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IN FAITH AND TESTMONY, where of | have
hereunto subscribed my name and affixed
my Seal of Office Shan Alam, Selangor Darul
Ehsan, Malaysia this 18“ Day of May,

2018 in this year of our Lord Two Thousand
Eighteen (2018).

MOHD Y A”B KARIM

notarlAwam

, M NOTARY PUBLIC
N
0 SELANGOR DARUL EHSAN
MALAYSIA

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM



TOP GLOVE SDN. BHD.
l.ol 4969. Jalan TcraUi. Batu 6, Off Jalan Mem, 41050 Klang, Selangor Daru! Ehsan. Malaysia
Tel: +603-3392 3992 / 1905 E-mail; sjUes(aj!0]* lovc.com.my

OPERATIONAL DOCUMENTATION FOR RUSSIA

Gloves examination latex powder, non-sterile
produced by

Top Glove Sdn. Bhd.
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TOP GLOVE SDN. BHD.
1.014969, Jalan Teratai, Balu 6, Off Jaian Mcru, 41050 Klang, Selangor Darul Ehsan, Malaysia
Tel: +6753-3392 1992 / 1905 E-mail: .saiesi20opglove.com,my
1 Product information

i.1 .MD name and designation

Gloves examination latex powder, non-sterile, execution options;

- Gloves examination latex powder smooth, non-sterile MiniMAX, sizes XS, S, M, L, XL;
» Gloves examination latex powder textured, non-sterile MiniMAX, sizes XS, S, M, L, XL;
mGloves examination latex powder smooth, non-sterile DiaMAX, sizes XS, S, M, L, XL.

12. Medical device manufacturer

Manufacturer data:

Name; Top Glove Sdn. Bhd.

Address: Lot 4969, Jalan Teratai, Batu 6. Off Jalan Meru, 41050 Klang, Selangor Darul Ehsan, Malaysia
E-mail: salesfAjtopglove.com.my

Web-site: www.topglove.com.my

Data on the authorized representative of the manufacturer in the Russian Federation:
I imited L.lability Company “Ardeil-Impeks” (LLC “Ardeil-Impeks”)
w5201, Moscow, Kashirskiy proezd, 23, b.5, office 3, Russia

A-#frnone: 8495 111 1170,8 495 777 1171, e-mail: abx@ardl.ru, TIN 7724781425

2. Description and operation

2.1. Brief information about medical product, including its intended use

The product is non-sterile gloves made of natural latex intended exclusively for single use in medical
examination, diagnostic and therapeutic procedures to protect a patient and an examiner from mutual
contamination.

If appropriate, the working surface of the gloves has a pronounced texture that provides a reliable grip and

retention of the tool, prevents its sliding in the hands when working in the conditions of high humidity.
Classification of the manufactured gloves;

1) depending on the material - natural rubber latex;
2) depending on the finish - smooth or textured, the texture is applied to the entire surface to ensure a

reliable grip and retention of the tool, prevents its sliding in the hands when working in the conditions of
high humidity.

3) depending on the finish - powder;

4) depending on the edge of the cuff - with the roller at the edge;
depending on the color - light yellow color;

6) depending on the sizes - XS, S, M. L. X!.:

7) depending on the form - non-anatomical.

The gloves are universal (for both hands).

Application scope; all medical professions.
ClJperation conditions and potential consumers: medical personnel within the healthcare facilities.
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TOP GLOVE SDN. BHD.
Lot 4969, Jalan Teratai. Batu 6, Off Jalan Meru, 41050 Klang, Selangor Darul Ehsan, Malaysia
Tel: +603-3392 1992/ 1905 L-mail: sales@topglove.com.my

2.2. Technical parameters and characteristics guaranteed by the manufacturer

. Chemical name Function
Ingredient

Natural latex CAS No. 9003-31 -0 Mam component

Calcium carbonate CAS No. 1317-65- Calcium carbonate F-iller
3
Zinc diethyidithiocarbamate CAS No.  Zinc diethyidithiocarbamate Accelerator B
' 136-23-2
1Zinc dibutyidithiocarbamate CAS No. Zinc dibutyidithiocarbamate Accelerator A
1 14324-55-1
mCalcium carboxylate CAS No. 471-34- Calcium carboxylate Release agent
1
1 Calcium nitrate CAS No. 10124-37 Calcium nitrate Activator

Powdering substance: corn starch produced by "Kxcelkos" (Malaysia) - 2,6 - 3,2% (by weight)
Without coloring agent.

Main technical characteristics

The points for measuring the width and length ofthe  The points for measuring the thickness of the glove

)ves are shown in the figure bebw. __wall are shown in the figure below.
4 N

%
59.3

29.7

1.06

1.15

2.09
6.7

The thickness of the glove wall at the cuff level is
measured at a distance of 25 + 5 from the edge of the

cuff
N >k Tiiysical characteristics of gloves, for execution options:
- Gloves examination latex powder smooth, non-sterile MiniMAX, sizes XS, S, M, L, XL;
- Gloves examination latex powder textured, non-sterile MiniMAX, sizes XS, S, M, L, XL;

Size Abbreviated Length (mm) Thickness, one layer ;mm)

size name At the level At the palm At the cuff

(size code) of finger tips  level level
X-Small XS At
Small S &t
Medium M 20045 01400l omiocor  0RHO0L 5
Large 1055
X-Large 1155

he weight of one glove is not more than 7 g (regardless of the size).
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MOP GLOVE SDN. BHD.
l.ot 4%9, Jalftti Teratai, Balu 6, Off Jalan Meru. 41050 Klang, Selangor Darul Ehsan, Malaysia
Tel: +603-3392 1992 / 1905 B-inail: sales(ajtopglove.com.my

Physical properties of gloves, for execution options:
* Gloves examination latex powder smootli, non-sterile MiniMAX, sizes XS, S, M, L, XL;
* Gloves examination latex powder textured, non-sterile MiniMAX, sizes XS, S, M, L, XL;

,Before accelerated aging After accelerated aging

;Breaking  force, N, Elongation at break,%, Breaking force, N, Elongation at break,%,
minimum minimum minimum minimum

'7.0 650 6.0 500

Powder gloves, the content of powdering substance is not more than )0 mg/dnV* ( The recommended
maximum of the dusting substance, depending on the size, in mg: XS-18.0; S - 20.4; M- 22.8; L - 25.2; XL -
27.6)

Gloves are airtight, airtightness quality level (AQL) is 2.5 maximum

Gloves with a circular cross-section roller on the edge of the cuff, the diameter of the roller is 1.8-2.2 mm

2.3. Package contents (scope of delivery) of medical product
One transport package contains 10 consumer packages and one operational document. There are 100 (50
irs) pieces of gloves in one consumer box.
%7 z.4. Warnings, precautions and restrictions when using MD
Precautions
1) The hand skin shall be in good condition, without wounds, micro-cracks and other damages.
2) Nails shall be short and neatly cut. Do not use artificial nails.
3) Jewelry and wrist watches during operation of gloves shall be removed.
4) The gloves are intended exclusively for single use in medical examination, diagnostic and therapeutic
procedures to protect a patient and an examiner from mutual contamination.
5) May cause allergic reactions to rubber latex in individuals.
6) Do not treat with alcohol-containing solutions, since these solutions destroy the protective layer of gloves.

2.5. Description of packaging, labeling and warning signs on the product

Packaging

The sizes of a consumer cardboard box (Length x Width x Height, in cm, maximum): 30x20x10.

The weight of the package with gloves (100 pcs.) ss not more than 900 g (regardless of the execution option)
Group packing of'coated double-ply cardboard on the back side of brown DB 500 grade manufactured by
Siam Kraft Industry Co., Ltd. (Thailand).

anspori packaging from corrugated cardboard of CORRUGATING MEDIUM gi'ade manufactured by
MUDA Paper Mills Snd.Bhd. (Malaysia).

Labeling

l.abeling is reliable, verifiable and readable. Labeling is applied to consumer packaging in any way
(printing, embossing, .stamping) ensuring its clarity, legibility and

readability. When using the printed method of labeling, scuffing is not allowed.

