|

XS, S, M, L, XL MOPCKOW BOJIHbI
MepyaTKn ANarHOCTUYECKNE XS, S, M, L, XL  (p1ONeToBbIiA YANMHEHHas
HUTPUNOBbLIE HECTEPU/IbHbIE XS, S, M. L XIT| OpaHeBblil MaH>xeTa
0AHOPAa30Bble HEOMYyAPeHHbIE, XS, S, M L XL  NasypHbli
YTIMHEHHas! MaHXXeTa XS, S M. L XL  MOPCKOV BOHbI
MepuaTKy AMarHoCcTUYeCKme XS, S, M, L, XL  asypHbIi XVIMUYeCKM
HUTPUNOBbIE HECTEPW/IbHBIE CToMKne
0JHOpPa30Bble HEOMNYAPEHHbIE,
XVMUYECKMN CTOVKME 5
MepyaTkn AnarHoCTUYeeKme XS, S, M, L, XL  YTpeHHen 3apu NOKpbITUE
HUTPUNOBbIE HECTEPU/IbHBIE KonnonaHas
0/1HOPa30Bble HEOMYAPEHHbIE, OBCAHKa

MNOKPbITNE KOMTIONAHaA OBCAHKa
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2 ONMNCAHVE MEOANUMNHCKOIO U3AENTNA

MepuyaTkM AMArHOCTUYECKUE HUTPWU/IOBbIE HECTEPU/IbHbIE OfIHOPA30Bble HEOMyAPEHHbIE
ICERTUS - HecTepunbHOE W3AENNe, WCMONb3yeTcs B KAuecTBe 3allMTHOro 6Gapbepa BO BpeMs
06Cne0BaHNS/NIEYEHNS MEAULIMHCKUM PabOTHUKOM MaLMeHTa WA Ans APYrux CaHUTapHbIX LENei.
Vcnonb3yeTcsl, rnaBHbIM 00pa3oM, KaK [BYXCTOPOHHWIA Gapbep 3alivThl "YUk naumeHTa, TakK U
repcoHarna OT Pa3/IMYHON KOHTaMUHaLMK,

He copepxxaT aHT1OaKTepua/ibHbIX BeLecTB/MaTepuanoB. BHYTpPeHHSS MOBEPXHOCTb NepyaTok
HE MOKPbITA MOPOLLKOM My/pbl.

Bce nepuyatkn MMEOT YHMBepcaibHYt (MIOCKyH) (hopMmy, OAMHAKOBYI [/ 00eUX pPyK,
YAOOHYHO N1 BbICTPOM CMEHbI NEPYATOK.

MepyaTKy UMELOT CNefytoLLve 0CO6EHHOCTN:

- TEKCTYPVPOBAHHbIA PUCYHOK, HaHECEHHbIA MO MOBEPXHOCTM MasbLUeB, YydllaeT
3axBaT W yaepKaHue MeAULIMHCKNX UHCTPYMEHTOB U U3AENNIA;
- TNOBEPXHOCTb 6e3 MyApbl, T.e. HEOMYAPEHHbIE;

- MaHXeTa 3aKaTaHa B Ba/MK (BEHUMK), HalMuMe KOTOPOro OBGECMEeYMBAET M/IOTHYHO
(hvKcaLMIo NepyaTKy Ha 3ansicTbe U 06/1eryaeT eé HaeBaHue.

2,1 BHewHWI BUA 1 onucaHne rnepyaTok

211 MepyaTKM AMArHOCTUYECKME HUTPUIOBbLIE HECTEPW/bHbIE OHOPA30Bble HEOMYAPEHHbI
pasmep XS, S, M, L, XL, ugeT: (prONETOBbLIN, PO30BbIA, 3€/1EHbIN, OPaHXXEBbINA, Na3ypHbIiA, MOPCKOW
BO/HbI (purc.2.1):
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PucyHok 2.1 ~ Mepyarku AuarHoCTUYECK1e HUTPWUIOBbLIE HECTEPUSIbHbIE OAHOPA30Bble
HeonyapeHHble (PMONETOBLIN LBET NepyaTok NpuBeaeH 4ns NpuMepa);

a) - 00LMIA BMA NepyaTKK; 6) - YBENNYEHHBIA BU[
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2.1.2 MepyaTKn AMArHOCTUYECKME HUTPU/IOBbIE HECTEPU/IbHbIE O4HOPAa30Bble HEOHYAPEHHbIE,
YI/IMHEHHast MaHXeTa, pasmep XS, S, M, L, XL, upeT; (hMONeTOBbINA, OpPaHXKEBbIN, Ma3ypHbIiA,

MOPCKOI BOJHbI (CM. puC.2.2).

PucyHok 2.2 ” epyaTkn anarHoCcTM4ecKmne HUTPUIOBbIE HECTEPU/IbHBbIE OAHOPa30BbIe
HeonyApeHHble, YA/IMHEHHas MaHXeTa (OpaHXXeBbI LIBET NepyaToK NpuBeaeH

LN npumepa):
a) - 00LMiA BUA nepyuaTku; 6) - yBENMYEHHbIV BUA,
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2.1.3 MNepyaTkn AMAarHOCTUYECKNE HUTPW/IOBbLIE HECTEPW/IbHbIE O4HOPA30Bble HEONYAPEHHbIe,
XUMMYECKM CTOMKMe, pasmep XS, S, M, L. XL, ug'eT; nasypHblii (puc.2.3).

PucyHoK 2.3 - lMepyaTku AMarHOCTUYECKNE HUTPW/OBbIE HECTEPUbHBIE OJHOPA30BbIE
HeonyapeHHble, XMMNYECKN CTOMKME:
a) - 00LMin BUA nepyaTku; 6) - yBENNYEHHbIV BUA

10
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Mcnonb3ytoTcs B Cyvae MOBLILEHHOMO pUCKa MHMUUMPOBaHMA. XUMUYECKas CTOMKOCTb
ob6ecrneyrBaeTC YBE/IMYEHHON TOMLWMHOM MNepyaToK, MO OTHOLUEHUO K ApYyrMMm BapuaHTam
NCTONHEHUS.

Ma6nmua 2.1 - MepeyeHb BELLECTB, MO OTHOLLEHMIO K KOTOPbIM NepyaTKn XMMUYECKN CTOVKM

MakcrmabHO fONYCTMMOE BPeMs

Beulectso (CAS) BO3JeincTBUA (MUHYT)

H-renTaH (CAS: 142-82-5) He Gonee 60
40% rugpokeng Hatpus (CAS: 1310-73-2) He 6onee 480
96% cepHas kucnota (CAS: 7664-93-9) He 6onee 30
25% rugpokcna ammoHust (CAS: 1336-21-6) He 6onee 120
37% dopmanbgerng (CAS: 50-00-0) He 6onee 480
30% nepekwch Bogopoda (CAS: 7722-84-1) He bonee 480
40% nnasuKoBas kucnota (CAS: 7664-39-3) * He Gonee 30

NHopmaums B Tabnuue OTPaXKaeT OPUEHTMPOBOYHYID MPOAO/HKUTENBHOCTbL 3alWTbl BO
Bpemsi paboTbl CO CMECSMI W YACTbIMW XUMUYECKMMM BeLecTBaMi/

2 14 lNepyaTkn AMarHOCTUYECKME HUTPWUIOBLIE HECTepUIbHbIE OAHOPA30BbIE HEOMyApPeHt
MOKPbiTVE KONNOWUAHAsA OBCAHKA, pasmep XS, S, M, L, XL, ugeT: yTpeHHel 3apu (cMm. puc.2.4).

