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3.2. Contraindications

« Attention! Latex gloves may cause allergic reaction.
« Attention! Powdered gloves may cause allergic reaction.

3.3. Medical product application rules

Every health worker aware of all features of his/her work should sum up individual requirements
for the gloves taking into account:

- actual occupational hazards (evaluation of biological, mechanical and chemical risks);

- sanitary and epidemiological conditions (sanitary demand);

- operational features (types of performed procedures and actions, physical efforts, duration ofwork
in gloves; tactile sensitivity need, etc.);

- skin health of the health worker, allergological history ofthe health worker and a patient and some
other factors.

The gloves should be worn in case of any surgical operations, procedures associated with
penetration in subdermal tissues or mucous membranes, procedures performed in sterile boxes and
with sterile medium, with materials and instruments, in case of possible contact with blood, other
biological substrates and other external environment objects to reduce the risk of microbial
contamination.

Gloves are no substitute for proper hand hygiene. Handwash should be performed in accordance
with the mode of procedures.

It is necessary to choose gloves of appropriate size.

Gloves should be chosen depending on procedure type, they should be worn easily, should not
hamper movements or compress hands.

When putting on gloves a person should not make great efforts.

Special techniques to put on the gloves should be followed in order to guarantee their sterility.
Before putting on gloves for medical procedures, working area should be prepared: sterile
instruments and consumables should be put on a manipulation table ready for use. It is necessary
to ensure their accessibility without breaching the sterility of hands.

Using additional pair of gloves may reduce gloves damage rate when working with sharp
instruments by 2-4 times.

It's not allowed to use gloves from a damaged package, because their sterility can be breached.
After gloves removal it is necessary to wash hands with soap and disinfect them with dermal

antiseptic.
3.4. Medical product use

Before using the gloves please check package integrity. Open secondary package. Primary package of
the gloves is sterile. Before opening the primary package and getting the gloves in order to use them
as intended, please disinfect your hands.

3.4.1. Putting on gloves

It is recommended to follow the techniques described below in order to avoid external surface
contamination when putting on the gloves. There are 2 techniques to put on the gloves: open and closed.
Whatever technique is chosen, the most important is to avoid external surface contamination.

Open technique steps
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Open sterile package and take two gloves with your finger tips of the left hand from inside of the
left glove, so that the thumb tip is inside the right glove, and hold them together vertically. Make
sure the fingers contact only with an internal surface of the gloves.

Pass the right hand trough the cuff holding the gloves in your left hand.

Pull the folded glove until your right hand is inside the glove.

Put right hand fingers into the left glove cuffand draw it on the left hand.

Draw the left hand glove cuff on a surgical coat cuff with four fingers.

Put your left hand fingers in the glove under a folded glove cuffand draw it on a surgical coat cuff
Draw on the cuffwith all four fingers and fix the gloves for comfort use.

In case of powered gloves, the powder should be aseptically removed from the glove surface.
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» Damaged or perfused gloves can not be used. If a glove is damaged, both gloves should be changed
immediately because it is impossible to remove one glove without contamination o f another.

* Remove the gloves carefully avoiding hand skin contamination and spillage of liquids.

» It is not recommended to clean disposable latex gloves with alcohol-containing solutions, because
these solutions may damage a protective cover of the gloves. Gloves made of synthetic materials
(nitrile, etc.) are proof against the action of antiseptic chemical agents.

» Strictly observe safety precautions while working with sharp piercing objects and instruments.

3.4.3. Removing the gloves

It is recommended to comply with the following glove removal algorithm:

e Take the glove near the heel of the hand with the fingers ofthe other hand.

¢ Remove the glove and hold it with the other hand.

e Then put the fingers of your free hand into the glove cuff on another hand and remove the glove as
the first one.

e« Turn the glove inside out and use it as a bag for the second glove.

e Put the gloves in a special container. Then clean the hands.

4, Medical product description and its specification.

Sterile disposable surgical gloves “BENOVY" are disposable medical products made of natural rubber
latex with or without powdering (modified cornstarch), with different internal coating, sterilized and packed
in pairs in sterile packages.
Class according to the degree of the potential usage risk — 2a.
4.1. Material used for gloves manufacture is natural rubber latex
4.2. There are the following types of gloves depending on the cover:
- texture surface;
- powdered surface;
- non-powdered surface;
- double chlorination;
- with inner polymer coating.
4.3. Flexicoat 88 polymer is used for internal coating of gloves. This polymer coating ensures additional
durability of gloves, isolates skin from natural latex proteins and considerably facilitates the putting on, as
well as prevents sticking of gloves.
Gloves can be processed using gaseous chlorine (chlorination). The chlorination can be single or double
(both sides).
USPXXI grade modified cornstarch is used for gloves powdering.

4.4. Gloves have ten nominal sizes:

- size 5;
- size 5.5;
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- size 6;
- size 6.5;
- size 7,
- size 7.5;
- size 8;
- size 8.5;
- size 9;
- size 9.5.

4.5. The following dyes are used during gloves manufacture:
Green Colour - Farsperse Green PG 708R

4.6. Gloves with perforation indication function are used to protect a physician and a patient in conditions
ofahigh infection risk. Their two-layer design is made in two colours. It does not only provide better
protec-tion due to the increased density, but also indicates the deformation of the top layer and the
contract with blood and lavage fluids with the appearance of a contrast spot.

The main feature of these gloves is the control and indication of perforation, cuts and mechanical damage.
Packaging of the gloves with perforation indication: two pairs of gloves in one sterile package. Inner
glove: green colour with inner polymer coating. Outer glove: natural colour with inner polymer coating.

The inner glove is smaller than the outer glove by 1/2 of size.

4.7. The product is sterile.
4.8. The products are designed for single use only.
4.9. Class according to the degree of the potential usage risk - 2a.

5. Specification

5.1. Width, length and thickness of gloves, depending on the size, shall correspond to values specified in

Table 1
If measured according to the points (shown in Figure 1), glove size should comply with width and length

(see Table 1) in case of inspection level and acceptance quality level (AQL) specified in Table 2.

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



S

Figure 1

Table 1 Gloves sizes

Minimum ;Minimum length;; 3 ® * ; Minimum
. A (beadless cuff), beaded cuff), mm thickness at ’
‘m"Size Swidthf"; U length nim measurement
U ‘code ~f*mm - (beaded cuff), W ... points
" mm . i®ffigur”2)vinm
5 67t4 250 n 250 300+10
55 7214 250 250 30010
6 7715 260 260 300+10 0.10 for non-
6.5 8315 260 260 300£10 textured sections
7 8915 270 270 300£10 0.13 for textured
7.5 9545 270 270 30010 sections
8 102+6 270 270 300+10
85 10816 280 280 300+10
9 114+6 280 280 30010
9.5 12146 280 280 30010

The length is measured as the shortest distance from the tip of the middle finger to the edge

of the cuff

The width is measured on a fat surface using the midpoint between the base of the index finger and the
thumb.

Thickness of two sides of an intact glove is measured using a thickness gage with pressure on a base of
(22+£5) kPa in three points shown in the Figure 2 at a distance of (13£3) mm from the tip of the middle
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finger, in the centre of a palm, and at a distance of (25£5) mm from the edge of the cuff. Thickness of one
side in each point shall be equal to a half of thickness value for two sides and has to meet the standard
given in Table 1in case ofinspection level and acceptance quality level (AQL) specified in Table 2.

If, in case of visual inspection, thinning-out in any section of a glove is revealed, thickness of one side of
aglove in this section is measured; it shall be at least 0.10 mm for non-textured and at least 0.13 mm for
textured surface.

Thickness of glove edge shall be not more than 2.50 mm.

1323

327

482 9

.’____
I .

Figure 2
1-finger tip, 2-palm, 3-cuff edge
A=(13£3)mm, B=(33+5)mm, C=( 48£9)mm

For the purpose of control, gloves are selected and checked in accordance with the requirements of the
regulatory document. Inspection levels and acceptance quality levels (AQL) for gloves are provided in
Table 2.
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Table 2 Inspection levels and acceptance quality levels (AQL)

prispectionl

[5TCAMrestaefect?:M pPQES3
Sterility Lack of sterility A N/A
Size (length, thickness, width) Width, length, thickness S-2 4.0
Hermeticity Presence of holes G-1 15
Force at break and elongation at break (before S-2
i Before and after
and after accelerated ageing), force at 300% . 4.0
. i accelerated ageing
elongation (before accelerated ageing)
Physical and mechanical parameters Before/after accelerated S-2 4.0
ageing '
Residual powdering agent Exceeds the N=5 N/A
recommended limit
Powdering agent content Exceeds the N=2 NJ/A
recommended limit
. N=3
Protein content Exceeds the N/A

recommended limit

5.2. Gloves textured area.
The area of texture for textured products includes fingers and palm. The palm and fingers of the gloves

working side are textured (i.e. only gloves inner side of the hand).

5.3. Medical product weight

Medical product weight

sf.. ... Trrrmrssrr
we ght o f()ne glo>/e for the size (minimiim)
1 Name/ size |
jsb 155 160 165 u:F 11"5 [|8.0 fI8.5 149.0 i

Gloves surgical sterile 5.0 55 6.0 6.5 7.0 7.5 8.0 8.5 9.0 9.5
disposable “BENOVY” from

natural latex hand specific

curved fingers tex-tured

powdered (beaded cuff); colour:

natural

Gloves surgical sterile 5.0 55 6.0 6.5 7.0 7.5 8.0 8.5 9.0 9.5
disposable “BENOVY"” from

natural latex hand specific

curved fingers tex-tured

powdered (beadless cuff);

colour: natural

Gloves surgical sterile 5.0 55 6.0 6.5 7.0 7.5 8.0 8.5 9.0 9.5
disposable “BENOVY” from

natural latex hand specific

curved fingers tex-tured powder
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free with polymer coating
(beaded cuff); colour: natural;

Gloves surgical sterile 5.0 5.5 6.0 6.5 7.0 7.5 8.0 8.5 9.0 9.5
disposable “BENOVY"” from

natural latex hand specific

curved fingers tex-tured powder

free with polymer coating with

indication of the puncture

(beaded cuff); inner glove,

color: green

Gloves surgical sterile 5.0 55 6.0 6.5 7.0 7.5 8.0 8.5 9.0 9.5

disposable “BENOVY" from
natural latex hand specific
curved fingers tex-tured powder
free with polymer coating with
indication of the puncture
(beaded cuff); outer glove,
color: natural

Gloves surgical sterile 101 110 119 128 137 150 158 169 183 19.2

disposable “BENOVY” from
natural latex hand specific
curved fingers tex-tured powder
free with double chlorination
(long beaded cuff); colour:
natural

6. Storage and transportation conditions:

6.1. The product may be transported by any means oftransport, in accordance with transport regulations
in force for this type of transport, in its original transport packages (pressboard boxes) protected from
direct sunlight. . .

Gloves shall retain their properties under operating conditions in case of the following environmental
condition: temperature and relative humidity of air:
temperature - +10-+30 °C;
relative air humidity —up to 80% at
+25 °C.

Gloves, packed into transport containers, shall be resistant to the following climatic effects:

temperature - -30-+50 ®C;

relative air humidity —up to 98% at 35 *C, but without moisture condensing.

6.2. The gloves shall be stored in original multiple pressboard packages, containing individual sterile
paper packages, in a well-ventilated room away from heat sources, direct sunlight, direct exposure of
light and electrical equipment. Condensation may occur if storage temperature is less than 10 C. If
storage temperature is less than 10 °C, the gloves shall be warmed up to 25-30 °C before use, otherwise
difficulties may occur due to elasticity degradation of the gloves.

6.3. Store in adry place protected from direct sunlight and high humidity at 10 °C-30 °C.

6.4. Store the gloves away from sources of ignition.
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7. Packaging

7.1. Packaging shall provide protection from mechanical and climatic factors during transportation
and storage, as well as ensure complete vehicle load (capacity) use and convenience of handling
operations.

7.2. Packing of products shall conform to the requirements of the manufacturer and terms of the
contract between the manufacturer and the authorized representative.

Individual package

A glove or pair of gloves are packed into an inner package that must be large enough to ensure the easy
putting on of the gloves on its opening.

A pair of gloves or two pair of gloves in an inner package are placed into an individual package
(containerette) to ensure product sterility.

Consumer (multiple) packaging.

Individual packages with gloves are packed in cardboard boxes. Consumer packaging protects gloves from
external mechanical damage and allows to visually determine the size of the gloves.

Transport package

Consumer packages with gloves are packed in corrugated cardboard boxes. Cardboard boxes shall be
durable enough to ensure the quality and sterility of the product during transportation and storage.
Instructions for use are printed on the consumer packaging.

Trademark o f manufacturer and/or authorized representative ofmanufacturer can be marked on any type

ofpackaging.

7.3. Design variants and individual packaging material:
\) Paper Paper. The main part of the packaging is made of paper processed using a special material
(polymer).
Base: Laminated paper PAPER PE 40/ PE file 18G
Top: Polymeric material Medicoat 60
2) Paper Plastic. Combined packaging is made of paper and polymeric materials.
Base: Laminated film PET12/PE45
Top: Polymeric material Medicoat 60
3) Thermoform. Packaging manufactured by forging using polymeric materials
Base: Polyamide film NYLON FILM -70 MICRONS PE/PA/PE
Top: High density (low pressure) polyethylene HOPE 70 MICRONS

7.4. Net Quantity of Contents

1pair of gloves (2 pcs) in an individual package, 50 pairs of gloves (100 pcs) in a multiple package, 400
pairs of gloves (800 pcs) in atransport package.

The following net quantity of contents is applicable for gloves with perforation indication: 2 pairs of
gloves in an individual package (each pair packed in an immediate packaging, each color separately), 25
individual packages (total quantity - 100 pcs) in a multiple package, 400 pairs of gloves (800 pcs) in a
transport package.

7.5. Packages dimensions
7.5.1. Paper Paper package variants. Unit of measurement: millimetres (mm).
1) Immediate package dimension: 460x275
Dimension of Paper Paper individual package: 150x175
Consumer package dimension, for Paper Paper package: 175x150x190
Transport package dimension, for Paper Paper package: 365x312x395
2) Immediate package dimension: 460x275
Dimension of Paper Paper individual package: 150x175
Consumer package dimension, for Paper Paper package: 175x 150x225
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8. Specifications for terminally sterilized package for medical products.