The labeling on the consumer package of the gloves contains:

-name and location of the manufacturer;

-name, location and address of the olTicia! site of the authorized representative of the manufacturer;

- sign: "Natural latex that is part of the product can cause allergic reaction in individuals” or an equivalent
sign and/or pattern that clearly reflects these indications;

-signs: “MiniMAX” or “DiaMAX”;

-signs describing the abbreviated and full name of the product: "GLOVES EXAMINATION LATEX".
"GLOVES EXAMINATION LATEX POWDER NON-STERILE SMOOTH" or "GLOVES
EXAMINATION LATEX POWDER NON-STERILE TEXTURED";

- sign: “NON-STERILE” and/or pattern, clearly reflecting this indication;
-Sian: “SINGLE-USE”;
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TOP GLOVE SDN. BHD.
Lot 4969, Jalan rcratai, Batu 6, Off Jalan Meru, 41050 K.lang, Selangor Darul Ehsan, Malaysia
Tel: +603-3392 1992/1905 E-mail: sales@topglove.com.my
-signTVARCHDALIT";

-sign: “EXAMINATION” iind/or pattern, clearly reflecting this indication;

-sign: "L AFEX" and/or pattern, clearly reflecting this indication:

-sign: “NON-ANATOMICAL SHAPE” and/or pattern, clearly reflecting this indication;
-sign: “TEXTURED” or “SMOQOTH?” and/or pattern, clearly reflecting this indication;
+sign: “POWDER” and/or pattern, clearly reflecting this indication;

- infonnalion on the number and date of the registration certificate (indicated after the fact of state
registration):

- information about the number of the party;

«information on the date of production;

-slielflife;

*size and number of pairs of gloves;

- information about the conditions of storage and transportation.

The marking shall be applied in the country of circulation of the product, excluding the proper names and
titles.

Sy nbol Symbol explanation
Examination

Latex

Non-sterile

Non-anatomical shape
Textured

Smooth

Powder

Batch

—

Manufacturing date

Shelf life

K/\
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TOP GLOVE SDN. BHD.

Lot 4%9 jalan Teraiai, Balu 6. Off Jalan Mem, 41050 Klang, Selangor Darul Ehsan, Malaysia
Tel: +603-3392 1992 / 1905 R-mail; sales@iopglove.com.my

3 MP operation
31 Installation and commissioning

Open the pack of gloves, remove one pair of gloves and put the gloves on the right, then on the left hand m
tumn.

3.2. Working procedure (use of the product for its intended purpose)

Turn the bem edge of ihe left and right gloves in turn so that the glove completely covers the cult ot the
dressing gown.

Taking off the gloves

Grip tire glove in the palm base area with the fingers of the other hand.

Puli offthe glove and hold it with the other hand.

Place the fingers of the free hand in the glove cuff on the other hand and puli it off like the first one.
Turning the glove inside out, use it as a cover for the other glove.

Place the gloves in a designated container.

After taking off the gloves, wash your hands with soap and put alcohol-containing cutaneous antlseptlc on
them,

change gloves:

eevery two hours of continuous operation;

- after detecting a visible defect;

-aher a possible or actual puncture;

- if the glove begins to swell, stretch, stick or is loose on the hand;

- inaccordance with the rules adopted at the place of application of these gloves.

Do not use the same pair of gloves when switching from one patient to another or when switching irom one
manipulation to another.

4. Maintenance, current repair, climatic conditions of operation/transportatkm/storage
The gloves arc for single use and ai'e not subject to maintenance or repair.
Gloves are operated at a temperature (from +10 to +30) "C and humidity (80-100)%.
Store in the original packaging in a dry and well ventilated place, excluding the presence of dust, exposure to
sunlight, moisture. X-rays at a temperature not lower than - 50  and not more than 40 C and humidity
(60-75)%.
Protect from the effects of oils, gasoline and other substances destroying the rubber.

le product is transported by all types of covered vehicles, in accordance with the transport rules applicable
to the mode of transportation at a temperature not lower than - 50 "C and not higher than 50 C and humidity
(60-75)%.
After transportation at minus temperature, unpack, condition for 24 hours at room temperature.
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TOP GLOVE SDN. BHD.
1,014969. Jalan Teratai, Balu 6, Off Jalan Meru. 41050 Klang, Selangor Darul Ehsan, Malaysia
Tel: +603-3392 1992 / 1905 E-mail: sales/ojlopglovc.com.my

5 Disposal

The gm shall be disposed of and7or destroyed safely. At the same time, all local, regional and federal
regulations shall be complied with.

This product shall be disposed of in accordance with regulatory requirements adopted in the handling area.
Information on proper disposal of the gloves can be obtained from the operational documentation for the
areawhere the medical device is handled.

Disposal and destruction of used products in Russia shall be carried out in accordance with the requirements
ofSanPiN 2.1.7.2790-10, the used gloves are classified as class li waste (epidemiologically hazardous
waeste). Collection of used gloves shall be carried out in sealed bags of yellow color with the labeling
(inscription).

6 Guarantees

The gloves belong to single-use medical products.

The shelf life of gloves is 4 years from the date of manufacture.
Guaranteed shelf life of the gloves is 4 years.

' Indications and contraindications for use, pos.sible side effects and risks of use.

mdications: for single use in medical examinations, diagnostic and therapeutic procedures to protect a
patient and an examiner from mutual contamination.

Contraindications to use: the possibility of allergic reactions to natural latex in individuals.

Possible side elTecls;

«the possibility of allergic reaction to natural latex in individuals in the form of contact dermatitis;
eregular inhalation of particles of powdering substance may cause respiratory diseases in individuals.
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Hazards

A Biological and
chemical hazards

B- Operational
hazard

C. Information
hazard

D. Energy-
hazardous factors

e

g

TOP GLOVE SDN. BHD.

Lc'l 4969. Jalan Icratai, Batu 6. OfT Jalan .Menj, 41050 Ktang, Selangor Daru! Ehsan, Malaysia
lei; *603-5392 1992 / 1905 E-mail, salesfgiiopglovc.com my

Risks

1) Insufficient control of the adjusted
production schedule lor the leach tank.

2) Insufficient process control in the
sludge settler.

3) Gloves with a high content of bacteria.

1) Insufficient control of the production
process.

2) Use after the shelf life expires.

3) Insufficient control o f the production
schedule

4) Lack ofawareness in the packaging
process

5) Poor handling during the loading

process o
6) Insufficient control of storage facilities

Insufficient warning of hazards associated
with the re-use of disposable gloves.
Insufficient warning of side effects.

Using additional energy to put on
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Dangerous situations

An inadequate leaching process to wash out excess protein and chemical
that contacts sensitive skin.

1) Excess amount of powder, which;

- contacts with sensitive skin, when putting on;

- is inhaled by the patient and medical personnel.

2) Insufficient amount of powder causes difficulty in putting on and is

inhaled by the patient and medical personnel.

The glove is contaminated with microorganisms.

Parameter is out of specification, which can lead to a point defect on the
glove.

Reducing the physical characteristics of the gloves. The glove can tear

when the user uses it.
Ineffective insecticide for the destruction of insects

Mixed sizes / brands during the packaging process. Gloves can tear due
to the wrong glove size use by the user.
Damaged packaging material

Accelerated aging process

Re-use of non-sterile disposable gloves

Insufficient warning ot possible side effects in operational
documentation

Reducing the physical characteristics of the gloves. The glove can tear
when the user uses it, that can lead to bacterial infection ofthe user____

Harnt

Skin allergy.
Viral or bacteria! infection.

Skin allergy.
Respiratory diseases.
Viral or bacterial infeefion.

Bacterial / Pathogenic infection

Viral or bacterial infection.

Infection o fthe user.

Skin allergy.
Viral or bacterial infection.
Viral or bacterial examination

Contaminated gloves that cause skin
allergies.
Using worn gloves

Use of contaminated gloves and a
decrease in the strength of gloves.

Infection of the user.



TOP GLOVE SDN. BHD.