[(NaBHOE NpPenMyLLECTBO MEepYaToOK - TMOKPbITUEe KON/MOMAHasAs OBCAHKA, KOTOpoe [JenaeT
MCNob30BaHME Mep4vaTok 6onee KOMCbOpTHbIM M 3allniaeT KOXXHbIi MOKPOB OT CYyXOCTW.

11
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PucyHok 2.4 - lNepyaTKn AMarHOCTUYECKUe HUTPUOBbIE HECTEPUIIbHBLIE O4HOPAa30BbLIe
HeonyApeHHbIE, NOKPbLITUE KONONAHAA OBCAHKA:
a) - 06Wwin BUA nepyaTtku; 6) - YBENMYEHHBIR BUL,
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3 3HAYEHUNA OCHOBHbBIX TEXHUYECKUNX XAPAKTEPNCTUK

MepyaTKy HECTEPUNbHbI, CTEPUNM3ALIMA MNEePe UCMONb30BaHMEM He TpebyeTcs.

Cofiep>xaHne 0CTaTOMHOrO ONyZApYBAtOLLIErO BeLLecTBa - He 60/ee 2 Mr.
Yy
B npouecce Lpon3BOACTBA, C Lie/Ibl0 BO3MOXHOCTM CHATMSI 3ar0TOBKU MepYaTKu C SINTLEBOM
(hopMbl  UCNOMB3YeTCA KOoarynsaHt - pactBop crteapata Kanbumsa (CAS# 1592-23-0). Octartku
KoarynsHta MOryT COLEepXaTCAd Ha MOBEPXHOCTM MepyaToK U MOryT OblTb O6Hapy>KeHbl Mpu
NPOBELEHNN UCCNef0BaHNIA Ha HaMYKe OCTaTOUMHOIO OMyApMBatoLLEro BeLecTBa.

Tabnunua 31 - 3HayeHMs (HU3MKO-MEXaHNYECKMX NOKa3aTenein nepyaTok

[10 YCKOPEHHOrOo CTapeHus lMocne yCKOpeHHOro ctapeHus
YcnoBHas OTHOCUTENbHOE ~ YC/IOBHAsA MPOYHOCTD, OTHocuTenbHoe
MPOYHOCTb, MIMa,  YAnnHeHue, %, MITa, yAannHeHue, %,
He MeHee He MeHee He MeHee He MeHee
14 500 14 400

MpremnemMble YPOBHU KauecTsa:

OTcyTCTBYE OTBEPCTU; OnpepgenseTcs AONYCTUMbIM Ha/IMUYMEM OTBEPCTUIA U
COOTBETCTBYET MpuemMnieMomy ypoBHIO Kavectea (AQL):
15 (npv ypoBHe KoHTpons G-1).
MPUMEYAHWME - AQL: 15 no EN 455-1 n 2,5 no
ASTM 5151.

Pa3mepbl: (LUMpWHa, AIvHa, ToNwmHa)  COOTBETCTBYET NpMemsieMoMy YPOBHIO KavecTsa 4,0
(npwn ypoBHe KoHTpOns S-2).

PU3NKO-MEXaHNYECKIME MOKa3aTe/NN: Ycunue v yanuHeHne B MOMEHT paspbisa (40 1 nocne
YCKOPEHHOr0 CTapeHns) COOTBETCTBYIOT NPUEMIEMOMY
YPOBHIO KayecTsa 4,0 (Npy ypoBHE KOHTPONA S-2).

[/VHY nepyaTky M3MepsitoT MO BHELLHe CTOPOHE OT KOHYMKa CPpefHero nanbla [0 Kpas
MaHXeTbl MepuaTku.

LLvpuHy nafoHM nepyaTku  M3MepStOT  Yepe3 CPeAHIO TOUYKY MeXAy OCHOBaHUSMU
yKa3aTe/lbHOro 1 60/bLLOr0 MasbLEs.

MUWHUMANbHYIO TOMLWWMHY MNepyaTkM U3MEPAOT MUKPOMETPOM B TOYUKaX, YKas3aHHbIX Ha
pucyHke 3.1.
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3

MPUMEYAHWE - Pa3vep C npvsefeH Ang npubamsnTesibHOro onpefeneHns LeHTpa nafoHn
C YyYeTOM pa3mepa NepyaTku.

PucyHok 3.1 - V3mepeHune NMHENHbIX pasMepoB NepyaTok;
1 - KOHYMK Nanbua; 2 - NafoHb; 3 - Kpai MaHXeTbl,
A= (13£3) mm; B= (3315) mm; C= (4849) mm.

Tabmuua 3.2 - TlepyaTKM [AMArHOCTUMYECKME HUTPUIOBbIE HECTEPWU/bHbIE OAHOPA30Bble
HEeoNyApeHHbIe; TUNOPa3Mepbl U COOTBETCTBYIOLLME MM TEXHUYECKME NapameTpbl

Pasmep, MM Jonyctumoe
O603HaueHne XS S M L XL (cBepx- OTKJ'I(;,::/(IEHVIG,
(CBepxmanblil)  (Manblil) — (CpeaHwiA) (60nbwoii)  60NbLLON)
LLipura no 70 80 95 110 120 +10
pasmepy (w)
OnvHa (D) 220 230 230 230 230 He MeHee
TonuwmHa;
* nasbla 0,05 He MeHee
He MeHee
1 *  flafoHu 0,05
14
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Tabnuua 3.3 -
HeomnyfpeHHble, YA/IMHEHHas MaHXeTa; TunopasMepsbl

