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Introduction

This Instruction of Use has been prepared on 12 October 2016 for the
purpose of registration of the medical device in the Russian Federation. The scope of
information included in the extract is in compliance with the Rules of Registration of

Medical Devices (RF Government Regulation No. 1416 dtd. 27 December 2012).
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1 The name ofthe medical product

The name of the medical Product - Disposable Sterile Dialysis Kits Medispo-M
(including Starting Kit and Ending Kit) in the following models:

1 KitNo.1

Starting Kit No.l

Latex exam gloves, powder-free, size S - 1 pair;
- Absorbing sheet, 40x60 cm - 1pc.;
- Gauze swabs (balls), dia. 30-40 mm - 5 pcs.;
- Gauze layered swabs (sheet), 3.5x7.0 cm - 5 pcs.;
- Band-Aid plaster, 2x12 cm - 6 pcs.;
- Disposable sterile injection syringe, 10 ml, with injection needle

0.8x40 mm - 2 pcs.;
- Disposable sterile injection syringe, 20 ml, with injection needle
0.8x40 mm - 1pc.

Ending Kit No. 1
- Latex exam gloves, powder-free, size S - 1pair;
- Gauze swabs (balls), dia. 30-40 mm - 5 pcs.;
- Gauze layered swabs (sheet), 3.5x7.0 cm - 5 pcs.;
- Band-Aid plaster, 2x12 cm - 6 pcs.;
- Elastic bandage, 8.0 cm x 2.0 m - 2 pcs.

2 KitNo.2

Starting Kit No.2

- Latex exam gloves, powder-free, size S - 1 pair;
- Absorbing sheet, 40x60 cm - 1pc.;
- Gauze swabs (balls), dia. 30-40 mm - 5 pcs.;
- Gauze layered swabs (sheet), 3.5x7.0 cm - 5 pcs.;

- Band-Aid plaster, 2x 12 cm - 6 pcs.;
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- Disposable sterile injection syringe, 20 ml, with injection needle
0.8x40 mm - 1pc.

Ending Kit No.2
- Latex exam gloves, powder-free, size S - 1pair;
- Gauze swabs (balls), dia. 300 mm - 5 pcs.;
- Gauze layered swabs (sheet), 3.5x7.0 cm - 5 pcs.;
- Elastic bandage, 8.0 cm x 2.0 m - 2 pcs.

3 KitNo.3

Starting Kit No.3
- Latex exam gloves, powder-free, size S - 1 pair;
- Absorbing sheet, 40x60 cm - 1pc.;
- Gauze swabs (balls), dia. 300 mm - 5 pcs.;
- Gauze layered swabs (sheet), 3.5x7.0 cm - 5 pcs.;
- Band-Aid plaster, 2x12 cm - 6 pcs.;
- Disposable sterile injection syringe, 20 ml, with injection needle

0.8x40 mm - 1pc.

Ending Kit No.3
- Latex exam gloves, powder-free, size S - 1pair;
- Gauze swabs (balls), dia. 30-40 mm - 5pcs.;
- Gauze layered swabs (sheet), 3.5x7.0 cm - 5 pcs.;
- Band-Aid plaster, 2x12 cm - 6 pcs.;
- Elastic bandage, 8.0 cm x 2.0 m - 2 pcs.

4 KitNo.4;

Starting Kit No.4
- Absorbing sheet, 40x60 cm - 1pc.;
- Gauze swabs (balls), dia. 30-40 mm - 5 pcs.;
- Gauze layered swabs (sheet), 3.5x7.0 cm - 5 pcs.;

- Band-Aid plaster, 2x12 cm - 6 pcs.;
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- Disposable sterile injection syringe, 20 ml, with injection needle
0.8x40 mm - 1pc.

Ending Kit No.4
- Gauze swabs (balls), dia. 300 mm - 5 pcs.;
- Gauze layered swabs (sheet), 3.5x7.0 cm - 5 pcs.;
- Elastic bandage, 8.0 cm x 2.0 m - 2 pcs.

5 KitNo.5
Starting Kit No.5

Absorbing sheet, 40x60 cm - 1pc.;

Gauze swabs (balls), dia. 300 mm - 5 pcs.;

Gauze layered swabs (sheet), 3.5x7.0 cm - 5 pcs.;

Band-Aid plaster, 2x 12 cm - 6 pcs.
Ending Kit No.5
- Gauze swabs (balls), dia. 30-40 mm - 5 pcs.;
- Gauze layered swabs (sheet), 3.5x7.0 cm - 5 pcs.;
- Elastic bandage, 8.0 cm x 2.0 m - 2 pcs.
6 KitNo.6
Starting Kit No.6
- Absorbing sheet, 40x60 cm - 1pc.;
- Gauze swabs (balls), dia. 30-40 mm - 5 pcs.;
- Gauze layered swabs (sheet), 3.5x7.0 cm - 5 pcs.;
- Band-Aid plaster, 2x 12 cm - 6 pcs.
Ending Kit No.6
- Gauze swabs (balls), dia. 30-40 mm - 5 pcs.;

- Elastic bandage, 8.0 cm x 2.0 m - 2 pcs.
2 Details of Product Designer:

HBM Group, Inc.,
HMB Building, 98-02 218 St., Queens Village, New York 11429, USA,
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jd: 1-718-776 6666, Fax: 1-718-776 4666,

mail: hbmusa@ medispo.us

3 Details of Product Manufacturer and Manufacturing Site
jSknghai HBM Healthcares, Inc.,
JW2-904, No. 255, New Golden Bridge Road, Shanghai 201206, China,
Td: 021-5135 2699, Fax: 021-5135 2600,
Email: gaochen@HBMChina.com, www.HBMChina.com

4 Intended Use of Product established by Manufacturer:

Disposable Sterile Dialysis Kits (including Starting Kit and Ending Kit)
(hereinafter - Kits) are available in a number of models intended for the use by
trained medical personnel during the procedure of dialysis in specialized dialysis

centers or other medical institutions.

5 Conditions of use

The products can be used in specialized dialysis centers and other health care

institutions.

6 List of indications for use, contraindications, possible side effects

6.1 Indications for use
The Kits are intended for use by trained medical personnel during the

procedure of dialysis in speeialized dialysis centers or other medical institutions.

6.2 Contraindications, possible side effects

Individual intolerance or allergic reactions to natural latex, which is made of a

setof gloves examination latex powder free.
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7 Description and Specifications

7.1 Content

Kits are used during the treatment of dialysis - a method of extrarenal blood
jurification method. All products included in the kit are disposable. Kitts are sterile.
[Tre Kitts allow a comprehensive approach to the dialysis treatment, thereby easing
[trework of medical personnel.

The main reason for the development and production of kits, saving your time
of qualified medical personnel to gather all items necessary for the procedure of
dialysis. All the necessary products are packaged together in one sterile sealed tray.
Noneed to package each item separately (except for the individual packaging of the
syringe). Therefore, less packaging material is needed and less waste generated.

Table 1 below shows the content of different models including Starting Kit and
Ending Kit.

Table 1- Content of Kits, different models

al Starting Kit Ending Kit
Content Q d

01‘1234560'/\123456

Latex exam gloves, 1
+ o+ o+ / lpair + H 4 /

powder-free, size S pair
Absorbing sheet,

1 + b b o+ o+ —
40 X60 cm
Gauze swabs (balls), dia.

5 + + + a4 + + 5 £ Y4 + + + +
30-40 mm
Gauze layered swabs

5 + Hh + + Db b 5 b + b b
(sheet), 3.5 X7.0 cm
Band-Air plaster 2 x 12 cm 6 + + o+ + 4+ 6 + )
Disposable sterile injection
syringe, 10 ml, with ) p .

injection needle 0.8 x 40
mm
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Starting Kit Ending Kit

e

1 Content

Q-

posable sterile injection

Isyringe, 20 ml, with
+ + + 4+ —
linjection needle / / /

10.8x40 mm
'Hastic bandage, 8.0 //

_ 2 + + + o+ o+ o+
cx 2.0 m

7.2 Description and Functions

[

Products (Fig. 1) offer complete support for skilled health care professionals
(doctor or nurse) while providing a hemodialysis treatment to a patient.

Latex exam gloves, powder-free, size S (gloves) protect the skin of health care
professionals (doctor/ nurse) from the contact with the patient (Fig. 2).

Absorbing sheet, 40x60 cm (absorbent towel) serves to absorb the excess of

fluids or blood (Fig. 3).
Gauze swabs (balls), dia. 30-40 mm can be used to remove the excess of fluids

a the fistula needle puncture site (Fig. 4).

Gauze swabs (sheet), 3.5x7.0 cm (gauze pad) can be used to remove the

injection site and absorb the blood after injection.
Band-Aid plaster, 2x12 cm secures the fistula needle in place.

Disposable sterile injection syringe, 10 ml, with injection needle 0.8x40 mm
and disposable sterile injection syringe, 20 ml, with injection needle 0.8x40 mm

(syringes) are used for injections.

Elastic bandage, 8.0 cm x 2.0 m covers the fistula need puncture spot and/or

injection site after the treatment is complete.
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Fig. 4 - Gauze swabs (balls), dia. 30-40 mm

Fig. 5- Gauze layered swabs (sheet), 3.5x7.0 cm

Fig. 6 - Band-Airplaster, 2x12 cm
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Fig. 7—Disposable sterile injection syringe, 10 ml, with injection needle 0.8x40 mm.

Disposable sterile injection syringe, 20 ml, with injection needle 0.8x40 mm

Fig. 8 - Elastic bandage, 8.0 cm x 2.0 m

1B Salient features
Overall dimensions:
o Starting kit- 271 x 217 x 25 mm, tolerance £ 5mm;
* Ending Kit- 231 x 217 x 25 mm, tolerance £ 5mm,;
Weight:
» Starting Kit:

0 KitNo.I-(92%5)g;

0 KitNo.2- (74£5)g;

0 KitNo0.3-(74%5)g;
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0
0
0
* Ending
0
0
0
0
0
0
The descr
Tade 2.

Kit No.4 - (62 £5)g;
Kit No.5 - (48 £5)g¢;
Kit No.6 - (48 £5)g;
Kit:

Kit No.l - (58 £5)g;
Kit No.2 - (58 £5)g¢;
Kit No.3 - (58 £5)g;
Kit No.4 - (42 £5)qg;
Kit No.5 - (42 £5)g;
Kit No.6 - (42 +5)g;

iption and specifications

Tdde2 - Description and specifications of the product components

Descriptio
N
Latex exam
gloves,
powder-free,

size S

n Salient features

Seamless five-finger gloves Smooth

surfaee, powder-free Rolled cuff. Size S
Dimensions:
- palm centre width - (80 £ 10) mm;
- length - min. 220 mm.
Thickness - min. 0.08 mm.
Thickness (exact palm centre) - max.
0.22 mm.
Fluid-tight gloves.

Mechanical properties:

- Tensile strength before aging - min.

7.0 N;

- Elongation before aging - min.
650%0;
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Material

Rubber
D.R.C. HA.,

Natural Latex

60% total
solids - min. 61.5%, dry
rubber content - min.
60%, ammonia content
(for
0.70£0.05%, VFA - max.
0.05, specific weight at

25°C - min. 0.94

total weight)

Brand: Huangchunfa,

manufactured by

Chinalight Rubber
(Thailand) Co. Ltd.
/Thailand

Fig.
No.
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Description Salient features

- Tensile strength after aging - min.
6.0 N;

- Elongation after aging - min. 500%;

Absorbing Size (length x width) - 40 x 60 cm,
shegt, tolerance + 2 cm.
40x60 cm Density - (110 + 10) g/m™.

Absorption - min. 200 g/m™.

The rate of absorption - not more than
10 sec.

Strength characteristics:

- tensile strength in dry and in wet state
in the longitudinal and transverse

direction - not less than 20 N

Gauze swabs Made of bleached gauze
(alls), dia. Dia. - 30 - 40 mm.
3070 mm Size when unfolded (length x width) -
25x25 cm, tolerance £ 5 cm.
Gauze breaking strength:
- warp - min. 78.0 N;
- weft - min. 34.0 N;
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Fig.
Material
No.