Lol 4969. Jalan Teraiai, Batu 6, Off Jalan Meru, 41050 Klang, Selangor Darul Ehsan, Malaysia

Tel: -4603-3392 1992/1905 B-tnail; salesf topglove.com.my

8 List of standards used bv the manufacturer (producer) of the medical product

No.

Standard

1 ASTM 3578-05(2015)

14

16

17

ASTM 5151-06(2015)

ASTM 6124-06(2017)

EN 455-1:2000

EN 455-2:2015

EN 455-3:2015

EN 455-4:2009

1ISO 11193-1:2008

I1ISO 14971:2012

I1SO 2859-1 :201 1

1ISO 10993-1:2003

ISO 10993-5:2009

1SO 10993-10:2010

1ISO 10993-12:2012

ISO 14155-1:2011

ISO 14155-2:20! 1

ISO 15223-1:2012

Description

Rubber examination gloves
Detection of holes in medical gloves
Residual powder on medical gloves

Disposable medical gloves. Part 1. Requirements and detection of
integrity.

Disposable medical gloves. Part 2: Methods of detecting physical and
mechanical properties.

Disposable medical gloves. Part 3: Requirements and testing for biological
evaluation.

Disposable medical gloves. Part 4: Requirements and testing for
determining shelf life.

Disposable medical gloves. Part !. Requirements for the gloves made of
rubber latex or rubber-based mixtures.

Medical devices. Application of risk management to medical devices.

Alternative signs selective control procedures

Biological evaluation of medical devices. Part 1. Evaluation and testing

Biological evaluation of medical devices. Pan 5; In vitro
citoioxicity testing

Evaluation of biological medical devices. Pan 10. Tests for irritation and
skin allergy reactions

Biological evaluation of medical devices. Part 12. Preparation of testing
samples and standard samples.

Clinical testing of medical devices for human. Part 1 General
requirements

Clinical testing of medical devices for human. Part 2. Clinical
testing schemes

Medical devices. Symbols used on the labels of medical devices, when
labeling and in the information provided. Part 1, General requirements

Publishing date :

November 2015
November 2015

May 2017

October 2000

April 2015

April 2015

October 2009

June 2012

July 2012

June 2011

August 2003

June 2009

August 2010

June 2012

January 2011

January 2011

July 2012

The following standards are applied to the product in the territory of the Russian Federation:
GOST R 50444-92 “Devices, apparatuses and equipinent for medical use. General technical conditions”,

GOST R 52239-2004 “Medical diagnostic disposable gloves. Part 1 Specification for gloves made of rubber

latex or solution”
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MepeBof, C aHMUNCKOrOo A3blKa Ha PyCCKUM A3bIK.

HOTAPVMAJIbHOE CBUAETEJIbCTBO

HACTOSAWMM AOBOANTCSA [0 BCEOBWEIO CBEAEHWSA, uTo 5, HoTapnyc MOX/,
AKOB KAPUVM, ncnonHawwmii cnyxebHole 0643aHHOCTM MO agpecy: BnageHue 10, aTax 3,
Mycar faraHraH FKOMHO Lax Anawm, lNMepcunapad Oaman, CekcueH W, 40100 LWax Anawm,
CenadHrop Oapyn 3xcaH, Manaisus, B yCTaHOBMEHHOM NOPSiAKe AONYLIEHHbIA K MpakTUKe ”
NPUBEAEHHbIA K MNpucAre 1 NpakTUKywwWwnin B wrate CenaHrop [apyn 3xcaH, Manaiisus,
HacToAWwMM ygoctosepsato, 4yto 18 maa 2018 roga A NMYHO 3acBUAETENbCTBOBAS, KakK B MOEM
npucyTcTBun r-H Jin Kum Msy, reHepanbHblil gupektop Ton Fnos CaH. bxa. (Kog no peectpy

KoMnaHwii: 220483-T) nognucan W CKpenun nevyatbld  JOKYMEHT OKCnjayaTauuoHHas
LOKyMeHTaumns ana Poccuu.

B YOOCTOBEPEHUME BbIWEN3TOXEHHOIO HacToAwmMiA AOKYMEHT COOGCTBEHHOPYYHO

NoAnNncaH MHOK C NpuUnoXeHuem oguumansHoil neyatn BepomcTBa LWWax Anam, CenaHrop
[apyn 9xcaH, Manaisus, cero gHs 18 maa 2018 ropa.

(nognuce) _

MOXA AKOB KAPUM

HOTAPWNYC
CENAHTOP OAPY 1 9XCAH
MANAN3NA
(MeyaTb): Moxa Ako6 Kapum
HoTapuyc
CenaHrop flapys Sxcaii
Manaiisus (WTamn):
M Moxa ko6 Kapum
HoTapwnyc
CenaHrop Japyn 9xcaH
Manaiisus

BnageHue 10, aTaxK 3, lNycaT [laraHraH
FOMHO L ax Anawm, lMNMepcuapax damau,

Cekcuen N, 40100 LWax Anam, CenaHrop
[apyn 9xcaH, Manaisuns

Ten.: 603-5513 5610

dakc: 603-5513 5609

18.mas 2018
(MeyaTb): MUHUCTEPCTBO MHOCTPaHHbIX Aen

*Manalisus
25 .maq 2018
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HacTosAWNM ya0CcTOBePSeTCS, YTO NOAMUCL U NeYaTb, NPUBeAEHHAS HA HACTOALLEM

JlOKyMeHTe/cepTudmnkaTe/cBnaeTenbCTBE 0 bpake/postoaeHN/CMepTK, ABNSET CA NOANNCHIO
r r-LaMoXaAKOBb KAPUM, asnawweroca HOTAPNYCOM

MUWHUCTEPCTBO MHOCTPaHHbIX Aen, Manaisns He HeceT OTBETCTBEHHOCTM 3a COAepP>KaHue
LOKYMeHTa.

(MeyaTb): MMHUCTEPCTBO MHOCTPaHHbIX aen * Manaiiaus

SYNKUMbl SHAYT
CoTtpyaHuk KoHcynbcTBa
KoHcynbckuid oTaen
MWuHNCTepCTBA MHOCTPAHHbLIX fen
MyTpagpxas Manaisus

25 mas 2018
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Ton MIOB CAH. BXA,
NoT 4969, >KanaH Teparaii, baty 6, Ot >KanaH Mapy, 41050 Knaxr, CenaHrop Japyn 9xcaH, Manaiizns
TenedoH: +603-3392 1992 / 1905 dnekTpoHHas mnouTta: sales@topglove.com.Ty

SAKCIMNYATAUMNOHHAA AOKYMEHTALWA ANA POCCUU

MepyaTKyM CMOTPOBbIE NATEKCHbIE ONYAPEHHbIE, HECTEPUIbHbIE
npou3BoACTBa

Ton 'nos CaH. bxa,.

(mognucaHo).

(LLkram):

Moxg Ako6 Kapum

oTapuyc

enaHrop Oapyn 9xcaH

Manaiisns

Bnagenve 10, atax 3, MNMycar JaraHraH FOMHO LLax
Anam, Mepcrapad Oaman, Cekcued 11, 40100 LWax
Anam, CenaHrop Oapyn 9xcaH, Manaii3us
Ten.:603-5513 5610

(hakc: 603-5513 5609

18masa 2018

(Meuatb): Moxa Akob6 Kapum
Horapuyc

CenaHrop Japyn 3xcaH
Manaiisus
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«YTBepxpar»

«Ton 'nos CaH. bxa.»
Ynpasnatowmnii AUpeKkTop
Nn Kum May
(MoanucaHo)
/Mopanwuce/

WTamn:

Ton "nos CaH. BxA.

(kog no peecTpy KomnaHuii: 220483-T)

UneHn Kopnopauun Ton Mnos CaH. bxa.