MMepyaTKM [AMArHOCTMYECKME HUTPWUIOBbIE HeCTepU/bHble

0/[]HOPa30Bble

N COOTBETCTBYHOLLUME UM TEXHUYECKUNE

napameTpbl
Pa3mep, Mm JonycTtumoe
O60o3HaueHwe XS S M L XL (cBepx- OTKJ'I(:,II-'l\:HI/Ie,
(CBepxmanbli)  (Manbii)  (cpepHuii) — (6onbLuoit) 60/1bLUOIA)
LLnpuHa no 70 80 95 no 120 +10
pasmepy (W) 4
OnuHa (1) 250 250 250 250 250 He MeHee
TonuWMua:
He MeHee
nanbuya 0,05 HE MeHee
*  N1afloHN 0,05
Tabnuua 3.4 - TlepyaTkM [AMArHOCTUYECKME HUTPUIOBbIE HECTEPU/bHbIE Of4HOpa30Bble
HeOoNnyJpeHHble, XUMWUYECKN CTOWKME, TUropasmepbl W COOTBETCTBYHOLME WM  TEXHUYECKME
napameTpbl
Pasmep, Mm JonycTtumoe
OGo3HaueHue XS S M L XL (ceepx- ~ CTKIOHEHWE,
(CBepxmanibiil)  (Manbiil) — (cpepgHuii) — (6onbLuOi) 60NbLLOIA) MM
Livpuria no 70 80 95 110 120 +10
pasmepy (w)
Onvna (1) 250 250 250 250 250 He MeHee
TonwuHa;
* nasbua 0,16 He MeHee
«  NafoHu 0,16 HE MeHee
Tabnmua 3.5 - TllepyaTKM AMArHOCTUYECKME HUTPUIIOBbIE HECTEPU/IbHbIE O4HOPAa30Bble
HEOMYAPEHHbIE; TMOKPbITblE KONMOWAHAA OBCAHKA; TWMOpPa3Mepbl W COOTBETCTBYHOLUME UM
TEXHNYECKNE NapamMeTpbl
Pa3meo, Mm JonycTtumoe
0O603HayeHNe XS S M L XL (cBepx-  OTK/IOHEHue,
(Cepxmanbiil)  (Manbiid) — (cpegHuid)  (60NbLOA)  GONbLIOKA) MM
LLnpnHa no 70 80 95 no 120 + 10
pasmepy (w)
Onuxa (1) 220 230 230 230 230 He MeHee
TonwmHa;
*  nanbua 0,05 He MeHee
e [afioHN 0,05 He MeHee
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4 MATEPUADbI

JlekapCTBeHHble CPeACTBa A1 MEAWLIMHCKOrO MPUMEHEHWs, MaTepuasbl XXMBOTHOTO 1 (M)
4eI0BEYECKOr0 NPOUCXOXKAEHNS —B U3rOTOBMEHNN U3AENNSA OTCYTCTBYHOT.

XUMUYECKUMIA COCTaB MepuyaToK U MOBEPXHOCTHLIX CMa30uYHbIX Ma’puasioB He COAEPXUT
BELLIECTB, KOTOpble BPeAHbl [N NONb30BaTens WM APYroro YenoBeKa, C KOTOPbIM MepyaTKu
BCTYMatOT B KOHTAKT (GMOCOBMECTUMOCTb U3AENNS).

471 Matepuansl, UCNosib3yemMble NpyU NMPOU3BOACTBE NeEPYaTOK
Martepuanbl, KOHTaKTUPYIOLLME C KOXEN (HernoBpeXaeHHOM):

1) Kap6oKcunmMpoBaHHbLIN CononMMep akpunoHUTpuna u 6yTagueHa, npowssoacTBa Nantex
Industry Co., Ltd. (TaiiBaHb):

* akpunoHutpun (CAS #107-13-1);
o OytaaueH (CAS #106-99-0).
2) Creapatr kanbumsa (CAS #1592-23-0), npoussogctea Chempro Technology (M) SdnBhd
(Manaiizus).
3) PacTBOp KONNMOMAHON OBCAHKK, NpousBoacTea Oat Services Ltd. (BenmkobputaHus):
» o0BCAHaa MyKa (CAS #134134-86-4).

Kpacutenu, ncnonb3yemble nNpy U3rotoB/eHUN NepyaTok:

1) ®uonetosbli nurmeHT Violet 23 (CAS#6358-30-1), npowussogcTBa Farben Technique (M)
SdnBhd, (Manaii3us);

2) KpacHblit nurmeHT Red 146 (CAS#5280-68-2), npoussogctea Farben Technique (M) SdnBhd,
(Manaitzns);

3) 3eneHbiin nurmeHT Green PG 704 (CAS#1328-53-6), npowmssoacTtBa Farben Technique (M)
SdnBhd, (Manaii3us);

4) OpaHxesblin nurmeHT Orange 13 (CAS#3520-72-7), npowussoactea Farben Technique (M)
SdnBhd, (Manaii3us);

5) Tony6oin nurmeHT Blue PL 1533 (CAS#147-14-8), npowussoactea Farben Technique (M)
SdnBhd, (Manaii3us);

6) KpacHbin nurmeHT Red PR 122 (CAS#980-26-7), npoussogctea Farben Technique (M) Sdn
Bhd, (Manaiizus);

7) Xentbidi nurmeHT Yellow PY 138 (CAS#30125-47-4), npowssofcTsa Farben Teehnique (M)
SdnBhd, (Manaiisus).

16

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



Tabnuua 4.1 - LIBeT nepyatok, B 3aBUCUMOCTY OT NPUMEHEHHbIX KpacuTenei

LiBeT nepyatok

d1oNeToBbIN

Po30BbIin

3eneHblin

OpaHXXeBbli1

JNasypHblit

MopCKOI BO/HbI

YTpeHHel 3apn

HaunmeHoBaHVe Kpacutens

(hMONETOBBIA NUrMEHT
Violet 23

KpacHbIA NUrMeHT
Red 146

3e/eHbI NUTMEHT
Green PG 704

OpaHXXeBbI NUTMEHT
Orange 13

rony6on NUrMeHT
Blue PL 1533

rony6oin NUrmeHT
Blue PL 1533

ronyoou NUrMeHT
Blue PL 1533
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rony6oin NUrmeHT
BluePL 1533

KpacHbIiA NUTMEHT
Red 146

(MONETOBbI MUTMEHT

Violet 23
KpacHbIi NMUTMEHT YKENTbI NUIMeHT
Red PR 122 Yellow PY 138

17



5 NOPAAOK NMPUMEHEHWA N3AENTNA

MMpYMeHeHMe NepyaToK He ABMSETCA  3aMeHOW  06e33apaKMBaHUIO  PYK  KOXHbIMU
aHTMcenTMKamun. [epef MCMOMb30BaHWEM MEPYATOK MPOBEAMTE TUTMEHMYECKYID 00paboTKy pyK
(obpaboTariTe PyKM KOXHbIM aHTUCENTUKOM W/IN BbIMOWTE UX MbI/IOM Y BOAOW).

Yy

BAXKHO! Bo n36exaHne HapyLLeHUs LIeNIOCTHOCTM NepyaToK He Mpuiarainte upe3MepHoii
CU/bl MPU UX HaAEBaHUN.