Non-woven - spunbond,
100% polypropylene,
density (20°C)

0.9 g/cm3, white
(bleached. CI  77891).
Brand: Jin Gang,
manufactured by

Jiangyin Jin Gang Non-
woven Cloth Co., Itd.
/China

+ PE (polyethylene).
Brand: Shengfeng, blue
colorant Cl 74160.
Manufactured by
Shanghai Shengfeng
Industrial Fabric Co., Ltd.
/China

+Wood-pulp paper,
hydrogen peroxide
bleached. Brand: Henglin,
manufactured by
Shandong Henglin
Meilian /China

100% cotton.
Manufactured by

Xinjiang Production
&Construction Corps

/China
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Fig.
Description Salient features Material
0, No.

Gauze surface weight - min 36 g/n,
max. tolerance - minus 5%.
Thread count per 10 cm - within:

- warp - minus 2%;

- weft- minus 3%;
Plus-tolerances of the surface density are
not limited.
Physical and chemical properties:

reaction of aqueous extract - neutral;

wettability - max. 10s;
capillary capacity - min. 10 cm/h;
moisture - (5.0 - 8.5)%;

ash content - max. 0.3%;

whiteness -max. 80%:

whiteness stability -max. 10%

Gauze swabss ~ Made of bleached gauze 100% cotton.
(sheet), 3.5x7.0  Size when folded (length x width) - e >y 7 e
cm 3.5x7.0 cm, tolerance + 0.2 cm. Corps /China
Size when unfolded (length x width) -
7.0x28.0cm, tolerance = 0.2 cm.
Gauze breaking strength:
- warp - min. 78.0 N;
-weft - min. 34.0 N;
Gauze surface weight - min 36 g/m™,
max. tolerance - minus 5%.

Thread count per 10 cm - within:

- warp - minus 2%;

15
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Description Salient features

- weft- minus 3%;

Plus-tolerances of the surface density are

not limited.

Physical and chemical properties:

wettability - max. 10s;

moisture - (5.0 - 8.5)%;

ash content - max. 0.3%:;

- whiteness - max. 80%,;

- whiteness stability - max. 10%
Band-Aid Size (width x length) -2x12 cm,
plaster, 2x12 tolerance £ 0.2 cm.
cm W/o strong odour.

No visible defects.

Adhesive layer - white or clear.

Anti-adhesion coat - yes.

Adhesive layer peel resistance —

(25 - 200) N/m.
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reaction of aqueous extract - neutral;

capillary capacity - min. 10 cm/h;

Material

PE (polyethylene). Brand;
Shengfeng, white - semi-
opaque micro perforated
polyethylene foil,
manufactured by Shanghai
Shengfeng Industrial
Fabric Co., Ltd. / China
(adhesive tape base)

+ Cellucotton, anti-
adhesive. Brand: Xinfeng,
manufactured by
Wenzhou Xinfeng
Composite Materials Co.,
Ltd. /China (protective
coat)

+ Polyacrylate glue, non-
sensitizing
(ethyl-a-cyanoacrylate

80%, butyl acrylate 8.5%

and sulfolane
methacrylate 11.5%).
Brand: Zhejiang,

Fig.
No.
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Description

Syringe
Disposable
sterile injection
syringe, 10 ml,
with injection
needle

0.8x40 mm

Disposable
sterile injection
syringe, 20 ml,
with injection
needle

0.8x40 mm

Salient features

Syringe is in conformity with the

requirements of ISO ISO 7886-1:1993

Sterile hypodermic syringes for single use

- Part L Syringes for manual use.

Capacity - 10 ml.

Luer lock syringe with 6% taper.

Hypodermic needle is in conformity with

the requirements of ISO 7864:1993

Sterile hypodermic needles for single use.

Hypodermic needle size - 0.8x40 mm

(21G X1%".

Each syringe along with a hypodermic
needle is placed in an individual pouch

bag.

Syringe is in conformity with the

requirements of ISO ISO 7886-1:1993

Sterile hypodermic syringes for single use

- Part 1. Syringes for manual use.

Luer lock syringe with 6% taper.

Capacity - 20 ml.

Hypodermic needle is in conformity with

the requirements of ISO 7864:1993

Sterile hypodermic needles for single use.

Hypodermic needle size - 0.8x40 mm

(21G X 1\")

Each syringe along with a hypodermic
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Material

manufactured by Zhejiang
Satellite Petro Chemical
Co. Ltd./China (adhesive
layer)
Polypropylene (PP).
Brand: R3260T, colourless
(barrel, rod, plunger, rod
stop, tip), manufactured by
Hongji Petrochemical Co.,
Itd./ China
+ Rubber (gasket). Brand:
JL, manufactured by
Changzhou Jinlin /China
+ Polydimethylsiloxane
CAS:9006-65-9
(lubricant). Brand: WH,
manufactured by
Changzhou Jinlin Medical
Device Co., Ltd. /China
Black dye Cl 77266
(scale)
+ Stainless Steel, grade
ICrI8NI9Ti (needle tube),
manufactured by Zhejiang
Oujian Medical Apparatus
Co.,Ltd. /China
+ Green dye 2,5G4/8
(needle hub), manufactured
by  Shanghai Yunzhu
Chemical Co., Ltd./China
+ UF glue, HT33II
cyanoacrylate glue,
colourless, density at 25°C
.08 g/cm3, manufactured
by Yantai Hightite
Chemical Co., Ltd./China
Syringes along

with hypodermic needles

Fig.
No.
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Fig.
Description Salient features Material
No.

needle is placed in an individual pouch ~ are placed in individual
pouch  bags; thermally

bag.

bonded composite
packages: Soft PP film,
colourless. Brand: Zshine
+  Cellucotton, brand:
Zshine, manufactured by
Hangzhou Zshine Medical
packing @., LTD./China
+Dyes (label) Black
Pantone Black C

Elastic Size (width x length) - (8.0 £ 0.2) cm x  Stretch cotton, content: -
bandage, 80 (2.0 + 0.1) m. The stretched length ofthe o oo >

+ Qianxi spandex 25% ,
cmXx2.0m bandage IS given.

manufactured by

Surface weight - (75+5) g/m™. Zhangjiagang

Henlongxiang Co.,

Elongation - not less than 50 %. _
Itd./China.

Breaking strength - min. 59.0N

Breaking elongation - no less than

extensibility value.

The products are non-toxic, sterile, pyrogen-free.

Each syringe is placed along with a needle in a individual package. The
packaging is sealed.

Each product is placed in a sterile tray, which is a thermally bonded composite
package; Elard PP film, colourless. Brand; Zshine +

+ Cellucotton, brand; Zshine, manufactured by Hangzhou Zshine Medical
packing co., LTD./China + Dyes (label);

Red - Pantone Red 032C, Green - Pantone Green C. The tray is sealed.

7.4 The kits are single-use sterile products.

The sterilization method is ethylene oxide.

18
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8 Directions of Use

8.1 General Provisions

Before use, read the Instructions for Use.

The product is intended for use by skilled health care professionals (doctor and/
anurse).

8.2 Safety Requirements

The product is for single use only. Do not re-use the product.

Do not use if the sterile package (tray) has been damaged.

Do not use after the expiry date.

Open the sterile package (tray) directly before use.

While using the product, strictly adhere to the aseptic regulations applicable in
health care institutions.

8.3 Indications, Contraindications, Possible Side Effects

8.3.1 Indications

The product is intended for the use by skilled health care professionals in
hemodiafiltration treatment in specialized dialysis centres and other health care
institutions.

8.3.2 Contraindications, possible side effects

Intolerance or allergic reaction to natural latex that is used to make powder-free

exam gloves included in the kit.

9 Description ofthe working principle

9.1 Open the sealed tray according to the sign.

9.2 Put in place of Absorbing sheet.

9.3 Wear gloves.

9.4 Secure the patch introduced a fistula needle.

9.5 Start dialysis.

9.6 An injection of a drug with a syringe, if it is assigned to the patient.

9.7 After completion of the dialysis procedure to close the fistula area of

injection needles and/or the injection site with a bandage.
19
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9.8 Use gauze swabs (balls), gauze swabs (sheet) for the absorption or removal
Dfall unnecessary liquids, processing areas of injection.

9.9 Collect the products mentioned above and disposed of.

10 Routine Maintenance Information

No routine maintenance is required. The product is non-maintainable

11 Scope of supply

11.1 Contents of delivery:

- Product placed in a tray - 25 pcs.;
- Instruction for use - 1pc.;

- Carton - 1pc.

11.2 The contents of each kit placed in a tray is in accordance with the product

model, see Table 3.

Table 3 - Content of Kits, different models

Description Q-ty, pcs.
1 Disposable Sterile Dialysis Kit MEDISPO-M - Kit No.l 1
11 Starting Kit No. 1 1
- Latex exam gloves, powder-free, size S 1 pair
- Adsorbing sheet, 40x60 cm 1
- Gauze swabss (balls), dia. 30-40 mm S
- Gauze layered swabs (sheet), 3.5x7.0 cm S
- Band-Air plaster, 2x 12 cm 6
- Disposable sterile injection syringe, 10 ml, with injection needle 2
0.8x40 mm
- Disposable sterile injection syringe, 20 ml, with injection needle 1
0.8x40 mm
20
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Description

12Ending Kit No. 1

1

1

Latex exam gloves, powder-free, size S
Gauze swabs (balls), dia. 300 mm
Gauze layered swabs (sheet), 3.5x7.0 cm
Band-Air plaster, 2x12 cm

Elastic bandage, 8.0 cm x 2.0 m

12 Disposable Sterile Dialysis Kit MEDISPO-M - Kit No.2

1 21 Starting Kit No.2

r -

j -

Eatex exam gloves, powder-free, size S
Adsorbing, 40x60 cm

Gauze swabs (balls), dia. 300 mm
Gauze layered swabs (sheet), 3.5x7.0 cm
Band-Air plaster, 2x 12 cm

Disposable sterile injection syringe, 20 ml, yvith injection needle

0.8x40 mm

2.2 Ending Kit No.2

Latex exam gloves, powder-free, size S
Gauze swabs (balls), dia. 300 mm
Gauze layered swabs (sheet), 3.5x7.0 cm

Elastic bandage, 8.0 cm x 2.0 m

3. Disposable Sterile Dialysis Kit MEDISPO-M - Kit No.3

3.1 Starting Kit No.3

- Latex exam gloves, powder-free, size S

- Adsorbing sheet, 40x60 cm

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

Q-ty, pcs.

1 pair

1 pair
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Description
Gauze swabs (balls), dia. 30-40 mm
Gauze layered swabs (sheet), 3.5x7.0 cm
Band-Air plaster ,2x12 cm

Disposable sterile injection syringe, 20 ml, with needle injection
0.8x40 mm

1 32Ending Kit 3

Latex exam gloves, powder-free, size S
Gauze swabs (balls), dia. 30-40 mm
Gauze layered swabs (sheet), 3.5x7.0 cm
Band-Air plaster, 2x 12 cm

Elastic bandage, 8.0 cm x 2.0 m

4. Disposable Sterile Dialysis Kit MEDISPO-M - Kit No. 4

4.1 Starting Kit No.4

Adsorbing sheet, 40x60 cm

Gauze swabs (balls), dia. 30-40 mm
Gauze layered swabs (sheet), 3.5x7.0 cm
Band-Air plaster, 2x12 cm

Disposable sterile injection syringe, 20 ml, with injection needle
0.8x40 mm

4.2 Ending Kit No.4

Gauze swabs (balls), dia. 30-40 mm
Gauze layered swabs (sheet), 3.5x7.0 cm

Elastic bandage, 8.0 cm x 2.0 m

5. Disposable Sterile Dialysis Kit MEDISPO-M - Kit No.5

5.1 Starting Kit No.5
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1 pair
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J Description Q-ty, pes.

