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1. Product name, manufacturer information, classification

Product name:
"Disposable fistular arteriovenous needle” (hereinafter referred to as a product, needle, fistula
yoke, disposable fistular arteriovenous needle).

Manufacturer:

Guangdong Baihe Medical Technology Co., Ltd.

("Guangdong Baihe Medical Technology Co., Ltd."), China

No0.89, Taoyuan East Road, Nanhai District, Foshan City, Guangdong, China
Phone: 86-757-81207300

E-mail: able@baihemedical.com

Place of production:
Guangdong Baihe Medical Technology Co., Ltd.,
No0.89, Taoyuan East Road Nanhai, Foshan 528225 Guangdong Province, China

Class depending on the degree of potential risk of use for medical purposes in
accordance with the nomenclature classifier of medical devices approved by order of the
Ministry of Health of the Russian Federation dated June 06 2012 year... No. 4n:

2a

Product classification in accordance with the nomenclature classifier of medical devices
approved by order of the Ministry of Health of the Russian Federation dated June 06
2012 year... No. 4n:

296460
Code of the All-Russian classifier of products by type of economic activity:
32.50.13.110

2. Purpose and application of the product
Purpose:

The product is designed to drain a fistula, connect to blood lines and create a temporary
external blood flow contour.

Type of contact with the body:

Disposable arteriovenous fistula needle: Short-term (less than 24 hours) contact with blood
(catheter, Luer connector, needle tube); short-term (less than 24 hours) contact with intact
skin (protective cap, tube clamps, catheter connector, needle cap, individually wrapped).

Sharing:
Disposable fistular arteriovenous needle must be used in conjunction with blood lines. The
connection must be provided with a 6% Luer-lock mate in accordance with 1SO 80369.

Application conditions:
in medical institutions and clinical diagnostic laboratories. Disposable arteriovenous fistula
needle should be used by nurses.

3. Special properties of the product
This product is connected to a blood line in a clinical setting to create a temporary channel for
blood circulation.
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The color coding of the convector of the catheter identifies the size of the needle. Green
catheter connector for 1.65 mm (16 G) needles, white catheter connector for 1.8 mm (15 G)
needles, orange catheter connector for 1.5 mm (17 G) needles.

—_ N

Figure 3.1 - Disposable fistular arteriovenous needle. Product appearance

4. General indications, contraindications and side effects
Indications:
The product is indicated for connection to blood lines in a clinical setting in order to create a
temporary channel for blood circulation.

Contraindications:
There are no clear contraindications, however, in some cases, dysfunction as a result of blood
clotting was observed.

Potential complications:
None.

5. Precautions
1 Do not use ifthe integrity of the protective label is violated. If the perforated label is torn or
damaged, discard the perforated needle and use another.
2. Do not use after the expiration date.
3. Do not use or re-sterilize.
4. Treatment should be carried out under strict aseptic conditions.
5. The blood and other body fluids of all patients are known to be considered infected.
6. Use extreme caution when using this product to treat pregnant women, nursing mothers,
infants and children. Use alternative products.

6. Instructions for use
1 Thoroughly wash your hands with soap, then thoroughly disinfect the puncture site
(Observe sterility!). For the hemodialysis procedure, it is necessary to use two disposable
arteriovenous fistula needles of the same design. Remove the needles from the packaging.
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2. Inspect the disposable fistula arteriovenous needle for superficial damage or particles inft
lumen. For safety reasons, the female Luer connector should be checked for damage.

3. Remove the protective cap and attach the syringe to the female end of the Luer conneck.
Flush the disposable fistular arteriovenous needle with heparin solution or normal salim
Close the tube clamp. '

Figure 6.1 Connection ofa syringe and a disposable fistula arteriovenous needle

Figure 6.2 Closed clamping of a disposable fistular arteriovenous needle
4. Local anesthesia can be administered at the patient's request. After applying the tourniquet,
select the puncture site.
5. The cutting position of the needle point influences the piercing technique: the upper cutting

position is the 'traditional’ piercing technique, the lower cutting position is the 'cutting down'
technique.
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Figure 6.3 Disposable fistular arteriovenous needle. Needle point (Left - 'traditional’ puncture
technique, right - ‘cut down' technique)

6. For best control during puncture, move the wings of the needle to the center. In this

position, they form a grip that is comfortable to grip between the thumb and forefinger. In the

folded position, the wings automatically lock the needle, preventing rotation during puncture.

Figure 6.4 Wings of a fistular arteriovenous disposable needle retracted to the center
7. Remove the needle cap while firmly holding the wings. Be careful with the open end of the
needle!
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8. Insert the needle into the disinfected puncture site.
Note. It is recommended to puncture first into the arterial part and then into the venous part d
the arteriovenous fistula. The direction of the venous needle should always match thj
direction of blood flow to the heart. The puncture is made at an angle of 25 ®to 40 ° to tm
skin, the tube clamp must be open, but the protective cap is screwed onto the female bueli|ft
connector. Placing the needle in the direction of, or against, the direction of blood flow does*
not affect blood flow at the access point. The ends of the needles should be at least 5 cm apart,
if possible.