MopsAoK HafleBaHWS W CHATUS NepUaTok;

e JlocTaHbTe MepyaTKn 13 NOTPedUTENLCKOM KOPOOKM.

e YpepxuBas OAHY MepyaTKy 3a Kpail MaHXeTbl OfIHO PYKOW, BBEAMTE B Hee APYryto
PYKY TakMM 06pa3oM, UTOObI KaXXAbli NasneL, 3aHsaN npefHasHaueHHOe 1 Hero MecTo.

* HageHbTe BTOPYHO MepyaTKy aHanorMyHbIM 06pasom.

» [poBeanTe HeobxoauMble MPOLEAYPbLI; BPEMS MPUMEHEHWS OAHONM Mapbl MepYaToK
[O/MKHO ObITb HEMPOLO/MKUTENbHBIM, PEKOMEHAYETCS MEHATb NepyaTkn He pexxe 1pasa
B yac.

e [lo OKOHYaHUM npoueayp BO3bMUTE MasbLaMK NPaBO PYKM B nepuaTke MaHXeTy Ha
NEBO nepyaTke ¢ Hapy>XHOM CTOPOHbI, CAenaliTe OTBOPOT.

e Takum e 06pa3om caenaite 0TBOPOT MaHXETbI MPaBOil NepyaTKe.

* CHuMWTE nepyaTKy C NeBOM PYKW, BbIBOpauMBas ee HauM3HaHKy W OCTaBbTe €€, [epxa
3a OTBOPOT, B NPaBOi1 pyKe.

* JleBOW PYKOW CHMMUTE MepyaTKy C MpaBoW PyKW, BbIBOpauMBas ee Hau3HaHKy Wu
norpy><as B Hee nepyaTky C NeBOI PyKM.
* B 3aBMCMMOCTW OT MCMO/b30BaHUA W3NS, €CNIN HYXXHA YTUAM3aLMA NepUaToK Kak
Knacca b, norpysuTe o6e nepyatkM B eMKOCTb C Ae3VH(ULMPYIOWMUM pacTBOPOM A5
06e33apaXnBaHNA UM B OLHOPA30BYHD EMKOCTb [/ BPEMEHHOrO XpaHeHWs OTXOLOB
Knaccab Cc uUenbl0  MOCneayroLlero  LEeHTpasM30BaHHOIO  06e33apaXmBaHuUs

/obe3BpexxmBaHUA. B MpOTMBHOM Cryyae, MPOAYKT YTWUIM3MPYETC Kak MNPOLAYKT
Knacca A (cm. pasgen 11).

Mocne 3aBeplleHMst paboTbl U CHATMS MEPYaTOK HEeo6XOAMMO MPOBECTU TUrMEHUYECKYHO
06paboTKy pyK.
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6 MEPbI MPEAOCTOPOXHOCTU

MepyaTKn NpeAHasHauYeHbl TONbKO /11 OHOKPATHOIO NPUMEHEHNS.

BAXXHO! HecTepunbHble TMepyaTkM  WCMO/Mb30BaTb B CTEPU/bHBLIX  MOMELLEHUSX
3anpelLaeTcs. MepyaTky He NpeAHasHaueHbl AN XMPYPruyecknx onepaLimii>

MepuaTKM HeOOXOAMMO HafeBaTb Ha YMUCTble PYKW, 06paboTaHHble B COOTBETCTBUM C
npaBuaMm Mo TUrMeHe PyK MEeAULMHCKOrO MepcoHana, YCTaHOBNEHHbLIMU COOTBETCTBYHOLLMMM
HOPMaTMBHbLIMU AOKYMEHTaMMN B MEANLIMHCKOM YUPEXAEHUN.

MepyaTKn BO BPEMS BbIMO/IHEHUS MaHUMYNSAUWMIA He pPeKOMeHAyeTcs 006pabaTbiBaTh
aHTUCENTUYECKUMUN 1 AE3NHDULMPYIOLLMMIN CPeACTBaMM, TaK Kak 3TO OTpULATENIbHO BAMSIET Ha WX
repMETUYHOCTb M MOXKET MPUBECTMN K YCUNEHWHO MPOHMLIAEMOCTM.

BAXKHO! Henb3s 1CNonb3oBaTh OAHY Mapy MepyaTtok 6oniee, YeM C OAHMM MaLMEHTOM.
Heo6x0aMMo CHUMaTb NepyaTKX MOc/e OCYLLECTBEHWS MaHUMYNALWMIA C NALMEHTOM.

Takke, He06X0AUMO MEHSITb MepyYaTKn BO BPEMS MaHUMYNSLUWIA C OAHUM MaUyeHTOM, Mpu
nepexo/ie OT KOHTAMUHMPOBAHHOIO Y4acTKa Tena K YucTomy.

Mcnonb3oBaHHbIE MepyaTky MOMELLAOTCA B CMeLManbHyt eMKOCTb [nsi cbopa 0TX0[0B,
AE3NHPULMPYIOTCA U YTUIN3MPYHOTCA B COOTBETCTBUM C pasgenom 11.

Mepes MCNOMb30BaHNEM HEOGXOAMMO YO6EAUTLCS B LIENIOCTHOCTM YMAKOBKWU, B KOTOPYHO
ynakoBaHbl MepyaTKy, NPOBEPUTHL CPOK OAHOCTM, a TAKXKe LieNIOCTHOCTb MepyaToK. 3anpellaeTcs
CMO/b30BaTb NEPUATKM C UCTEKLLMM CPOKOM FOHOCTY, a TAKXKe B C/lyyae HapyLUeHWs LiefIOCTHOCTU
YNaKOBKW 1 U3eNus.

BAXXHO! [Mpu No60M COMHEHUM B LIENIOCTHOCTM YMAaKOBKW, CPOKE FOAHOCTU M3AeNnd Win
LIEIOCTHOCTM CaMUX MEPYaToK, CrefyeT B3siTb HOBYHO Napy.

Mepep, UCNONb30BaHMEM HEOOXOAMMO MPOBEPUTL MepUaTKM Ha Hannume AeeKToB UK bpaka

W, ECNN Nep4yaTkn pByTCA WM MPOKa/1bIBalOTCA BO BPEMA MCMNO/Ib30BaHWA, HEMEA/TIEHHO MPEKPATUTb
X NCMosib30BaHUE.

Mepen CHATMEM 3arpA3HEHHbIX MepyaToK H606X0,£I|I/IMO X OYNCTUTb U NMPOMbITb.

Ecnn HabntogaeTca peakumsi B BUAE Pa3apakeHWs KOXW, HEMEAIEHHO yaanuTe MnepyaTky K
NMPOMOViITE NOPaXKEHHYHD YacTb COMEBON BOAON. ECnn HET obneryeHns, 06paTuTech 3a MeAULIMHCKON
MOMOLLGHO.
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7 YTNAKOBKA

MN3pnenve nmeeT NOTPeGUTENLCKYHO U TPAHCMOPTHYHO YNaKOBKM.