Requirements for specifications of terminally sterilized package for medical products.

8.1. Acceptance requirements. General purpose packaging material, for example wrapping materials
(paper, polymer film or nonwoven fabric made of high density polyethylene HDPE, shall comply with the

following requirements:
8.1.1. Materials shall be nontoxic and have no odour to the extent that it could deteriorate characteristics

n@nd safety of material, or influence negatively medical products they contact with.

8.1.2. The package shall have no pinholes or other damage;
8.1.3. The package shall be hermetic, the width of non penetrating adhesive during dye penetration test

shall be at least 5 mm;
8.1.4. Material physical characteristics: density (total weight) and thickness shall correspond to the

specified by the manufacturer

a) Paper Paper package

Name Medical paper
Construction Top layer: Porous medical paper, 60 g/m2

Bottom layer: Adhesive coating, weight 5g+£2g per sg.m, in coated area

Total weight 63g+2g per sg.m.

Name Film coating 18/ Paper 40 Coating Paper
) Top layer: Polyethylene film coating, 18g
Construction

Bottom layer: medical paper, 40g

Total weight 60g+5g per sg.m.

b) Paper Plastic package

Name Medical paper
Construction Top: Porous medical paper, 60 g/m2

Bottom layer: Adhesive coating, 5g+2g per sg.m, in coated area

Total weight 63g+2g per sg.m.
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| Bottom part material

Name PET12/PE45 Film

. Top layer: PET Film, 12 microns thickness
Construction

Middle layer: bonding adhesive, 3 microns thickness

Bottom layer: PE Film, 45 microns thickness

Total thickness 55microns+15 %

¢) Thermoform package

Name NYLON FILM -70 MICRONS PE/PA/PE

Construction NYLON FILM -70 MICRONS PE/PA/PE

Total weight 24 i ons+15 %

Name High density (low pressure) polyethylene HOPE 70 MICRONS

. High density (low pressure) polyethylene HOPE 70 MICRONS
Construction

Total thickness 70micronsz15 %

8.1.5. The package shall be clean and free of any foreign substances.
8.1.6.-The packaging shall be hemietic.

8.1.7. The structure of an adhesive (weld) layer shall be uninterrupted, without tear and gaps, which can
cause defects of adhesion:

8.1.8. Adhesive density shall correspond to 5g+2g;

8.1.9. Package adhesive (weld) bonding shall open without excessive tearing. Minimum strength of
package bonding shall be 1.3-3.5N/15mm.

8.1.10. Adhesive (weld) layer width shall be from 6mm to 14mm

8.1.11. Package opening by peeling shall be uninterrupted and homogeneous, without delamination or
tearing of material that could result in deterioration of aseptic properties.

9. Safety requirements

» Materials the gloves are made of shall be toxicologically safe.

* Gloves shall be sterile. Before using the gloves please check package integrity.

» In case of powered gloves, the powder should be aseptically removed from the glove surface:
wash with sterile water or wash hands in a sterile tank or using a sterile drape. Powder free gloves
do not require additional treatment.

» The gloves are designed for single individual use only.
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10. Labelling.

]_) Labelling of a containerette of surgical gloves includes the labelling on an immediate package
(immediate packaging) and labelling on an individual package (containerette). The information is
printed in Russian and, if necessary, may be repeated in other languages.

a) Inner package labelling shall include:
1) Indication of left and right glove
2) Size information
3) Recommendations for powder removal (if any)
4) Trademark ofthe manufacturer and/or manufacturer’s legal representative
b) Containerette packaging labelling shall include:
1) Name of medical product.
2) Name of the manufacturer/ maker and manufacturer's legal representative in the Russian

Federation.

3) Address of the manufacturer/ maker and manufacturer's legal representative in the Russian
Federation.

4 Trademark of the manufacturer and/or manufacturer’'s legal representative in the Russian
Federation.

Indication of material used

Words “ straight fingers’*or “curved fingers” or other words describing gloves design

Words “Textured” or “Non-textured”, “Powdered” or “Powder free”

Size information

Batch number

W) “ Date of manufacture” as well as year and month of manufacture

I1) Words “ Sterility of the product is guaranteed only by package integrity”

12) Words “ Disposable”

13) Words “ Surgical gloves*

14) Words “The product is made of natural rubber latex, it may cause allergic reactions” (for
products made of natural latex). Words “ Powdered gloves may cause allergic reaction” (for
powdered gloves).

15) Information on sterility and sterilization method.

16) Information of cuffs

77) Shelf life

18) Number of items in a package.

19) Storage conditions

20) Part number

21) Bar code

22) Conformity assessment infonnation

23) Indication of regulatory document in force in a country of the legal representative (Russian
Federation)

27 Number and date of marketing authorisation (and date of its issue) necessary for product

distribution in a country of the legal representative (Russian Federation)

25) Medical product designation

26) It is possible to use the symbols for medical products of 1SO 15223-1:2012 "Medical devices
- Symbols to be used with medical device labels, labelling and information to be supplied - Part
1. General requirements" (and other symbols approved in the country of medical product

distribution) (if necessary)

ORI UY

2) Consumer packaging labelling shall include:
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8.
9.

Name of medical product.

Name ofthe manufacturer/maker and manufacturer's legal representative in the Russian Federation.
Address ofthe manufacturer/ maker and manufacturer's legal representative in the Russian Federation
Trademark of the manufacturer and/or manufacturer's legal representative in the Russian Federation.
Indication of material used

Words “ straight fingers" or “ curved fingers” or other words describing gloves design.

Words “Textured” or “Non-textured”, “Powdered” or “Powder free"”

Size information

Batch number

10. “Date of manufacture” as well as year and month of manufacture

.
12

Words “ Sterility of the product is guaranteed only by package integrity”
. Words “ Disposable”

13. Words “ Surgical gloves”

14. Words “ The product is made of natural rubber latex, it may cause allergic reactions” (for products
made of natural latex). Words “Powdered gloves may cause allergic reaction” (for powdered
gloves).

15. Information on sterility and sterilization method

16. Information of cuffs

17. Shelf life

18. Number of items in a package.

19. Storage conditions

20. Part number

21. Bar code

22. Conformity assessment information

23. Indication of regulatory document in force in a country of the legal representative (Russian
Federation)

24. Number and date of marketing authorisation (and date of its issue) necessary for product
distribution in a country ofthe legal representative (Russian Federation)

25. Medical product designation

26. Information needed for use, storage and disposal ofthe product.

27.

28

It is possible to use the symbols for medieal products of ISO 15223-1:2012 "Medical devices -
Symbols to be used with medical device labels, labelling and information to be supplied - Part 1
General requirements"” (and other symbols approved in the country of medical product distribution)

(if necessary)
. The information is printed in Russian and, if necessary, may be repeated m other languages.
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3) Consumer (multiple) packaging
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b 11.1.2. Gloves surgical sterile disposable “BENOVY from natural latex hand specific curved fingers textured ~owderéd (beadless cuff); color: natural

1)Inner package

b benovue: benovue
enovu OnyapeHHble OnyApeHHble b enovu
powdered powdered
ajigblH ala onasiaHraH ajiiblH aia onasiaHraH
r=
MPABAA MPABA{A nepuyaTka NEBAA nepuaTtka NNEBAA
RIGHT RIGHT glove LEFT glove LEFT
on Ol xak konTan COJ1 xak kontan con
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i 2) individual package (containerette)

OTKPbIBATb 3ECb

raeiMmKn

HER

93— A EEnm
EER

KMpypruyeomm T<LCTYpUp<U|T*4 1K OpHOpo3oama
tevturaa 4HpB«able

MepuaTkyy' Xupyprm~3ckue/ Ctepmn,HbI<5 JlaTeKcHble/ TekcTypuposaHHble/ OnyapeHHbiB/ OfHOpasoebto/ AMaToMuikrekue/ VN3orHyTele nanbubl/
MaHxeTa 6e3 Bannka
flcH«TXH XKU3ypruuBscto» CTBPUNKHBIB 0fHOPatoBblB -BENOVY» 10 HATYpankHOro natekca amMLeMniBekoO (DopMbl € U3OTHYTBLIMK MarbliaMy TEeKCTYPUPOBaMMbIO OMYAPeHHbIB
(MarbkeTa 6M Ba/IMKIA UCMOJK3YKICSH B KAUYECTBE 3aLLMTHOrO GapLiepo Ha pykax MBAMIA*HCICOro paGoTHUKA B XMPYPrMYeckoM nose lepuyaTku 1CronesytoTcs B OCHOBHOM Kak
[BYCTOPOHHUIA GBPKBP ANs  3au*ITbl MauueHTa W MefnepcoHana OT Pas/MYHbIX 3arps3HEHUIA  MUKPOOPraHMaMamu. JTO W3S OAHOPA30BOTO  MPUMEHEHMS.
CrapuibMOCTb rapaHTUPOBaHa NpU LiMIOCTHOCTM YNakoBKW. HO NPUMEHSTL NpY HAPYLLOT*1M LIBAOCTHOCTY YNaKoBKM,
WAET NepyaToK: MaTypanbHbs' . .
Coctas- HaTypanibHbIv KayuyKoBbIliA ISITOKC [py onyapynalLTii NepyaToK UCMosb3yeTcs MOAGMLIMPOBaHHBIV KyKypy3HbIii Kpaxman USPXXL
BHUMaKMO! U3aensio M3TOTOBNEHO U3 NlaTekca MaTyparbMOro Kayuyka, KOTOPbI MOXET Bbl3BaTb anneprilyeckyto peakuuio. MepyaTku onyapemTene MOryT Bbi3BaTb
NepPruyeckyto peakuyio.
CpoK roHoCT: 5 NIeT ¢ AiaTbl M3roToBNEHW [l0Ta WarCrToBNOHMS YKa3aHa Ha ynakoBKe .
He UCMCMb30BBTb MO UCTEYEHUW CPOKA FOAHOCTW. YTUAN3MPOBATL B NOPSIAKE, YCTAaMOONEHHOW ANS MEAULLbICKUX 10 4enuid.
VIHCTPYKWM MO MpuMeHeHuto: Tepes NpUMeHeHUeM NepyaTok MAAMUSIMCKAX CTEpUSbHBIX HEOOKOAUMO YGeAWTLCS B LIENOCTHOCTM YNaKCBKW. 3aTeM BCKPbITb BHELLHIOW
YMaKoBKy. BHyTpE*)Msist ynakoBKa NepyaToK MeAULIMHCKUX CTEPUIbHBIX SBNAETCA CTEPUNbHONA. 1151 TOro, UTOBbI OTKPbLITH OHYTPBHMOIO YMAKOBKY M 40CTaTh NEPUBTKN MeANLIMHCKIE
CTEpU/bHbIE W UCMOML30BaTL WX MO Ka3HauYeHWto, HeoBXOAMHIO NpefBapuTensHO 06paboTaTh pyku. HafeHbTe MEpPYBTKW B COOTEOTCTBUM C TEKTHIKOW HAeBaHWs MepyaTok
MBA*«HOKX CTEPUSBHBIX. [epes MpYMeHeHNeM NepHaTTX CredyeT CTepUNbHO YAanuTb OnyApuBatoLLee BELLBCTBO. OKTTVe NepHaTOK CnedyeT BbINO/HATbL COrNacHo anropuTMy
CTbITUA MEPYaToOK FNEf(MMCKAX XUPYPrbHErKX CTeoMMbHbIX. O6si3aTensHo obpaboTaiite pyku nocne cMsaTvs nepyatok! Mpou3BoauTeNb rapaHTUpYeT COXPaHHOCTL BCeX
Nef;aMeTPOB M XapaKTEPUCTMK NepyaToK B TOUEHite BCEro cpoka rofgHOCTM MpU YCOBUM LLENOCTHOCTY YMakoBKM, 006 JIO le«un YCIIOBMIA XPEMEHWS U 3KCTIYSITALMM B COOTBETCTBUM

C MHCTPYKLel . .
MLUitoBViSt XPaHBbET; XpaHWUTb B CYXCM MOCTE, 3aLLMLLOTaOM OT BO3AEACTBUH MPTAMbS CONHEYHDIX Myyeld 1 BLICOKOM anaxmccTu, npu Temnepatype ICTC 1o30 C.

(2>

NNTATEKC / LATEX
Peructpaymomico* ynoctosepenue Ne iix x i 1
CooTBeTcTBYeT oba>aten»mM«iM -oo6nenHuam FOCT | xxxx 1

Mposseogutcnb .TOP GLOVE SON BMO..'«TON FIAB >1AM b.-A(.

appec Lot neso. Jalan Terata. Batu B. Off Jalan MeTn. 41060 Klang. Setengof D E . Ualaysie,’” /lorr 4&60.
Nwonau Ti*patAM 6ary /1. Odd Axanaum M”2oy 41050 Knn»«r. Crnamrop [ E . Manaiizuun

MMwo«iiT*nb «FO medical SC'N BHD ./«TI MEAWKAN CAH BXA*

App«c LotSOei J»l*n T#r»Ui» Bai>j 5. OH J*iin Meru 4T060 Kliio® SeUngor D E . Malaysia//loT 2»091
AkanaH To”xatau. Baty 5. CYd AxanaH Mapy. 41060 Knak? Cenautop [j E Mansuaunii

CTpaHa npoHCMaxneHus/ marotoBnoums. Manaiisus

YMWTON049****ba* np«gctacutena nponaaogutens yn T putoomu P® 000 «6MHOBU*
Appa®_Poccu* 1M282. rCak»a-MeTepGypr Mepeyno< 6-n Bepkuuii. 4 1 AnT XK. «wwwix*novv rm
n4CTN sPormouniismss VT

blrerc Aol YDV, bia. Y Y keSbxdin

yig
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3) Consumer (multiple) packaging
L n .czn

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



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



|2) individual package (containerette)

B[)u«MK/ X»<py(x»bock»*a CTep* nbMbls/' JlaTii«c«bla ToKcTyonposanmble/ Heonygosmubis/ O 4™ (»30nbiB/ AHaTOMUYecKue' MN30'KyTbiB Naibub™
MLIDKITH ¢ Banukom/ BHyTpeHHee nonMi“epHoo nokpbiTve / BHyTpeMHM NOAVMEPHOE MOKpbITUE

TMepyaTky KNPYOrMUBCKB CTBTLLLTBHBIB 0SM00a30Bble -BENOVY* 13 NBTYpanbMOro 1«T*KO1 aHaTOMUUECKOV )OPMbl C M3OTHYTbIMW NalbioamMy TEKCTYPUPK3BaHTe BOMYMpPBIA-
Hbla CnvBMIptiVLIi NOKpbI 'MBM (MaHXOTa C Ba/IMKOM)

aonofadyicrrcii 8 kauecTB 3awunyTt'y 6apbepa Ha |Aka> M3AuL>bICHOTO pa6oTHUka B uipyprvbMCKOM nona. MB(>48TkN UCTIONb3YIOTC» B OCHOBHOM Kak [ayrrTopoHHun 6apbep
Anv Muarrw na*a“eHTa U meanepcoHana oT pao/iMyHbl» 3aTOA3-TEHNI K«ukpoopra>MamaMu IDTo U3aenne OpHOPadl0BOr0 NPUMEHEHUA

CTAPMAMIOCTL TapaHTUpOBaHa NPU LANOCTHOCTM yNakoBKM. HB NPUMaHATL NPY MapyW aHUM LaNnoCTMOCTA YNAaKOBKN.