Figure 6.5 Puncture of disposable fistular arteriovenous needles
Note. Typically, the needle is advanced along the vessel up to the cone. Achieve the best
cutting position by rotating and / or gradually pulling the needle towards you. The collection
and return of blood with a syringe should be carried out without resistance.
9. After finding the best position of the needle, it must be fixed to the skin. The fixing tape is
glued to the wings and is positioned across, at right angles to the needle. The needle puncture
site must remain visible.

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



to

'‘"does
»Pan

Figure 6.6 Fixed fistula arteriovenous disposable needles
10. All air in the disposable fistular arteriovenous needles must be removed before connecting
to the blood lines. Close the tube clamp after venting. After that, remove the protective cap
and connect the disposable fistula arteriovenous needles through the Luer connector with an
internal thread to the blood lines.

Figure 6.7 Connection of a fistular arteriovenous disposable needle with a blood supply line

Note. The female Luer Connector, available on Guangdong Baihe Medical Technology Co.,
Ltd.'s fistular arteriovenous disposable needles, provides a 6% Luer Lock mate in accordance
with 1SO 80369.
However, complete safety can only be guaranteed when used in conjunction with appropriate
blood lines that meet 1SO 80369 standards. The use of non-standardized lines can lead to
excessive tension in the joints, cracks, loss of sealing, which in turn can lead to leakage of
blood and air. embolism.
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11. open the clamps, start the hemodialysis procedure.

Figure 6.8 Disposable fistular arteriovenous needle. Starting a hemodialysis procedure

Figure 6.9 Disposable arteriovenous fistula needles. Hemodialysis procedure
12. After completing the procedure, close the clamp and press the puncture site with a gauze
ball. Remove the patch and hold the Disposable Fistula Arteriovenous Needle between the
wings and / or by the wings of the needle. Remove the needle carefully, taking care to prevent
accidental puncture. Dispose of the needle.
Note: do not over-compress the puncture site.

7. Technical specification
Manufacturing materials
The materials of manufacture of the product are shown in Table 7.1
Table 7.1 - Materials fifomwhich the product is made

Detail Material
Protective cap Polypropylene
Luer connector Pvc
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Tube clamps POM

Catheter Pvc

Catheter adapter Pvc

Needle tube Stainless steel
Needle cap Polypropylene

Glue UV adhesive

Needle lubrication Dow Silicone Liquid

Figure 7.1 - Disposable fistular arteriovenous needle. Product design

Product design:

1 protective cap;

2. Luer connector with female thread,;
3. tube clamp;

4. catheter;

5. catheter connector;

6. needle tube;

7. needle cap.

Figure 7.2 - Disposable fistular arteriovenous needle. Size designation
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Figure 7.3 - Disposable fistular arteriovenous needle. Wing construction: on the left - fixed,
on the right *rotating

Figure 7.3 - Disposable fistular arteriovenous needle. Wing design: B, C, D - fixed, A, D, E -
rotating
The wings allow reliable fixation of the disposable fistular arteriovenous needle and
eliminate the possibility of unauthorized removal, reducing the risk of mechanical damage to
the inner wall of the vessel. The rotating wings can rotate 360 degrees.

1
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Table 7.2 - Technical characteristics of a disposable fistular arteriovenous needle

Number Version (REF) Dimension Soft tube (catheter) Needle tube Overall length
symbol Length Outside Inner Length Inner (F), mm
(A), mm  diameter (B), diameter (D), mm diameter
mm (©), mm (E), mm
1 EN-1512S 15G 300£20 5.10%0.05 325£005 2520 1.750- 37320
1.900
2 EN-1612S 16G 300£20 5.10%0.05 325+£0.05 2520 1.600- 373+ 20
1.690
+ -
3 EN-1712S 17G 300+20 5.10%0.05 325+005 25+2.0 1.400 373+ 20
1.510
4 EN-15225 15G 300+ 20 5.10%0.05 325£005 25+20 1.750- 373+ 20
1.900
5 EN-1622S 16G 300+20 5.10+0.05 325+0.05 25%2.0 1.600- 373+ 20
1.690
6 EN-1722S 17G 300£20 5.10+0.05 325+0.05 25+20 1.400- 373 +20
1.510
7 EN-15127S 15G 30020 5.10+0.05 325+0.05 25%2.0 1.750- 373 +20
1.900
8 EN-161275 16G 300+20 5.10+0.05 325+0.05 25%+20 1.600- 373+ 20
1.690
9 EN-171275 17G 300+ 20 5.10+0.05 325+005 25+2.0 1.400- 373+ 20
1.510
10 EN-152275 15G 300+20 5.10+0.05 325+0.05 2520 1.750- 373+ 20
1.900
n EN-162275 16G 300+20 5.10+0.05 325+0.05 25%2.0 1.:9000- 373+ 20
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12