MMepyaTkM OfHOrO BapuaHTa MWCMOMIHEHWSA, KONMYecTBa M HOMWHa/ILHOMO  pasmMepa
MOCTaB/NAOTCA B C/IeAYHOLINX MOTPebuUTeNsCKMX yrnakoskax (tabnuua 7.1). A

Tabnuua 7.1 - Pa3vepbl NOTPeOMTENbCKOM YMaKOBKM B 3aBUCMMOCTM OT TUMOpa3Mepa,
KONM4ecTBa U BapyaHTa UCMONHEHUS U3AeNNs

Konnyectso LITYK B

L Pa3wvep
HanMeHOBaHME noTPebUTeNbCKON YNaKoBKe nNOTPeGUTENLCKO
Pasvep XS, S, M, L Pasmep XL ynakoBku, (£10) mm
245 x 125 x 41

100 90

MepyaTkM gnarHocTUyeckme 245 x 125 x 48
200 245 x 125 x 74

[MepyaTKu anarHocTuyeckme

HUTPU/IOBbIE HECTEPWU/IbHbIE 100 100 260 x 110x68

0[lHOpa30Bble HeONypeHHbIe,

YA/IMHEHHAsA MaHXXeTa

MepyaTKn AMarHOCTUYECKMe

HUTPWUNOBbIE HECTEPU/IbHbIE 50 50 255 x 135 x 63

0[iHOpPa30Bble HeOMyApPeHHbIe,

XVMWUYECKUN CTONKUE

[MepyaTkn gnarHocTmuyeckue 100 90 245 x 125 x41

HUTPWUIOBbIE HECTEPWU/IbHbIE

0[JHOpa3oBble HeonyApeHHbIe, 200 180 245 % 125 XA8

MNOKPbITUE KOMNonaHaA OBCAHKa

YnakoBKa paspaboTaHa /19 3auTbl OT He6O0/bLUOK YAAPHOI Harpy3Ku B MpoLecce XpaHeHUs
1 TPaHCMOPTMPOBaHNS, NO3TOMY HEO6XOAMMO aKKypaTHOE C HE obpalleHme.

[na TpaHCnopTupoBaHUA I'IOTpe6I/ITefIbCKI/Ie YNakoOBKM OAHOro BapuaHTa WCMNOJIHEHNA W

HOMMH&/IbHOr0 pasmepa YK/1afblBaeTCA B TPAHCMOPTHYK YNakoBKY (ropupOBaHHbIA  KapTOH)
6onbLUero pasmepa.

20

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



8 MAPKWPOBKA

8.1 MapKkupoBKa noTpedbmnTesIbCKON yrnakoBKM
Ha noTpebuTenbCcKom ynakoBKe 13hena Ao/mkHa ObITb HAHECEHA CneaytoLas NHopmaLs.

HavMeHoBaHWe n3aenus, BapnaHT UCTONHEHNS.

HanmeHoBaHWe 1 afgpec Npou3BoAUTeNS.

ToBapHbIi 3HaK npou3BoauTeNs (TOpProBas Mapka), a Takke Aapyras AOMo/HUTE/bHas
NH(opMaLms, NPMBEKaroLWas BHUMaHe NOTpeduTens, B TOM YNIC/e PEKNAMHOI0 XapaKTepa.
Tunopa3smep n3genus.

Howmep naptum (LOT) n3genus.

KonnmuecTBo 3K3eMnispoB n3genus.

[ata n3rotosneHus.

CpoK XpaHeHUsi, MapKMpoBKa 3Ha4YKOM "lcnonb3oBarh Ao ...

MecTo Npon3BOLCTBa/U3rOTOB/IEHUS U3AENNA.

HavmeHoBaHve, agpec, TeneoH YMOMHOMOYEHHOro MpeACcTaBUTENA MPOU3BOAUTENSA Ha
TeppuTopun PO.

Homep 1 gata perucTpaLoHHOro ya0CTOBEPEHWS.

HasHaueHwe.

MoKazaHWs K NPUMEHEHWIO, NPOTUBOMOKAa3aHUsi U BO3MOXHbIE NOOOYHbIE LEeCTBUS.
Hagnuch: "B0O3MOXHbI anniepruyeckme peakumm Ha Matepuan nepyatok'.

CsefieHVsi 06 YTUM3aLMA U YHUUTOXEHNN.

YcnoBua akcnnyatauun.

Ycnosus xpaneHus.

MapKnpoBKa 3Ha4koM "OBpaTUTECh K MHCTPYKLMM MO NPUMEHEHMIO".

MapkunpoBKa 3Haukom "O6paLatbCs C OCTOPOXHOCTHIO™.

MapKknpoBKa 3Ha4KoM "He 1cnonb30BaTh NPy NOBPEXAEHUN YNAKOBKA .

MapK1poBKa 3Ha4KOM "3anpeT Ha NOBTOPHOE NPUMEHEHNE".

MapkunpoBKa 3Ha4KoM "“He cTepuibHO".

[MopAfoK NpYMeHeHUsa U3genus.

Mepbl NpegoCTOPOXKHOCTN.

MapkmpoBKa 3Ha4kom "He gonyckatb BO34eNCTBUA COMTHEYHOro cBeTa”.

MapKnpoBKa 3HauKoM ""TeMnepaTypHbIil Anana3oH".

MapkunpoBka 3Haukom "bepeyb OT Brarn'™.

MapknpoBKa 3Ha4KoM "OcCTopoXKHO! O6paTUTECh K MHCTPYKLMM MO NPUMEHEHUIO".
MapKnpoBKa 3HauKOM «3HaK COOTBETCTBUMS», B C/y4vae 06s3aTeNlbHOM CepTUdMKaLmn
NpoAYyKUuK.

MakeTbl NOTPe6UTENBLCKOW YNaKOBKX NPeACTaB/eHbI Ha pUCyHKax 8.1-8.4.
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nepyvyarkn gnarHoCTnyeckmne
yntpun.oeble HECTEPWUJ/IbHBLIE
ouHornmoBblIE HEONYyAPEHHbIE

. AAa- .
i f3az™Me:. C t
uBerT: \
v v
MHIO Neto Bbl I O RIS
MK VAN b IrLL-abY:Y>K)- =YK « N > i
. wini 3 OO SV i<l 1-UXEX it IiSISr-SI*
MAHTUBO'KOKASAHUA BB, *on 1af b5
AT i~ <A <Y< mfi<nBXAiS ACHKITHCKNS -ApeMiar 3B TCUER i « yefKjes3a
TwOTbE noMr-TbT ariicw *: ALHAM* kT PeMttom ~n soj-Ns. Aweer Mt

i R S0I08pxg «1 S M b e J [

o' <y i SeYTS, < &, n yn

KM.Y-. Ll s WM<t 1 osa -V Y oy

PUCYHOK 8.1 - MakeT noTpe6UTeNbCKO YNakoBKM A/1s BapuaHTa UCMONHEHWS U3aeniis
MepyaTKy AMarHOCTUYECKIE HUTPUMOBbIE HECTEPU/bHBIE O[JHOPA30BbIE
HeonyapeHHble, Tunopasmep M, UBEeT (honeToBbIi