1 - Adsorbing sheet, 40x60 cm 1
1 - Gauze swabs (balls), dia. 300 mm S e

1 - Gauze layered swabs (sheet), 3.5x7.0 cm S

ji - Band-Air plaster, 2x12 cm 6

jf ’5.2 Ending Kit No.5 1

|~ - Gauze swabs (balls), dia. 3070 mm S

- Gauze layered swabs (sheet), 3.5x7.0 cm S

- Elastic bandage, 8.0 cm x 2.0 m 2

6 Disposable Sterile Dialysis Kit MEDISPO-M - Kit No.6 1

6.1 Starting Kit No.6 1

- Adsorbing sheet, 40x60 cm 1

- Gauze swabs (balls), dia. 30-40 mm S

- Gauze layered swabs (sheet), 3.5x7.0 em S

- Band-Air plaster, 2x12 cm 6

6.2 Ending Kit No.6 1

- Gauze swabs (balls), dia. 300 mm S

- Elastie bandage, 8.0 em x 2.0 m 2

12 Packaging

Each syringe along with a needle is placed in a individual package, which is is
athermally bonded composite package made of soft PP film and medical crepe paper.

The product is placed in a tray, which is a thermally bonded composite package
made of hard PP film and a medical crepe paper tray cover. The tray is sealed.

25 pcs. trays are placed in a corrugated fireboard box (carton). Instructions for

use are also included in the carton.

23

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



13 Marking and Labelling

131 Marking and Labelling of Retail Packages

Each paper tray cover is labelled. The starting kits are labelled green, the

[Eding Kits are provided with red labels.

Each tray is labelled with the following information:

disigner's name, trade mark, and address;
manufacturer's name and address;

distributor's name, logo and address;

product description;

content of product;

indication "NON-TOXIC, PYROGEN-EREE";

indication "The gloves are made of natural rubber latex that may cause

allergic reaction";

reference No. (symbol applied as appropriate);

batch code (symbol applied as appropriate);

date of manufacture (symbol applied as appropriate);

indication "use by..." (symbol applied as appropriate);

indication "consult instructions for use" (symbol applied as appropriate);-

indication "Do not use if the package has been damaged" (symbol applied as

appropriate);

indication that the product is for single-use (symbol applied as appropriate);

indication "Sterilization using ethylene oxide" (symbol applied as

appropriate);

storage temperature range (symbol applied as appropriate);
disposal (symbol applied as appropriate);

conformity mark(symbol applied as appropriate);

CE marking; (symbol applied as appropriate);

registration certificate No.

the indication "open here".
24
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Symbols:

J

REF

LOT

wl~[

A

ITERI LEEO

OCI\

°A

Manufacturer

Reference No.

Batch code

Date of manufacture

Use by ...

Consult Instructions for use

Do not use if the package has been damaged

Do not re-use

Ethylene oxide sterilization

Storage temperature range

Special disposal

Conformity mark

CE marking

Open here
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13.2 Marking and Labelling of Shipping Packages

Every carton is labelled with the following information;

disigner's name, trade mark, and address;
manufacturer's name and address;

distributor's name, logo and address;

product description;

content of product;

indication "NON-TOXIC, PYROGEN-FREE";

indication "The gloves are made of natural rubber latex that may cause

allergic reaction™;

reference no. (symbol applied as appropriate);

batch code (symbol applied as appropriate);

date of manufacture (symbol applied as appropriate);

indication "use by..." (symbol applied as appropriate);

indication "Consult Instructions for Use" (symbol applied as appropriate);

indication "do not use if the package has been damaged" (symbol applied

as appropriate);

No. of trays per carton (symbol applied as appropriate);
indication that the product is for single-use (symbol applied as appropriate);

indication “sterilization using ethylene oxide" (symbol applied as

appropriate);

storage temperature range (symbol applied as appropriate);
transport temperature range (symbol applied as appropriate);
conformity mark (symbol applied as appropriate);

CE marking (symbol applied as appropriate);

registration certificate No.

26
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14 Operating Conditions

Directly before use or in case of transportation at freezing temperatures, leave
the product (without opening and/ or in transportation package) at room temperature
a least for 24 hours at +25 C or higher. Do not use if the sterile package (pouch bag)
has been damaged.

Temperature: (+10 - +25) £2°C

Humidity: from 45 to 80 %.

Atmospheric pressure: (84.0 - 106.7) kPa [(630-800) mm Hg.].

15 Transport Information
The packaged products can be transported by any closed means of
transportation in accordance with the appropriate shipping rules.

Transport conditions are as follows: at temperature (-30 - +30) +2 °C.

16 Storage Information

Throughout the shelf life, keep the products in original package in dry
ventilated rooms away from sunlight and atmospheric precipitation at temperature
(+5 - +25) +2°C and humidity max. 70% (from 45 to 70 %), 1 m away from heating
surfaces.

Keep the products away from sunlight and atmospheric precipitation, do not

expose to oil, gasoline, kerosene, or other similar substances.

17 Manufacturer's Warranty

17.1 The Manufacturer warrants that the products are in compliance with the
requirements of the standards and Manufacturer's documentation provided that the
prescribed transport, storage, and operation conditions are observed by the Customer.

17.2 The expiry date is 3 years from the date of manufacture (sterilization).

17.3 The Manufacturer shall not be held liable for any loss or damage caused

during the use of the products until their fault is established.

27
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17.4 The Manufacturer shall not be held liable for any loss or damage caused
[bythe re-use of the products.
17.5 The Manufacturer shall not be held liable for any loss or damage caused

[after the expiry date marked on the package.

18 Product Disposal Procedure.

Products, which had contact with blood and/or body fluids are to be discarded
land/or destroyed in accordance with SanPiN 2.1.7.2790-2010 class B.

Unused product (not having contact with blood and/or bodily fluids), including
those with expired shelf life, must be recycled and/or disposed of according SanPiN
2.1.7.2790-2010 in class A.

19 List of International Standards which the product meets

The medical device "Disposable Sterile Hemodialysis Kits (including Starting
Kit and Ending Kit) MEDISPO-M, different models" are in conformity with
international standards for products: EN 455-1:2000, EN 455-2:2000, EN 455-3:2006,
EN 11737-1:2006, EN 11737-2:2009, EN 11737-3:2004, EN 13726-1:2002, EN
13726-2:2002, EN 13726-3:2002, EN 13726-4:2002, EN 13726-6:2002, EN 13795-
1:2002, EN 14079:2003, EN 20594-1:1995 (1SO 594-1:1986), EN I1SO 11607-1:2006,
ENISO 14971:2000, EN 1SO 15223-1:2012, 1SO 11135-1:2007, ISO 11138-2:2006,
ISO 11607-1:2006, ISO 14155-1:2003.

20 Contacts

For any questions related to the quality of the medical device "Disposable
Sterile Hemodialysis Kits (including Starting Kit and Ending Kit) MEDISPO-M of
various models" manufactured by Shanghai HBM Healthcares, Inc., China, please
contact:

An authorized representative of the manufacturer on the territory of the
Russian Federation - Limited Liability Company Holding UNONA (LLC Holding

UNONA)
28
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28 Kirova / 43 Toledova St., lit. 3, office 3, the city of Yekaterinburg,
Sverdlovsk Region, 620028, Russia
Tel.: +7 (343) 270-75-00, Fax: +7 (343) 246-91-56.
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MepeBOA C KNTAWCKOTO M aHT/IMIACKOTO A3bIKOB Ha PYCCKWUR A3bIK

CEPTUPUKAT

/Norotun: KutaiickniA KOMATET COAEVICTBIASI Pa3BUTUIO MEXYHAPOAHOM Toprosn/

rralickuii KOMUTET COAENCTBUSA Pa3BUTUIO MEXAYHaPOAHOM Toproenu AensieTcss KuTalickoin mexxayHapoaHoM TOproBoi nanatoi
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MepeBOA C KNTANCKOTO U aHTNUACKOTO A3blKOB Ha PYCCKUI A3bIK

/Norotun KomuteTta/

Kntancknii KOMUTET COLENCTBUSA PasBUTUIO MeXAYHapoAHOW TOProBau
KnTalickaa mesiefyHapofHasa ToproBas nanarta

CEPTUNDOUKAT

Ne 173100B0/000188

HACTOALWNM CBUOETE/IbCTBYEM, YTO: neyatb «llaHxan In4bndm Xenckeapc, VHK.»
(Shanghai HBM Healthcares, Inc.) B npuiaraemom JOKYMEHTE sBnsietcst Noa/mMHHOM.

[TUCHEHaA nevars/ /Mevatb: Ceptdomkaums *

Kutaickuin komuteT
COAENCTBMS Pa3BUTUO
mMeXxayHapoaHoii Toprosn (5)/

KuTtalickuin KOMUTET COeNCTBMUSA
pPasBUTUO MeXAYHapOLHON TOProBAM

Mognuchb YrnosIHOMOYEHHOTo nmua: /nognunce/

YUaHb XyH
Jara: 12.10.2017
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MepeBOd C KNTAWCKOTO U aHTNIUMACKOTO A3bIKOB Ha PYCCKUI A3blK

110 GROUP

«LWaHxai 3uBnam Xenckeapc, VIHK.» Ten. 021-5135 2699 dakc: 021-5135 2600
(Shanghai HBM Healthcares, Inc.) dn. noyta: gaochen@HBMChina.com

Ne 902-904, Ne 255 Hbio NongeH bpunax, www.HBMChina.com
WaHxai, Kutaii, 201206.

*hkkhkhkhhhkhkhkhkhkhkkhkhkhhkhhhhhhhhhhkhkhkhkAArkrkrrrrkrrrrAAAAAAAAAAAAAAAAhkhkhkhkhkhkhhkhhhhhhhhiiiiix

YTBEPXAAKO

«LWanxan 3nubn3dm Xenckeapc, MIHK.» (Shanghai HBM Healthcares, Inc.)
3aKOHHbIN NpeacTaBuTeNb

CuHTmA lNao (Cynthia Gao) Nnognvce/

[aTa: 12 okTa6ps 2016 T.

/Meyatb: «LLlaHxain 3nubn3dm Xenckeapc, NHK.»/

HABOPBE1 AJ1A MPOBEAEHNA MPOLUEAYPE! ANANN3A CTEPU/IBHB1E
OAHOPA3OBbLIE MEDISPO-M
(BKNtouas Habop AN Hayana Npoueaypbl M HAabop AN 3aBepLLEHUS npoLueaypbl)

NHCTPYKUWNA MO NMPUMEHEHWNIO
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MepeBOA C KNTAWCKOTO U aHTNNIACKOTO A3bIKOB Ha PYCCKMWIA A3bIK

BBeaeHne

HacTtoswas MHCTpyKUmMa no npuMMeHeHUO noarotosneHa 12 oktsabps 2016
ANA NPefoCcTaBNeHUA CBEAEHUI B Lenax perucrpauum meguumMHCKOro usfenvs Ha
Tepputopun Poccuiickoin ®Pepepaumn. CBefeHus npeactaBfieHbl B 00beMme,
TpebyeMOM B COOTBeTCTBMM C [lpaBuiamu perucTpauum MeguuMHCKUX WU3LeNni

(noctaHoBneHwue MpasuTtensctea PP ot 27.12.2012 Ne 1416).
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MepeBOf C KUTAWCKOTO U aHT/IMIACKOTO A3bIKOB Ha PYCCKUIA A3bIK

OrnasneHue
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MepeBOA C KNTANCKOTO M @HTIMNCKOTO A3bIKOB Ha PYCCKUI A3bIK

- WNPUL, WUHBLEKUMOHHBLIA CTEPUNbHbLIA 0AHOPa3oBblid 20 M C WUINOW
NHbeKUNOHHOM 0,8x40 MM - 1 wrT.;

Habop Ne2 ans 3aBeplueHUs npoueaypsbl:

MepyaTky CMOTPOBbIE NaTEKCHbIe HEOMYAPEHHbIe, pasmep S - 1 napa;

TammnoHbl Mapnesble (Wwapukn), anametpom 30-40 mm - 5 Wwr,;

TaMMOHbI Map/eBble MHOTOC/OMHbIe (candeTku), 3,5x7,0 cm - 5WT.;

OWMHTbI 3n1acTUYHbIE, 8,0 cM X 2,0 M - 2 WIT.;
3 Habop Ne3:
Habop Ne3 ana Hayana npouenypsl:

nepyaTky CMOTPOBbIE laTEKCHbIE HEONYAPeHHbIe, pasmep S- 1 napa;