13

14

15

16

17

18

19

20

21

22

23

24
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FN-17227S

FN-1512D

FN-1612D

FN-1712D

FN-1522D

FN-1622D

FN-1722D

FN-1512ZD

FN-1612ZD

FN-1712ZD

FN-152272D

FN-1622ZD

FN-1722ZD

17G

15G

16G

17G

15G

16G

17G

15G

16G

17G

15G

16G

17G

300+20

30020

30020

300+20

30020

300+20

300+20

300 +20

300 + 20

300 +20

300 +20

300+20

300+20

5.10+0.05

5.10 +0.05

5.10+0.05

5.10+0.05

5.10+0.05

5.10 £0.05

5.10 +0.05

5.10 +0.05

5.10+0.05

5.10+0.05

5.10+0.05

5.10+0.05

5.10+0.05

3.25+0.05

3.25+0.05

3.25+0.05

3.25+0.05

3.25+0.05

3.25+0.05

3.25 +0.05

3.25+0.05

3.25+0.05

3.25%0.05

3.25+0.05

3.25+0.05

3.25+0.05

25+2.0

25+2.0

25+ 20

25+2.0

25+ 20

25+2.0

25+20

25+ 20

25+2.0

25+ 20

25%2.0

25+2.0

25+ 2.0

1.400-
1.510
1.750-
1.900
1.600-
1.690
1.400-
1.510
1.750-
1.900
1.600-
1.690
1.400-
1.510
1.750-
1.900
1.600-
1.690
1.400-
1.510
1.750-
1.900
1.600-
1.690
1.400-
1.510

373+ 20

373+ 20

373 £20

373+ 20

373+ 20

373 +20

373+ 20

373+ 20

373+ 20

373+ 20

373 +20

373 £20

373 +20



Table 7.3 - Technical characteristics of a disposable fistular arteriovenous needle

mﬁm strength of [Roughness Hardness [Blunt radius of the
Wersi 1 cedle connection orking part Ctheter
ersion Wings : the Connector
(REF) le, © the Color
tube, not less
than N
FN-15128 iﬁnﬂ 15G 15°21° kwenty z;;onr:thano.m 51-58 HRC ::mmmthano.os White one
FN-1612S Iﬁxui 16G 15°41° kwenty ;t;cToonr:thanO.w ISI-SS HRC I;nmorcthan&m G one
EN-1712S [ﬁxed 17G 15°41° kwenty n;;morethano.w [51-58 HRC I:;::nmowthan 0.03 |, one
EN-1522S lﬁxnd 15G 15°%1° kwenty zmorethano.lﬁ 51-58 HRC z:)mmorethano.(lii IWhite one
EN-1622S Iﬁxnd 16G 15°4£1° fwenty ::;mmthano.w [51-58 HRC l:mmorethano.m G one
FN-17228 ifixed 17G 15°41° kwenty ::;nmrethano.w 51-58 HRC ln;)mmort.eth:m0.03 . one
FN-1512ZS rotating 15G 15°41° kwenty ;&;:;onr:thano.w 51-58 HRC !:mmorethanQ.OS W hite one
FN-1612Z8 rotating 16G 15°+1° kwenty xx;mo.w 51-58 HRC ;f)mmorethano.()?a G one
FN-1712ZS Fotating 17G 15°+1° kwenty x:;o;:thmo.m 51-58 HRC ﬁnmmthano.OS b one
EN-1522Z8 rotating 15G 15°%1° kwenty ;(;mmo.m 51-58 HRC lh:;nmor(ethmo,()S ite one
FN-1622ZS potating 16G 15°41° bwenty ;&;&o;:thano.lﬁ 51-58 HRC z)mmorcthanoma G one
FN-1722Z8 potating 17G |15°:i:l o fwenty ;c;mtbano.w 51-58 HRC mnmorethano.m 0 one
FN-1512D Iﬁxnd 15G |l$°il ° kwenty ;lqmmthan().m 51-58 HRC ﬁnmorethano.m White 2
FN-1612D  [fixed 16G f15°+1° kwenty o more than 0.16 [51-58 HRC o more than 0.03 |Green 2
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FN-1712D

FN-1522D

FN-1622D

FN-1722D

FN-15127D

FN-1612ZD

FN-1712ZD

FN-1522ZD

FN-1622ZD

FN-1722ZD

fixed
fixed
fixed
fixed
rotating
rotating
rotating
rotating
rotating

rotating

17G

15G

16G

17G

15G

16G

17G

15G

16G

17G

Table 7.4 Needle tube dimensions

Version (REF)

FN-1512S
FN-1612S
FN-1712S
FN-1522S
FN-1622S
FN-1722S
FN-15127S
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Designated metric
size