22

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



nepyaTki AnarHocTuyeckune
HUTPW/IOBbIE HECTEPU/IbHbIE

O HOpa30Bble HeoNyApPEHHbIE
yA/IMHEeHHas

MaHXeTa Certus
pasmep: M lmdaeccﬂﬁm%%

|BET: MOpPCKOIA BOJHbI 05

Q
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PrcyHOK 8.2 - MakeT NoTpe6uTeNbCKOl YNaKoBKW ANs BapuaHTa UCMONHEHNUS U3Aenns -
MepyaTKX AMarHoCTUYECKME HUTPU/IOBbIE HECTEPU/IbHbIE OHOPA30Bble
HeonyApeHHble, YANMHEHHAs MaHXeTa, TunopasMep M, LIBET MOPCKOIA BO/HbI
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PUCYHOK 8.3 - MakKeT noTpe6uTeNbCKOii YNakoBKM A4S BapyaHTa UCMONHEHWS 13aenns
MepyaTky AMarHOCTUYECKNE HUTPUMOBbIE HECTEPU/bHBIE OHOPA30BbIE
HeomnyApeHHble, XUMUYECKU CTOIKME, TUnopasMep M, LBET NasypHbiii
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PucyHok 8.4 - MakeT noTpe6buTebCKOl YNakoBKW 15 BapuaHTa UCMOMHEHWS U3Lenus
MepyaTky AMarHOCTUYEeCKMe HUTPUIOBbIE HECTEPU/IbHbIE OLHOPa30BbIe
HeonyApeHHbIe, NOKPbITUE KOIOMAHAsA OBCAHKa, Tunopasmep M,

LIBET YTPEHHEN 3apn
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8,2 MapKunpoBKa TPaHCNOPTHON YNaKOBKM
Ha TpaHCnopTHOW yNakoBKe M3envs LO/MKHa ObiTb HaHECEHA CneaytoLLas NHGopMaums:

HavMeHoBaHWe n3fenus, BapuaHT UCNOMHEHNS.

HavmMeHoBaHWe 1 afpec NPoOuU3BOANUTENS.

ToBapHbIA  3HaK MpoussBoauTens (ToproBas Mapka) WM fpyras  [ONOSHWUTeNbHas
NH(opMaLWs, NpuBeKaroLas BHUMaHe NoTpebutens, B TOM YKC/Ie PEKNAMHOIO XapakTepa.
KonnuectBo NoTpebuTeNnbCKMX YNakoBOK M3Leus.

Homep naptum (LOT) nspenws.

Twvinopasmep n3genus.

[arta n3rotosneHus.

CpoK XpaHeHu1s, MapK1poBKa 3Ha4kom "lcnonb3osatb Ao ...".

MecTo Npon3BOACTBa/U3rOTOB/IEHUS U3AENNA.

HavmeHoBaHWe, agpec, Tefe()oH YNONHOMOYEHHOrO MNpPeACcTaBuUTeNd MPOU3BOAUTENA Ha
TeppuTopun PO.

Howmep 1 fata permcTpaumMoHHOro yYA0CTOBEPeHuS.

YcnoBus XpaHeHus.

YCnoBusa TpaHCNopTUPOBaHNS.

MapKunpoBKa 3HaukKom "ObpaTUTECh K MHCTPYKUMN MO NPUMEHEHNIO".

MapKnpoBKa 3Ha4koM "He cTepunbHO".

MapKrpoBKa 3Ha4kom "O6palLaTbCa C OCTOPOXHOCTHH".

MapKnpoBKa 3Ha4KoM "He ncnonb3oBaTh NpY NOBPEXAEHUN YNaKOBKMN'.

MapKunpoBKa 3HauKoM "3anpeT Ha NMoBTOPHOE MPUMEHEHNME" .

MapKnpoBKa 3Ha4koM "He gonyckaTb BO3AENCTBUSA COMHEYHOrO cBeTa'.

MapKrpoBKa 3Ha4KoM "TeMnepaTypHbIil Anana3oH".

MapknpoBKa 3Ha4ykom "bepeyb OT Bnarn'.

MapKMpoBKa 3HAYKOM «3HaK COOTBETCTBMS», B Cly4vae 00s3aTeNlbHON CcepTUdKaLmm
NPOAYKUMM.

MakeTbl TPaHCNOPTHOM YNaKOBKW NpeAcTaB/ieHbl Ha pucyHKax 8.5-8.8.
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nepyaTkn gnarHocTu4yeckume
HUTPUNOBbIE HECTEPU/IbHbIE
OAHOpPAa30Bble HEONYAPEHHbIE

[pazmep: m 1

Certus

uBeT: hnonetoBbIin

RO}G
0 (jij# (2)A®Tf4"

PucyHok 8,5 - MakeT TpaHCNOPTHOI YMakKOBKWM ANS BapuaHTa WCMOMHEHWUS w3genus -
MepyaTkyn [UArHOCTUYECKUE HUTPUIOBbIE HECTEePWU/IbHbIE OfHOPa30Bble
HeonyapeHHble, pasmep M, uBeT (DMONETOBbLIN

nepyatkm gnarHoOCTn4yeckKmne
HUTPWN10BbIE HECTEPUJIbHbIE

OlHOPa30Bble HeOMYyApPeHHbIE
YONUHEHHaA
MaHXeTa

Certus

pasmep: M

LUBeT: MOPCKOW BOJIHbI

PUCYHOK 8.6 - MakeT TpaHCMOPTHOW YNaKOBKW ANS BapuaHTa WCMONHEHUA u3genus -
MepyaTKnM [MarHOCTUYECKME HUTPUIOBbIE HeCTepu/bHble OfHOPa30Bble
HeonyApeHHble, YANMHEHHAA MaHXeTa, TunopasMep M, UBET MOPCKOW
BOJIHbI
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M+ D). «SHO+ 1 lueckne
HY T n:- uybt eK/bHbIE

b *

MakeT TPaHCMOPTHOM YNaKOBKW AN BapuWaHTa WUCMOMIHEHWUS UW3[enus -
MepyaTKM AMArHOCTMYECKMe HUTPWUIOBbIE HecTepu/ibHble OAHOPa30Bble
HEOMyApeHHble, XUMUYECKN CTOlKMe, Tunopasmep M, LBeT NasypHblii

PucyHok 8.7 -

‘Tl i j«Jliv fSUnwai 3
- 4T J/ANbHble
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Ci
r,ov;,.w:vl
PUcyHok 8.8 - MakeT TpaHCNOPTHOW YMNakOBKW A8 BapuaHTa WCMNONHEHUA W3Lenuns -