NoT 4969, XXanaH Tepartaii, baty 6, Ot >XanaH
Mapy, 41050 KnaHnr, CenaHrop apyn 9xcaH,
Manaiiana Ten.: 603-3392 1992 / 1905

dakc: 603-3392 1291 /8410

Jata

17.05.2018
M.T1.

(MeyvaTb); MMHUCTEPCTBO MHOCTPAHHLIX gen *
Manaiizuns

25 mas 2018



bcTosWwWM yAOCTOBEPSeTCs, 4YTO MOANUCL W MeyaTb, NpUBeAEHHAS Ha HACTOSLLEM

WwMeHTe/cepTUdmkaTe/ CBMAETENBCTBE 0 Opake/podKaeHUn/cMepTH, ABNAETCA MOAMUCHIO
baMOXAKOB KAPUM, sasnatoweroca HOTAPNYCOM

\iHUCcmepcmeo MHOCTpaHHbIX Aen, Manaiisns He HeceT OTBETCTBEHHOCTM 3a COAep>KaHue
WMeHTa.

MevaTs): MUHUCTEPCTBO MHOCTPaHHbIX gen * Manaisus

AKAMbI SHAYT

pTPYAHMK KoHCynbCTBa
PHCY/bCKUIA OTAEeN

LLUHUCTePCTBAa MHOCTPAHHbIX fen
pamxas Manainsms

Mas 2018
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TOM I/7IOB CAH. BXA,

NoT 4969, XanaH Tepartain, bary 6, O >KanaH Mapy, 41050 Knanr, CenaHrop Japyn 3xcaH, Manaiizns

TenegoH: +603-3392 1992 /1905 3nekTpoHHas nouTa: sales@topglove.com.my

CopepkaHune
WNHpopmauwma 06 nsgenun

HanmeHoBaHune n o603HavyeHne MU

MponsBogmnTens MegULUHCKOTO U34enns

OnwucaHwue n paboTa

KpaTkue cBefileHUs 0 MeAULMHCKOM U3[eNuun, BKIOYas HasHauyeHue
apaHTMpOBaHHbIe NPON3BOANTENEM TEXHUYECKMNE MapameTpbl U
XapaKTepucTuku

CocTtaB (KOMM/IEKTHOCTb NOCTaBKW) MeAULMHCKOTO U34enns
MpepynpexxaeHns, Mepbl NPefOCTOPOXHOCTM U OrpPaHUYEHUA Npu
ncnosb3oBaHun MU

OnucaHve ynakoBKW, MapKUPOBKM 1 Npedynpexaarolmnx Hagnmcei Ha
nsgenum

Okcnnyarauma MU

YcTaHOBKa U BBOJ, B 3KCM/lyatauuto

Mopafok paboTbl (MCNONb30BAHWE U3JENNA MO Ha3HAYEHNIO)
TexHnYecKoe 06CNyXNBaAHNE U TEKYLLUIA PEMOHT

Y1tunnumsauusa

MapaHTUn

MokasaHUs 1 NPOTUBONOKAa3aHUSA K MPUMEHEHUIO, BO3SMOXHbIE NOOGOYHbIE
3(hPeKTbl U PUCKU NPUMEHEHNS.

MepeyeHb NPUMEHAEMbIX NMPOU3BOAMUTENEM (M3rOTOBUTENEM)
MeAMNLMHCKOro n3genna ctaH4apToB
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Ton OB CAH. BX/.
JloT 4969, >Kanan Tepataii, Baty 6, Ot XKanaH Mapy. 4 1050 Knanr, CenaHrop Japyn 3xcaH, Manaiisms
TenedpoH: +603-3392 1992/ 1905 SnekTpoHHasa noyta: sales'topglove.com.my

1Hopmaums 06 nsgennu

Ll HanmeHoBaHue 1 0603HavYeHne MU

Mepyatkv CMOTPOBbIE laTEKCHbIe ONYAPEHHbIe, HECTEPUNbHbIE, BAPUAHTbI UCMOHEHNS:

MepuaTKM CMOTPOBLIE NlAaTEKCHbIE ONyApeHHble rnagkue, HectepubHble MiniMAX, pasmepbl XS, S, M, L

DL

MepyaTkv CMOTPOBbIE NATEKCHbIE OMYyApPeHHbIe TEKCTYpPUpPOBaHHbIe, HecTepuibHble MiniMAX, pa3mepbl
S M, L ,XL;

MepyaTkn CMOTPOBbIE NTATEKCHbIE OMYyApPeHHble rnafkue, HectepunbHble DiaMAX, pa3mepbl XS, S, M, L

DL

12 MpounsBoanTenb MefULUHCKOr0 U3Lenuns

[aHHbEE O Mpou3BOAMTENE:

[asBaHue: Ton Mnoe CaH. bxa.

npec: /1ot 4969, XXanaH Tepartaii, baty 6, Ocdd XanaH Mapy, 41050 KnaHr, CenaHrop Japyn 9xcaH,
(anaitzms

OneKTpoHHast noyTa: sales@topglove.com.my

le6-caitt: www .topglove.com.my

AHHbIle 06 YNO/ITHOMOYEHHOM NpeAcTaBUTe e NpousBoamMTens B PO:

OGLLECTBO C OrpaHMYEHHON 0TBETCTBEHHOCTbIO «Apgeinn-Nmneke» (OO0 «Appaeiin-Mimnekc»)
115201,r.MockBa, Kawupcknin npoesa, aom 23, ctp.5, 0.3

bn.: 8495 777 1170, 8 495 777 1171, e-mail: abx@ardl,ru, NHH 7724781425

I, OnucaHue n paborta

U. KpaTkue cBefieHNA 0 MegMLUMHCKOM U3LeNnnun, BKAoYasd HasHaueHue

W3genve npeacTaBnseT cob0il HecTepwusibHble MepyYaTKM M3 HaTypasbHOro fatekca, npefHasHavyeHbl ANA

OAHOPAa30BOr0 MCMOMb30BaHUS NPW  NPOBEAEHUN MEAULMHCKUX WCCNefoBaHUi, [LMAarHOCTUYECKMX U

TepaneBTUYECKMX NPOLEAYP C Le/blo 3alinThl NaLMeHTa 1 UCccnefoBa rens OT B3aMMHOIO 3apaXeHus.

Bcnyyae ecnm npumeHumo, paboyas MOBEPXHOCTb MNEpPYATOK WMMeEeT BbIPaXEHHYK TeKCTypy, KoTopas

o6ecrneymBaeT HaZeXXHbI 3axBaT U yAepXXaHUe UHCTPYMEHTa, NPenATCTBYET ero CKOMbXEHUIO B pyKax npu

paboTe B yCNOBUAX NOBLILUIEHHON BNAXXHOCTMW.

Knaccugmkaums nponsBoguMbIX NepyaTok:

1) B3aBMCMMOCTM OT MaTepuana - W3 naTekca HaTypaibHOro Kay4yka;

2) B 3aBMCUMOCTM OT OTAENKW - rNafKue an TeKCTypupoBaHHbIe, TEKCTypa HaHeCceHa Ha BCHO NOBEPXHOCTb
Cl1lns obecneuyeHns HafeXHOro 3axeaTa v yaepXaHUa UHCTPYMEHTA, MPEnATCTBYET €ro CKONbXEHUIO B pyKax

nMpv paboTe B YCNOBUAX NMOBbILIEHHON BAQXKHOCTH.

|38 3aBMCMMOCTW OT OTAENIKM - ONYAPEHHbIE;

4) B3aBMCMMOCTU OT Kpas MaHXeTbl - C BaJIMKOM Ha Kpato;

5 B3aBMCMMOCTU OT LBETa - CBET/I0-XXENTOro LBeTa;

6 B3aBMCMMOCTM OT pazmepoB - XS, S, M, L, XL;

7) B3aBUCMMOCTW OT POPMbI - HeaHaTOMUYECKMe.

MepyaTkn yHMUBEPCa/bHble (415 06enX pyK).

O6nacTb nMPUMEHEHNA. BCE MeANLIMHCKKNE ClneynaibHOCTN.