Um t nepyaTok: HaTypanbl 6>

CocTas: HaTypanbHblii KayuyKoBblii naTekc

BHumaumnal M3panma n3roToBaeHo U3 natekca HaTypanbHOro kayuyyka, KOTOPbI MOXET Bbi3BaTh aNlepruyeckyio peakunio.

CpoK rofgHoCT! 6 NeT ¢ AaTbl W3rOTOBNEHMs [flaTa W3rOTONNEHUS yKasaHa Ha ynakoske

Hamnons3oaaTs no ucteuyeHus cpoka roAHOCTU. YTUNU3NPOBATL a NOPAAKA, YCTAHOBNEHHOM ANS NAaAULUMEKUX U3AENUil.

WucTtpykuas no npumeHeHuio [ « A npiiMeHeHMEeM nep4yaTok MeAHWAHCKNX cTooit/lbubix He06X0aHMO y6eANTbCA B LENOCTHOCTU ynakoBku. 3aTeM BCKPbITb BHBUIMIOIO
ynakosky. BHyTpeHHsis ynakonka NepyaTtok MeAUMUHCKUX CTEPU/IbHBLIX SBISETCS CrBPUNLHONA [iNs TOro, YTo6bl OTKPbITh BHYTPEHWUIOK YNAKOBKY M ACXITKTL NepyaTtku
WBaATYy-irTTtT cTepunbHble U NCNONb30BATb UX 0 Ha3Ha4YeHW0, Heo6xoANMO TTpajBapuranbuo o6paboTaTth pyku. HajeHbTe nepyaTku B COOTBEICTBUM C TaxHUKOI nagesmtuns
nepyatok iIMy*HHHCKHX cTBpUAbHbIX. CHATME NepyaToK CNanycT BbINONHATL COTACYO0 aNrOpUTMy CHATUS NepyartTok MeAUUMHCKUX XUPYPrUYeCcKUX CTEPUNbHbIX O6A3aTenbHO
obpaboTaiiTe pyku nocne cHsaTus nepyaTok! MPOU3BON UTBAL FAPAHTUPYET COXPAHHOCTL BCEX NapaMeTPOB U XapakTepuUCTUK NEPYaTOK B TOUEHNE BCETO COOKA FOAHOCTH oM
YCNOBUM UENOCTHOCTN yNaKoBKM, COGI0AEHMN YCNIOBMIA XI3aHBMUK U 3KCNNyaTalyuu B 000TBETCTBUN C MHCTPYKUMEd

Ycsoens xpaHeHua: XpaTbiThb B CYXOM MeCn», 3aliMU€HHOM OT HO.3MEHCTaus NPAMbIX CO/THEYHbIX NyYyeil U BbICOKOW BNAXXXKITK, npu TBbineoaryps 10*C MC 30*C.

<23

~ PaFVICTpaLI,I/IOHXTynccTosepeHMe Ni | o010k .
CooTBarcTByeT 06 TBNAbHbI M TPEGOBAHUAM [0 C ]%_‘ -
< ' Mpousaoputers . .TOP GLOVE SON.BHo  Ton [LIATT b){lf—
Loi 4669, JaMn Tetatai, Batu 0, O ff Jaian Mecu. -now Klang. Soianm D E.. Melavaia/' /ot 4969.
k1))psTasn. bary 6. O Aunanan Mepy. 41060 KnaHt. CenaHrop [.E., Mana>13uk
3l0OAE SDM BHO -/.TI MEAWKAN CAH BXA-

1/1 5091, Jaian Teiata», HaJu 5. Ofl JaJar Moru. 41050 Kla«>g. Seianoo) D E,, Malaysia/ /ot 50fii
t | .\aparae. Bary 5. O [xanaH Mepy. 41060 Knamr. CenaHrop [.E , Manaiisusa

W poucxoxXABHNSA' N3roToBNEHUK. Manaiisna
KW npeocTasuTenb NponM3sBoauTens Ha Tepputopun P® 00O «BUHOBWU-

: Poccunst, 194292, rCamrT-NBTBp6Ypr. Mepeynok b-n BepxHuii, 4. 1. auT. X, wvvw.twmvvHi
(FOayloCTH: 5 N1eT ¢ AaThl M3TTNOENBHIAB flaTa N3roTru»"«.4nd yKAMHA HAa ynakoBKe

LIJ)
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11.3. Gloves surgical sterile disposable/BENOVY” from natural latex hand specific curved fingers textured powder free withW polymer coating with
,indication ofthe pu”~ture (be”ed ~ff); color: natural, green

1) Inner package

benovu® benovu-
benovue benovu

powder free powder free
onasiaH6araH onanaH6araH
MPABAS MPABAA nepuaTka NEBA{A nepuatka NEBAA
RIGHT RIGHT glove LEFT glove LEFT
OK OK xak konran CO xak konran CON
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_2) individual package (containerette)

n MepuBTHU/ Xupypru*sckne/ CTepubHbI»' JTaTAKCHBI»' TeKcTypuposaHHble/ HeonyapeHHble/ OfHopa3oBbie/ AHOTOMUYECKU/T' N30rHYThie nanbLbl/
MaHeTa ¢ BaIMKoM,/ BHYTpeHHee nonnmMepHoe NokpbITue/ MHAMKauua npokona

TMepyaTkn Xvp/prvv0CKm10 CTPPUbHBIB 0;bl0pa.TOMbIB  MO/Y> 13 HaTypanbHOT IeTBKOa aHaTOMUUeckoii (hopMbl ¢ MToruyrvMi narbLpkIH TEKCTYPUPCBAHMbIB H«CIyApB>««|l«
€ NOTMBPHbIM MCKPUTOM C MHYAMKALKOI>MPOKOA MaHXeTa C BasDkoM)
monoflksyioTCP B KauecTBe 3alMTHOrO 6/1pnBpa Ha pykax MB»MBIHACOro paboTHIMKa B XMPypPriyeckom none MepyaTku UCTONE3YOTCA B OCHOBHOM Kak BYCTOPOHHWIA 6apbep Ana
3almThI NaLmeHTa 1 Metyrepcixana OT pa3fNyHbIX 3arPA3HCXMIA BXIKpOOPraHMam8mu. 3To U3fenne 0fHOPa30BOro NpUMeHeHUs. CTepUAbLHOCTL rapamMTAPOLLKa Npu LienocTmo-
CTW YNaKoBKY. He NPUMEHATb NPy HapyLIEeHUW Lie/I0CTHOCTY YNaKoBKK.
LiBeT BHyTpeHHei1 nepyatkn 3eneHblit. Pasmep 0.0
148>T BHeW™4«iA nepyaTku HaTypasbHblii Pasmep 0S
CoeTLu: Harypa/ibHbiii KayuyKoBbail naTekc. BHyTpeHH:As napa nepyatok Ha 1/2 pasmepa MeHble Hapy>KHOI napbl.
Bmsamamvie! 3aenve n3rotoBneHo n3 natekca HaTypanbHOro Kay4yka, KOTOpbIii MOXET Bbi3BaTb a/IePriyecKyto peakLuio.
CpoK roaTocTV. 5NeT ¢ AaTbl M3roTOBNEHMA [laTa U3roTOBMEHUS YKa3aHa He YrakoBke. He MCMOoMb3o0BTb MO UCTEYEHUM CPOKA FOAHOCTY, YTTUTU3MPOBATb B MOPAAKE, YCTaHOB/EH -
HOMAM MeAVNLIMHCKUX M3aenuii
VIHCTPYKLVA MO NpuMeHeHnto  TepLiLy, npuMeHeHeM NepyaTok MEAULIMHCKNX CTEPUIIbHBIX HEOOXeAVMO Y6eNTLCS B LIENOETLLETM YNakoBKW. 3aTeM BCKPbITb BHEMBHOK
anyTPMMSB YMaKoBKa NepyaToK C WHAVMKaLmeli NpoKona fjBe napbl MBPUYOTOK B CTEPU/bHON YMakoBke. [1s TOro, YTo6bl CTKPbMb BHYTPEHHIOK YMakoBKy U fAocTaTe nepuaTKm
MABWUAbCKME CTEPU/IbHbBIE U CMONb30BaTL (« MO Ha3Ha4eHWIo, HEO6XOAMMO MpeaBapuTeNbHO 06paboTarb pyku. HafeHbTe nepuaTki B COOTBETCTBUW C TEXHUKON HajeBaHUA
nepyaToK MepKBLICKMX CTEPUNbHBIX. HenocpeAcTBEHHO T PyKy O/eBaeTCa nepyaTka 30/1eHOrO LiBeTa, MOBEPX 3eeHON Nepyarne™ HCAeBaeTCA CBeTNas nepyarka. [iBe nepyaTku
06BCNBIO»BAOT G0/Nee HaAeXHYH0 3alLMTy 6narofaps BbICEXOI MIOTTUOCTU. HO Tao*® UMEKOT CUCTEMY MHAVKALWW: MPU KOHTaKTe C KPOBbIO WM MPOMBIBHOM XWUAKOCTbIO B MECTe
NOBPEXaHNA BEPXHErO COS NepyaTkn 06pasyeTcst KOHTPACTHOE NATHO. CHLL-Me NepyaToK ciefyeT BbIMOMHATL COTNAacHO anropuTMy chatw NepyaTok MeAVLIMHCKIX XUpypriye-
cula cTepunibHbIX O6A3aTeNIbHO 0BPabOTAATO pyKu nocne cMATUA nepuatokl MponsseanTanb rapaHTUPYeT COKPUHHOCTbL BCEX MapamMeTpoB 1 XapOKTEPUCTUK NepyaTok
mTeueHMe BCEro CpoKa roAHOCTM MpY YCNI0BUW LENOCTHOCTM YMakoBKM, COBMIOAEHNN YCNIOBUIA XpaHEHUS 1 3KenyBTaLmMi B COOTBETCTBIM C H
Ycnosuii XpaHeHusiz XpaHUTb B CyXOM MeCTe, 3aV*1LEHH>3M 0T BO3/ECTBIA MPAMbIX CONHEYHbIX /yy4eld 1 BbIceMTOl BiaXKHOCTH, Mpu TemnepaType 107C o 31YC.

<227

PiintoTpaLiltoHH™>I yA0CTOBB[)BHME NFI XXX
OsurteercTayeT 0653aTe/bHbIM Tpe6osaHuaM M X T
Mbotoaogmiens . TOP GLOVE SDN.BHD../-TOn r‘I'O'ET,Cl,TI’MLLI,
Lot 4080, Jalan Teralal. Batu B. Off Jalan Meod 410-.0 Klang, Selanoor DE . MalayeiV Jlot 4060.
TepaTBm Barty 6. Ochdp pxanaH N/Iepy 41050 Knahr, CenaHrop [b.. Manaiisus
- romxrrenb . TG MEDICAI SON BHD KA/ &)Qq
LLt ¢; Lot 9001. Jalan Teraial, Baw 5. Off Jalan NI?'EU'LKI 4105dﬂklang etencor D.E.. Malaysia/ /1ot 5001,
t Tepwran. Gary 5. Opp Ixanawn Mepy. 41050 Knanr. CenaHrop [LE., Manaiiaus
| NpOVCXOXK/BHIA- N3TrOTOBNEHNS Manaiisns
bliA PEACTaBUTO/b NIPEHT3e0ANTENs Ha TeppuTopun P®; OO0 >"VIHOBIf..
Poccus. 104202.. rdapmkFieeseiynr . [Tegesyoek Se/VERepxHIA, /.y:l].’l. AT ¥ wwvbeorwvni
(FopHOCTW: 5 NeT ¢ faTbl M3roTOBMEHMA. [,aTa N3rotoanoums ykasaHa Ha ynakoBke

||la3C|>>K118™>tocT' 5 MeT ¢ AaThbl FOroToBAEHUS. [aTa 13roToo rHaumus yKasaHa Hi ynakoBka

\ERWY:-.
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~n3) Consumer” (multiple) packaging
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11.4.Gloves'surgical sterile disposable “
beaded cuff); colc”*n~tural

1) Inner package

benovu®

MPABAA
RIGHT

on
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BENOVY'Vfrom natural la”~x hand spccificcurved fingers textured powder

benovu®

HeonyApeHHble
powder free
onanaHo6araH

MPABAA nepuyaTka
RIGHT glove
OLl »ak konran

benovu®

HeonyApeHHble
powder free
onanaH6araH

benovu

NEBAS nepuaTtka NEBAS
LEFT glove LEFT
con

COJ1 xak konran



2) individual package (containerette)

V.-TF,

OTKPbIBATb 34ECbH

P "
) 1<Aa A TN 11 ntix
fill © Vvire
= =
—
a " -
1 1
= = .
B IMbyprf4»CaK>9« Ts*OTypwp<w«MHMe ognopoersi« AP I'Iapa/ palr
BLapBaahi« 1w

XK#ylCM tftxtufvd

' Ugp~1iT ~ Xupyprudeckue/ CtepunbHble/ JIOTeKCHb»e/ TeKcTypupoBB»lbie/ HBonyape»*<bie/ OgHopa3oBble/ AHaToMuUyeckne/ N3ormyTbe nanbubl/