18
16
14
18
16
14
18

Caliber

fifteen
sixteen
17
fifteen
sixteen
17
fifteen

15°+£1 ° twenty
15°+1 ° twenty
15°+ 1° twenty
15°+ 1° twenty
twenty
twenty
15°+1° twenty
15°+1 ® twenty
15°+1 ° twenty

15°+1 ° twenty

Minimum outer
diameter, mm

175
16
14
175
16
14
175

microns

no more than 0.16
microns
no more than 0.16
microns
no more than 0.16
microns
no more than 0.16
microns
no more than 0.16
microns
no more than 0.16
microns
no more than 0.16
microns
Qo more than 0.16
microns
no more than 0.16
microns
no more than 0.16
microns

51-58 HRC

51-58 HRC

51-58 HRC

51-58 HRC

51-58 HRC

51-58 HRC

51-58 HRC

51-58 HRC

51-58 HRC

51-58 HRC

Maximum outer ~ Wall
diameter, mm

1,900 normal
1,690 normal
1,510 normal
1,900 normal
1,690 normal
1,510 normal
1,900 normal

mm

no more than 0.03
mm
no more than 0.03
mm
no more than 0.03
mm
no more than 0.03
mm
no more than 0.03
mm
no more than 0.03
mm
no more than 0.03
mm
no more than 0.03
mm
no more than 0.03
mm
no more than 0.03
mm

Minimum inner
diameter, mm

1,300
1,100
0.950
1,300
1,100
0.950
1,300

Orange
White
Green
Orange
White
Green
Orange
White
Green

Orange



FN-1612ZS 1.6 sixteen 1.6 1,690 normal 1,100

FN-1712ZS 14 17 14 1,510 normal 0.950
FN-15227S 18 fifteen 1.75 1,900 normal 1,300
FN-16227S 16 sixteen 1.6 1,690 normal 1,100
FN-1722ZS 14 17 14 1,510 normal 0.950
FN-1512D 1.8 fifteen 1.75 1,900 normal 1,300
FN-1612D 16 sixteen 1.6 1,690 normal 1,100
FN-1712D 14 17 14 1,510 normal 0.950
FN-1522D 1.8 fifteen 1.75 1,900 normal 1,300
FN-1622D 1.6 sixteen 1.6 1,690 normal 1,100
FN-1722D 14 17 14 1,510 normal 0.950
FN-15127D 18 fifteen 1.75 1,900 normal 1,300
FN-1612ZD 1.6 sixteen 1.6 1,690 normal 1,100
FN-17127D 14 17 14 1,510 normal 0.950
FN-15227D 18 fifteen 175 1,900 normal 1,300
FN-16227D 1.6 sixteen 1.6 1,690 normal 1,100
FN-1722ZD 14 17 14 1,510 normal 0.950
Table 7.5 Stiffness of the needle tube
Version (REF) Designated metric size Range, mm+ Bending force, N + Maximum
01 01 deviation, mm

FN-1512S 18 25.0 25.0 0.35

FN-1612S 16 25.0 22.0 0.25

FN-1712S 14 25.0 16.6 0.46

FN-1522S 1.8 25.0 25.0 0.35

FN-1622S 16 25.0 22.0 0.25

FN-1722S 14 25.0 16.6 0.46

FN-15127S 18 25.0 25.0 0.35

FN-1612ZS 16 25.0 22.0 0.25

FN-1712ZS 14 25.0 16.6 0.46

FN-15227S 18 25.0 25.0 0.35

FN-1622ZS 1.6 25.0 22.0 0.25

FN-1722ZS 14 25.0 16.6 0.46
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FN-1512D
FN-1612D
FN-1712D
FN-1522D
FN-1622D
FN-1722D
FN-15127D
FN-1612ZD
FN-1712Z2D
FN-1522ZD
FN-1622ZD
FN-1722ZD
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18
16
14
18
16
14
18
16
14
18
16
14

25.0
25.0
25.0
25.0
25.0
25.0
25.0
25.0
25.0
25.0
25.0
25.0

25.0
220
16.6
25.0
220
16.6
25.0
22.0
16.6
25.0
22.0
16.6

0.35
0.25
0.46
0.35
0.25
0.46
0.35
0.25
0.46
0.35
0.25
0.46



8. Marking and packaging
Each product is packed in an individual package with a label (depending on the version, an
individual package contains 1 or 2 pieces of needles).

The presence of the letter D at the end of the REF number means that in an individual
package there are 2 pieces. needles such as FN-1512D.
The consumer box contains 50 individual packages. Each group pack has a label.

The labeling of the group package contains the following information:

- Product name,

- Information about the manufacturer, “

- Authorized Representative in the European Community, EC |REP
- Refer to the instructions for use,

- Sterilization with ethylene oxide, BTENLENO
- Do not use if the packaging is damaged, @

- No re-use,

- Contains phthalates, DEHP

- Batch code, LOT

- Expiry date, !