OnucaHue ycnoBuiA aKcnayaTaumm U NoTeHUnanbHbIX NoTpeduTeneit: MeaULMHCKNIA NepcoHan B pamKax
YUPEXAEHWIA 3 PaBOOXPaHEHNS.
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TOM rnoB CAH. bXA,
J10T 4969, XKanaH TepaTall, Baty 6, Ot YKanaH Mapy, 41050 KnaHr, Cenanrop [apyn 9xcaH, Manaiisus
TenethoH: +603-3392 1992 / 1905 3neKkTpoHHas nouta: sales@topglove.com.my

22 [(apaHTMpOBaHHbIE MPOV3BOAMTENEM TEXHUYECKMEe NapamMeTpbl N XapaKTepPUCTUKN

HeaaHUE VIHI'F;e vieHTa XVMMYEeCKOe Ha3BaHNA PyHKUMA

Bv %
iiryparoHGifi natekc CAS Ne 9003- OCHOBHO/ KOMMOHEHT

10 59,3
l|pboHat Kanbumsa CASNe 1317-65-3 Kap6oHaT Kanbuus HanonHutenb 29,7
nstungmuTokapbamaT umHka CAS Ne  [Anstungutuokapb6amaT UMHKa Yckoputens B

L 3-2 1.06
pytungutnokap6amar uumHka CAS  AunbyTunanTmokapbamaT UMHKa Yckoputens A

114324-55-1 us
bp6okcunat kanbuma CAS Ne 471-  Kap6GokcunaT KanbLyst PasgenutenbHbIn areHT 209
ML ,
~NaT kKanbuma CASNe 10124-37 HuTpaT Kanbuus AKTMBaTOp 6,7
Kpacutens.

epyaTKy CMOTPOBbIEe NaTEKCHbIE ONyAPeHHbIe rnagkue, HecTepubHble MiniIMAX, pasmepsbl XS, S, M, L,

MepyaTKM CMOTPOBbIE /IATEKCHbIE ONYAPEHHbIE TEKCTYPUPOBaHHbIE, HECTepuabHble MiniIMAX, pa3mepbl
S S M, L, XL,

MepyaTKN CMOTPOBbIE NaTEKCHbIE ONYAPEHHbIe rnagkue, HectepunsHble DiaMAX, pasmepbl XS, S, M, L,
X

Pazvep CokpauieHHoe  AnunHa (Mm) TonuwuHa, ognH cnoi (Mm) WnpuHa
HauMeHOBaHwue (Mm)
pasmepa (Kog Ha ypoBHe Ha ypoBHe Ha  ypoBHe
pasmepa) KOHYMKOB NafioHu MaHXeTbl

nanbLes

X-Small XS 755

Smll S 85+5

Medium M 2405 0,14+0,01 0,11+0,01 0,09+0,01 9545

Large L 10545

XlLarge XL 11545

Macca 0jHOI nepyaTky He 6osiee 7 1 (HE3aBUCMMO OT pasmepa).
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TOMrnoBCAH.BXA.
JloT 4969, >KanaH Tepataii, Baty 6, O XKanaH Mapy. 41050 Knanr. Cenaxrop Japyn 9xcaH, Manaiisus
TenedoH: +603-3392 1992 / 1905 Snek-rpoHHas [touTa; salcs@topglove.com.Ty

®u3nyeckne CBOMCTBA NepyaTok, A4/19 BapMaHTOB UCMOTHEHWIA:

e[lepyaTkn CMOTPOBbIE NAaTEKCHbIE ONYAPeHHble rnagkue, HectepunsHble MiniMAX, pasmepsbl XS, S, M, L,
X

[lepyaTkn CMOTPOBbIE NATEKCHbIE OMYyApPeHHble TEKCTYpPUpPOBaHHbIe, HecTepuibHble MiniMAX, pasmepsbl
XSS M, L, XL;

[lepyaTkn CMOTPOBLIE NIAaTEKCHbIE ONYyAPEHHbIe rnagkue, HectepuibHble DiaMAX, pasmepbl XS, S, M, L,
B

[pyckopeHHOro ctapeHus [Mocne yCKOpeHHOro cTapeHus

Yewwme npu paspbiee, H, Y annHeHue npu Ycunuve npu paspbiBe, YANUHEHWE MpU paspbiBe,
seMeHee pa3pbiBe, %, He MeHee H, He meHee %, He MeHee

TO 650 6,0 500

MepyaTky ONyApeHHble, COAepXKaHne onypuBatoLLero BewecTsa He 6onee 10 mr/gm” (PeKOMeH0BaHHbII
MaKCVMyM OMYNPUBAIOLLOro BeLecTBa B BABMCUMOCLM OT pasmMepa, it mi - XS -18.0: S-20.4; M -22.8; L -
152 X L -27.6)

MepuaTKn repMeTMUHbIE, YPOBEHb KauecTBa repmetnyHocTn (AQL) He 6onee 2,5

MepyaTkM C Ba/IMKOM KPYT/IOr0 CeYeHUs Ha Kparo MaHXeTbl, auameTp Banmka 1,8-2,2 mm

3. CocTaB (KOMM/IEKTHOCTb NOCTaBKW) MeAULMHCKOIo N3genms

AHa TpaHCnopTHas ynakoBka cofepXuT 10 noTpebuUTeNbCKMX YMakKOBOK W OfWMH 3KCMyaTauMOHHbIN
[OOKYMeHT. B ogHoI noTpebutensckoin kopobke 100 (50 nap) WTyK nepyartok.
24. TlpepynpexaeHusa, Mepbl NMPegoCcTOPOXHOCTU U OFrpaHNYeHns nNpu ncnonab3oBaHnm MU
Mepbl NpPefoCcTOPOXHOCTN

1) Koxka pyK f0/KHa ObITb XOPOLLIO YX0XeHa, 6e3 paHOK, MUKPOTPELMH U APYTUX NMOBPEXAEHUINA.
2) blortn fomkHbl 6bITb KOPOTKO M aKKypaTHO MNOACTPUXKEHbI. He gonycKaeTcs UCNo/b3oBaHme
NCKYCCTBEHHbIX HOTTENA.
3) YKpalweHus U Hapy4Hble Yacbl Mpu 3KCnayaTaunmn nepyaTok cnefyet CHATb.
4) TlepyaTKu npefHa3HayeHbl UCKIOUYNTENIBHO 415 OAHOPA30BOro MCMNO/b30BaHWA Npu NPOBeLEHUN
MeMLNHCKNX UCCNef0BaHWiA, AUarHOCTUYECKUX 1 TepaneBTUYECKUX NPOoLeyp C Lenblo 3awuThbl naymeHTa
N uccnenoBartenia 0T B3aUMHOI0 3apaXeHus.
5) MoryT BbI3bIBaTb anepruyeckme peakymy Ha KayuyKoBblli NaTeKCc y OTAENbHbIX NINL,.
6) O6paboTKa CNMPTOCOAEPXKALLMMW pacTBOpaMy 3anpeLleHa, T.K. 3TW pacTBOPbI pa3pyLLaroT 3alUTHbI
CNoi nepyaToK.

N5, OnucaHue ynakoBku, MapKUPOBKU 1 Npeaynpexaarwmx Hagnucen Ha nigenmm

nakoBKa
Pa3Mepbl NOTPe6UTENbCKOM KapTOHHOW Kopobku (AnuHa x LLinpuHa X BbicoTa, B cM, He 6onee): 30x20x10.
Macca ynakoBku ¢ nepyatkamu (100 wT.) He 6onee 900 r (He3aBUCUMO OT BapmaHTa UCMOMHEHNUA)
p\11MoHas ynakoBKa U3 Me/IOBaHHOM ABYXC/IOM}Oro KapToHa C 06paTHOM CTOPOHbI KOPUYHEBOIO LBeTa
mapku DB 500 npounssoacrea «Siam KraA Industry Co.. I.td.» (TaiinaHg).
pancnopTHaa ynakoBka u3 rogpokaptoHa Mapku CORRUGA LINCeML11’M npownssoactea «MLIDA
Paper Mill.s Snd.Bhd.» (Manaii3auns).

MapKupoBka

MapKunpoBKa 10CTOBepHas, nNpoBepsemMas 1 yntaemas. MapKMpoBKY HaHOCAT Ha NOTPEOUTENbCKYIO
ynakoBKY 1t06bIM CocoboMm (rneyaTbio, TUCHEHUEM, LITAMMOM) 06ecneynBatoLLUM ee ACHOCTb, YEeTKOCTb U
4ynTaemMocTb. py ncnonb3oBaHMM NEYaTHOro cnocoba HaHeceHUa MapKMPOBKY OTMapbiBaHMe KPackuy He
JlonyckaeTcs.