- cangetka snarosnutbiBatowas, 40x60 cm - 1 wr.;

- TaMMoOHbl Mapnesble (wapukn), d= 30—40 mm - 5 Wwr,;

- TamMnoOHbl MapneBble MHOroC/noWHble (cangeTtkun), 3,5x7,0 cm - 5 WwT,;

- (bukcupytowas nonocka (nnactbipb), 2x12 cm - 6 wWr.,

- WNPUL MHBEKUWOHHbLIA CTepubHbIA 0AHOPa30BblIA 20 M C WUINOW
MHbEKLMOHHOW 0,8x40 MM - 1wWT.;

Habop Ne3 ansa 3aBepLueHUs npoueaypsbl:

MepyaTky CMOTPOBbIE NAaTEKCHbIE HEOMYAPEHHbIe, pasmep S - 1 napa;

TaMMnoHbl Map/nieBble (WwWapuku), guametpom 30-40 Mm - 5 WT,;

TaMMoHbl MapneBble MHOFoCnolHble (candeTku), 3,5x7,0 cM - 5 WT,;

mkcupytowiaa nonocka (nnactolpb), 2x12 cm - 6 WT.,

OWMHTbI 3n1acTUYHbIE, 8,0 cM X 2,0 M- 2 WIT.;
4 Habop Ne4:
Habop Ne4 ana Hauyana npouegypsl:
- candertka snarosnurbiBatowias, 40x60 cm - 1 wrt,;
- TammnoHbl Mapnesble (Wwapukn), gnametpom 30-40 mm - 5 WT,;
- TamnoHbl Map/fieBble MHOrOCNOWMHbIe (candgeTtkn), 3,5x7,0 cM - 5 WwrT,;

mkcmpyrowas nosocka (naacTelpb), 2x12 cM - 6 WT..
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[epeBopg c KWTaMCKOro M aHrMMACKOro S3blKOB Ha pyCCKI/II‘/JI A3bIK

- WNPUL WHBLEKUMOHHBLIA CTepUbHbIA 0AHOPa3oBblA 20 M C WUINOW
NHbeKUNOHHOM 0,8x40 MM - 1T,

Habop Ne4 ans 3aBepLueHUs Npoueaypbl:

- TaMnoHbl Mapnesble (Wwapukn), gnametpom 30-40 MM - 5 WT,;

- TamnoHbl MapnesBble MHOTOC/NOWHbIe (candgeTtkun), 3,5x7,0 cM - 5 wWwT,;

- OWUHTbI 3nacTUYHbIE, 8,0 cM X 2,0 M - 2 WIT.;

5 Habop Ne5:
Habop Ne5 ana Havana npouesypbi:

candertka BnarosnuTbiBatowlasd, 40x60 cm - 1 wr.;

TaMMnoHbl MapneBble (Wwapuku), anametpom 30-40 mm - 5 WwT,;

TaMMOHbl Map/fieBble MHOrocnoliHble (candeTtku), 3,5x7,0 cM - 5 wWT.;

mkcupytowasa nosocka (nnactelpb), 2x12 ¢cm - 6 WT..
Habop Ne5 ans 3aBepLueHUs npoueaypsbl:
- TammnoHbl mapnesble (Wwapukn), guametpom 30-40 mm - 5 WT,;
- TaMMOHbI MapfeBble MHOrocnoliHble (cangeTkn), 3,5x7,0 cm - 5 WT,;
- OWHTbI 3n1acTUYHbIE, 8,0 cM X 2,0 M - 2 WIT.;
6 Habop Ne6:
Habop Ne6 ana Havana npoueaypsbl:

candertka snarosnuTbiBatowas, 40x60 cm - 1 wr.;

TaMMnoHbl Map/eBble (Lwapuku), guametpom 30-40 mm - 5 WwT,;

TaMMoHbl Map/fieBble MHOToc/oliHble (candeTtku), 3,5x7,0 cm - 5 WT.;

(hmKcupytoLwasa nosocka (nnacTbipb), 2x12 cm - 6 Wr..
Habop Ne6 an1a 3aBepLueHUs npoueaypsbl:
- TammnoHbl Mapnesble (wapukun), gnametpom 30-40 Mm - 5 Wwr,;

- OWHTBI 3nacTnyHbIe, 8,0 cM X 2,0 M - 2 LWT.
2 CBefleHNns 0 pa3paboTumke MeANLMHCKOTo 13aenms
«3Nubn3dM Mpyn. NHK.»

Kopnopauws, 98-02 218 ctput, KynHc Bunamgx, Hoto-Mopk 11429, CLUA
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MepeBoj C KATACKOFO M aHIINIACKOTO S3bIKOB Ha PYCCKMNiA A3bIK

Ten.: 1-718-776 6666, dakc: 1-718-776 4666

E-mail: hbmusa@medispo.us

3 CBefieHMsa 0 Npon3BoAUTENe U MecTe NPOU3BOACTBA MEAULMHCKOTO U3Lenus.
«LWaHxan 3nubndm Xenckeapc, VIHK.»
902-904, Neo. 255, Hbto MNonageH bpuax Poya, LWanxain 201206, Kutai
Ten.: 021-5135 2699, Pakc: 021-5135 2600,

E-mail: gaochen@HBMChina.com, www.HBMChina.com

4 Ha3HayeHne MeANLNHCKOTo n3aenmsa, ycTaHoB/NEHHOe NPOU3BOANTENEM

Habopbl Ans nposeaeHWUs npouenypbl Auvanni3a CTepPU/bHble 04HOPa30Bble
MEDISPO-M (Bkntouyass Habop ANns Havana npoueaypbl M Habop Ans 3aBepLUeHUN
npoueaypbl) B BapuaHTax WCNONHeHWs (fanee - Habopbl), NpeAHasHayeHbl AN
MCMO/b30BaHUA KBaMMULMPOBAHHLIM MEAULMHCKUM MepcoHas oM npu nposefeHnn
npoueaypbl AguvanvMsa B CNeumanmMsvpoBaHHbIX AMaNU3HbIX LeHTpax Wanm apyrux

MEAULIMHCKUX YUPEXKAEHUSAX.

5 Ycnosua NnpuMeHeHus
Habopbl MpUMeHATCA B Creunann3npoBaHHbIX AWANU3HbIX LEHTpax Wau

ApYyrnx MeEANUNHCKUX YYpexXgeHnAaX.

6 MepeyeHb MOKaszaHWA K MNPUMEHEHMIO, MPOTMBOMOKA3aHWUA, BO3MOXHbIX
MOBGOYHbIX AENCTBUI

6.1 MokasaHMa K NPUMEHEHNIO

Habopbl  npefHa3HayeHbl AN UCMONb30BaHUA  KBaIM(PULUPOBAHHbIM
MEANUMHCKUM  MNEepcoHanoM  Npu  MNPOBedeHMW  npouedypbl  Auvanvsa B
CNeunanmsmpoBaHHbIX  AWANU3HBIX  LEHTpax WA gpyrux  MeguuUHCKUX
yupexxaeHusax.

6.2 NMpoTnuBonokKasaHNA K NPUMeHEHUO, BO3MOXKHbIE no6oyHble ,Cl,GI7ICTBI/IF|
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MepeBOA C KNTAWCKOTO MU aHT/IMIACKOTO AI3bIKOB Ha PYCCKUI A3bIK

NHaneuayanbHas HENepeHoCMMOCTb  WAW  anneprnyeckne  peakunmm Ha
HaTypaﬂbelﬁ NlaTeKC, N3 KOTOPOro WM3roToB/iEHbl BXOoAALIME B Ha60pbl nepyarkun

CMOTpPOBbIE NaTEKCHbIE HEOMYAPEHHLIE.

7 OnncaHune, napameTpbl U XapakKTepUCTUKN MeANLUHCKOro U3aenms

7.1 CocTaB

Habopbl ncnonb3yTca Npu npoueaype Avannsa - MeToAa O4YULLEHMS KPOBM
BHeMNo4Ye4yHbIM cnocobom. Bce nagenus, sxoasuwme B Habop - ofiHopa3oBble. Habopbl
cTepunbHble. Habopbl MomorakdT KOMMJIEKCHO MNOAOWTM K Mpouedype [Auannsa,
06/1erymB Tem cambIM TPYA MeAULMHCKOIo rnepcoHana.

OcHOBHas npuynHa Ans pas3paboTKM U NPon3BOACTBA HABOPOB - 3KOHOMMUSA
BPEMEHM KBaNMMOUUMPOBAHHOIO MEeAULMHCKOro rnepcoHana To, Y4Tobbl cobpaTb BCe
n3nenns, KOTopble HeobXoAMMbl [ANnd MpoBeAeHUs npouedypbl Ananuia. Bce
HeobXo4MMble N3[eNnNA YNakoBbIBAlOTCA BMECTE B OAWH CTEPUSIbHbIA repMEeTUYHBbINA
NnoToK. HeT Heo6X0AMMOCTM YNakOBKM  KaXAoro u3genusa  OTAenbHo  (3a
NCKMIOYEHNEM AOMNOMHUTENIbHON WHAMBUAYANbHOW YNakKoOBKW wWINpULA), TaKuM
obpa3om, 3TO MNO3BONSET CIKOHOMWUTb YMNAaKOBOYHbLIA MaTepuan W COKpaTUTb
KONMYeCTBO OTXOA0B.

B 3aBMCMMOCTM OT BapuaHTa WCMNOMHEHWS B COCTaB Habopa [Ana Havana
npoueaypbl U B cocTaB Habopa Ansi OKOHYaHMA npouedypbl BXOAAT MeAULMHCKUE

n3enuns B COOTBETCTBUN C Tabnuuen 1.
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MepeBOA C KNTAWCKOTO M aHTNUACKOTO Si3bIKOB Ha PYCCKUI A3blK
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MepeBOA C KNTAWCKOTO U aHTNUACKOTO Si3bIKOB Ha PYCCKUI A3bIK

7.2 OnucaHune 1 yHKUUK

Ha6opsb! (puc. 1) obecneymBaloT NOJHYHO 3aWMTY, KOrha KBaiM@uUuMpPoBaHHbIN
MEeAVLMHCKUIA nepcoHan (Bpay WAM MeAuLMHCKas CcecTpa) MNpOoBOAAT JleveHue
AVannU3HOro naumneHTa.

MepyaTKM CMOTPOBbIE NlAaTEKCHble HeonyApeHHble, pasmep S obecrneymBaroT
3alWNTY KOXM OT COMPUKOCHOBEHMI npu paboTe Bpaya/MefCecTpbl C MauneHTOM
(puc. 2).

CaneTka BnarosnutbiBatolias, 40Xx60 cmM BNUTbIBaeT M30bITOK XULKOCTU UK
KpoBb (puc. 3).

TamnoHbl mapnesble (wapukun), gunametpom 3070 MM yAanawT JULWHIOK
XWAKOCTb BO BpeMsA npoueaypbl Avanv3a B MecTe BBeAEHUA (UCTYNbHOW WI/bl
(puc. 4).

TaMnoHbl Map/neBble MHOrocnoiHbole (candetkn), 3,5x7,0 cm (candertka
map/sieBas) o4MwaoT 06/1aCTb UHBHEKLMUM U BNUTLIBAIOT KPOBb MOC/E UHBEKLMN.

dukcupyrowas nonocka (Naactoipb), 2x12 cMm npuMeHseTcA Ans ukcauum
(PMCTYNbHOW WUINbI.

LLINpUL, WHBLEKUWOHHLIA CTEPUNbHBLIA  OfHOpasoBbli 10 MA  C  MIrou
WHbEKUMOHHON 0,8x40 MM ¥ WINPUL, MHBEKUWNOHHbIA CTepWUSIbHbIA O4HOPa30BbIN
20 MN C UTNOWA MHBEKLMOHHON 0,8x40 MM (LWNpuUbl) NPUMEHAOTCA AN UHBEKLMIA.

BUHT anacTnuHblin, 8,0 cm X 2,0 M 3aKpbIBaeT 06/1acTb BBEAEHUSS (DUCTY/bHOW

UMbl UMM MHBEKLUM MOCNe 3aBepLUeHNs npoueaypbl.