- Catalog number, REF

- CB marking, C€o197

+40°C

- Temperature range for transportation and storage, J/
+H0*C

- Date of manufacture, ﬂ

- Instructions for use,

- Precautionary measures.
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Individual packaging Jabel marking contains the following information:
- Product name,

- Information about the manufacturer,

- Authorized Representative in the European Community,
- Batch code,

- Expiry date,

- CE marking,

- Refer to the instructions for use,

- Sterilization with ethylene oxide,

- Do not use if the packaging is damaged,

= No re-use,

- Contains phthalates,

- Date of manufacture,

- Temperature range for transportation and storage,

- Catalog number,
- Instructions for use,
- Precautionary measures.
For transportation, products are packed in corrugated cardboard transport packaging. Each

shipping package contains 10 group boxes with the product.

The shipping packaging label contains the following information:
- Product name,

19
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- Information about the manufacturer,

- Authorized Representative in the European Community,

‘ Batch code,

- Expiry date,

- CE marking,

- Refer to the instructions for use,
- Sterilization with ethylene oxide,

- No re-use,

- Contains phthalates,

- Date of manufacture,

- Catalog number,

- Fragile, handle with care,

- Protect from moisture,

- Correct vertical position of the load.

Transport packaging marking contains:

-Product name,

-Manufacturer Information

-Gross weight,

-Number ofregistration certificate,

-Information about the authorized representative of the manufacturer
-Barcode
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9 Compliance with the standards of the Russian Federation®

GOST R 50444-92 Medical devices, apparatus and equipment. General ted
conditions.

GOST R ISO 9626-2020 Stainless steel needle tubes for the manufacture of mt
devices
GOST 19126-2007 “Medical metal instruments. General specifications *

GOST R 52770-2016. “Medical products. Safety requirements. Methods of sanit
chemical and toxicological tests ".

GOST 31214-2016. “Medical products. Requirements for samples and documentatid
provided for toxicological, sanitary-chemical tests, tests for sterility and pyrogenicity. "

GOST 31870-2012 “Drinking water. Determination of the content of elements by atomi®
spectrometry "p. 4

GOST R 55227-2012 “Water. Methods for determining the content of formaldehyde ", p. 6]

GOST 4011-72 “Drinking water. Methods for measuring the mass concentration of total]
iron ", p. 2

MUK 4.1.3166-14 "Gas chromatographic determination of hexane, heptane, acetaldehyde,
acetone, methyl acetate, ethyl acetate, methanol, isopropanol, acrylonitrile, n-propanol, n-propyl
acetate, butyl acetate, isobutanol, n-butanol, benzene, toluene, ethyl -, o- and p-xylenes,
isopropylbenzene, styrene, alpha-methylstyrene in water and aqueous extracts from materials of
various compositions™

MR 1941-78 "Guidelines for the determination of vinyl chloride in polyvinyl chloride and
polymeric materials based on it, in model environments that simulate food products, in food"

MUK 4.1.3169-14 "Gas chromatographic determination of dimethyl phthalate, dimethyl
terephthalate, diethyl phthalate, dibutyl phthalate, butyl benzyl phthalate, bis (2-ethylhexyl)
phthalate and dioctyl phthalate in water and aqueous extracts from materials of various
compositions"

GOST ISO 10993-7-2016. “Medical products. Assessment of the biological effect of
medical devices. Part 7. Residual content of ethylene oxide after sterilization .

GOST 1SO 10993-1-2011. “Medical products. Assessment of the biological effect of
medical devices. Part 1. Assessment and Research ”.

GOST R ISO 10993-2-2009. “Medical products. Assessment of the biological effect of
medical devices. Part 2. Requirements for handling animals. "

GOST ISO 10993-4-2011. “Medical products. Assessment of the biological effect of
medical devices. Part 4. Investigation of products that interact with blood. ™

GOST 1SO 10993-5-2011. “Medical products. Assessment of the biological effect of
medical devices. Part 5. Testing for cytotoxicity: in vitro methods ”.

GOST ISO 10993-10-2011. “Medical products. Assessment of the biological effect of
medical devices. Part 10. Investigations of irritant and sensitizing effects .

GOST ISO 10993-11-2011. “Medical products. Assessment of the biological effect of
medical devices. Part 11. Research of general toxic action ™.

GOST ISO 10993-12-2015. “Medical products. Assessment of the biological effect of
medical devices. Part 12. Preparation of samples and control samples ".