MapKnpoBKa Ha NOTPe6bUTENbCKON YNaKOBKe MepyaToK COLEPXKWT;

*HaMMEHOBAHME N MECTOHaX0XeHWe N3roTOBUTENS;

*HaMMeHOBaHWe, MeCTOHaX0XeHne N agpec oML ManbHOro cal T >N0MO0.MOUCLLIOTO NpeacTaBUTeNs
npoun3BoAM rens;
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Ton FIOB CAH. BXA.
JloT 4969, >XanaH TepaTaii, Baty 6, Odh >KanaH Mapy, 41050 Knaw-, CenaHrop Japyn 9xeaH, Manaiizus
TeneoH: +603-3392 1992 / 1905 SneKTpoHHasA noyta: sales@topglove.com.my

mHaMCh: «HaTypanbHbI aTeke, BXOAAWMIA B COCTaB U3JENNA, MOXET BbI3BaTb a/lIepruyecKyto peakuunto
/0TAENbHBIX NNL» WX 3KBUBANEHT U/UIN PUCYHOK, NOHATHO OTpaXKalowWwuii 3TN yKasaHUs;
mHaamc: «MiniMAX» unn «DiaMAX»;
EWHaINMCK, XapaKTepusyloL e cokpalleHHoe 1 nonHoe HaMmeHoBaHue ngenuna: «MEPYATKUN
CMOTPOBBIE NTATEKCHBbIE», «MEPYATKN CMOTPOBbLIE JIATEKCHbIE ONY PEHHbIE
FAOKVNE HECTEPUJIbHBIE» nnn «MEPYATKN CMOTPOBBbIE JIATEKCHbIE ONYAPEHHbIE
TEKCTYPUPOBAHHBLIE HECTEPWN/1IbHbIE»;
mHaames: «HECTEPUJTIBHBIE» n/unn pucyHoK, NOHATHO OTPaXkaroLnii 3TO yKasaHue;
eHaanucek: «OQHOPA3OBbLIE»;
*Hagnuch: «KARCHOALE»;
mHagmck: «CMOTPOBbBIE» n/unu pucyHoK, MOHATHO OTPaXkatoLUil 3TO yKa3aHue,
sHagnuck: «/TTTHKC UBIE» n'mnn pucyHoK, NONSr1Mo oTpaxarwmnii nNo yKasaHue:
eHagcs: <HEAHATOMMUYECKOW ®OPMbl» n/unn pucyHoK, MOHATHO OTPaXKatoLLnii aTO yKasaHue;
sHagnmck: « TEKCTYPUPOBAHHbBIE» nnn «FTTALKUE» n/unn pucyHoK, NOHATHO OTpaXaroLmii 3To
yKasaHue,;
mHagnucs: «OMNY APEHHDBIE» n/unn pucyHoK, NOHATHO OTpaXkarolnii 3TO yKasaHue;
WCBe/leHNA 0 HOMepe U JaTe perucTpaumMoHHOro yAocToBepeHus (yKasbiBaloTCs nocse gakra
N'cy[apc'TBEHHONM perncrpaymm):
BefEeHVA 0 HOMepe napTuu,
*CBe/leHNs 0 faTe NPOU3BOACTBA;
*CPOK rOAHOCTH;
*pasmep ¥ KOMIMYECTBO Map nepyartok;
*UH(opMaLmsa 06 YCNoBUAX XpPaHEHUS 1N TPAHCNOPTUPOBAHMWS.
MapKnpoBKa HaHOCUTCS Ha A3blKe CTPaHbl 06paLLeHns N34enns, NCKNYas MMeHa CO6CTBEHHbIE U
HanMeHOBaHWA.

CvmBon Paclundgposka cumsosna
CmoTpoBbIe

L
NaTteKcHble

1w

HecTepunbHble

HeaHaTOMU4YecKon hopmbl

TeKCTypupoBaHHbIE

Mnagkue
a
Onygapennble
lvijv;)
[ Tot MapTua
mksSSS
[lata n3rotossieHuns
r
f ogeH go
B 1
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Ton [/IOB CAH.BEX/.
J1oT 4969, XXanaH Tepatain, baty 6, Ot >KanaH Mapy, 41050 Knanr, CenaHrop Qapys 9xcaH, Manaiisus
TenegoH; +603-3392 1992 / 1905 SneKTpoHHasA nouta: sales@lopglove.com.my

3 9kcnnyatauma MU

31 YcTaHOBKa 1 BBOJ, B 3KCMyaTayuto

BckpbITb YNakoBKY MepyaTok, W3B/Mevb OAHY Mapy NepyaTok W MnocfefoBaTe/lbHO HafeTb MepyaTKu Ha
Mpasyto, 3aTEM Ha JIEBYHO PYKY.

32 MopAagok paboTbl (MCMOMb30BaHME U3LENA MO HA3HAYEHNIO)

MocnesfoBaTeNlbHO Ha N1IEBOWA 1 NPaBOi NepyaTKax OTBEPHYTb 3arHyThili Kpai ¢ TaKUM pacyeToMm, Y4To6bl
repyaTka NoJIHOCTbIO OXBaTblBaNa MaHXeTy Xanara.

CHATWe nepyaToK

B3ATbcA 3a nepyatky B 06/1aCTV OCHOBAHUSA NafoHW NaibLaMun Apyron pyku.

CTAHYTb MepyaTKy W yaepXxuBaTb ee ApYroi pyKoi.

MomecTuTb Masblbl CBOGOLHOWN PYKM B MaHXETY MepyaTky Ha Apyron pyke v CTAHYTb ee aHallorMyHo
MNepBoiA.

BbiBepHYB nepyaTKy Hau3HaHKy, 1CMO/b30BaTh €e B KaYeCTBe Yexsa 414 ApYyroi nepyaTku.
MomecTUTb NepyaTky B NpefHa3HauYeHHY0 ANA HUX EMKOCTb.

Mocne CHATUA MepyaTtok BbIMbITb PYKM C MbIIOM W 06paboTaTb MX CNMPTOCOAEP>KaliUM KOXHbIM
aHTNCENTUKOM.

e06X0IMMO MEHSTb NepyaTKu;
- KaX/ble 4Ba Yaca HenpepbiBHOW pa6oTh;
- mocne 06HapyXXeHUs BUAUMOrO AedeKTa;
- Moc/e BO3MOXHOFO VW AeiiCTBUTENbHO VMEBLLIEr0 MECTO MPOKONA;
- C/IM NepyaTKa HauMHaeT B3[yBaTbCsA, PaCTATUBATLCS, IMMHYTh UMW HEMMOTHO CUAMT Ha PYKE;
- B COOTBETCTBUM C NMPaBUAaMU, MPUHATLIMI B MECTE MPUMEHEHUS AaHHbIX MepPYaToK.
He fonyckaeTcs MCno/ib30BaHWe OAHOI 1 TOV XKe Nnapbl nMepyaTok Npu nepexoge 0T 04HOr0 MaLueHTa K
APYrOMYy WU NpU Nepexofe 0T OAHOV MaHUMYAAUUN K APYTOiA.

4. TexHnyeckoe obcnyXnBaHue, TeKyLwni PEMOHT, KAMMaTnyecKme ycrnoBus

aKcnayaTaymu/TpaHcnopTUpPoOBaHUSA/XpaHeHUS

MepyaTKM OTHOCATCS K U34ennam OAHOKPATHOrO NPUMEHEHMA N He NOANEXAT TEXHUYECKOMY

06CNY>KMBAHUIO N PEMOHTY.

MepyaTky akcnayaTupyroT npu Temnepatype (o1 +10 go +30) "C u BnaxHocTn (80-100) %.

XpaHUTb B OPUTrMHANbHOM YNaKOBKe B CYXOM M XOpOLLO NPOBETPMBAEMOM MOMELLEHUN, UCK/TIOUYNB Halmuune

Mblan, BO3LENCTBNE COMIHEYHOTO CBeTa, Blarn, PeHTreHOBCKOr0 U3/ly4YeHUs npu TeMnepartype He HKe - 50
n He Bbiwe 40 1 BnaxHocTtu (60-75) %.