12
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MepeBOA C KNTANCKOTO M aHTIMACKOTO S3bIKOB Ha PYCCKUIW A3blK

PucyHok 1 - Ha6opbl Ans npoBefeHUs Npoleaypbl Anannia cCTepuibHble 0A4HOPA30BbIe

MEDISPO-M BynakoBKe

PUCYyHOK 2 - MepyaTKN CMOTPOBbIE NAaTEKCHbIE HEONMYAPEHHbIEe, pasmep S

PucyHok 3 - CanteTka BnaropnuTbiBatowana, 40x60 cm

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MepeBOA C KNTAWCKOINO U aHTNUINCKOTO 13bIKOB Ha PYCCKUI A3bIK

PucyHok 4 - TamnoHbl Mmapnesble (Wapukn), aguameT pom 30-40 mMm

PrncyHok 5 - TcwnoHbl MapneBble MHOTocnoHble (cangeTkn), 3,5x7,0 cm

PrncyHok 6 - ® ukcupytouwaa nonocka (nnacTbipb), 2x12 cm

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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[NepeBop C KUTaMCKOro M aHrMMNCKOro A3bIKOB Ha pyCCKMﬁ A3bIK

PrncyHok 7- WU Npuy MHLEKLMNOHHbIN CTEPUNbHbLIA OAHOPa30Bblii 10 MM C UTNOA MHBEKLMUOHHONM
0,8x40 mm,

Ll npvy MHBEKLNOHHbIA CTEPUNbHbLI 0OQHOPA30BbIA 20 M1 C UTNON MHBEKLMOHHBLIA 0,8X40 MM

PUCYHOK 8 - BUHT bl 31aCTUUHbIE, 8,0 cM X 2,0 M
1. b MapameTpbl N XapaKTEPUCTUKM
FabapuTHbIE pasmepbl:
e Habop And Havana npouedypbl - 271 x 217 x 25 MM, AOMNYCKaemoe
OTK/IOHEHUE £ 5MM;
* Habop Ans 3aBeplueHus npoueaypbl -231 x 217 x 25 MM, gonyckaemoe
OTK/IOHEHWE *+ SMM.
Macca:
* Habop Ans Hayana npoueaypsi:
0 Habop Ne 1- (92x5)r;
0 HabopNe2- (74+5)r;

15
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MepeBOA C KNTAWCKOTO U aHT/IMIACKOTO A3bIKOB Ha PYCCKUW A3bIK

0 Habop Ne 3- (74+5);
0 Habop Ne4- (62+5)r;
0 Habop Ne 5- (48x5)r;
0 Habop Ne 6- (48x5)r;

Habop 4/ 3aBepLUeHUs NpoLesypbi:
0 Habop Ne 1- (58 +£5)r;
0 Habop Ne2- (58 5)r;
0 Habop Ne 3- (58 5)r;
0 Habop Ned- (42£5)r;
0 Habop Ne 5- (42£5)r;
0 Habop Ne 6- (42£5)r;

MNapameTpbl

N XapaKTepuUCTUKN U3AeNUii,

npuBeAeHbl B Tabnuue 2.

Tabnuua 2 - MapameTpbl U XapaKTEPUCTUKK U3aennii, BXOASLLMX B COCTaB Habopa

Ne
HanmeHoBaHue

n/n

1 [lepyatku

CMOTpPOBbIe
NaTeKcHbIe
HeonyapeHHbIe.
pasmep S

D>

[NapamMeTpbl N XapaKTepUCTUKN

MepyaTKy NATUNasble, GECLLIOBHBbIE.
MoBepXxHOCTb rnadkas, 6e3
onyapueaHns. MaHyeTa nepyaTku

3aKaTaHa B BeHUMK. Paswmep S.
Pasmepbl:

- LUMPUHA B LieHTPE NafloHN -
(80 = 10) mm;

- [IMHa - He MeHee 220 MM.
TonuwmHa - He meHee 0,08 Mm.
TonuwpHa (TOYHO B LEHTpPe N1afioHN) -
He 6oniee 0,22 MM.

[NepyaTkn repmMeTnYHbIe.

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

Martepuan

HaTtypanbHbiii
Kayu4yKOBbIiA naTekc
BbICOKO
aMMOHW3MPOBaHHbI
(Natural Rubber Latex
60% D.R.C. H.A.) obLee
cofiepXkaHue CYXMX
BeLLLeCTB He MeHee 61,5%,
cofiepXaHwve Cyxoro
Kaydyyka He MeHee 60%,
cofepXXaHve aMmmaka (Ha
o6wwmin Bec) 0,70+0,05%,
KOJ/INYECTBO NeTyumnx
YVPHbIX KWCNOT He 6osee
0.05 (VFA), yaenbHbiii
Bec npu 25°C He MeHee

0.94

BXOASWMX B COCTaB Habopos,

Pucy-

HOK
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MepeBOA C KATAWCKOTO M aHFNNNCKOTO A3bIKOB Ha PYCCKUI A3bIK

Ne Pucy-
HanmeHoBaHue MapameTpbl N XapaKTEPUCTUKN Martepuan
n/n HOK
XapaKTepUCTUKN PaCTAXKEHUS: MapKa Huangchunfa
npoun3BoanTESb

- ycunne npu pas3pbiee A0
y b1 pasp A Chinalight Rubber

YCKOPEHHOro CcTapeHusi - He MeHee 7,0 H; (Thailand)  Co.  Lid.
- YANMHEHWe Npy paspbiBe 10 [TavnaHy
YCKOPEHHOI0 CTapeHNs - He MeHee
650%0;
- yCWUnune npu paspbIBe nocne
YCKOPEHHOr 0 CTapeHusi - He MeHee 6,0 H;
- YO/MHEHME NPK pa3pbiBe Nocne

YCKOPEHHOro CTapeHpbl - HE MEHEE

500%
Candpetka Pasmep (4/MHa X LUMPUHA) - 40 X 60 cM, HeTkaHHbii matepvan -
CNaH6oH[, 100%
Bnaro- [lONyCTMOE OTK/IOHEHWe * 2 CM.
NoNnNpPONnIeH,
BOUTLIBAIOLLAA,  MpnoTHOCTL - (110 + 10) r/M™, MoTHOCT  (20°C) -
40x60 cm BnuTbiBaHMe - He MeHee 200 /M . 0.9 riew3 uger  Genbid

(otéenen ClI  77891)
CKOpOCTb BNUTbIBaHMS - He 6onee 10 Mapka Jin Gang

CeK. npoun3BoauTeNb
Jiangyin Jin Gang Non-

woven Cloth Co., Itd.
- MPOYHOCTb Ha Pa3pbiB B CyXOM U BO  kyraii

['POYHOCTHbLIE XapaKTepPUCTUKMN:

B/122KHOM COCTOAHUK B NMPOAO/IbHOM U + M3 (nonnatuneH)

MOMepeyHoOM Harpas/ieHnn - He MeHee  Mapka Shengfeng,
OKpaLLeHHbIA FoTy6bIM
20H Kpacutenem Cl 74160.
MpovssoguTenb Shanghai
Shengfeng Industrial

Fabric Co., Ltd. /Kutaii

+bymara v3 gpeBecHol
Macchl 0T6esieHHas
MepeKUCbIO BOAOPOLa
Mapka Henglin,

npounssoguTenb Shandong
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MepeBOf C KNTAMCKOTO M aHTIMIACKOTO S3bIKOB Ha PYCCKUM A3bIK

No Pucy-
HanmeHoBaHUue MapaMeTpbl U XapaKTepucTuku MaTepuan
n/n HOK

Henglin Meilian /Kutai

TammMoHb! 3roTaB/MBaOTCA M3 OTHE/EHHOM Xnornok  100%  (100%
cotton) npov3BoauTeSb
Map/ieBble Map/n.
Xinjiang Production
(LIJapVIKI/I), ,ﬂ,I/IaMETp (d) - (30 - 40) MM. &Construction Corps
—_— N Y]
d=3070 MM Pasmepbl B pas/ioXKeHHOM BUge (fmHa x  /KuTan

LUMpUHA) - 25x25 cm, Jonyckaemoe
OTK/IOHEeHKe £ 5cm.
Pa3pblBHas Harpyska map/nu:

- N0 OCHOBe - He MeHee 78,0 H;

- MO YTKY - He MeHee 34,0 H.
MoBepXHOCTHasA MIOTHOCTb Map/iv - He
MeHee 36 /M , 1oNyCKaemoe OTK/IOHEeHWS
He 6onee MUHYC 5%.

MNoCoBbIE AOMNYCKAEMbIE OTK/IOHEHMS M0

yncny HTen Ha 10 cm:
- 10 OCHOBe - MUHYC 2%);
- N0 YTKY - MUHYC 3%.
lMntocoBble gonycKaemble OTKI0HEHUS MO

I'IOBQpXHOCTHOVI MAOTHOCTN HE

OrpaHN4YnBatoTCS.
DUBNKO-XUMNYECKME MOKa3aTENN:

- peakuust BOAHOW BbITSXKKU -
HenTpanbHas;

CMaunBaeMocCTb - He 6onee 10 c;

KanunisapHocTb - He MeHee 10 cm/y;

BnaXHocTb - (5,0 - 8,5)%;

30/1bHOCTb - He 6onee 0,3%;

6enn3Ha - He MeHee 80%:;

18
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MepeBOJ C KNTANCKOTO M aHTTMACKOTO S13bIKOB Ha PYCCKUI A3bIK

No Pucy-
HanveHoBaHue [MapameTpbl N XapaKTepucTuKm Martepuan
n/n HOK

- CTeneHb YCTOMYMBOCTU BENN3HBI

He 6onee 10%

TamMnoHsbI 13rotaBnmBatoTCs 13 OTOENEHHOM Xnorok  100%  (100%
cotton) Npov3BoANTE b
Map/eBble Map/n.

. Xinjiang Production
MHOTOCTIOVHBIE  pasmepbl B crioeHHOM BUAE (AMMHA X gconsiruction Corps
(cancpeTkn), LMpUHa) - 3,5X7,0 CM, fONYCTUMOE IKvrai
3,5%7,0 CM OTK/IOHeHue + 0,2 cM.

Pasmepb! B pa3noXKeHHOM Buae (41mHa X
LnpuHa) - 7,0x28,0 cMm, fonyckaemoe
OTK/IOHEHWe + 0,2 CMm.
Pa3pblBHas Harpyska mapnu;

- N0 OCHOBe - He MeHee 78,0 H;

- MO YTKY - He MeHee 34,0 H.
MoBepXHOCTHasA MIOTHOCTb Map/iv - He

MeHee 36 /M , 1oNyCKaemMoe OTK/IOHEeHWS

He 6onee MnHyC 5%.

MNoCoBbIE AONYCKAEMbIE OTK/NOHEHMS MO
MNOBEPXHOCTHOW MIOTHOCTM He

OrpaHMuMBatoTCS.
PU3MKO-XMMUYECKIME MOKa3aTeNn:

- peakumsi BOAHOW BbITSXKKU -
HenTpanbHas;

CMaumBaeMocTb - He 6onee 10 c;

KanunnspHOCTb - He MeHee 10 cMm/uy;

BNaXXHOCTb - (5,0 - 8,5)%;

30/1bHOCTb - He 6onee 0,3%;

6enn3Ha - He meHee 80%:

CTeneHb YCTOMUYMBOCTI BEN3HBI -

19
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n/n

MepeBOA C KUTAWCKOTO M aHTIMIMACKOTO A3bIKOB HAa PYCCKUIA A3bIK

HavmeHoBaHue

dukeupyroLas
ronocka
(nnacTbipb),
2x12 cm

Lnpwy,
NHBEKLNOHHBII
CTEPUNbHbIIA
0/[lHOPa30BbIi
10 mn ¢ nrnoi
NHBEKLMOHHOM

0,8x40 mm

MapameTpbl N XapaKTepUeTUKH

He 6onee 10%

Pasmep (LUMpUHa X AIMHA) -2X 12 cm,
[l0MyCKaemoe OTK/I0OHeHKe + 0,2 cwm.

Be3 pe3koro 3anaxa.

BHeLLHMe AeeKTbl OTCYTCTBYIOT.