Inla>dkora c Banmkom/ [lBovmas xnopuHaumsa/ Y AMnMHeHHas MaHxeTa ¢ BaIK*LU>M
(BCKMB CTBPU/bHbBIB 04HOPa3oBble -BCNOVY- 13 HaTyBanbHOro faTeKkca aHaTOMUYECKO hopMbl C N30THYTbIMU NanbLiaM1 TeKCTYPUPOBAHHbIE MEONYAPBH-
n

XNI0pUMALMBIA (Y IMHEXMAK MamKB’a C Ba/IMKOM) .,
#e HW 3WLNTHCXO 61f)bet>H He pyKAX MeAHtiWCIUXO pn60OTHWHB A KWpyl>r1/1HBCK,OM MOJiB- MepHBTU*1 NCMNOJb3YOTCA 1 OCUOBLUIM KAK /AVCTXIpVHHW OApb~O
MaumeHTa N MB«MB(>COYana OT PasfMuHbIX 38> PB3MBHUM MWUKPOOPraHU3Mamn 3TO U3Zenne 0AMOPa3oBOro MpuMeHeHWs CTepuabHOCTbL rapaHTMpoBaHa npu

YNaKoBKW. He NPUMEHSITL NpU HapyTUEMIN LieIOCTHOCTY YNaK0oBaH,

ICHaTypanbHblit

'AHTYpasbHbIM KAY4YyKOBbI naTtoke. -

Mt 3fianna n3roToBeHO M3 NaTekca HaTtypasbHOro Kaydyka, KOTOpbIM MOXET Bbl3BaTb anneprnyeckyto peakuuto.
5 /1BT C fjaTbl N3rOTOB/IEHWUS. ,El,aTa MN3roToo/IoMuA yKasaHa Ha yrnakoBKe. He ucnonb3osaTb N0 UCTeYeHUN CpoOKa rogHocTu. yTVII'IVI3MpOaaTb B nopsapgka,

na, ana MEANUMHCKUX N3AeNnn.
no '?'lpmmeﬂ'elﬂn A
[MbITPBHHAS YNakoBKa MepyaToK MaAWuLMHOUS CTEPUNbHBIX ABNAETCA CTepUsbHOW. [NA TOro, YTobbl OTKPbLITH BHYTPEHHIOW YMakoBKy W fOCTan, nepyaTkn
~Wne CTepubHble N UCNOMNb30BaTh UX MO Ha3HaYeHWIO, H€‘06XOAVIMO npeABapuTenbHO OﬁpaGOTaTb PyKu. Ha,qubTe nepyaTkn B COOTBETCTBUM C TEXHUKOM HafeBaHUA
CTeOUMNbHbIX. CHATWE NeoyaTok cne,qyo' BbIMONHATL COMNacHO asiropuTMy CMATUA MNepvyaToK MeAULUHCKUX XUPYOrUyYecKux CTepUibHbIX
jho o6paboTaiiTe pyku Tiocsa CHATWA mepyaTtok! Mpou3BoanTeNb rapaHTUPYeT COXPaHHOCTL BCEX NapaMeTPOB 1 XapeKTEPUCTMK NepyaTok B TeueHue BCEero Cooka
H«r

10’ [eped MpUMeEHeHWeM MepyaToK MeAMLIMHCKMUX CTepUbHbIX HEob6XoAnMOo y6e,qmbc;| B LIE/IOCTHOCTW YMaKoBKW. 3aTeM BCKPbITb BUMELLHIOK

MeaK Ku.
Toa YC/I0BUM LIENOCTHOCTY YNaKoBKM, COOMIOAEHNN YCNOBUI XPaHEHWs 1 9KCMAyaTaluy B COOTBETCTBUM C MHCTPYKLMEN
XpaHeHus; Xp MTb B CyXOM MECTE 3KLMLLBYHObI OT BO3AENCTBMA NPAMbIX CONHEYHbIX Ny4ell 1 BbICOKOI BAXHOCTW, npu TemnepaTtype To C o 3Q C

NATEKC / LATEX

A YNOCTOaapPeHMUB KNXXXX
o6s3aTenbHbIM TpeboBaHaAM (OC oo .
%«TOP GLOVP SON.BHD ./.TQM .MBCx W .
alan Terami Batu 6, Off Jaian M«u, 41050 Klang. Selangor 0 E.. Malaysia/ Jlot 4969
ram sarys. O ™ [xanaH mMepy, 4 1050 Knaur. Cenaxrop [, P . MansiisHs

«TO MEDICAL SDN BHD ./.TI" MEOVIKAN COV BXA,. i
TeBpr I Jalan TeratBi, Batu 5, Off Jelan Mety, 4105C FOsng, Selatwr O E , Malaysia/ Jlor 9091
"W "#25IWI66pW*. Bary 6, Ohdh OxcanaH Mepy. 41050 Knaut CenaHrop [ F , Manaisus

npoucxosaenus. U3rOTOBNEHNS Manaiisnsa
- lIgB.nl ryronrraantr: nponssoaunTeNnsa Ha Teppuropun « »
AFAALy MVIHEMy iaigB.Nl 1 np ppuropuu P 000 «BNHOOU

pooeus, 194292, rCautor-Merepbypr. Mepeynok 5 n BepxHuit, 4 1, nut X, nnvw benovyTxi
A>|5841eamocin 6naT CAaThl M3rOTOBNEHNS [laTa M3roToaneTTno yks3aks M ynakoe»"
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I A 12. Symbols and images specified on medical product labelling and their explanation.

-y

I 12.1.Package layouts have blank spaces for the following marks (numbering according to the
figures in the layouts):

! . Ngil:place for indication of sterilization method;
f Depending on sterilization method, the following symbols will be used:
t
I
f Symbol “ Sterilization with ethylene oxide”
% n
STERILEEO
E J
8

Symbol “ Sterilize

r

ISTERILE R

AN Ne 2 - place for conformity mark when product certification is obligatory; The sign of confirmation
products compliance in the obligatory certification form (this confirmation form is valid at the
moment of medical product registration and can be changed considering the requirements of

legislation at the time of product distribution)

Ne3 - place for product item number;

Ne4 - place for product bar code.

No5 - place for product size indication

Ne6 -place for information in English language

Ne7 -place for information in Kazakh language

XX XX . . L .
12.2. Areas indicated as shall be filled with numeric information.
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112.3. Symbol

X

r 12.3.1.The symbol “Batch code’

N "12.3.2. The symbol “Do not reuse”.
'&1r Mn

L -

12.3.3. The symbol “ Date of manufacture*

o XX XX
The area indicated as

12.3.4. The symbol “ Contains natural latex*

r “1

12.3.5. The symbol “Keep dry*

U
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shall be filled with numeric information.



12.3.6. The symbol “ Protect from direct sunlight'

Sv 12.3.7. Symbol “ Sterilization with ethylene oxide”

12.3.8. Symbol “ Sterilization with radiation’

STERILE R

12.4. Image (A, B, C, D) specified on the package are the part of the design and repeat fragments

KEA from the name of the medical product
A) The image means that the gloves are textured.
i/\r e o o o
YAPBHHbLIB
“powdered
B) The image means that the gloves are powder free.
M |

C) The image means that the gloves are surgical.
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XUpypruyeckue
Airgical

D) The image means that the gloves are anatomical.

; "/IMFTOMMYBCK e
-1 Anatomical

13. Warranty and shelf life

The manufacturer guarantees sterility of the gloves and integrity of all their characteristics and
parameters, described in this document, throughout the shelf life (5 years), if individual packages
are not damaged and storage, transportation and operating instructions are followed..

%
14. Disposal and destruction procedures

the system of collection, temporary storage and transportation of medical waste should consist of
the following steps:

;Aintemal waste collection in a healthcare and/or pharmaceutical organization;

Aransportation of waste from the divisions and its temporal storage on the territory of the
organization generating waste;

- disinfection/neutralization;

- transportation of waste from the territory of the organization generating waste;

- dumping or disposal of medical waste.
Chemical disinfection of waste at place of its generation is performed as a mandatory interim
measure in the absence of medical waste handling area of healthcare and/or pharmaceutical
Aorganizations, or in the absence of a centralized system of medical waste neutralization in the area.
"Methods ofsafe disinfection and/or neutralization waste shall be chosen depending on the capacity
~and profile of the healthcare organization, availability of facilities for disinfection/neutralization
ofwaste, methods of waste disinfection/neutralization adopted in the area (incineration, removal,
recycling).
jJf.Collection, temporal storage and removal o f waste shall be performed in accordance with a medical
waste handling plan of a healthcare and/or pharmaceutical organization.

15. Medical product manufacturer data

Manufacturer:
TOP GLOVE SDN. BHD, Malaysia
Address: Lot 4969, Jalan Teratai, Batu 6, O ff Jalan Meru. 41050 Klang, Selangor D.E.,

Malaysia
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m-:pa Manufacturer and production site address:

r-- TOP GLOVE SDN. BHD, Malaysia
Address: Lot 4969, Jalan Teratai, Batu 6, O ff Jalan Meru, 41050 Klang, Selangor D.E.,
Malaysia

TG MEDICAL SDN. BHD, Malaysia
N\ L 7 Address: Lot 5091, Jalan Teratai, Batu 5, O ff Jalan Meru, 41050 Klang, Selangor D.E.,
Malaysia

16. Claims

For all issues related to gloves surgical sterile disposable “BENOVY” manufactured by TOP
GLOVE SDN. BHD, Malaysia, please contact the legal representative of the manufacturer in the
Russian Federation: «<BENOVY» Company Limited, legal and postal address: 1, 5-y Verkhniy
pereulok, lit. J, St. Petersburg 194292 Tel.: (812)309-16-32. E-mail: benovv@ benovy.ru.
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Lisi of enclosed doduments ns below:

Medicr'rap”Jjration daia sheet (Siirger\' latex)
(lolal 37 pages)
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3.2. TlpoTmBonoKasaHus

e BHumaHue! MepyaTky M3 naTekca MOryT Bbi3BaTb aliepruyecKyto peakumio.
e BHumaHue! OnygpeHHble NepyaTKM MOTYT BbI3BaTb affIeprnyeckyto peakumio.

3.3. TMpaBuna NpUMEHEHNs MeAULMHCKOTO M3aenus

e Kaxgablli MeAWUMHCKWIA  paGOTHWMK, 3Has OCOGEHHOCTM  BbINOMHAEMOW WM paboThl, AO/MKEH
caMoCTOSITe/IbHO OMNpeaennTb TPe6OBaHNS K NepyaTkam C yYeTOM:

- peanbHbiX NMPOU3BOACTBEHHbLIX PUCKOB (OLiEHKA 610NOTMYECKMX PUCKOB, OLiEHKA MEXaHUUYECKUX PUCKOB,
OLiEHKa XUMWUYECKUX PUCKOB);

- CAHUTapHO-3MMAEMUONOTUYECKMX YCNOBUIA (HEOGXOAMMOCTb COBNIOAEHMA CTEPUNBHOCTH);

- 0COGEHHOCTE MaHUNyNMpoBaHWs (BUAbl BbIMOMHAEMbIX MaHUNYNAUMA ¥ npoueayp, (uanyeckue
yCunusa, NpPOAO/DKUTENIbHOCTL  paboTbl B MepyaTkax, HeoOXOAMMOCTb COXPaHEHWs TaKTUIbHOM
YyBCTBUTENBHOCTU U NP.);

- COCTOSIHUS KOXMW PYK MeAWULMHCKOro paboTHMKa, annepronornyeckoro aHamHesa paboTHMKa 1 naumeHTa
 psaga Apyrux pakTopos.

e TepuyaTKn He06XOAMMO HafeBaTb MPU OCYLLECTB/IEHUM NHOBOr0 XMPYPrMYecKoro BMeLLATeNbCTBa, Mpu
MaHUMYNSUUsSX, CBS3aHHbIX C MPOHWKHOBEHWEM B MOAKOXHbIE TKaHW, B CAM3UCTble 060/0YKU, MPU
MaHUMYNAUMAX B CTEPUNbHBLIX 6OKCaxX M CO CTEPUIbHBLIMK CpefaMu, MaTepuanaMu v MHCTPYMEHTaMM,
Koraa BO3MOXEH KOHTaKT C KPOBblO, APYrMMM 6UONOrMYecKMMK cy6eTpaTamy U 06bEKTAMU BHELLHEN
cpeabl AN CHUXKEHNS PUCKA KOHTaMUHALMU MUKPOOPTraHU3mMamu.

e Wcnonb3oBaHMe NepyaToK He 3aMeHsieT rurveHbl pyk. O6paboTKy pyK Heo6XoAMMO NpPOBOAWTL B
COOTBETCTBUM C PEXUMOM MaHUNYNALMN.

e Heo6xogumMo nof6mpath NEPUYATKM HYXXHOTO pasmepa.

e Heob6xogumo nop6upatb NepyaTky B 3aBUCMMOCTM OT XapaKTepa BbIMOMHAEMbIX MaHWUMNYNAUUA - OHM
[OMKHbI NIErKO HaeBaTbCA U HE AOMKHbI 3aTPYAHNATb ABUKEHUS WAW CAABNNBATb KUCTU PYK.

« [Mpu HageBaHWM NepyuaToK He AO/MKHbI MPUIAraTbCs 3HAUUTEbHbIE YCUINS.

e [Mpu HageBaHWM MepyaToK LO/KHbI MCMOMb30BATLCS YCTAHOB/IEHHbIE TEXHWUKU HafieBaHUs, Y4TO MO3BOMUT
rapaHTMpPOBaTb UX CTEPUIbHOCTb.

e lMepep HajeBaHWEM NepYaTOK AN BbINOMHEHWS MEAMUMHCKMAX Mpoueayp Heo6X0AMMO MOATrOTOBUTbL
paboyee MeCTO - Ha MaHUMYNALUMOHHOM CTO/Me AO/MKHbI NeXaTb FOTOBbIE K MCMONb30BaHWID CTEPU/bHbIE
WHCTPYMEHTbI W PacxXofHble MaTepuanbl. Heob6XxoaMmMo 06ecneynTb MX LOCTYMHOCTb 6€3 HapyLueHus
CTEPUNBHOCTM PYK.

e lcnonb3oBaHWe [OMOMHUTENbHOV Mapbl MepyaTok B 2-4 pasa YMeHbLUAeT YacToTy TOBPeXAeHWi
nepyaTok npu pa6oTe C OCTPbIMU MHCTPYMEHTAMU.

e He gonyckaeTcs UCMO/b30BaHWE NePUYaTOK NMPW MOBPEXAEHHOI YNaKoBKe, T. K. MOXET 6bITb HapyLLeHa 1x
CTEPUILHOCTb.

e Tlocne CHATWS NepyaToK HeO6XOANMO BbIMbITb PYKU C MbIZIOM U 06pa6oTaTh NX KOXHbLIM aHTUCENTUKOM.