Bepeub 0T BO34eiCTBUA Maces, 6eH3UHA U APYTUX BELECTB pa3pyLUatoLLMX Pe3nHy.

W3penve TpaHCNOPTMPYeTCA BCEMU BUAAMU KPbITbIX TPAHCMOPTHbLIX CPEACTB, B COOTBETCTBUM C MpaBuiamu

NnepeBO30K, AeCTBYOLWMMN HA JaHHOM BKUAe TpaHcnopTa Mpu TemnepaType He HMKe -50 U He Bbllwe

50  wu BnaxHocTtu (60-75) %.

Mocne TpaHCNOPTUPOBAHUS MPY MUHYCOBOW TeMnepaType, pacnakoBasb, Bbi4ep>KaB B TeYEHME CYTOK Npu

KOMHaTHOW TemmnepaType.
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TONTNOB CAH.BXA.
JloT 4969, XKanaH Tcpatain, baty 6, Ot XKanaH Mapy, 41050 Knaur, CenaHrop Japyn 9xeaH, Manainsus
TenedoH: +603-3392 1992 / 1905 3nekTpoHHas noyta; sales@topglove.com.Ty

5 ¥Y1Tunnunsauymus
MepyaTkn LO/MKHbI YTUAN3UPOBATLCA W/MAN YHUYTOXATLCA Ge3onacHbIM nyTem. pu 3TOM Heobxo4MMO

cobnoaTb BCe MECTHbIe, pernoHasibHble 1 (hefepasibHble npasua.

[JaHHoe n3fenvie fOMKHO YTUIN3NPOBATLCA B COOTBETCTBMU C HOPMATUBHLIMU TPe6OBAHMAMMU, NPUHATHIMU
B pervoHe ob6pauieHus. WHGopmauuio 0 nNpaBunbHOW YTUAM3aUUM MepyaToK MOXHO MNONyYnTb B
3KCnnyaTauMoOHHON JOKYMeHTaunu, npegHasHa4yeHHON AN pervoHa obpaleHnsa MefULMHCKOro n3aenms.
YTUAm3aums n YHUUTOXEHWE UCMONb30BaHHbIX U3L4eNNii Ha TeppuTopumn Poccumn ocyLLecTBAAeTCA COrnacHo
Tpe6oBaHuam CaHlMuH 2.1.7.2790-10, ncnonb30BaHHbIE MO Ha3HAYEHWIO MepyaTKU OTHOCATCA K 0TX04am
Knacca b (anugemmonorvyecku onacHble 0Txo4bl). C60p MCNONb30BaHHbLIX MEPYATOK  [O/DKEH
OCYLLECTBNATLCA B FepMETUYHbIE MaKeTbl XXeNToro LBeTa ¢ MapKUpPOBKOWN (HAAMUCHIO).

6. FapaHTUK

MepyaTKM OTHOCATCA K MEAULUHCKUM U3AeNNAM O4HOKPATHOrO NPUMEHEHNS.
CpoK rogHoCTK rnepyaToK COCTaBNAET 4 rofa Co AHSA NMPOU3BOACTBA.
"apaHTUIAHBIA CPOK XpaHeHUs rnepyaTok 4 roga.

7. TlokasaHMM M NPOTUBOMOKA3aHUA K NPUMeHEHUI0, BO3MOXHbIe M060YHbIe 3PHEKTbI N PUCKN
EpPVIMEHEHUS.

0 oKa3aHMs K NPUMEHEHWNI0 0HOPA30BOr0 UCMO/b30BAHMS MPY NPOBEAEHUN MEAULUHCKMX NCCNeA0BaHWA,
ANArHOCTUYECKMX U TepaneBTMUYECKUX NPoLeayp C Lenbio 3alinTbl NayMeHTa u uccnegoaTens ot

B3aMMHOTI0 3apaXXeHus.
MpoTMBOMNOKa3aHNA K MPUMEHEHMIO: BO3MOXHOCTb BO3HUKHOBEHMS anfieprmyeckoit peakunii Ha

HaTypasbHbIi NaTeKC y OTAENbHbIX JIUL.
B03MOXHble MO60YHbIE 3PPEKTDI;
- BO3MOXHOCTb BO3HWKHOBEHUS a//Iepruyeckoin peakunm Ha HaTypanbHblli aTeKe y OTAeNbHbIX UL, B BUAE

KOHTAaKTHOIO AepMaTunTa;
- perynsipHoe BAbIXaHWe YacTUUYeK OMyApMBatOLLErO BELLECTBA MOXC I MPUBECTMN Y OTAENbHbIX NNL, K
pecnupaTopHbIM 3a60/1€BaHUSM.
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Pnckn npnmeHeHuns:

OnacHocTu Puckn
1) HefocTaToOYHbIA KOHTPO/b
CKOPPEKTUPOBAHHOI0 MNPOM3BOACTBEHHOIO
rpagumka Bofibl pesepByapa Ans
BblLenaynBaHuns.
A.
Buonornyeckas u
XMMMyeckas 2) HepocTaToUHbIV KOHTPO/b yNpasieHns
0nacHoCTb NpoL.eccoM B LLUNAMOOTCTOMHUKE.
3) MepyaTKu € BbICOKUM COfepXaHnem
1) HepgocTaTouHblli KOHTPONb
NPOM3BOACTBEHHOIO Npouecca.
2) Wcnonb3oBaHme Nocne naTbl UCTEYEHUSA
, CpoKa feicTBus.
' B. 3) HepocTaTouHbIN KOHTPO/b
akcnnyaTtaumoHu NpPON3BOACTBEHHOIO rpaduka

asi omacHoCTb
4) HepgoctaTtouHas 0CBEOM/EHHOCTb B

npouecce ynakoBKm

1
1 5) Mnoxoe o6paleHe BO Bpemsa npotecca
6) HefocTaToUHbI KOH3POMb CKAaACKUX
B. HepocTtaTouHoe npeaynpexaeHue
NHpopmaLmoHHa  OMACHOCTENA, CBA3AHHbIX C MOBTOPHbLIM

MCNoMb30BaHWeM 0IHOPA30BbIX MepYaTokK.
HepocTaTouHoe npegynpexjeHme o

A 0MacHOCTb

r Vicnonb3oBaHmMe LOMOTHUTENbHOM
DHepreTuyeckuii  3HEPTUU /1A HafeBaHUA

onacHblii hakTop
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OnacHble cutyauum

He,qOCTaTOLIHbII‘/JI npouecc BbilienavynBaHuA, 4YTOOb! BbIMbITb
MN36bITOYHbIN 610K N XUMUYECKOE BellecTBO, KOTOpPOe KOHTaKTUPYET C

YYBCTBUTENbHOIN KOXeEA.

1) N36bITOYHOE KOMMYECTBO NyApbl, KoTopas;

- KOHTAKTMPYET C YyBCTBUTE/NbHOM KOXeii, Npu HageBaHuu;

- BAbIXaeTca NaLuMeHToOM M MeAULUHCKMM NepcoHanoMm.

2) HepocTaTouHOe KO/IMUECTBO NYAPbl Bbi3bIBAET TPYAHOCTU NpU
HafeBaHUN 1 BAbIXaeTcs NaumeHToM U MeAULUHCKUM MepcoHasioM.

[MepuaTKa 3arpAsHeHa MUKpoopraHusMmamu.

MapameTp 3a npegenamu cneyuduKaunm, KoTopblii MOXeT NPUBECTU K
TOUEYHOMY AeeKTy Ha nepyaTtke.

CHWXKeHMe (U3NUECKMX XapaKTepUCTUK nepyaTok. MepyaTka MoXeT
nopBaTbCs, KOr4a nosib3oBaTtesib eé UCMOoJb3yeT.