LLBeT MnKoro ¢nos - 6ecuUBETHbIN UK
Genblia.

Hannuve aHTUagre3MoHHOro NoKpbITHS.

ConpoTvBEHVe OTCNaMBaHUIO IUMKOr0
cnos - (25 - 200) H/wm.

LLInpwny, cCOOTBETCTBYET TPebOBaHMAM
ISO 7886-1:1993 «LLnpuubl
NHBLEKLMOHHBIE OJHOKPATHOIO

NPUMEHEHUA CTEpPUbHbIE - YacTb 1-

LLINpULb! ANS pyYHOrO UCMONb30BaHMS.

HoMunHasibHas BMeCTUMOCTb - 10 M.

LLINpu1L, MeeT coeiIMHEHME TuNa «1yep-
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Martepuan

M3 (nonuatuneH) mapka
Shengfeng, uBeT 6Genbiin -
nosTynpo3spayHas

MMKPOMepdoprpoBaHHas
MONMITUIEHOBASA TJIEHKA,
npoussoauTesb  Shanghai
Shengfeng Industrial
Fabric Co., Ltd. / Kuraii

(ocHoBa MnacTbIPs)

+ bymara MegvUMHCKas
aHTMaAresvoHHas
KpenupoBaHHasi MapKa
Xinfeng, npoussoguTenb
Wenzhou Xinfeng
Composite Materials Co.,

Ltd. /Kutan (3awmTHoe

MOKPbITE)
+ MonvakpunaTHbINi
rMNOasINIEPreHHbIn  Krel

(aTnn-a-umaHakpunara

80%, 6yTunakpunar 8,5%
N cynbonaHMeTakpuiaT
11,5%) wmapka Zhejiang
npoussoautenb  Zhejiang
Satellite Petro Chemical

Co. Ltd/KuTain (kneeBoii

cnoii)

MonnnponuneH (PP)
MapKa R3260T,
6ecLBETHb I (unuHap,
LUTOK,  MOPLLEHb,  YMop
LLITOKa, HaKOHEYHVIK)
Npou3BoanTeENb Hongji
Petrochemical Co.

Itd./KuTai

+ PesvHa (YnnoTHUTENb)

Pucy-

HOK
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MepeBOJ C KNTACKOTO M aHTIMIACKOTO S13bIKOB Ha PYCCKUI A3bIK

Ne

HanmeHoBaHue

n/n

LWnpwuy,
CTEPUNbHBIIA
0/[1HOPAa30BbLIN

20 Mn c urnom

0,8x40 mm

MapameTpbl U XapaKTepUCTUKU

JTOK» KOHYCHOCTbHO 6%.

rna MHbEKUMOHHAA COOTBETCTBYET
TpeboBaHUAM 1SO 7864:1993 «Urnbl
MHBEKLMOHHbIE OfHOKPATHOrO
MPUMEHEHNS CTEPUITBHBIEY.

Mrna nHbekymoHHas - 0,8x40 mMm
(210x1 12"

LLInpuL, ¢ nrnoi ynakosaHbl B
VHAVBUAYATbHYHO YNaKOBKY.
LLINpuL, cOOTBETCTBYET TpeboBaHMAM
ISO 7886-1:1993 «LLUnpuupl
MHBEKLMOHHbIE OLHOKPATHOrO

NPUMeHeHUs CTepu/bHble - HacTb 1-

LLINpULb! ANs pyYHOro UCMOMb30BaHUN.

LLInpwuL, nmeeT coegnHeHWe Tuna «nyep-
JTOK» KOHYCHOCTbHO 6%.

HomunHanbHaa BMeCTUMOCTb - 20 M.
MIrna nHbLeKUMOHHaA COOTBETCTBYET
Tpe6oBaHUAM 1SO 7864:1993 «Mrnbl
NHBLEKLMOHHbIE OHOKPATHOIro
NMPUMEHEHUA CTEPUbHBIEY.

Mrna nHbekymoHHasa - 0,8x40 mMm
(210x1 ¥»").

LLInpw1y, ¢ nrnow ynakoBaHbl B

VHANBUAYANbHYHO YNAKOBKY.
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Martepunan

Mapka JL npov3BoauTenb
Changzhou Jinlin /KuTaii

+ lMonuanmeTncUIoKcaH
(Polydimethylsiloxane)
CAS:9006-65-9
mapka WH npoussoguTeb

(cvaska)

Changzhou Jinlin Medical
Device Co., Ltd. /Kuraii

+ Kpacutenb yepHbin Cl
77266 (LLKarna)

+ Hepxaselowaa crasb

(Stainless  Steel) mapka
ICrI8NIi9Ti (vrna)
npoussoautens  Zhejiang

Oujian Medical Apparatus
Co.,Ltd. /KuTaii

+ Kpacutens - uBer
3eneHblii 2,504/8 (ronoBka
U Nbl) MPOV3BOANTESb
Shanghai Yunzhu
Chemical Co., Ltd./Kuali
+ Kneit Y& mapka HT3311
- LiaHOaKpWIaTHbIA Krel,
OeCUBETHbIA,  MIOTHOCTb
npy 25°C 1,08 r/em3
Yantai

Co.,

MpoV3BOANTE b
Hightite
Ltd./KuTaii

Chemical

WHoveuayansHas
yrakoBka  LUMNPUUEB  C
urnamm:
TePMOCKpensieHHast
KOMOMHMPOBaHHasA
yraKoBKa: MneHka
MOMMNPONIEHOBasA
MSArkasi, npo3paYHass MapKa
Zshine
+ bymara wmeguUMHCKas

KpernvpoBaHHast MapKa

Pucy-

HOK
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MepeBOA C KATANCKOTO M @aHITNMUACKOTO A3bIKOB HA PYCCKUN A3bIK

No Pucy-
HanmeHoBaHue MapameTpbl M XapakKTepucTuku Martepuan
n/n HOK
Zshine, npoun3BoauTeNb
Hangzhou Zshine Medical
packing co., LTD./KuTaii
+Kpacutenn (MapKUpoBKa)

UepHbIi Pantone Black C

BUHTI Pa3mep (LUMpUHA X AnnHA) - (8,0 £0,2)  MaCTU4HAA TkaHb,
COCTaB - XJ10MoK 75%
ANaCTUYHbIE, cm X (2,0 £ 0,1) m. lnmHa yKa3aHa B
mapka Chengfeng
80cmx 20M  pactsHyTOM BUge. + cnanzeKe 25% vapka
MoBepPXHOCTHAs MAOTHOCTb - Qianxi npov3soavTeNs
Zhang)iagang
+
(755)r/ml Henlongxiang Co.,
PacTsXMMOCTb - He MeHee 50 %. Itd./KuTaii

MpPOYHOCTb NPU PaspbiBe - He MeHee
59,0 H.

Pa3pbIBHOE Y/IMHEHME - HE MeHee

3Ha4YeHNA PacTAXNMOCTHN.

Habopbl He TOKCUYHbI, CTEPUSIbHbI, anNPOrEHHbI.

Kaxablid Wwnpuy, ¢ Urnon ynoxeH B MHAMBMAYANbHYH YNakoBKY. YNaKoBKa
repmeTuYHa.

Kaxabli Habop ynoxeH B /I0TOK. TepMOCKpenneHHas KOMOWHMpOBaHHas
ynakoBka: neHka MNBX >»ecTkad, npo3payHas mapka Zshine +

Bymara wmeguMuuHCcKaa KpenuposBaHHas Mapka Zshine, npounssoauTesnb
Hangzhou Zshine Medical packing co., TTB./Kutaini+ Kpacutenu (MapKupoBka);

KpacHbiin - Pantone Red 032C, 3eneHblin - Pantone Green C. JloTokK
repmMeTuYeH.

7.4 Habopbl ABNAKTCA 04HOPA30BbIMUK CTEPUNbHBLIMN.

A Cnoco6 CTepunu3aLum - OKCUAOM 3TU/IEHA.

8 YKaszaHus Mo NPUMeHEHUIO

8.1 O6unune nNonoxeHus
22
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[NepeBop KUTaMCKOro M aHrMMMUCKOro S3blKOB Ha pyCCKMIZ A3bIK

Mepep paboToit ¢ HAGOPOM 03HAKOMbTECH C UHCTPYKLMENA MO NPUMEHEHNIO.

Habop npefHasHayeH  Ans MCNoJIb30BaHNA KBaM(OULMPOBAHHbLIM
MeAULMHCKAM MepcoHanom (Bpay u/vnm MenLNHCKas CecTpa).

8.2 TpeboBaHUsA 6€30MacHOCTM

Habop npefgHasHayeH AN OAHOKPATHOro MCMNofb3oBaHMA. He ponyckaeTcs
MOBTOPHOE NCMNOJIb30BaHWe!

He ncnosb3oBaTh, eCnn CTepusibHaa ynakoska (JI0TOK) NOBpeXxaeHa.

He ncrnonb3oBaTb MNOCAe UCTEYEHMA CPOKa FOAHOCTMN.

BCKpblTMe  CTepuNbHOM  ymakoBKM  (f10TKa)  Habopa  MPOM3BOAWUTH
HenocCpeACTBEHHO Mepes NPUMeHeHUeM.

Mpy ncnonb3oBaHUM Habopa 06s3aTenbHO COo6/Mt0AAaTL MpaBuia acenTUKM wu

dHTUCENTUKN B YCNOBUAX MEAULUNHCKOTO y4YpexXaeHuns.

9 OnwucaHue npuMHUKMNa paboThbl

9.1 OTKpbITb 3anevyaTaHHbIn NOTOK COrMacHO 3HakKy.

9.2 TMON0XUTb Ha MecTo paboTbl canteTKy B/aroBrnUTbIBAOLLY!HO.

9.3 HageTb nepyaTtkum.

9.4 3akpenuTb C MOMOLLbIO MNACTbIPA BBEAEHHYO (DUCTYNIbHYIO UTY.

9.5 Hauatb ananus.

9.6 BBECTU MHBEKLMIO NIEKAPCTBEHHOrO Npenaparta ¢ NOMOLLbIO LWNPULa, ecnu
9TO Ha3HAYeHO NauMeHTy.

9.7 MNocne 3aBeplleHWs npoueasypbl Avann3a 3akpblTb 06/1acTV BBEAEHUSA
(PUCTYNbHBLIX U N/ 061aCTU NHBEKLUN BUHTaMMN.

9.8 Mcnonb3oBaTb TamMnoOHbl Map/fieBble (Wapuku), caneTku Mapnesble A1
BMUTbIBAHUA WM YAANeHUS BCEX HEHYXHbIX >XWUAKOCTeW, 06paboTKM obnacTen
NHBEKL M.

9.9 Cobpartb BblLenepeyncneHHble N3genns n yTUan3vpoBarts.

10 TexHMYecKoe 06CNYyKMBaHWE, TEKYLLNIA PEMOHT
TexXHUUYECKOe 06CNMYXKMBaHME HE NPeAYCMOTPEHO. He peMOHTONPUro/HO.
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MepeBOS C KNTANCKOTO Y aHTNNACKOTO A3bIKOB Ha PYCCKUI A3blK

11 KOMMMEKTHOCTb

11.1 KomMnnekT NoCTaBKN COCTOUT U3:

- JI0TKa C Y/I0O)KEHHbIM BHYTPb HAboOpOM - 25 WIT.;

- WHCTPYKLWA MO NpUMEHeHnto - 1 wT.;

- KapTOHHas Kopobka - 1 wr.