3.4. TlpuMeHeHWe MegULIMHCKOIo n3genns
Mepes npvMeHeHMeM MepyaToK Heo6Xxoaumo Yyb6eauTbCA B LENOCTHOCTM YNakoBKW. 3aTeM BCKpPbITb
BTOPUYHYIO YyNakoBKy. [MepBMYHas ynakoBKa MepyaToK ABASETCA CTepUbHOW. [na TOro, 4Tobbl OTKPbITh
NepBUYHYIO YNakoBKY, AOCTaTb MNepyaTKM W HayaTb WUCMNO/b30BaTb WX MO HA3HAYEHWUI0, Heo6Xoaumo
06paboTaTb pyKn aHTUCENTUKOM.
3.4.1. HapgesaHue nepyaTok
Mpn HajeBaHWM MNepyaToOK PEKOMEHAYeTCH PYKOBOACTBOBATLCA TEXHMKAMW, OMUCAHHBIMU HUXKE, YTOObI
n36exaTb 3arpsisHeHUs WX BHELWHWX MOBEPXHOCTEN B npouecce HageBaHus. CyllecTByeT [Be TeXHUKU
HaZleBaHWsA nepyaTok: OTKPbITas W 3aKpbiTas. [1pn 060 TeXHWKE HaZeBaHWUs NepyaTok camoe rnaBHoe — He

[0oNnycKaTb 3arpA3HEeHNAa nx BHELUHel NOBEPXHOCTN.

OTanbl HageBaHusa nepyaToOKMeTOAOM OTKpPbLITOr0O HagesaHnAa
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BCKpbITb CTEPU/IbHYIO YMAKOBKY M B3ATb 06 NepyaTkM KOHYMKaAMW NasibLEeB SIEBOI PYKWU W3HYTPU NEBOIA
nepyaTkM TakuM 06pa3oM, YTOObl KOHYMK GOMLLIOrO Majbli@a HaxoAWscs BHYTPW MNpPaBOi nepyaTky, U
AepXaTb X BMECTE B BEPTMKA/IbHOM MOSIOXEHUWN. YOEANTLCS, UTO MasibLibl KACAOTCSA TO/IbKO BHYTPEHHEN
NMOBEPXHOCTW MepyaTok;

MpogeTb NpaByo PyKy B MaHXETy Nepyartku, yaepxuBas nepyaTki NeBOi pyKoi;

HaTsarvBaTtb C/I0XXEHHYI0 nepyaTtky A0 TeX Mop, Noka npaBasi pyka He OKaXKeTCs B Mepyarke;

OnycTuTb Nasblibl NPaBO PYKU B NepyaTke B MaHXeTy NIEBOI NepyaTKkM N HATSIHYTb ee Ha PYKY;
UeTbIpbM$sl NasibLiamMy HaTSHYTb MaHXeTy JIEBOI NepyaTky NOBEPX MaHXETbl XMPYPrnyeckoro xanara;
3aBecTn NasibLbl /IEBOM PYyKU B Nepyatke Nog, CI0OKEHHYI0 MaHXETY NepyaTky 1 HaTSHYTb €e Ha MaHXeTy
XUPYPruyeckoro xanata;

HaTaHyTb MaHXeTy 4eTblpbMA Nasiblamy W OKOHYaTeNlbHO MonpaBuTb nNepyatkn, obecneumB Ux
KOM(pOpPTHOE MCNosib30BaHueE.

Mpn Mcnonb3oBaHMM ONYAPEHHbLIX NEpPYaToK CreayeT CTEPWbHO yAanuTb OMnyApuBatoLiee BeLLECTBO C
NMOBEPXHOCTY MepyaToK.
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JTanbl HaaeBaHuA Nnep4aToK METOA0M 3aKpbITOro HajesaHnA

Mepefs MbITbEM PYK OTKPbITb BTOPMYHYI0 YNakoBKy. [MepBuYHas ynakoBka sIBASETCA cTepunbHoii. Mepes,
OTKPbITUEM YNaKOBKM U U3BMEYEHVNEM NEPUYATOK HEO6XOAMMO HafeTb CTEPUIbHBIA XUPYPrnyeckuii xanar.
HaTsiHyB pykaBa xanaTa Ha pyku, NpaBoii pPyKol BbITalLWTb IEBYI0 NEpPYaTKY. YAepXnBaTb PYKYy NafioHbio
BBEPX C NPAMbIMU NasibLamu. MonoxnTe NepyaTKky Ha eBoe 3anscTbe TakuM 06pa3oM, YTObObl ee nasiblibl
6blIM HanpaBfeHbl K BaMm, a OOMbLION nasey nepyaTku Haxogwnacs Ha 3anscTbe. [MpuxaTb MaHXeTy
60NbLINM NasIbLEM JIEBOI PYKK;
MomecTnTb 60NbLLONM Nanew, BHYTPb MaHXeTbl € KpasA. CxkaTb NpaBylo PyKy B KyfakK W HAaTAHYTb nepyartky
Ha nasbLpbl.
BbINpsAMMB Nasiblibl IEBOI PYKU U YAEPXKMBAS MaHXETY NpaBoii pyKoi YeTblpbMsi NasibLiamy NpaBoi pykKu
HaTArMBaTb nepyaTky A0 TeX Nop, Noka oHa He ByAeT HaJeTa Ha Nasiblibl 1EBOI PYKM.
MoBTOPWTL NpoOLEeAYypPYy C APYroi nepuatkoil. A UMeHHO: JleBoiW pyKoW B nepyartke NoOXUTb MPaBy
nepyaTtky Ha 3anscTbe NpaBoii Pyku TakMMm 06pasoM, 4TO6bl ee na/bubl OGblIM Hampas/ieHbl K Bam, a
60/bLUOY Masiel, NepyaTkM HaxoAWnca Ha 3anactbe. MpumkaTb MaHXeTy 60MbLIMM NanbLeM NpPaBoi pyku.
MomecTuTb NeBblli 6ONbLIOK Nanewl, BHYTPb MaHXeTbl € Kpat. CxaTb NpaByld pPyky B Kynak U HaTsHYTb
nepyartky Ha nasbLpbl.
BbINpsAMMB MasibLbl MPaBoii PYKU U 3aKpbIB KUCTb PYKU MaHXETOW XMPYPruyeckoro CTEPUILHONO xanara
YeTbIPbMS Na/bLAMM NIEBOI PYKM HATATMBATL NepyaTtky Ao TeX nop, noka oHa He 6yAeT HajeTa Ha nasblpbl
npaBoi pyKu.
Tenepb, korga nepyaTku HageTbl Ha 06e pyKW, X MOXHO MONPaBUTbL 6e3 pUcka 3arps3HeHUs.
Bo n3bexaHne cockanb3biBaHUA MEpPYaToK C MaHXeT XMPYPrMyeckoro xanara Heob6xoaumo obecneuntb
[OCTaTOUHYI0 ANIMHY PYKaBOB XMPYPruYeckoro xanara U JOCTaTOYHYH A/IMHY MaHXeT [0 OCHOBaHMWS
NafoHW, aTakke OTCYTCTBME CKTaf0K MaHXeTbl Nepyarok.
Mpu Mcnonb3oBaHMM ONyAPEHHbIX NepyaTok ciedyeT CTepUbHO yAanuTb OnyApuBalollee BELLECTBO C
MOBEPXHOCTU NepyaTok.

3.4.2. TpeboBaHusa K paboTe B nepyaTkax
HeobXxoAMMO MeHATb MepyaTkym Npu Nepexofe OT BbIMOSHEHUS «TPA3HLIX MaHWUAYAAUWA» K «HUCTbIM», a
TaKke npu nepexofe OT OAHOMO MauneHTa K Apyromy.
HeobxoAMMO MeHsATb nepyaTku:
- nocne o6bHapyXeHus1 BUAMMOro gedekta;
- nocnie BO3MOXHOFO WU [AeACTBUTEIbHO WMMEBLLEr0o MEeCTO MNpPOKOMa WIMOW, LOBHLIM MaTepuasnioMm,

KOCTbIO 1 Mp.;
- cpasy )KFE) nocfie HernocpefCcTBEHHOTO COMPUKOCHOBEHUA C He3aTBepAeBLUMM MeTU/IMETaKPUIaTOM
(KOCTHbIM LUEMEHTOM);

- noc/e CnyyaliHoro aNeKkTPUYecKoro yaapa B pyKy OT 3N1eKTPOXMPYPIrMyeckoro MHCTPYMEHTa,;

- €C/IM nepyaTka HauMHaeT B3[yBaTbCH, PaCTArMBATLCA, JIUMHYTb WM HEMIOTHO CUAUT Ha pyke B
pesynbTaTte BNUTbIBAHUA MaTepuasioM XUAKOCTEW UM cMasok;

Mpn ncnonb3oBaHUM OMYyAPEHHbIX NepyaTtok crefyeT CTEepUIbHO yAanuTb OnyapuBaloLlee BeLllecTBO:
CMbITb CTEPW/IbHOW BOAOW, NNGO OMOSIOCHYTb PYKU B CTEPWUbHOM €eMKOCTW, /MbOo KCNonb3oBaTb
CTepw/bHY0 candeTky. HeonyapeHHble nepyaTkm He HyXX4arTCs B AONOSIHUTENBHOW 06paboTke.
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O6paboTKy nepyaTok B Xode onepauuii (NpoBeAeHMs MaHunynsaumnin) He npoBoaaT. MNpyu HEO6X0AMMOCTK
nepyartku crefyeT 3aMeHUTD.

MopBaHHblE WX MpoTeKawlMe nepyaTkM He MPUroAHbl K MpUMeHeHuto. Ecnu noBpexpaeHa oaHa
nepyartka, Heo6X04MMO TYT e 3aMeHWTb 06e, NOTOMY UTO Hefb3s CHATb OAHY Nepyartky He 3arpsisHUB
Apyryto.

CHMMaTb MepyaTkym HYXXHO OYEHb OCTOPOXHO, W36erast 3arps3HEHMS KOXW PYK W pas3bpbi3rnBaHust
XUAKOCTER.

O6paboTka 04HOPA30BbIX TATEKCHbIX NEPYATOK CMMPTOCOAEPXKALLMMM pacTBOpaMy He PEKOMEHAYETCS,

T. K. 3TU pacTBOpbl CNOCOBCTBYOT 0CNAG/IEHNIO 3aLLMTHOrO €105l Nepyatok. MepyaTkm U3 CUHTETUYECKUX
maTepuasioB (HUTpWa 1 np.) yCTo4YMBbI K BO3AEACTBUIO aHTUCENTUYECKUX XMMUYECKMNX BELLECTB.
CTporo cobniogaiite mepbl 6e3onacHoCTM npu paboTe C OCTPbIMM  KOAKLWMMKU npeagMeTaMmn 1
NHCTPYMEHTaMM.

3.4.3. CHATMe nepyaTok

CHATME NepyaToK pEKOMEHAYeTCS BbINO/IHATL COM/TaCHO CReayoLwemMy anroputMmy:
BosbmuTECH 3a NepyaTky B 06/1aCTV OCHOBaHMSA NafoHW Nanbuamu Apyroi pyku.
CTsHUTe nepuaTky U yaepxuBaiTe ee Apyroii pykoii.
3ateM nomecTuTe nasblbl CBOOGOAHON PYKM B MaHXeTy nepyaTkym Ha APYroii pyke Wn CTSHWUTE ee
aHaorMyHoO NepBONA.
BbiBEPHYB NepuaTKy Han3HaHKy, UCMO/b3yiiTe ee B KAYECTBE MELLKA ANs APYrOi nepyaTtku.
MomecTute nepyaTtkm B MpeAHa3HAUYEHHYH AJ11 HUX €eMKOCTb. 3aTeM MpoBeAuTe T[UTMEHMNYECKYIO
06paboTKy pyK.

4. OnucaHne MEANLUWNHCKOTo n3genna n ero OCHOBHbIE TEXHNYECKNE XapPaKTEPUCTUKN

MepuaTkn XuMpypruyeckne ogHopasoBble cTepusibHble «BENOVY» npeactaBnsiT cob6oi  0gHOpas3oBble
MEOULMHCKNE W3LENNS, W3rOTOB/IEHHbIE M3 Kay4yyKOBOrO Jslatekca C MNpuMMEHeHueM winm 6e3 npuMeHeHust
onyapusaiowero Bewectsa (MOAUMUUMPOBAHHOIO KYKYPY3HOIo Kpaxmasia), C pas/iMyHbIM  BHYTPEHHUM
MOKpPbITMEM, MpoLleAlive npoueaypy cTtepununsanmm, ynakoBaHHble nNonapHo B CTEPUSIbHYIO YNAaKOBKY.
Mo noTeHUnansHOMY PUCKY NPUMEHEHNS nepyaTku OTHOCATCSH K Kaccy 2a.
4.1. TlepyaTKu M3roTas/IMBAOTCA U3 HATYPasIbHOrO Kay4yyKoBOro slaTekca
4.2. B 3aBUCMMOCTM OT MOKPbITUSA MMEIOTCA CnepyloLive Buibl Nepyarok:
- C TEKCTYPUPOBAHHOW NOBEPXHOCTLIO;
- C ONMyApeHHOol NOBEPXHOCTLIO;
- C NOBEPXHOCTbIO 6e3 onyapuBaHus;
- OBYKpPaTHOI X/J0puHaLuu;
- C BHYTPEHHUM MOSIMMEPHbLIM MOKPbITUEM.
4.3. B KkauecTBe BHYTPEHHEro nosiMMepHOro nokpbITUS Nnepyarok ucrnonb3yetca nommep Flexicoat 88. 310
NoNMMepHOe NOKPbITUE NpuAgaeT nepyaTke LOMNOHUTENbHYI0 NPOYHOCTb, U30/IMPYET KOXY OT AecTBMSA
NPOTENHOB HaTYPa/IbHOIO flatekca 1 3HaYUTeNbHO 0b/1ervyaeT HageBaHve, a Takke npegoTepalaeT camnaHme
nepyartox.
MepyaTkn MOryT noaseprarbcsa 06paboTke razoobpasHbiM XJI0POM —X/10pUHALMN. XNOPUHALUA MOXET BbITb
O[HOKPaTHOW Wn ABYKPATHOM (C ABYX CTOPOH).
Mpn onyaprBaHUmM Nep4yaTok MCNoNb3yeTcsi MoANMULMPOBaHHbIA KyKYpY3HbI Kpaxmann USPXXI.