HeapPeKTUBHbIA MHCEKTULMA ANt YHUUTOXEHNUS HACEKOMbIX

CwmellaHHble pasMepbl / 6peHAbl BO BPeMs npoLecca ynakoBKW.
MepyaTKM MOTyT NopBaTbCs M3-3a UCMOb30BaHWUS MO/b30BaTe/IeM

nenyaToK HernoasW/IbHOFO pasmepa.
MoBpeXAeHHbIi yNaKoBOYHbI/ MaTepuan

Y CKOPEHHbI NPOLECC CTapeHunst

[MoBTOpPHOE MCNO/Ib30BaHNE HECTEPU/IbHBLIX NMepyaTok ANs 04HOPa3oBoOro

MCMNONb30BaHUSA
HegocTaTouHoe nNpeaynpexaeHune 06 BO3IMOXHbIX MO60UHbIX 3hheKTax

B 3KCM/lyaTalMOHHON LOKYMEHTAaL UM

CHWXKeHNe PUNYECKUX XapaKTEPUCTUK NepyaTok. MepyaTka MoXeT
nopBaTbCs, KOrfa nosib3oBaTe/b €& NCMOob3yeT, UTO MOXET BbI3BaTb
6aKTepuanbHy MHAEKLMIO Yy Mo/b30BaTeNs.

ANNEPTUNA KOXMU.
BupycHaa nnun 6aktepuasnbHas
NHeKUKS.

ANNEPrusa Koxu.
PecnupaTopHble 3a60neBaHUS.
BupycHas nnu 6aktepunanbHas

NHDeKums.

BakTepuansbHas / 60n1e3HeTBOPHasA
NHeKuma

BupycHas unu 6aktepnansHas
NHDeKumS.

3apaxkeHue nosb3oBaTens.

ANNeprusa Koxwu.

BupycHaa unu 6aktepuanbHas
NHpeKUms.

BupycHas unn 6akTtepua-3bHas
npoeepkKa

3arpsisHeHHble nepyaTKu, KOTopble
BbI3bIBAIOT asI/IEPTUI0 KOXU.
Vcnonb3oBaHMe N3HOLLIEHHbIX
nepyaTok

Vicnonb3oBaHne 3apaXKeHHbIX
nepyaTok 1 CHUXEeHWe nokasaTtens
MPOYHOCTMN MepyaTok.

3apa)keHue nosb3oBaTens.
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CraHpgapTt

1 ASTM 3578-05(2015)
2 ASTM 5151-06(2015)
3 ASTM 6124-06(2017)

EN 455-1:2000

5 EM455-22015

=

6 EN 455-32015

7 EN 455-4.2009

8 1SO 11193-1:2008

9 1SO 14971:2012

10 1SO 2859-1 :2011

n 18O 10993-1:2003

12 SO 10993-5:2009

1 ISO 10993-10:2010

14 |SO 10993-12:2012

L

15 ISO 14155-12011

16 ISO 14155-22011

17 1SO 15223-1:2012

OnucaHune

Pe3viHOBbIE CMOTPOBbIE MEPHATKA
OGHapy»KeHVie OTBEPCTUI B MEAVILIIHCKVX NepyarTKax

OcTaTo4Has ny/pa Ha MEAVLIMHCKYIX MepHaTKax

[Mepyarkn MeouLIVHCKVE OfHOPAa30BOMO NMpUMeHeHMs. Yacts 1
TpeboBaHWA 1 onpeaeneHme o 1 CyTCTBMS| OTHCPC MA.

lMepyatky MeaVLHCKVE OAHOPAa30BOro MpuUveHeHUs. YacTb 2: Metogp!
onpeneneHys 3VKO-MeXaHNYECKIMX CBOVCTB.

Mepyarkn MeayLIMHCKIME OfHOPAa30BOro MpuMeHeHUs. YacTtb 3; TpebosaHWA
N VCMbITaHWS ;L 5 61OMOrYECKOA OLIEHKM.

[Mepyarkv MeauLIHCKIME OOHOPA30BOro MpuveHeHd. YacTs 4.
TpeboBaH/s Y UCTIbITaHUA [19 ONPefeieHUs CPOoKa XpaHeH S,

MepYaTkv MeaMLMHCKIE OHOPAa30BOrO MpUMEHeHMs. YacTb 1 TpebGoBaHus
K MepuaTkam 113 Kay4yKOBOrO laTekca Wi CMECE Ha OCHOBE KayuyKa.

YcTpolicTBa MegyUMHCKVe. MprveHeHVe YMpaB/eHs prckamm K
MEOULIIHCKVM YCTPOICTBaM.

MpoLenypb! BbIGOPOHHOTO KOHTPO/S MO &bt EPHATVBMLIM MPV3HAKaM

Brionoryeckas oLeHKa MeOVLIMHCKX v3aenvid. Yactb 1 OueHka n
ncrbmaHve

Bronornyeckas oLeHKa MeAVLIMHCKIX M3aevii. YacTb 5.
VicrnbITaHmst Ha LITOTOKCUYHOCT iN Vitro

OugeHKa bronornyeckas MeayUMHCKVX nsaenvia. Yactb 10. Mpobbl Ha
Pa3OpaKEHVE Y TTEPIUHECKYHD PEAKLIMKO KOXU

Brionornyeckast oUeHKa MEOVLHCKUX 13genvid. Yactb 12 MpurotosneHne
Npob 1 CTaHAAPTHbIE 0OPasLIb

VicnbITaHUs! KNMHUYECKVE MEAVLUMHCKVX 3N AniA mioaei.
Yactb 1 O6Luye TpebosaHs

VICMbITaHWs KIMHYECKNE MEAVLIMHCKX V3OEMIA 41s1 NKOaEiA.
Uactb 2. CxeMbl KnnHUyeckux nciibiratHM

MeavupHekme yeTpolicTBa. CUMBOSbI, UCTIOMNb3yeMbie Ha Ap/bIKaxX
MEAVLIMHCKIMX YCTPOCTB, NMPU MapK1POBKE U B NMpeaocTas/semMol
vHhopmaLwmin. Yactb 1 O6LLyie TpeboBaHS.

K gaHHOMY M34ennio Ha TeppuTopumn Poccum NpuUMeHUMbl CTaHAapThl:
FOCT P 50444-92 «[Mpubopsl, annapatbl U 060pya0BaHMe McAUAUHCKUC. OBLLMEe TEXHUYECKUE YCNIOBUSA»,

FOCT P 52239-2004 «[INepyaTkn MeAULMHCKNE AW IFOCTUMECKUe ofHOpa3oBble. YacTb 1. Crneundukaums
Ha rMepyaTKkn M3 Kay4yyKoBOro fiaTekca 1im pactsopa»
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Manaiisns

Jata

ony6/IMKOoBaHUSA

HOs16pb 2015 T,
HOs16pb 2015 T.
Maii 2017 T.

OKTs16pb 2000 T.
anpens 2015 r.
anpens 2015 .

OKTA6pbL 2009 T.

MoHb 2012 T.

monb 2012 T.
noHb 2011 T.
asrycrt 2003 .
MoHL 2009 T.
asryct 2010 r.

MtoHb 2012 T.

AaHBapb 2011 T.

AHBapb 2011 T.

nonb 2012 .



IMepeBoA AaHHOTO TEeKCTa CAenaH MHOM, nepeBoauMkoM KnenHesbiM BkTopom Mropesuuem.

Poccuitckaa depgepauus

i ¢og/Mocksa
Uen/buTaauanoro MHA ABe ThiCAYMN BOCEMHAALATOrO roja

iKU.uoe Mne6 Bopucosud, HoTapuyc ropoga MoOCKBbI, CBUAETENbCHUYIO NOAANHHOCT b MOANUCH
ffepeeodHUKo KnenHesa BukTopa ropesnya.

WMoonuck cfie.loHa B .MOEM MPUCY TCTBUN.
. lnyHoaT> MoANMCaBLLEro JOKYMEHT yCTaHOoB/eHa.

3aperncTpuposaHo B peecTpe: Ng 77/()9-w/77-201H- Q »
B3bICKaHO rocygapcTBeHHON nouw HbI(no Tapudy): 100 py6.
YnnayeHo K/ OKLlaHWe ycayr NpaBoBOro M Te.XHUYeckoro xapakTepa: 200_ py6.

I.6. AKumos
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