11.2 CocTaB Habopa, YNOXEHHOro B NOTOK, B 3aBMCUMMOCTM OT BapuaHTa
MCNONHEHWS, COOTBETCTBYET NpMBEAEHHOMY B Tabnuue 3.

Ta6bnuua 3 - CocTtaB Hab6opa B 3aBUCMMOCTU OT BapuaHTa UCMOHEHMS

HavmeHoBaHMe Konmecreo,
LLIT.
1 Habop Ne 1 ana npoBeAeHUs nNpoueaypbl Ananvsa eTepusibHbli 1
ofiHopa3oBbIi MEDISPO-M
1.1 Habop Ne 1ana Hayana npoueaypsl 1
- MnepyaTKy CMOTPOBbIE NIATEKCHbIE HEOMYAPEHHbIe, pasmep S 1 napa
- caneTka BrarosnutbiBatoas, 40x60 cm 1
- TaMnoHbl mapnesble (Lwapuku), auametpom 30-40 mMm 5
- TaMrMoHbI Map/ieBble MHOMOC/OMHbIE (candeTkm), 3,5x7,0 cMm )
- (hmkeupyroLas nonocka (naacTblpb), 2x12 cm 6
- LUNPUL, MHBEKLMOHHDIA CTEPUbHbIA 04HOPa30BbIn 10 M ¢ Urnoi 2
NHbEKLMOHHOW 0,8X40 MM
- LUNPWL, MHBEKLMOHHBIA CTEPUbHBIA 04HOPa30BbI 20 M/ C UrNON 1
NHBbEKLMOHHON 0,8x40 MM
1.2 Habop Ne 1 ans 3aBepLUeHUs NpoUeaypb! 1
- nepyaTKy CMOTPOBbIE NaTEKCHbIE HEOMNYAPEHHbIe, pasMep S 1 napa
- TamnoHbl Mapnesble (Wapukn), anametpom 3070 Mm 5
- TaMMOHbl MapneBble MHOrOC/OMHbIE (CandeTkn), 3,5x7,0 cMm 5
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MepeBO C KNTANCKOTO M aHTIMIACKOTO 13bIKOB Ha PYCCKUI A3bIK

HanmeHoBaHMe

- (hukeupyroLas nonocka (nnacTbipb), 2x12 cm
- OWHTbI 3nacTUYHble, 8,0 cm X 2,0 M

2. Habop Ne 2 ans npoBeAeHWs NpoLeaypbl Avanvsa CTePUbHbIN
ofiHopa3oBbIi MEDISPO-M

2.1 Habop Ne 2 gnis Havana npouesypsl

nepyaTKy CMOTPOBbIE NIaTEKCHbIE HEONYAPEHHbIE, pa3Mep S
- candpeTka BnarosnutbiBatoLLas, 40x60 cm

- TamrnoHbl Mapsesble (Lwapuku), anametpom 3070 MM

- TaMMoHbl Map/ieBble MHOrOC/OMHbIE (caneTkn), 3,5x7,0 cm
- (pukcupyroLas nonocka (nnacteipb), 2x12 cm

- LINPWL, MHBEKLIMOHHBI CTepPU/bHbI 0AHOPa30BbIA 20 M C Uroi

NHBLEKUMNOHHOMN 0,8x40 MM

2.2 Habop Ne 2 gnis 3aBepLUeHMs npoLesypbl

MepYaTKN CMOTPOBbIE SIATEKCHbIE HEOMNY/APEHHbIE, pa3mep S

TamMoHbl Mapnesble (LWapukn), guameTpom 3070 MM

- TammnoHbl Map/ieBble MHOrOC/OMHbIe (CandeTku), 3,5x7,0 cm

OUHTLI 3NaCTUYHbIE, 8,0 cM X 2,0 M

3. Habop Ne 3 ans nposefeHust Npouefypbl Anann3a CTepUsbHbIN
ofiHopa3oBbIi MEDISPO-M

3.1 Habop Ne 3 gna Havana npoueaypsbl

repyaTKnN CMOTPOBbIE NIaTEKCHbIE HEOMYAPEeHHbIe, pasmep S

cafipeTKa BrarosnuTbisaroLas, 40x60 cm

- TaMrnoHbl Mapnesble (Lapuku), anametpom 3070 MM

TamroHbl Map/ieBble MHOIrOC/IONHbIe (caneTkn), 3,5x7,0 cm
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[NepeBop KUTaMCKOro M aHrMMMACKOro 513bIKOB Ha pyCCKMVI A3bIK

HanmeHoBaHuWe

(hMKCMpYHoLwas nosiocka (MnacTbipb), 2x12 cm

LUNPWL, MHBEKLIMOHHBI CTEPU/bHBIV 0IHOPa30BbIiA 20 M/ C UrMOl

NHBEKLMOHHON 0,8x40 MM

3.2 Habop Ne 3 gnsa 3aBepLUeHMst npouesypbl

MepyaTKy CMOTPOBbIE NIaTEKCHbIE HEONYAPEHHbIE, pa3Mep S
TamnoHbl Mapnesble (Wapukn), auametpom 3070 Mm
TamrMoHbl Map/ieBble MHOIOCNOMHbIE (candeTku), 3,5x7,0 cm
(oMKcumpyroLas nonocka (NnacTbipb), 2X12 cm

OUHTbI 3NacTUYHbIE, 8,0 cM X 2,0 M

4. Habop Ne 4 gnis nposefeHVs Npoueaypbl Avanusa CTepubHbIN
0fiHopa3oBbIi MEDISPO-M

4.1 Habop Ne 4 gns Havana npoueaypsl

caneTka BrarosnuTbisarowas, 40x60 cm

TamnoHbl Mapnesble (Lwapuku), anametpom 3070 Mm
TamroHbl Map/eBble MHOIOCNOMHbIE (candeTkm), 3,5x7,0 cm
(omKcmpyroLasa nonocka (NfacTbipb), 2xX12 cm

LUNPUL, UHBEKLMOHHBIN CTEPUSIbHBIA 0AHOPa30BbIA 20 M/ C UMIoN

MHBEKLMOHHO 0,8%x40 MM

4.2 Habop Ne 4 o515 3aBepLUeHns NpoLeaypsbl

TamnoHbl Mapnesble (Wapuku), guametpom 30-40 Mm

TamMMnOHbl Map/eBble MHOroc/oMHbIe (candeTku), 3,5x7,0 cm

- OWHTbI 3nacTUYHbIe, 8,0 cM X 2,0 M

5. Habop Ne 5 anst npoBefeHNs npoueaypbl Anannsa CTepusbHbIN

ofiHopa30BbIn MEDISPO-M
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MepeBo/ C KUTACKOr0 U aHTIMIACKOT0 A3bIKOB Ha PYCCKUIA S3bIK

HavMeHoBaHme Honuiecteo,
LLIT.
5.1 Habop Ne 5 gna Hayana npouesypsbl 1
- candeTka BnarosnutbiBatoLLas, 40x60 cm 1
- TamrnoHbl MapseBble (Lwapukm), anametpom 30-40 MM 5
- TaMmnoHbl Map/ieBble MHOrOC/IOVHbIE (CandeTkun), 3,5x7,0 cm )
- (hmkcupyrowas nonocka (nnactbipb), 2x12 cm 6
5.2 Habop Ne 5 ans 3aBepLUeHnst NpoLeaypsl 1
- TamrnoHbl Mapsesble (Lwapuku), gnametpom 3070 Mm 5
- TaMrMoHbI Map/eBble MHOFOC/OMHbIe (canteTku), 3,5x7,0 cMm 5
- OWHTbI 3nacTn4Hble, 8,0 cM X 2,0 m 2
6. Habop Ne 6 ons npoBefeHMs NpoLeaypb! Anannsa CTepusibHbIN 1
ofiHopa3oBbIi MEDISPO-M
6.1 Habop Ne 6 ans Havana npoLeaypsl 1
- candetka BnarosnutbiBatoLLas, 40x60 cm 1
- TammnoHbl Mapnesble (Lwapuku), anametpom 3070 Mm 5
- TaMroHbl Map/eBble MHOMOC/OMHbIe (canteTku), 3,5x7,0 cMm 5}
- (hmkeupyrowas nonocka (nnacTbipb), 2x12 cm 6
6.2 Habop Ne 6 455t 3aBepLUeHMst NPoLeAypbI 1
- TaMnoHbl Mapresble (Lwapuku), gnametpom 30-40 mMm 5
- OWHTbI 3nacTuyHble, 8,0 cm x 2,0 m 2

12 YnakoBKa
Kaxablid Wwnpuy, ¢ Urnon ynakoBaH B MHANBUAYa/bHYI YMNaKOBKY - 3TO
TEPMOCKpenaeHHass KOMOUHMPOBaHHas YNakoBKa U3 MeAULUHCKON KPenupoBaHHOW

oymarn n mAarkoin nonMNPonnIeHOBOM MNEHKMN.
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[NepeBof ¢ KMTaMCKOro 1 aHrIMIACKOro S3bIKOB Ha pyCCKI/II‘/JI A3bIK

Habopbl  ynakosbiBalOTCA B JIOTOK - 3TO  TepMOCKpeneHHas
KOMOGMHMPOBaHHaA ynakoBKa: nyeHka MBX )ecTkas, npo3payHas C KpbIWKOW ©3
MeANLUHCKOW KpenupoBaHHOW 6ymarun. JIOTOK repMeTuyeH.

NoTkn B KonyecTBe 25 LWITYK YNakoBbIBAlOTCA B KAPTOHHYH KOPOOKY 13
ropmpoBaHHOI0 KapToHa. MHCTPYKLMA MO MPUMEHEHUNIO BIOXKEHA B KAPTOHHYIO
KOpPOO6KY.

13 MapkunpoBka

13.1.1 MapKunpoBKa NoTpebuTeNbCKOM ynakoBKu

Ha 6ymMaXHyl KpbIWKY N0TKa HaHeceHa MapkKupoBka. MapkupoBka Habopa
418 Hayana npoueaypbl - HaHeceHa 3e/1eHOM Kpackoi, MapKupoBka Habopa ans
3aBepLleHnsa npoueaypbl - KpacHON KpackKow.

13.1.2 MapK1pOBKa N0TKa COAEePXKNT:

HaMMEHOBaHWe, TOBapHas MapKa W afpec pa3paboTumnka;

- HaMMeHOBaHMWe N afpec N3roToBUTENS;
- HaMMeHOBaHMe, N1oroTUN W afpec AUCTPUOLIOTEPA;
- HaMMeHOBaHuWe n3aenus;

- cocTaB Habopa,

- cnoBa «<HETOKCNYHO, AMNPIPOIrEHHO!»;

cnoea «llepyaTku caenaHbl M3 naTekca HaTypanbHOro Kayuyka, KOTOpPbIii
MOXXeT Bbl3blBaTb a/IePrnyYeckyto peakLuo»;

HOMep Mo KaTanory (HaHeceH COOTBETCTBYHOLLWIA CUMBON);

Ko napTumn (HaHeCeH COOTBETCTBYHOLINA CUMBON);

AaTa U3roToBneHns (HaHeceH COOTBETCTBYIOLLMIA CUMBON);

yKa3zaHue «MCcnonb3oBaTth A0 ...» (HAHECEH COOTBETCTBYHOLLNIA CUMBON);

yKaszaHue «06paTUTecb K WHCTPYKUMM MO NPUMEHeHUo» (HaHeceH

COOTBETCTBYHOLMIA CUMBON);
4 - yKasaHWe «He WCMonb3oBaTb MNPU MOBPEXAEHUN YMNAKOBKM» (HaHeceH

COOTBETCTBYHOLMIA CUMBON);
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MepeBOA C KAUTANCKOTO M aHTIMACKOTO A3bIKOB Ha PYCCKUM A3bIK

- yKasaHMe 06  0[HOpPa3’oBOM  Ha3HauyeHWuM  um3genns  (HaHeceH

COOTBETCTBYHOLL WA CUMBON);

- yKas3aHWe Ha CTepuIn3aunio OKCUMAoM aTuneHa (HaHeceH COOTBETCTBYHOLLMNA
CMMBON);

- TeMnepaTypHbIi AnanasoH XpaHeHUsi (HaHeCeH COOTBETCTBYHOLLWIA
CMMBON);

3HaK COOTBETCTBUSA (HaHeCEH COOTBETCTBYHOLL M CUMBON);
MapKnpoBKa CE (HaHeceH COOTBETCTBYIOLLMIA CUMBON);

yKazaHWe «OTKPbIBaTb 3[eCb» (HAHECEH COOTBETCTBYHOLLNIA CUMBON);
yKazaHue no yTunmsauumn (HaHeceH COOTBETCTBYOLLMIA CUMBON);

HOMEP PerncTpaLMoHHOr0 YA0CTOBEPEHUS.