OFS. 1.2.4.0005.15. "Pyrogenicity"

OFS.1.2.4.0003.15. Sterility

Past'
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Won GOST ISO 11607-1-2018 Packaging for terminally sterilized medical devices. Part 1
Requirements for materials, sterilization barrier systems and packaging systems
GOST ISO 11607-2-2018 “Packaging for medical devices subject to terminal sterilization.
nit Part 2. Requirements for validation of forming, sealing and assembly processes *

GOST EN 556-1-2011 “Sterilization of medical devices. Requirements for medical devices
of the 7sterile* category. Part 1 Requirements for medical devices subject to terminal
sterilization ™

GOST R ISO 15223-1-2014 Medical devices. Symbols used for marking on medical
devices, labels and accompanying documents. Part 1. Basic requirements

10. Transportation, storage and operation

Products (upon delivery) are transported by all types of transport in covered vehicles in
accordance with the rules for the carriage of goods in force for this type of transport and ensuring
the safety of the product in accordance with the conditions:

Transportation conditions: The product should be transported at an air temperature of + 1 ®
Cto + 40 ° C at a relative humidity of 60% to 80% (non-condensing).

Storage conditions: at temperatures from ORC to 40RC and relative humidity from 30% to
80% (non-condensing).

Store products in the manufacturer’s packaging in a ventilated and dry, clean place, protect
from direct sunlight and rodents, at a controlled temperature.

Operating conditions: The product should be used at temperatures from + 32 ° C to 42 ®C
at a relative humidity of no more than 100% (non-condensing).

11. Information about the sterility of the product
The product is supplied sterile. Sterilization parameters: gas sterilization method (ethylene
oxide) in accordance with the requirements of ISO 11135-1 (residual contamination level 10-6).
The product is non-pyrogenic.
Re-sterilization of the product is prohibited. Reuse is prohibited.

12. Disposal information

Dispose of the product in accordance with SanPiN 2.1.3684-21 for class B waste
(epidemiologically hazardous waste). After hardware methods of disinfection using physical
methods and changing the appearance of waste, which excludes the possibility of their reuse,
waste of classes B can accumulate, temporarily stored, transported, destroyed and disposed of
together with waste of class A (epidemiologically safe waste, in composition close to solid
waste) ... The packaging of disinfected medical waste of classes B must have a label indicating
that the waste has been disinfected.

In case of non-use of the product, damage to the individual packaging and the expiration of
the warranty period, disposal should be carried out in accordance with SanPiN 2.1.3684-21 for
class A waste.

13. Warranties
This product is designed, manufactured, tested and packaged in accordance with all
applicable requirements. The manufacturer guarantees that the product meets the requirements of
all regulatory and technical documents. The quality and safety of products is guaranteed for the
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specified shelf life in accordance with the storage / transportation conditions. Do not us]
product without marking or if the marking / packaging is damaged.

Guaranteed shelflife: 3 years, Sterility preservation period - 3 years.

Manufacturer:

Guangdong Baihe Medical Technology Co., Ltd. ("Guangdong Baihe Medical Technok
Co., Ltd."), China

No0.89, Taoyuan East Road, Nanhai District, Foshan City, Guangdong, China
Phone: 86-757-81207300
Email: able@baihemedical.com

Authorized representative o fthe manufacturer on the territory ofthe Russian Federation:
Limited Liability Company "Company"” BB "

(LLC "Company" BB ")

129085, Moscow, Prospekt Mira, 101, building 1, pom. 17

INN 7722385440

Phone: +7 (499) 281-67-68
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*
1 HanmeHoBaHve n3genna, Hgopmaumnsa o NnponssouTesne, Knaccupukaumns yc/io

B
HasBaHuve v3genus:

«rna ucTynbHas apTepuMoBeHO3Has O4HOpa3oBast» (fanee Mo TeKCTy - usgenve, urna, d
(mctynbHas. Mrna mcTynbHas apTeprvoBeHO3Has 0fHOPa30Bas).

el

INpon3BoanTenb:

Guangdong Baihe Medical Technology Co., Ltd.

(«MyaHrooHr baiixe Megukan TekHonomkm Ko., JIta»), Kutaii

No0.89, Taoyuan East Road, Nanhai District, Foshan City, Guangdong, China
TenethoH: 86-757-81207300

E-mail: able@baihemedical.com

MecTo Npon3BOACTBA:
Guangdong Baihe Medical Technology Co., Ltd.,
No0.89, Taoyuan East Road Nanhai, Foshan 528225 Guangdong Province, China

Knacc B 3aBMCUMOCTM OT CTeMeHN NOTeHLMANIbHOIO pUCKa NPUMEHEHNS B
MEANLMHCKMX LIeNsIX B COOTBETCTBUM C HOMEHKNATYPHbIM KIacCUprKaTopom
MEANLMHCKMX N34eNNIA, yTBEPXAEHHBIM NprKazoM MuHUCTepCTBa 34paBOOXPaHEHNS
Poccuiickoin ®efepauunm ot 06 moHsA 2012 r. Ne 4H:

2a

Knaccudmkaumsa n3aenns B COOTBETCTBUMN C HOMEHK/IATYPHbIM KlacCUrKaTopom
MeANLIMHCKNX U3AeNniA, yTBEPXXAEHHbIM NPUKa3oM MUHUCTePCTBA 34paBOOXPaHeHNS
Poccuinckon degepauymnm ot 06 noHA 2012 1. Ne 4H:

296460
Kog O6Lepoccniickoro Knaccupukaropa npogyKumm no BugamM 3KOHOMUYECKOM
AeATeNbHOCTU:
32.50.13.110
2. HasHauyeHvie 1 NpYMeHEHNS N3aenns
HasHaueHwe:

N3aenve npegHasHaueHo Ans APEHUPOBAHMS (DUCTYNbI, COEAVHEHMS C KPOBOMPOBOAALLMMY
MarucTpansmMm n co3faHust BPEMEHHOTO BHELLIHErO KOHTYPa KPOBOTOKaA.

B KOHTaKTa C 0praHvu3moM:

rna quCcTyNbHas apTepuoBeHO3Hast ofHOpa3oBas: KpaTKOBpeMeHHbI (MeHee 24 4acoB)
KOHTAKT C KPOBbHO (KaTeTep, coefuHMTeNb JTyapa, Tpy6Ka Urfbl); KpaTKOBPEMEHHbI (MeHee
24 4acoB) KOHTAKT C HEMOBPEXAEHHOW KOXeli (3alMTHBIA KOMMauok, 3aKUMbl ANs TPY6KM,
KOHHEKTOp KaTeTepa, KOMMauoK Ans UIMbl, UHAMBUAYaANbHAS YNaKOBKa).

CoBMeCTHOe UCMNO/Ib30BaHMe:

rny ucTynbHyto apTeproBEHO3HYHO OHOPA30BYH) HEOOXOAMMO MCMONb30BaTb COBMECTHO
C KpoBOMpPOBOAALMMK MarucTpansmn. CoeanHeHNe A0MKHO 06eCneumBaTbCcsi CONMPSHXKEHNEM
Tmna "Jlyep-nok" KOHYCHOCTbIO 6% B cooTBeTCcTBUM C SO 80369.
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YCnoBust MPUMEHEHUS:

B le4e6HO-NPOMUNAKTUYECKMX YUPEXAEHUSX W KNMHWUKO-AMArHOCTUYECKMX NabopaTopusix.
Ara/  Wrna QucTynbHas apTeproBeHO3Hasi OAHOpas3oBas [AO/MKHA WCMOMb30BATbCA  CPEAHUM

MEAVLIMHCKAM NEPCOHA/IOM.

3. Ocobble cBoMCTBa M3aenus
[aHHoe wu3aenve NOACOEAMHSETCH K KPOBOMPOBOAALLENW Maructpaim B KIMHUYECKUX
YC/IOBUAX C Lie/Ibi0 CO3LaHNA BPEMEHHOI0 KaHana 41s UMpPKYNsauum KpoBu.
LiBeToBOE 0603HaYeHMEe KOHBEKTOpa KaTeTepa WAEHTU(MUUMPYIOT pasmep Urfbl. KOHHEKTOP
KaTeTepa 3e/eHoro useta 4ia urn guametpom 1,65 mm (16 G), KOHHEKTOp KateTepa 6esoro
useta ana urn guametpom 1,8 mm (15 G), KOHHEKTOP KaTeTepa OpaHXKeBOro LBeTa A/1d Ur
Anametpom 1,5 mm (17 G).

PucyHok 3.1 - rna domcTynbHas apTeproBeHO3Has 0HOpa3oBasi. BHeLWHWIA BUA n3aenms

4. O6LLMe noKasaHWsA, NPOTMBOMOKa3aHUA 1 MNoboYHbIe 3 deKThI
NokasaHua:
3penve nokasaHo AnA NOACOeAVMHEHUS K KPOBOMPOBOAALLMM MarncTpanam B KIMHUYECKUX
YCNOBUAX C LieNIbH0 CO3AaHMA BPEMEHHOI0 KaHana AN LUMPKYIALMK KPOBMW.

MpoTMBOMNOKasaHUs:
HeT ueTKMX NPOTMBOMNOKAa3aHWiA, 0HAKO B HEKOTOPbIX CNyYasix HabMHAaN0Ch ANCHYHKLMS B
pe3ynbTaTe CBOPaUMBaHIS KPOBMW.

MoTeHUMabHbIE OCIOXXHEHNSA:
OTCyTCTBYIOT.

5. Mepbl NMpefoCTOPOXKHOCTU
1. He mncnonb3oBaTb NpY HapyLUEHWW LIENIOCTHOCTM 3aWMTHON 3TUKETKWU. EcCnn aTuMkKeTKa ¢
nepgopaumeli pasopsaHa Uy NOBPEXAeHa, YTUNN3NPYINTE TaKyro Ury 1 BO3bMUTE APYTYIO.
2. He npuMeHATb NO UCTEYEHNUM CPOKa FoOAHOCTN.
3. He ncnonb3oBathb 1 He CTEPUIN30BATL NOBTOPHO.