4.4, CyuecTtByeT AeCATb HOMUHa/IbHbIX Pa3MepoB NepyaTok:
- pasmep 5;
- pasmep 5,5;
- pasmep 6;
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PucyHok 1

Tabnuua 1 Pasmepbl NepyaTok

OnunHa (c
Kopg, WunpunHa, MaHXeTol ¢
pasvepa MM Ba/INKOM), He
MeHee, MM
5 674 250
55 72+4 250
6 7745 260
6.5 8315 260
7 8945 270
7,5 9545 270
8 102+6 270
8.5 108+6 280
9 114+6 280
9.5 121+6 280

[MHY 13MepsaoT Mo KpaTyaiilleMy pacCcTOSIHUI0 OT KOHUMKa CPeAHEro nasblia o0

Kpasa MaH>XeThl.

OnvHa (c

MaHXxeTol 6e3
Basuka), He
MeHee, MM

250
250
260
260
270
270
270
280
280
280

OnnHa (c

YOTNHEHHOW
MaHXeTol ¢
“BasINKOM), MM

30010
30010
300+10
300+10
30010
300+10
300+10
30010
30010
30010

TonwmHa B Mectax
.M3mepeHuns
(pucyHOK 2), He
MeHee, MM

0,10 aona rnagknx
y4acTKOB.

0,13 gnsa
TEKCTYPUPOBAHHbIX
y4acTKOB.

LLnpuHy nepuyaToK W3MEPSHOT Ha MNOCKOM MOBEPXHOCTV Yepe3 CPeAHI TOYKY MeXAy OCHOBaHUAMU

yKasaTesIbHOro 1 60/1bLWOro nasbla.

ToNwmHy ABYX CTEHOK HEMOBPEX/AEHHOM NepyaTkn M3MepSoT TONWMUHOMEPOM C aB/leHWeM Ha OCHOBaHMe (22+5)
KMa B Tpex TOYKax, yKaszaHHbIX Ha PUCYHKE 2, Ha pacCTosiHMK (13+3) MM OT KOHUMKA CPeAHEro nasnbla, TOYHO B
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LEeHTPe NafoHN, N Ha paccTosaHum (25+5) MM OT Kpasi MaHxXeTbl. TOMLWMHA OAHOM CTEHKM B KaXOW TOUKe A0/DKHA
6bITb paBHa NOMOBUHE TOJILMHBI ABYX CTEHOK U A0/HKHA COOTBETCTBOBATL HOPME, NMPMBEAEHHON B Tabnvue 1, npu
YPOBHE KOHTPO/A 1 AONYCTUMOM ypoBHE KadecTBa (AQL), ykazaHHOM B Tabnuue 2.

Ecnn npn BM3yanbHOM OCMOTpPE OOHapy)XeHO YTOHEeHMEe B Kakoii-nmbo 0611acTv nepuyartku, TO B 3TOW 061acTm
N3MEpPSIIOT TO/IWMHY OAHOIN CTEHKW nepyaTtku, KoTopas Ao/KHa 6biTb He MeHee 0,10 MM ANS TNafKoin U He MeHee
0,13 MM A1l TEKCTYPMPOBAHHOI NMOBEPXHOCTMW.

TonuwuHa BeHUMKa nepyaTki go/mKkHa ObiTb He 6onee 2,50 Mm.

$527

483 9

.’__

PucyHok 2
1- KOHYMK Manbua, 2 - NagoHb, 3 - Kpaih MaHXeTbl
A=(13%£3) mm, B=(33+£5) mm, C=(48+9) mm

B uensx KOHTpoNs nepyaTtky oT6GUPAOT M NPOBEPSOT B COOTBETCTBUU C TPe6GOBAHMAMMU HOPMATUBHOIO
[OKYMeHTa. YPOBHU KOHTPONS U [OMNyCTMMble YpoBHU kavectBa (AQL) nepuyatok npuBegeHbl B

Tabnuue 2.
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Tab6nuuya 2. YPpOBHN KOHTPONSA N AoNyCcTUMble YpOBHM KadecTBa (AQL)

Onpepensaemblii edekT YpoBeHb AQL
LLT:- KOHTpOA
CTepunbHOCTb OTcyTCcTBUE
CTEPU/IBHOCTH A HiA
Pa3smepsbl (4NMHA, TOMWMHA, WINPUHA) WwnpunHa, anvHa, S-2 40
To/WMHA
fepmeTnYHOCTb Hanunune otBepctuii G-1 15
Ycunue v yanvHeHne B MOMEHT paspbiBa (40 U S-2
nocsie yCKOPEHHOro CTapeHus), ycunme npu [o v nocne 40
yannHeHun Ha 300 % (40 YCKOPEHHOTO YCKOPEHHOro crtapeHus ’
cTapeHus)
®PUN3nNKo-mMmexaHUyeckue nokasarenu [o/nocne yckopeHHoOro S-2 4.0
cTapeHus
OcTaTto4yHOe onygpusatllee BeLECTBO Mpesbiwaer N=5
pekomMeH0BaHHbI H/A
npegen
KonuyecTtso onyapuealoLw,ero sewecrsa MpeBbilWaeT N=2
PEKOMEH0BaHHbIN H/p
npegen
CopepxaHue npoTenHa MpeBbilWwaeT N=3
peKoMeHAO0BaHHbI HIA
npegen

5,2. Tnowagb TeKCTYpPUpPOBaHUA NepyaTKu.
[Nsi TEKCTYPUPOBAaHHBIX W3AENWiA, MAoWaab TEKCTYPbl BKIOYAET Nasiblpl U Naf0Hb. TEKCTYyprpoBaHa fafioHb 1
nasiblbl paboyell CTOPOHbLI NepyaTok (TO CTb TO/ILKO BHYTPEHHSISI CTOPOHA KUCTU PYK).

5,3. Macca MeANLUUHCKOro 13aenus.

Macca MeauLMHCKOTo 13aenvs.

Bec ofHoW nepuaTku /18 pasmepa He MeHee
HavmeHoBaHue/pa3smep
50 55 6,0 6,5 7,0 75 8,0 85 9,5

Mepuatkn xmpypruyeckue 5,0 55 6,0 6,5 7,0 75 8,0 8,5 9,0 9,5
CTepwusibHble 0AHOPa30Bble

«BENOVY» 13 HatypasibHOro

narekca aHaToMu4yeckoi hopmbl C

N30THYTbIMW NasibLaMm

TEeKCTYpUpPOBaHHbIE OMyApeHHbIe

(MaHXeTa ¢ Ba/INKOM); LIBET:

HaTypaJslbHbIi

Mepyatkn xupypruyeckue 5,0 5,5 6,0 6,5 7.0 7.5 8,0 85 9,0 95
CTepw/ibHble OHOPa30Bble

«BENOVY» 13 HaTtypa/ibHOro

natekca aHaTOMU4ecKoi hopMbl €

N30MHYTbIMU NasibLamu

TEKCTYPUPOBAaHHbIE OnyApeHHble

(maHxeTa 6e3 BannKa); LBET:

HaTypaJslbHbIi

lNepuaTkn xupypruyeckue 5,0 55 6,0 6,5 7,0 7,5 8,0 8,5 9,0 9,5
CTepu/bHble 0HOpPa30Bble
«BENOVY» 13 Hatypa/ibHOro
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natekca aHaToOMU4eckoi dopmbl ¢
N30MHYTbIMW Na/bLamm
TEKCTYPUPOBaHHbIE HEOMYAPEHHbIE
C NONIMMEPHBbIM MOKPbITUEM
(MaHxeTa c BaJ/INKOM); LBET:
HaTypasbHbIl

MepuaTtku xupyprudeckme 5,0 55 6,0 6,5 7,0 75 8,0 85 9,0 9,5
CTEpW/IbHbIE O4HOPA30BbIe

«BENOVY» 13 HaTtypa/ibHOro

naTekca aHaTOMMYeCcKol (hopMbl €

N30TrHYTbIMW NasibLamm

TEKCTYPUPOBAHHbLIE HEOMNYAPEHHbIE

C NONIMMEPHbIM MOKPLITUEM C

nHAavKaumen npokosa (MaHxeTa ¢

Ba/IKOM); BHYTPEHHSA nepyaTka;

LBET: 3€e/eHbll

MepuaTtkn xupypruueckme 5,0 55 6,0 6,5 7,0 75 8,0 85 9,0 9,5
CTEepW/bHbIE 04HOPA30BbIe

«BENOVY>» 13 HatypasibHOro

nartekca aHaToMM4eckol oopMbl C

N30THYTbIMU NasibLamm

TEKCTYpPUPOBAaHHbIE HEOMYAPEHHbIE

C NOSIMMEPHBLIM MOKPLITUEM C

UHAMKaumel npokona (MaHxeTa c

B&/IMKOM); HapyXHas nepyarka

UBET: HaTypasibHblIli

lNepuatkn xupypruyeckue on 11.0 119 12.8 13.7 15.0 15.8 16.9 18.3 19.2
CTepu/bHble 0HOPAa30Bble

«BENOVY» 13 HaTypasibHOro
narekca aHaToMM4eckoi hopmbl €
N30THYTbIMU NasibLaMm
TEKCTYpUpPOBaHHble HEOMNyAPEHHbIe
C ABOIHOIN xnopyHaumei
(yonvHeHHan maHxeTa
Ba/IMKOM); LBET: HaTypaslbHbIi

6. Ycnosusa TpaHCNOPTUPOBKN U XpaHeHuna

6.1. TpaHcnopTMpoBKa W34Eennst MOXET OCYLUECTBNATLCA BCEMW BUAaMu TpaHcnopTa B COOTBETCTBUM C
npasunamMm TpaHCNOPTUPOBKW, AEWCTBYIOWMMN 419 OAHHOTO BuAa TpaHCnopTa, B OPUTMHAsIbHbIX 3aBOACKNX
TPaAHCMOPTHbIX ynakoBKax (KOpo6Gkax W3 M/IOTHOTO KapTOHA) B 3alMLIEHHOM OT BO34ENCTBUS MPSMbIX
COJTHEYHbIX Nlydeli TpaHcnopTe.

MepyaTkn [O/MKHbI COXPaHATb CBOM 3KCM/lyaTauMOHHble CBOWCTBA NPU WUCMONb30BaHWM B CreAyoLwmnx
BHELLHUX YC/IOBUSIX: 3HAYEHNS TeMMNepaTypbl U OTHOCUTE/TbHOM B/IXXHOCTW BO34yXa:
Temneparypa- ot +10 go +30 °C;
OTHOCUTE/IbHAA B/IAXHOCTbL Bo3Ayxa - A0 80 % npu Temnepatype BO3ayxa
25 °C.

MepyaTkn, MOMELLEHHbIE B TPAHCMNOPTHY YNakoBKY, [AO/KHbl ObiTb YCTOWUYMBBLI K Criedylowmm
KIMMaTUYeCKM BO3OENCTBUSAM:
TemnepaTtypa —ot -30 go +50 °C;
OTHOCUTE/IbHasi BNaXHOCTb Bo3ayxa - A0 98 % npu TemnepaType 35 oC, HO 6e3 KoHAeHcauun Bnaru.
6.2. MNepyaTKk/ AO/MKHbI XPAHUTLCA B OPUTMHASBbHBLIX 3aBOACKUX TPYNMNOBbIX YNaKoBKax U3 NIOTHOrO KapToHa,
cofepxallnx cTepu/ibHble ByMakHble UHAMBUAYASIbHbIE YMaKOBKW, B XOPOLUO MPOBETPUBAEMOM MOMELLEHUN
BA&M OT UCTOYHUKOB Tensa, NPSMOro BO3AeCTBMSA COSTHEUHbIX Nydeld, UICTOYHUKOB CBETA U 3N1EKTPUYECKOro
obopynoBaHus. [Mpu TemnepaType XxpaHeHus Hwxe 10°C  MOXeT BO3HWUKHYTb KOHAeHcauus. Ecnum
Temneparypa xpaHeHusi onyctunacb Hmwke 10 °C, nepyaTku nepes UCMnosib30BaHWEM AO/MKHbl ObITb HArpeTbl
00 25-30 °C, nHaye MOryT BO3HUKHYTb TPYAHOCTW NpU UX HagesaHUn BCNEACTBYE MOTEPU UX 3M1aCTUYHOCTH.
6.3. V3penns Heo6Xx04MMO XpaHUTb B CYXOM MECTe, 3alUyLLEeHHOM OT BO3LENCTBUSA NPSAMbIX CO/THEYHbIX f1y4yei
N BbICOKOW BnaxkKHOCTKM, Npu Temnepatype ot 10 °C go 30 °C.
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Pa3svep noTpe6buTenbCKo ynakoBku, Ans ynakoBku Paper Paper: 175x150x225

Pasmep TpaHCNOPTHOIT ynakoBkK, 4719 ynakoBku Paper Paper: 365x312x465
3) Pa3vep ynakoBOK 471 NepyaToK XMPYPruyeckux CTepunbHbIX oAHOPas3oBbiX «BENOVY» U3 HaTypanibHOro
narekca aHaTOMUYecKol (POpPMbl C U3OTHYTbIMU MasibLaMy TEKCTYPUPOBAHHbLIX HEONYAPEHHbIX C NOIMMEPHbLIM
NOKPbITUEM C MHAMKALMER npokona (MaHXxeTa ¢ Ba/IkoM). EguHnLa namepenns MmnanmeTpbsl (Mm).