I'IeleaTKM ANAarHOCTUYECKNE HUTPUNOBbLIE HECTEPUNbHbLIE 0AHOPA30BbLIE
HeonyapeHHbIE, nokKpbiTHeE KonnongHasa OBCAHKa, Tnnopasmep M,

LBET YTPEHHe 3apu
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8.3 YcCnoBHble 0603HaYEHUA, MPUMEHSAEMble B MAPKUPOBKe YNaKOBKU U3aenns

Tabnuua 6.1 - MNMpUMeHseMbIe YCNOBHblEe 0603HAUYEHUS

Cumson

[NNar|

HOH\
J/STERILE\

LOT

(8)

Onpepnenexne

Vcnonb3oBaTtb Ao

[lata nsrotoeneHus

MecTo npon3BoAcTBa

He ponyckaTtb nonagaHuna NPAMbIX CO/THEYHbIX nyqeﬁ

3anpeT Ha NOBTOPHOE WUCMO/b30BaHNe

O6paTuTeCh K MHCTPYKL MU NO NMPUMEHEHNIO

Bepeyb OT BNarun

He ctepunbHo

Homep napTtum

OcTOpoXHO! ByabTe BHUMATENbHbI, CleAyTe yKazaHUAM

TeMmnepaTypHbIil Anana3oH XpaHeHUs

He ncnonb3oBath Npu NOBPEXAEHHOW YNakKOBKY

O6pawatbCsa ¢ 0CTOPOXHOCTHIO
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9 YCNOBUNA IKCNNYATALUUMWN, XPAHEHNA N TPAHCINMOPTNPOBAHWNA N3AENNA

91 YcnoBus akcnayaTtauynum n3genma

N3pgenne - TepyaTky AMArHOCTUYECKME  HUTPUIOBbIE HECTEPU/IbHble  OAHOpPa30Bble
HeonyapeHHble, CERTUS - [OMKHO MCNONb30BaTbC B YCNOBUAX™ CNeayrowmx nokasatenei
OKpy)katoLein cpegpi:

TeMmnepaTypa oKpyxatowei cpegbl: oT 10 go 40 °C;

OTHOCUTESNbHAA BNaXHoCTb: oT 30 fo 85 %;

atMocgepHoe gasneHue: ot 450 go 795 mm.pT.cT. (0T 600 go 1060 rMa);
B OTCYTCTBME BO3A4ENCTBMA NPAMOr0O CO/THEYHOTO CBeTa.

9.2 XpaHeHue nsgenuns

MepyaTKM XpaHATCA B YNakOBaHHOM BW[e B OPUTMHANbHOW YyNaKoBKe NPOU3BOLUTENA B CYXMX
N NPOBETPMBAEMbIX MOMelleHmaX npu Temnepartype: ot 5 Ao 30 °C, Ha paccToaHMKU He MeHee 1M OT
Tennonsnyyarwmx npubopos, 0THOCUTE/NbHOW BNaXHOCTU He Bbile 85 % (HEKOHAEHCMPYHOLLasacs)
n aTmocepHoM paBneHun: ot 450 go 795 mm.pt.cT. (0T 600 fo 1060 rfla). B npouecce xpaHeHUs
nepyaTky AO/MKHbI 6biTb 3aliuilieHbl OT AeACTBUA NPAMbIX COMHEYHbIX NyYel, IIOMUHECLLEHTHOIO
OCBeLLEeHNA, HEMnocpeACTBEHHOr0 KOHTAaKTa C MeTannaMu, TakKMMW Kak Mefb, MapraHew, >eneso
N3penns He [O/MKHbI MOABEPraTbCA BO3JENCTBUIO (DSIyOPECLLEHTHOrO OCBELLeHUs, PEHTIeHOBCKUX
nyyeid, macen, 6eH3NHa, KepocuHa (gpyrnx opraHMY4ecKnx pacteopuTesieit), a Takxe MHbIX BELLeCTB,
paspyLiaroLmnx pesnHy.

HenpaBunbHOe XpaHeHNE MOXET YMEHbLIUTb CPOK CNYX6bI.

9.3 TpaHCcMOpTUpPOBaHUE U3fenus

MepyaTKM TPAHCNOPTMPYHOT BCEMU BUAAMW TPAHCMOPTA B KPbITbIX TPAHCMOPTHbIX CPeACTBaX
B COOTBETCTBUM C TPeOGOBaHWAMM U NpaBuiamy NepeBO3KU TPy30B, AEACTBYHOLLMX Ha TpaHCMopTe
KaXAoro Buaa. PacnakoBbiBaTb MNepyaTKM  MOCME  TPAHCMOPTMPOBAHUA MPU  MUHYCOBbIX
TemnepaTypax cnefyet Npu TemnepaType XpaHeHWs, BbiJepXXaB NX B YNaKOBKe B TEUEHWE CYTOK.

JonyckaeTcs npy  TPaHCMOPTMPOBAHUU  KPAaTKOBPEMEHHOE BO3AEWCTBME  CMEefYHLMX
napameTpOB OKPYXXalLLlein cpelbl:

Temnepartypsl: oT MuHyc 20 °C go nawoc 40 °C;
BNAXHOCTU: He Bbilwe 85 % (6e3 06pa3oBaHUsA KOHAEHCATA);
atMocepHoro gasneHusa: ot 450 go 795 mm.pT.cT. (0T 600 f0 1060 ria)
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10 CPOK rogHocTu W3OENNA, TAPAHTUMHBIE OBA3ATE/IbCTBA

MepyaTKM SBNAKOTCS OfHOPA30BbIM MEAULMHCKUM U3AENNEM.

CpoK TrOAHOCTM Wu3fenus npu Co6GMOAEHWU YCNOBWUI XpaHeHUs cocTaBnsieT 5net, oOT
MOMEHTa WX MPOM3BOACTBA. [locC/ne OKOHYaHUA CpPOKa FOAHOCTM, B CAy”~e WX HEUCMOoNb30BaHMS,
nepyaTkn Heo6X0AMMO YTUAN3NPOBATb.

lapaHTUiiHble 06s3aTenbCTBA NPOU3BOAUTENS  PACMpPOCTPaHATCS Ha MepyaTkM [0
NCTEYEHMS CPOKa ero rogHOCTW, YKa3aHHOro Ha ynakoBKe. YNakoBKa Npu 3TOM He [O/IKHA ObiTh

nospexnaeHa Unn OoTKpbITa.

N3penne [OMKHO XPaHUTbCS U TPAHCMOPTMPOBATHLCA COMNacHO pasgeny 9 HacTosLiero
AOKYMEHTa.
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11 CBEAEHWNA OB YTUNN3ALWN

YNaKkoBOYHbIE MaTepuanbl NOANMEXAT YTUAN3ALUN KaK MeSULUHCKNE O0TX0Abl Knacca A.