O603Ha4yeHNs HaHeCEHHbIX CUMBOJIOB:

|
I l N3roToBUTENDb

REF HOMEp Mo Kartanory

LOT Koz napTum

- JAaTa U3rotoBseHUA
- hcnonb3oBaThb A0

- 06paTMTeCb K MHCTPYKLUM MO NPUMEHEHNIO

@ He UCMO0Nb30BaTb MNMPU NOBPEXAEHNN YMaKOBKU
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[NepeBop KUTaMCKOro 1 aHrMMMNCKOro s13bIKOB Ha pyCCKMIZ A3bIK

- 3anpeTt Ha NOBTOPHOE NPpUMeEHEHNE

STERILE EO cTepunnmn3auna oKkCnMaom 3TUNEHa

- TemnepaTypHbIil Anana3oH XpaHeHWs

- ocobas yTunmsauus

3HaK COOTBETCTBUA

CE

G OTKPbIBaTb 3/€Ch

mMapkupoBka CE

13.2 MapKnpoBKa KapTOHHO KOPOOKMN COAEPXNT:

HauMeHOBaHMWe, TOBapHas MapKa W afpec paspaboTumka;

- HaMMeHOBaHMWe 1 afpec U3roToBUTENS;
- HaMMeHOBaHMe, NOroTUN W agpec ANCTPMUOLIOTEPA;
- HaMMeHOBaHMe U3aenus;

- cocTaB Habopa,;

- cnoBa «HETOKCP14YHO, AMP1POIEHHO!»;

cnoea «lMlepyaTky cpaenaHbl M3 naTekca HaTypasibHOro Kayuyka, KOTOpbIii
MOXXeT Bbl3blBaTb anepruyeckyto peakuuo»;

HOMep Mo KaTanory (HaHeceH COOTBETCTBYHOLLWIA CUMBON);

KoA napTumn (HaHeceH COOTBETCTBYHOLLNIA CUMBON);

AaTa U3rotoBieHns (HAHECEH COOTBETCTBYHOLLUIA CUMBON);

yKa3aHue «1Cnonb30BaTh [0 ...» (HAHECEH COOTBETCTBYHOLLMIA CUMBON);
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MepeBOS C KNTAWCKOIrO U aHFMMNCKOTO A3bIKOB Ha PYCCKUI A3bIK

- yKasaHWe «06paTUTeCb K WHCTPYKUUM NO MNPUMEHEHMI0» (HaHeceH

COOTBETCTBYHOLLNIA CUMBON);

- yKa3aHWe «He WCMOo/Mb30BaTb MPU MOBPEXAEHUN YNAaKOBKU» (HAaHECEH
COOTBETCTBYIOLLNIA CUMBON);

- KONNYeCcTBO NIOTKOB B KOPOOKe (HaHeCeH COOTBETCTBYIOLLNIA CUMBO);

- yKaszaHue 06  OfIHOPa30BOM  Ha3HayeHUM  um3genus  (HaHeceH

COOTBETCTBYOLWMIA CUMBON);

- yKasaHue  Ha cTepunmnsaumio  OKCUAOM  3TuneHa  (HaHeceH
COOTBETCTBYIOLWMIA CUMBON);

- TemnepaTypHbIil Anana3oH XpaHeHUsi (HaHECEH COOTBETCTBYHOLLINIA CUMBON);

- TemnepaTypHbIit AnanasoH TpaHCNOPTUPOBaAHUS (HaHeceH
COOTBETCTBYOLLNIA CUMBON);

- 3HaK COOTBETCTBMA (HaHECEH COOTBETCTBYOLLNI CUMBON);

- MapkupoBka CE (HaHeCceH COOTBETCTBYHOLWLNIA CUMMBON);

- HOMep PerucTpaLyoHHOr0 Y/0CTOBEPEHNS;

14 Ycnoua akcnnyatalnm

Mepeg HenocpeaCcTBEHHbIM NCnonb3oBaHue, a Takxe nocne
TpaHCMopTMpoBaHMsa Habopa NpyM MUHYCOBBLIX Temnepatypax, cnegyetr Habop (He
BCKpbIBas M/MNM B TPAHCMOPTHON yMakoBKe) BblAep)KaTb B TeYEHUWe He MeHee 24 Y
npu Temnepatype oT +25°C. He ucnonb3oBaTb NpyY MOBPEXAEHHOW CTEPUIbHOM
ynakoBske (naketa).

Temnepatypa - (+10 - +25) £2°C

OTHOCUKTeNnbHas BNaXXHOCTb - 0T 45 o 80 %.

ATMOC(epHoe aaBneHue - (84,0 - 106,7) klMa [(630-800) mm pT. CT.].
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[NepeBop c KUTaMCKOro M aHrIMACKOro A3blKOB Ha pyCCKI/Iﬁ A3bIK

15 TpaHcnopTupoBaHue

YnakoBaHHble  Habopbl  TPaAHCMOPTMPYKOT  BCEMW  BUAAMW  3aKPbITbIX
TPaHCMOPTHbLIX CPeACTB, B COOTBETCTBMM C MNpaBunaMu MepeBO30K TPys30B,
[EeNCTBYHOLWMMMN Ha fJaHHOM BUfe TpaHcnopTa.

Ycnosus TpaHcnopTupoBaHua - npu Temnepatype (-30 - +30) £2°C wu

OTHOCUTENbHOI BNnaxHocTn oT 40 go 95%.

16 XpaHeHune

B TeuyeHue BCero cpoka rofgHocT Habopbl CrefyeT XpaHUTb B OPUTMHANbHOW
yNakKoBKe NPON3BOAUTENSA B CYXUX NMPOBETPMUBAEMbIX MOMELLEHUAX, 3allNLLEeHHbIX OT
COJIHEYHbIX Ny4Yeil N aTMOCHEPHbIX BO34ENCTBMIA, Npu Temnepatype (+5 - +25) £2 °C
M OTHOCUTENbHOM BNAXHOCTM Bo3ayxa He Bbiwe 70 % (oT 45 go 70 %) Ha
paccTosAHUU He MeHee 1M OT OTOMMUTENbHbLIX NPUOOPOB.

B npouecce XxpaHeHUsi Habopbl AO/MKHbI OblTh 3aWMWEHbl OT COMHEYHbIX
ny4yein M aTMoOC(epHbIX BO3AEWCTBMIA, He [O/KHbI MOABepratbCs BO3AENCTBUIO

Maces, 6eH3MHa, KEPOCUHA U APYTUX BELLECTB.

17 TapaHTuiiHble 06a3aTeNnbLCTBA

17.1 MpownsBoanTenb rapaHTMpPyeT COOTBETCTBME HABOPOB YCTAHOB/IEHHbIM
TpeboBaHMAM CTaHAapTOB W [AOKYMEHTauuu rnpous3BoAUTENss MpU  COGMOAEHUN
YCNOBWUIA TPAHCMOPTUPOBAHUA, XpPaHeHUs, sKcnayaTaumum.

17.2 CpoK rogHocti - 3 rofa c aaTbl NPOM3BOACTBA (CTepUIn3aLnn).

17.3 Mpon3BognTeNb He  HeceT  OTBETCTBEHHOCTM  3a  Kakon-nnéo
MPUYMHEHHbIA ywepb WAM MOBpPeXAeHUs Npu UCMOoNb30BaHMM HabopoB, NMoKa He
OypneT foKa3aHa ero BuHa.

17.4 TponssoguTenb He  HeceT  OTBETCTBEHHOCTU 3a  Kakon-nmb6o
MPUYMHEHHbIN yuwepb nnm NoBpexaeHns, Bbl3BaHHbIe MOBTOPHLIM UCMNO/Ib30BAHWNEM

HabopoB.
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[NepeBop KUTaMCKOro M aHrIMMCKOro A3blKOB Ha pyCCKI/II‘/JI A3bIK

17.5 MpousBoguTeNlb  He  HeceT  OTBETCTBEHHOCTM  3a  KaKoin-nvb
MPUYUHEHHBbIA yuepb WMAN MNOBPeXAeHWsA, Bbl3BaHHbIE WUCMOJ/Ib30BaHWEM HaAb0pPOB

nocne ncrtevyeHnda cpoka rogHoCcTu, yKa3aHHOro Ha yrnakoBKe.

18 MopAAoOK OCYLWEeCTBAEHUSA YTUAM3ALUN U YHUYTOXEHUA MeLULMHCKOL
nsgenus

N3pgenns, nmeBlIVe KOHTaKT C KPOBbK W/MAM ApyruMu 6MON0rMyYecKnmm
XUAKOCTAMM, NOANexar yTtunamsauum u/mam yHUYTOXeHuto cornacHo CadlluH
2.1.7.2790-2010 no knaccy b.

Heucnonb3oBaHHble u3genva (He MMeBLUME KOHTAaKTa C KPOBb W/uam ¢
O6MONOrNYECKUMUN XUAKOCTAMU), B T.4. C UCTEKWMM CPOKOM FOAHOCTM, noanexart

yTUAn3aunum n/mnm yHM4ToXXeHuo cornacHo CaHlunH 2.1.7.2790-2010 no knaccy A.

19 MepeyeHb  MeXAYHapOAHbIX  CTaHAAapTOB, KOTOPbIM  COOTBETCTBY
MeANLMHCKOe n3jenue

MeanumHckoe wusgenne «Habopbl AN npoBeAeHWs npoueaypbl Auanusa
cTepunbHble ogHopasosble MEDISPO-M (Bkntovas Habop Ana Havana npouesypbl v
Habop [AnA 3aBeplleHWs npouesypbl) B COCTaBe, BapuaHTbl  UCMOSHEHUA»
COOTBETCTBYeT MeXAyHapoAHbIM cTaHAapTam Ha npoaykuuto: EN 455-1:2000, EN
¥ 455-2:2000, EN 455-3:2006, EN 11737-1:2006, EN 11737-2:2009, EN 11737-
3:2004, EN 13726-1:2002, EN 13726-2:2002, EN 13726-3:2002, EN 13726-4:2002,
EN 13726-6:2002, EN 13795-1:2002, EN 14079:2003, EN 20594-1:1995 (ISO 594-
1:1986), EN 1SO 11607-1:2006, EN ISO 14971:2000, EN ISO 15223-1:2012, ISO
11135-1:2007, 1SO 11138-2:2006, ISO 11607-1:2006, ISO 14155-1:2003.

20 KoHTaKTHaa nHgpopmauns
Mo Bonpocam KayecTBa MeAMLMHCKOro u3genunsa «Habopbl gns nposefeHus
npoueaypbl ananusa ctepunbHble ogHopasoBble MEDISPO-M (Bkntouas Habop ans

Hayana npoueaypbl U Habop [Ans 3aBeplUeHUs Mpoueaypbl) B BapuaHTax
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MepeBOf C KATAWCKOrO M aHI/IMACKOrO A3bIKOB Ha PYCCKUIA 3bIK
ncnonHeHms», nponssoactea Shanghai HBM Healthcares, Inc., Kutaii, obpatiaTbes
Mo afpecy;

YNOMHOMOYEHHbIA nNpeAcTaBuTeNb npoussoautens B P® - OO6wWecTBo ¢
OrFpaHWYeHHOW OTBETCTBEHHOCTbD «XonguHr «HOHOHA» (000 «XonguHr
«KOHOHAY), Poccus, 620028, CepanoBckas 06/1., r. EkaTepuHoypr,

yn. Kuposa, 4. 28 /Toneposa, 4. 43, nutep 36, nomelieHue 3,

Ten.: +7 (343) 270-75-00, dakc: +7 (343) 246-91-56.

JaHHbI NepeBoy, C KUTANCKOTO U aHIMIMMCKOTO A3bIKOB Ha PYCCKMIA A3bIK BbIMNOSIHEH MHOM,
nepesoayMKom Mepnosoi EneHoil BaanmoBHOIA.
M AeHTUYHOCTL NepeBoaa NoATBEPXKAAH0.

(SxSjuIn

Poccuiickasa ®epepauus.
Fopon EkaTepumHbypr CBepanoBcKoli ob6nacTtwu

MNognuce nepesogunka MEPMOw N enew "N IAQBE ~N7o™™ °6na-

JInyHOCTL noAanucasllero AOKYMEHT YyCTaHOB/eHa.
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