BapuaHT A) Pa3vep BHyTpeHHel ynakoBku: 460x275

Pasvep nHanBuayanbHoii ynakosku Paper Paper: 150x175

Pa3wvep noTpebutenbckoli ynakoBku, Ans ynakosku Paper Paper: 175x150x190

Pa3mep TpaHCNOPTHON ynakoBKW, Ans ynakoBku Paper Paper: 365x312x395

BapvaHT B) Pasvep BHyTpeHHeli ynakoBku: 460x275

Pasvep nHausmnayanbHol ynakoBku Paper Paper: 150x175

Pa3mep notpebuTtenbCcKoi ynakoBku, Ans ynakoBku Paper Paper: 175x150x225

Pa3mvep TpaHCNOPTHOM ynakoBku, 418 ynakoBku Paper Paper: 365x312x465
4) Pa3mep ynakoBOK A1 MepyaTtok XUPYPruyecknx CTepusibHbIX 04HOpPa3oBbix «BENOVY» K3 HaTypasibHOro
natekca aHaToOMUYeckoli (OOpMbl C W3OTHYTbIMW MasbliaMyi TEKCTYPUPOBAHHBLIX HEONYAPEeHHbIX C ABOWHON
XnopuHaumein (yannmHeHHas MaHxeTa Cc Basimkom). EgnHMLa nsmepeHnss MunammeTpbl (Mm).

Pasmep BHyTpeHHelt ynakoBku: 460x275

Pasvep nHanenayanbHoW ynakoBku Paper Paper: 140x270

Pasmep noTpebuTenbckoi ynakoBku, Ans ynakoBku Paper Paper: 270x140x235

Pa3mep TpaHCNOpTHOI ynakoBku, Ans ynakoBku Paper Paper: 582x282x492

7.5.2. BapuaHTbl ynakoBku Paper Plastic. EgnHMua namepennss MUaammMeTpbl (Mm)
Pasmvep BHyTpeHHeli ynakoBku: 460x275

Pasvep nHansuayanbHoli ynakoBku Paper Plastic: 142x270

Pasmvep noTpebuTenbckoi ynakoBku, ans ynakoBku Paper Plastic: 270x140x165
Pa3vep TpaHCNOPTHO ynakoBkK, st ynakoBku Paper Plastic: 560x290x345

7.5.3. BapunaHTtbl ynakoBku Thermoform. EgnHuua nsmepeHms MUAAMMeETpbl (MM).
1) Pasviep BHYTPEHHE ynakoBku: 460x275

Pasvep nHansmnayanbHoi ynakoskn Thermoform: 131.25x160

Pasvep noTpebuTenbCKo ynakoBku, ans ynakosku Thermoform: 131x131x240
Pasmep TpaHcnopTHOI ynakoBku, 8 ynakoskn Thermoform: 545x275x255

2) Pa3smvep BHyTpeHHeli ynakoBku: 460x275

Pasmep nHgmeugyansHoi ynakoskm Thermoform: 131.25x160

Pasmep noTpebuTenbckoin ynakoBkn, gns ynakoBku Thermoform: 131x131x270
Pa3svep TpaHCNOpPTHOI ynakoBkK, gis ynakoBku Thermoform: 545x275x285

3) Pa3mep ynakoBOK /1 MepyaToK XUPYPruvyeckmx CTepusbHbIX oAHOpa3oBbix «BENOVY» K3 HaTypasibHOro
natekca aHaTOMM4YecKol (DOPMbl C WM3OTHYTbIMU MasbLaMu TEKCTYPUPOBAHHbLIX HEONyApPEeHHbIX C NOMMEPHbLIM
NOKPbITUEM C MHAUKaUMEN npokona (MaHXeTa C BaJ/INKOM);

BapuaHT A) Pa3mep BHyTpeHHeli ynakoBku: 460x275

Pasmvep nHameuayansHoi ynakoBkn Thermoform: 131.25x250

Pa3mMep noTpebuTenbckoi ynakoBkK, Ans ynakoBku Thennoform: 225x131x205

Pa3mMep TpaHCNopTHOI ynakoBku, Ans ynakoBku Thermoform: 545x235x420

BapuaHT B) Pa3vep BHyTpeHHell ynakoBku: 460x275

Pasvep nHamsmngyansHoin ynakoskm Thermoform: 131.25x250

Pasmep noTpebuTenbCkoin ynakoBku, ans ynakoskm Thermoform: 225x131x230

Pa3svep TpaHCNOPTHOI ynakoBkuW, Ans ynakoBkn Thermoform: 545x235x465

BapuaHT B) Pa3mep BHyTpPeHHe ynakoBku: 460x275

Pa3vep nHameuayanbHoi ynakoskm Thermoform: 131.25x250

Pa3vep noTpebutensckoin ynakoBku, ans ynakoBkn Thermoform: 225x131x170

Pasmvep TpaHCnopTHOI ynakoBku, ga ynakoBkn Thennoform: 545x235x350
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8. XapaKkTepucTuKM ynakoBKM Me[ULMHCKOro nsgenvs, nognexawen (ouHUWLHON ctepunmsaunu.
TpeboBaHMA K xapakTepucTukam ynakoBkM MeAWULMHCKOrO U3genus, nognexaieii oUHMULLHON cTepuamnsaumnm

8.1. TpeboBaHWsI MNPUEMIEMOCTU. YMNakOBOYUHblE Marepuasibl 0OWEro MNPMMEHEHWs, Hanpumep, 06epTOoYHble
mMaTtepuanbl (6ymara, NoIMMepHas M/ieHKa Uv HeTKaHbI MaTepras U3 NONnaTUAEeHa BbICOKON naoTHoctn (HDPF),
[OMKHbI COOTBETCTBOBATHL C/eAYHLUM TPeboBaHUSAM:

8.1.1. Martepuasibl [O/XHblI ObITb HETOKCMYHBIMW W HE UMETb 3anaxa B TakoW cTeneHu, 4YTobbl 3TO MOI/0
YXYALWUTb XapakTepucTukm K1 6e30nacHOCTb Martepuana n1Mbo HeraTMBHO BO34eENCTBOBaTb Ha MeAUUMHCKUE
N34enns, ¢ KOTOPbIMU OHW KOHTaKTUPYIOT;

8.1.2. MakeT He AO0/HKEH NMETb OTBEPCTUI NN UHBIX NOBPEXAEHWIA;

8.1.3. TlakeT [JO/MKEH OblTb TEPMETUYHbIA, MNPV  UCMAbITAHUA HA MPOHUKHOBEHME KpacuTess  LWupuHa
HernpocayvBaHWs Kpacutens yepes kneesoe coefUHEHNE A0/MKHA ObiTb He MeHee 5 MM;

8.1.4. dn3nyeckme xapakTepuCTUKM martepuasa: MIoTHOCTb (06Wmii BEC) M TOMWMHA A0/DKHA COOTBETCTBOBATb
[aHHbIM, NpefocTaB/ieHHbIM NpPon3BOAUTENIEM

a) ynakoska Paper Paper

M aTeprian BEpPXHe yacTu

HaumeHoBaHne MepguumHckasa dymara
KoHcTpykuust  BepxHuii cnoit: Mopuctaa meguumHckaa ymara, 60 r/m2
HwxHwWiA croii: Kneesoe nokpbiTe, BeC 5 r+2 1 Ha KB. METP B 30HE MOKPbITUSA

O6wnii Bec 63 r+2 r Ha KBaZpaTHbIi MeTp

M aTepuian HKHeln yacTu

HanmeHoBaHue MneHo4yHoe nokpbiThe 18/6ymaxHoe nokpbiTre 40
BepxHuin cnoii: MonMaTuneHoBoOe N/IEHOYHOE MOKpPbITUE, BeCc 18T
KoHCcTpyKLMA

HwxHWIA cnoii: megmuuHckas 6ymara, Bec 40 1

O6uwnit Bec 6045 r Ha KBagpaTHbIii MeTp

6) ynakoska Paper Plastic

HanmeHoBaHne MepguunHckas bymara
KoHcTpykuus  BepxHuii cnoii: MNopuctaa meguumHckas ymara, 60 r/m2
HwxHwuii cnoii: Kneesoe nNokpbITUe, BeC 5r+2 I Ha KB. METP B 30HE MOKPbITUS

Obwni Bec 63 r+2 r Ha KBaapaTHbIii MeTp
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M atepvan HWXHel yactu

HaunmeHoBaHne T3T nneHka 12/PE45

BepxHuii cnoii: M3T nneHka, TonwmHa 12 mkm
KoHCcTpyKLKMA

CpepHuit cnoii: kneeBoe coeguHeHne, ToAWNHA 3MKM

HuxHunin cnoin: M3 nneHka, TonumMHa 45 MKM

Ob6uwasa TonuwmHa 55 MKM =15 %

B) ynakoBka Thermoform

M arepuan BepxHeii yacTu

HanmeHoBaHne NYLON FILM -70 MICRONS PE/PA/PE

KoHcTpykuua NYLON FILM -70 MICRONS PE/PA/PE

O6wunii Bec
t 70 MKM=+15 %

MaTtepuan HWKHEeR yacTu

HanmeHoBaHune MonnaTuNeH BbICOKOM NAOTHOCTM (HU3KOro gasneHus) HDPE 70 MICRONS

MonnaTuneH BbICOKOM NAOTHOCTU (HU3KOro gasneHust) HDPE 70 MICRONS
KoHcTpyKumna

O6uwasd TonumHa 70 MKkM£15 %

8.1.5. MNakeT Ao/MKEH GbITb YACTbIM U HE COAEpPXaTb HUKAKUX MOCTOPOHHMX BELLECTB.
8.1.6. -YnakoBKa Ao/mkHa ObiTb repmMmeTnyHa.

8.1.7. CTpyKTypa afre3nBHoOro (CBapHoro) csoa fo/mkHa ObITb HENPepbIBHOM, 6e3 NPonycKoB 1 pa3pbiBOB,
KOTOpbI€ MOTYT 6bITb MPUYMHON Ae(heKTOB CKIEVNBAHNS;

8.1.8. T1/10THOCTbL HaHeceHWA Kes A0/KHA COOTBETCTBOBATL 5r+2r;

8.1.9. KneeBoe (CBapHOE) coeanHEHNE nakeTa A0/MKHO packpbiBaTbCsA 6€3 Upe3MepHOro 0bpa3oBaHns paspbIBOB.
MpOYHOCTb COEAMHEHUS NakeTa [O/MKHA ObiTb He Hke 1.3-3.5 H /15 mm.

8.1.10. lnpuHa agre3vBHOro (CBapHoOro) cfosi Ao/HKHa ObITb OT 6 MM A0 14 MM

8.1.11. OTKpbIBaHWE YNakoBOK paccnavBaHueM 0O/HKHO ObiTb HENpPepPbIBHbIM U O4HOPOAHbLIM, 6e3
Ae/TaMUHMPOBaHMS UM pa3pbiBa MaTeprasia, CMoCOOHOro yXyAWNTh acenTuyeckme CBONCTBa.

9. TpeboBaHus 6e30MacHOCTU

e Martepuasnbl, U3 KOTOPbIX N3rOTOB/IEHLI NEpPYaTKU, AOMKHbI ObITb TOKCUMKOMOrNYeckn 6e3onacHbIMU.

* [lepyaTkn fOMKHbI BbITb CTEPUNbHBLIMK. Mepes NPUMEHEHWEM NepYaToK He0BX0AMMO yoeanTbes B
LIe/IOCTHOCTM yNaKoBKM.

e Tlpw ncnonb3oBaHWM ONYAPEHHbIX NEpYaToK CrieAyeT CTEPU/IbHO YAaMTb ONyapuBatoLLee BELLLECTBO C
MOBEPXHOCTW MEepYaToK: CMbITb CTEPW/ILHOM BOAOW, MO0 ONOMIOCHYTbL PYKW B CTEPUSIBHON EMKOCTU, NGO
MCMO/Ib30BaTb CTEPUIbHYI0 candieTky. HeonyapeHHble NepyaTky He HYXXAalTcs B 4OMNONHUTENLHON
06paboTke.

e [epuaTkn npegHa3Ha4eHbl 4181 OAHOKPATHOrO UHAMBUAYA/IbHOTO NPUMEHEHUS.
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10. MapkupoBKa

1) MapknMpoBKa eAVHWYHOW YNakoBKWM XUPYPruyeckmx nepyaTok BKIOHAET B cebS MapKUPOBKY BHYTPEHHeEl
YNaKoBKN U MapKMpOBKY WMHAWBUAYaNbHON (€4MHUYHOW) ynakoBkW. VHGopMaums ykasblBaeTCs Ha PYCCKOM
A3bIKe, NP HEOOXOAMMOCTU OHa MOXET ObITb NPOAY6/MpOBaHa Ha APYTUX A3bIKaxX.

a) MapkupoBKka BHYTPEHHel yNnakoBKM A0/DKHA BK/OYaTb!

1) O6o03HayeHune «paBas» U «JleBas».

2) WHdopmauyuio o pasmepe.

3) PekomeHpaumMio No yaaneHuio onyapusarollero sewlecTtsa (npy Hamummn).

4) ToproBblii 3HaK NPOM3BOAUTENA/M3FOTOBMTENS U/WIN YNOJIHOMOYEHHOIO NpPeacTaBuTeNsA
npou3BoAnTENS.

6) MapknpoBKka e4MHUYHOI YNakoBKMN AO/MKHA BKIKOYATb:

1) HaumeHoBaHVe MeANLNHCKOTO U3enus.

2) HavmeHoBaHue npoun3BoANTENs/M3roToBUTENSA M YNOSHOMOYEHHOIO NpeacTaBuTesns NpPov3BoauTENs B
Poccuiickoin depnepaunn.

3) Agpec npousBOAUTENA/M3rOTOBUTENS U YNOJIHOMOYEHHOro npeAacTtaBuTens npou3BoauTeNns B
Poccuiickoin degepaumm.

4) ToproBblii  3HaK  NPOM3BOAUTENA/M3rOTOBUTENS  W/WMAW  YNOTHOMOYEHHOTO  MpeAcTaBuUTeNs
npoussoguTens B Poccuiickoin depepaumn.

5) YkasaHue ucnonb3yemMoro marepuana.

6) CnoBa «npsiMble NasbLbl» UIW «A30THYTbIE NasbLbl» WM C/I0Ba, OTpaxarlime BapuaHT UCNOHEHNS
nepyarox.

7) CnoBa «TeKCTypupoBaHHble» unun «Inagkue», «OnyapeHHble», «HeonyapeHHbliex.

8) WHchopmauuio o pamepe.

9) Howmep naptun.