M3penne yTtunusnpyetca Kak umsgenue knacca A.  Icnonb3oBaHHble MepyaTkKM  MOryT
nogiexarb yTUAuM3auuMm Kak MeAWUUHCKMEe OTXoAbl Knacca b, B 3“McuMMOCTM OT YCNOBWIA, B
KOTOPbIX U3aeNne 3KCnayaTupoBanoch.

B nto6om cnyyae, He06X0AMMO AeiCTBOBATb COrMacHO AEMCTBYHOTLUNX MHCTPYKUMWIA, NPUHATBIX
B /Ie4e6HbIX M NeYebHO-NPOMUNAKTUYECKUX YUPEXAEHUAX, B KOTOPbIX WM3Jenne MCnosnb3yeTcs, a

TakKXXe MeCTHbIX OTBETCTBEHHbIX OpFaHI/I3aLI|VII7I, OTBETCTBEHHbIX 3a 3KOJ/1I0TUIO.

Mpu cobnogeHnn Bcex TpeGoBaHWMIA M NpPaBMA 3KCMAyaTauMu W yTUAU3ALUWKW, WU3AENnNe He
OKa3blBaeT OTPMLATENILHOTO BO3LENCTBUS HA OKPYXXAIOLLYH cpesy.
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12 MEPEYEHb NPUMEHAEMbIX MPON3IBOAVUTENEM (M3BTOTOBUTENEM)
MEAVWUWMHCKOIo M3AoENNA HOPMATUBHO-TEXHUWYECKMNX JOKYMEHTOB

ASTM D5I51-19

ASTM DA412-16

ASTM 0573-04(2019)

ASTM 06124-06(2017)

ISO 2859-1:1999/AMO 1:201

ASTM 0 6319-19

EN 1041:2018+A1:2013

BS EN ISO 14971:2012

ISO 15223-1:2016

ISO 10993-1:2018

ISO 10993-2:2006

ISO 10993-10:2010
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Standard Test Method for Detection of Holes in Medical Gloves
(CtaHmapTHbIN MeTOZ, NPOBEPKY NS 06HAPYXXEHWS Ablp B MEAULMH-
CKMX MnepyaTkax)

Standard Test Methods for Vulcanized Rubber and Thermoplastic
Elastomers - Tension N

(CtaHpapTHble MeTOAbl UCMbITaHWIA BYNKaHW3UPOBAHHOMN pe3nHbI 1
TEpPMONIACTUYHBIX 3/1aCTOMEPOB MPY PACTHKEHUN)

Standard Test Method for Rubber - Deterioration in an Air Oven
(CtaHAapTHbIA METOA UCMbITAHWIA Pe3UHbI - CTapeHue B BO3AYLUHOM
TepMocTare)

Standard Test Method for Residual Powder on Medical Gloves
(CtaHgapTHbIA MeTOA OnpeaeneHns onyapyBatoLLIErO BeLLIECTBa Ha
MeLMLIMHCKMX MepyaTkax)

Sampling procedures for inspection by attributes — Part 1 Sampling
schemes indexed by acceptance quality limit (AQL) for lot-by-lot
inspection — Amendment 1

(Mpoueaypbl 0T60pa 06pa3LLOB ANs NPOBEPKM MO aTpubyTam -
Yactb 1 MnaH BbIGOPOYHOr0 KOHTPO/A, NOCNeA0BaTe/IbHbIX NapTuil
Ha OCHOBe MpriemM/IEMOr0 YpoBHA KayecTsa (AQL) - lMonpaska 1)

Standard specification for nitrile examination gloves for medical ap-
plication

(CTaHgapTHble creumunKaLmy HUTPUIOBbIX CMOTPOBBIX NepYaToK
N8 MeSULMHCKOTO NpYMeHeH1s)

Information supplied by the manufacturer of medical devices
(MHhopmaums, NpefocTaBieHHas NPOV3BOANTENEM MELULIMHCKMX
N30ennin)

Medical devices - Application of risk management to medical devic-
es (N3penvs MegmumHckue — 1prMeHeHe MeHeKMeHTa prCKa K
MEAVLMHCKUM W3LeNnsam)

Medical devices - Symbols to be used with medical device labels,
labelling, and information to be supplied - Part 1 General require-
ments (3penus meguupHckue. CUMBObI, UCMO/Mb3yeMble MpU Map-
KVMPOBaHUM MeANLMHCKUX U3LeNNiA, Ha 3TUKETKaX 1 B CONPOBOAU-
TeNbHON foKyMeHTaumn. Yactb 1 O6wwme TpeboBaHms)

Biological evaluation of medical devices — Part 1. Evaluation and
testing within a risk management process

(N3pemma meguumHekme. OueHKa 6101I0rMYecKoro AecTems Meau-
LMHCKMX m3genuin. Yactb 1 OueHKa v uccnefoBaHus)

Biological evaluation of medical devices - Part 2: Animal welfare
requirements (M13genns meguumnHckme. OLeHKa 61Monornieckoro
JIeACTBUS MeULIMHCKMX u3gennii. Yactb 2. TpeboBaHNS K obpaLle-
HUIO C KMBOTHbIMM)

Biological evaluation of medical devices — Part 10: Tests for irrita-
tion and skin sensitization (13genms meguuuHckme. OueHka 6uoso-
rMYecKOro AencTBus MeauuMHCKuX mnsaennii. Yacts 10. ccnenosa-
HUS Pa3apaXKatoLLero 1 CeHCUBUNN3NPYIOLLEro AenCTBIA)



MepeBOA C aHTNMACKOTO A3blKa Ha PYCCKUIA A3bIK
BbIMOMIHEH MHOW, NepeBOAYNKOM

Kykop AnekcaHapoit BopucoBHOI,

BNafelolwen pyccCkuM 1 aHrIUNCKUM A3bIKaMK.
MoaTBepXAatk, 4TO BbINOSTHEHHBI MHO NepeBoj
ABNAETCA NPaBUAbHbLIM, TOYHbIM W MOMHbLIM.
Kykop AnekcaHap”~ow»COBHa

JlnyHas nognucb

Poccuiickaa ®egepaymns, CaHkT-IMeTepbypr

LLiecToro aeka6ps ABe TbicAUM ABajLaTb NEPBOro roga

A Hectepos BaneHTnH JTeo”B"H"8|fpaeHHO
’ N A mvrm/n FaHKT-MeTeobyprH4enskoson Sinnnmn AHaTO/bEBHBI,
chroelnbe"tTBYytO MO ;H ,MH X b 1IN HreBoAYHKA Kykop AnekcaHgpbl BOpMCOBHBGI.

Mognuce caenaHa B Mo@kI roucyTcTewb »
JlnyHocTb NoAnucagaero LOKYMeHT YCTaH<
3apeructpupoBaHp B peectpe\ Xp  78LU

YnnayeHo 3a COBNW eng HOTAanbHOTO
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