10) «[ata M3roToB/IEHNS», a TaKkKe yKkaszaHne Ha rog n Mecsu, N3roToBeHuS.

11) CnoBa «CTepubHOCTb rapaHTUpoBaHa npu LenoCTHOCTU YNaKoBKM».

12) CnoBo «OaHOpPa3oBbIe.

13) CnoBa «Xupyprmyeckme nepyatkum».

14) CnoBa «M/3genve caenaHo U3 HaTypasibHOIO Kay4yKOBOrO flaTekca, KOTOpPbIA MOXET Bbi3blBaTb
aINIepruyeckyro peaxkumio» (4na u3genuin u3 HatypasibHoro narekca). Cnosa «llepyaTku onyapeHHble
MOTYT BbI3BaTb a/I/IEPTMHECKYI0 peakLmio» (415 ONyApPeHHbIX Nepyartok).

15) NHdopmaLmio o CTEPUIILHOCTU U CNOCO6e CTepumsaumu.

16) Yka3aHve Ha Ha/inume/oTCyTCTBME MaHXET.

17) NHdpopmaLuio o cpoke rogHoCTu.

18) KonnuecTBO n3genuii B ynakoBKe.

19) NHpopmaLuuio 06 YCI0BUAX XpaHEeHNS.

20) ApTtukyn

21) WTpuxkon

22) NHdhopmauuio 0 NoATBEPXKAEHUN COOTBETCTBUS.

23) O603Ha4YeHMe HOPMATUBHOIO AOKYMEHTa, AEeNCTBYIOLLEro B CTpaHe yrnoJIHOMOYEHHOro npeacTaBuTens
(Po®).

24) Homep v gaty BblAaqu PerncrpayoHHOro yaoCTOBEPEHUS, 0083aTe/IbHOTO 471 06palleHust U3genvs B
CTpaHe ynosIHoMoYeHHoro npepcrasutens (PP).

25) VHdhopmMaLmio 0 Ha3Ha4YeHUn MeULMHCKOro usgenus.

26) 1 [donyckaeTcsi HAHECEHME CMMBOJIOB, MCMNO/b3YEMbIX A1 MeANLUMHCKUX U3OeNnii B COOTBETCTBMM CO
ctaHgapTtom I1SO 15223-1:2012 YcTpoicTBa MeguuuHckne. CuMBOSbI, MCNOMb3yeMble Ha SpJbiKax
MeANUMHCKNX YCTPOMCTB MNPU MapKUpoBKe W B npepoctasnsemori mHdopmauum. Yacte 1 O6wume
TpeboBaHusa (a Takke OPYrnxX CUMBOJIOB, O40OPEHHLIX B CTpaHe peasiM3aumm MeguLUMHCKOro u3aenuvs)
(npn HeobxoauMOCTN).

2) MapK1poBka NoTPe6MTEbLCKOI YNaKOBKU A0/MKHA BK/IHOYATb:
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11. MakeT MapKMpoOBKN MEANLNHCKOIO U3Aenns
11.1. MepuyaTky Xupypruyeckme cTepunbHble ofHopa3oBble «BENOVY» M3 HaTypanbHOro flatekca aHaTOMUYECKOW (POopMbl C U3OTHYTbIMMU
nanbLuamy TEKCTYPUPOBaHHbIE ONYAPEHHbIe (MaHXeTa Cc BanMkom/6e3 Banuka); LBeT: HaTypanbHblli
11.1.1. MepyaTkn XNpypruyeckne ctepunbHblie ogHopasoBbie «BENOVY» U3 HaTypasibHOro fiatekca aHaToM1M4eckoin hopmbl

C U30THYTbIMU NasibLamy TEKCTYPUPOBAHHbIE ONypPEHHble (MaHXeTa C BasIMKoM); LBET: HaTypasbHblii

1) BHyTpeHHSsA ynakoBka
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3) MoTpebuTensckas (rpynnosas) ynakoska
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3) NoTpebuTensckas (rpynnosas) ynakoska
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3) MoTpebuTensckaa (rpynnosas) ynakoBka
C )_C N
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2) HgmeuayansbHasa (efMHNYHas) ynakoBKa

OTKPbIBATb 3JECb

Meamenca/ Xupudruyeckna/ Cre{>1n».Mble" JlaTeKcHble/ TBK<ryp”|poBaHk«HB/ HeonyuiTeHHble/' OgHOpa3oBble' AHaTOMUuecKue/ N30rHyTbie M»abL»Y¥
MaHxeTa ¢ 3anmken.Y/ [1BoiiHas XnopuHauus/y ANMHeHHas MaHXeTa ¢ BalKoM

TMepyaTku XMpypryeckie CTepuanTbIo or"opasosble «BENCWY* na MaTTpa/ibiio'o Martekoa aH»ToL 14eLkes!| (hopMbl C M3OrHYTBIMU NabAMM TeKCTYPUPOBaHHbIE HEOMy/ApeH-
Mble C W&xmpp1<<]aumsm (yapPlHEHWas MaHXeTa C BaINKOM;

MCo.'blytoTCs B WxHecrBe 3alLMTHOrO GapTepa Ha pykax MeanLM1CcKCro paboTHNKA a XvpypryMa«a<om nata. Mepyatku noronagytotcst $ 0CHCEHOM Kak ABYCTOPOHHUI Gapbiry
[NS 3aWMTEl NaUMeHTa U MBLUXKCOHasa 0T pasnuyHbIx aarpesnehuiH MKKpaopfaiaaMaMH. 310 nsgenve ofHopa3oBoro nprovBHeHns. CTePUNbLHOCTL rapaHTUpoaama npu
LIe/IOCTHOCTYM YNakoBKW. Ha NPUMEHSATL NpY HapyLEHWN LIeNI0CTHOCTM YNaKoBKM.

LiBeT nepyartok: )«Typasir«HbiM

CoctaB: HaTypasibHbUiA Kay4yKOBbIi1 naTekc.

BHHMeHVe! Mi3fanne M3roToBNEHO N3 naTekca HaTypanbHOro Kayyyka, KOTOpbIii MOXET Bbl3BaTb anfeprunyeckyk» peant(ND.

CpoK rogHocTu: 6 NBr ¢ Aatbl U310 TOW MK, [laTa u3'Y)TOWNITA </Kasa)<a Ma yrakouko He NCMONb30BaTb MO UCTEU«MWUM CPOKA FOAHOCTUA. Y TUAU3MPOBATL B NOPAJKe,
YCTaHOB/IEHHOM ANA MEANLMHCKUX U3AeNUNN.

WHeTpyauma no njbl«meHeH>: TTTpog NPUMEeHeHeM NepyaTok MeULMHCKUX CTapuibMblX HOOGKOPX»MO Y6OAWTLCK B LBTOCTMOCTM YNakoBKW. 3aTeM BCKPbITb BHO3A*IOIO
ynakoBKy BHYTPeHHAs ynakoBKa MepyaToK MaJeUTUHCKUK CTEPU/bHbIX ABNSETCA CTEPUbHOW. [N TOro, 4To6bl OTKPbITb BHYTPBHHXXK) yNnakoBKy W foCTaTb MepyaTKu
MeAULIMHCKWE CTepU/IbHbIE N UCMOMB30BAT» UX MO Ha3HaYeHM0, He06X0ANMO MPeaBapUTLLTEHO 06pABGoTaTh Pyku. HafieHbTe r«epyBTK B COOTBETCTBUM C TEXHUKOIN HajeBaHNs
llopya-oK. MBAWLMUCION _CTapuibHbIX. OMsAlMe napyaToK anadyeT BbINONWATb COFNACHO alropully CMATUA MepyaTok MAAVAUMCKWAX XUPYPrdack.XX CTepUbHbIX.
063aTe/sbHO 06paboTaiTe pyku nocne cusTMs nepyatok! MpousseaTTeNb rapaHTUPYeT COXPaHHOCTL BCEX NapamMeTpoB 1 XBPaxTBPUCTUK rBpYaniak a TedeHne BCEro cprka
refCTy NPy YCNOBUM LIENCCTTIOCTY YTTakoBKW. COBMIOAeHNM yanoenii xpanOTitta 1 3TanyaTalui B COOTBETCTBUM C NTHETPYKLEN.

Ycnosus xpaHeHns; X(»HUrb B cyxcTM mecTe. 3alTH«,BHYUOM OT BO3ZeiaTBnA N(;)AMbIX CONHEYHbIX .Ty4eli 1 BbICOKOI BNaXXHOCTH, M;bll TemTepaTyp» 10*C go 30*C.
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3) MoTpebuTensckaa (rpynnosas) ynakoska
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12. CumBONbl M W306paXeHUs,, yKasaHHble Ha MapKWPOBKEe MEAWLMHCKOTO W3Lennsa n ux
paclugpoBKa.

12.1. Ha makeTax ynakoBKW OCTaB/ieHbl NycTble MecTa ANa cleaylolwmx 0603HavyeHuidi (Hymepauus B
COOTBETCTBUW C UMgIpaMu, ykasaHHbIMU HA MakKeTax):

Nel- MecTo Ans 0603HaYeHns1 MeToda CTepunnsaumu;
B 3aBuMcMMOCTM OT MeTofa cTepuimsaummn 6yayT UCNo/Ib30BaHbl CUMBOSIbI:

CuMmBon «CTepunusauysi C NPUMEHEHUEM OKUCK 3TUMEHA»

r
STERILE EO
L J

Cumon «CTepunusauusi ¢ npUMEHEeHNEM paauaLmmny»

r T
STERILE R
L

Ne2 - MecTo A/ 3HaKa COOTBETCTBUS NpU 06a3aTesibHol cepTudhukaumm ToBapa; 3HaK O NoATBEPXAEHUN
COOTBETCTBMSI NPOAYKLMM B (hopme 06si3aTeslbHOro AeknapupoBaHust (gaHHas chopma NnoATBEPXAEeHUS
[eicTBATENbHA HA MOMEHT perucTpauum MeaVUMHCKOTO MW3OeNMst M MOXET MEHSITbCS C Yy4YeToM
Tpe6oBaHVsi 3aKOHOAATEIbCTBA HA MOMEHT 06paLLEHNs NPOAYKLMN)

No3 - mecTO ANns HaHeceHus apTUKya ToBapa;
Ned —mecCTO A1 HaHeCeHUs WITPUX KoAa ToBapa.

Ne5- mecTo ons ykasaHusa pasmepa u3genvs

Ne6- MecTo Ansi HaHeCeHUs1 NHHOPMaLMK Ha aHTINACKOM A3bIKe

Ne7- MecTo 419 HaHeceHUss MHOPMaLMN Ha Ka3axCKOM si3blke

XXXX .
12.2. O6nacTtu, BblAEMEHHbIE MO NpPUHUUNY 3anofiHAaTCa  undpoBsoit

nHpopmMaume.
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12.3.6. CvimBon «He fonycKaTb BO3AENCTBMA COMMHEYHOMO CBETa»

12.3.7. CnmBon «CTtepunmsauusa ¢ NPUMEHEHUEM OKUCUK 3TUIEHa»

r 1
STERILEEO
L J

12.3.8. CnmBon «Ctepunmsaumsa ¢ NnpuMMeHeHem paguaumm»

r I,
STERILE R
L

12.4. N306paxeHus (A, B, C, D), BbIHECEHHbIE HA YNAKOBKY SIBMSIOTCS 4YacTbio An3aliHa U NOBTOPSHOT
hparmMeHTbl 13 Ha3BaHWsA MeAULUHCKOTo U3aenusl.

A) N306paxeHne o3Ha4YaeT, YTo NepuaTku TEKCTYPUPOBAHHLIE.

*

0
.
)
#
0
.
)

onyApeHHble
powdered

B) N306paxeHne 03Ha4aeT, YTO NepyaTkii HeonyapeHHbIE.

HeonyapenHble
powder free

B) V1306paxeHNe 03HAYaET, YTO NepUaTKu XUpypruyeckue.
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Cpent Bopa . ARin cootben
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MNETEPBYPIT

Poccuiickas Pegepauns, CaHkT-INeTepbypr,

ABagLaToro MapTa Be TbiCAYMN CeMHaALLATOro roaa,

A, JlobaBnHa EneHa AnekceeBHa, BpPeMEHHO WCNOMHAWOWAA ---TMM
HoTapuanbHoro okpyra CaHkT-lMeTepbypra Po3oBoilt MapuHbl KOpbeBHBI,
CBUAETENbCTBYIO MOAMMHHOCTL NoAnucu nepesogynka Epsukosa BaoyIMa A nekceesuy

N

Moanuch cienaHa B MOeM NPUCYTCTBUN.
JINYHOCTb MOAMMCABLUErO JOKYMEHT YCTaHOB/EHA.

3aperncTpupoBaHoO B peecTpe 3a No

B3biCcKaHO rocyfapcTBeHHON nownuHel (No Tapudgy): 100 py6.
Ynnau§wl.AokaszaHue yC/yr NpaBoOBOro 1 TexHu4yeckoro xapakrepa: 200

NTOro B HacTosiLLLEM AOKYMEHTE
75 (ceMbecsT NATb) TNCTOB

Bp.n.o. HoTapuyca JTto6aBuHa E.A.
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METEPBYPI

Poccuitckaa ®efepaumns, CaHkT-MeTepbypr,
ABafLLAaTOr0 MapTa ABe ThiCAYM CeMHaALaTOro roaa,
A, JiobaBnHa EneHa AneKkceeBHa, BPpEMEHHO UCNOJIHAK LW an 006513aHHOCTM HOTapuyca

HOoTapuanbHOro okpyra CaHkrt-lNeTepbypra Po3oBoii MapuHbl KOpbeBHbI, CBMAETENLCTBYHO
BEPHOCTb KOMUW C MNpPeacTaB/IEHHOr0 MHe HOoTapuanbHO YAOCTOBEPEHHOro nepesoja
WHCTPYKUMMN NO NPUMEHEHNI0O MeLULMUHCKOTO n3genus.

3apernctpMpoBaHo B peecTtpe:

B3bickaHO rocyAapCcTBEHHOI NowAuHel (Mo Tapudy): 770 py6.

YnnayeHo 3a okasaHue ycnyr npaBoOBOro U TexHM4Yeckoro xapakrepa: 3080 py6.

JTiob6aBuHa E.A.

MNTOro B HacToALLEM JOKYMEHTE

Bp.n.o. Hotapuyca
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