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



4. leyeHne AOMKHO NPOBOAMTLCA B CTPOTMX aCENTUYECKMX YCOBUSX. 1
5. KpoBb W [pyrvie 6WONMOTMYECKME XKUAKOCTM BCEX 6OMbHBIX 3aBEAOMO [JO/DKH
paccMaTpMBaThCA Kak MHMULMPOBAHHBbIE. |

6. CneayeT cobntofatb 0COGYH0 OCTOPOXKHOCTb MPK MCMO/Mb30BaHUM AaHHOro m3genus i
NeYeHnst 6ePEMEHHbIX JKEHLLMH, KOPMSLLMX MaTepeil, MnafeHueB u aeTeid. Mcnonb3yw LA

/IbTEPHATUBHbIE U3AENNA.
|

6. VIHCTpPYKUMA NO NMPUMEHEHUIO }
1 TwartenbHO BbIMOWTE PYKU C MbIIOM, MOC/E Yero TwaTe/lbHO NPOAe3VHULMPYATe MECTO
nyHkummn (Cobntogaiite cTepunbHOCTb!). [N9 NpoBeAeHUs Mpouesypbl  reMogvanmnsa
Heob6X0AMMO MCMONb30BaTb [ABE UI/bl (PUCTY/bHbIE apTEPUOBEHO3HbIE 04HOPA30Bble OAHOIO ;
BapuaHTa UCnosiHeHus. I3BneknTe WUrfbl U3 YNakoBKK. '
2.0cmoTpuTe  Urny  (OUCTYNbHYKD  apTEpMOBEHO3HYHD  OfHOPa30BYHD Ha  MpeameT
MOBEPXHOCTHbIX MOBPEXAEHUA UM HA Ha/JM4YMe YacTu, B npocseTe. B uensx 6e30macHoCTy
coeamHUTeNb Jlyapa C BHYTpPeHHeil pe3bbor [0/KeH OblTb MNPOBEPEH Ha Hamuume
MOBPEXAEHWIA.
3. Y[panute 3alUMTHbIA KONMA4YoK M MPUCOEAMHUTE LUMPUL, K KOHLY coefuHuTens Jlyapa c
BHYTPEHHeN pe3bboil. Wrny (UCTY/bHYIO apTepUMOBEHO3HYHO OAHOPa30BYHD MPOMOMTE
pacTBOPOM renapvHa UM HopMasibHbIM CO/EBbIM PACTBOPOM. 3aKpPOMTe 3a0KMM ANS TPYOKW.

PrcyHok 6.1 CoefuHeHwMe Wwnpuua u urnbl GUCTyNbHO apTeproBeHO3HO 0IHOPa30BOA
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PUCYHOK 6.2 3aKpbITbIil 38KMM WUI /bl PUCTY/IbHON apTePUOBEHO3HOM 04HOPa30BOM
4. To npocbbe MauyeHTa MOXET OblTb NPOBeAeHa MeCTHast aHecTesusi. Iocne HanoXxeHus
XKryTa, BbIGEpUTE MECTO MYHKLWN.
5. MonoxeHune cpe3a OCTPUS Wbl BAUSET HA TEXHUKY NPOKONA: BEPXHee NoJoXeHKe cpesa

‘TpaAULMOHHas” TEXHMKA NPOKONA, HUXKHEe NMOoXeHe cpesa - ’

PucyHok 6.3 Mrna qmcTynbHas apTeproBeHo3Has ogHopasosad. Octpue urnbl (Cnesa -
‘TpaAMLMOHHAA" TEXHMKA NMPOKO/Ia, CNpaBa - TEXHUKA ‘CPe30oM BHU3')
6. [na Hauny4wlero KOHTPOoAA BO BPeMs NYHKUMM KPbl/ibst UMbl OTBEAUTE K LIEHTPY. B aTOM
MOMOXEHUM OHU 00pa3ytoT PYKOATKY, YAOOHYH [Nnd 3axBaTa Mexay O60MblinMM |
yKasaTe/lbHbIM MasibLieM. B CBEpHYTOM MOMOXEHUU KPbLIbS aBTOMaTUYECKN (DUKCUPYHOT
nrny, NpegoTepaLlas BpallleHre BO Bpems NnpokKosa.
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PrcyHoK 6.4 Kpblnbs Urfibl UCTYNbHON apTePUOBEHO3HON OAHOPA30BOM OTBELEHHbIE K
LUeHTpy

7. CHUMWUTE KOMNAYoK AN WUrNbl, KPENKo yaep>kmBas KpblibA. OCTOPOXXHO C OTKPbITbIM
KOHL,OM urnbl!

8. BeeauTe nrny B Npofe3sMH(pULMPOBaHHOE MECTO NPOKONa.

MpumeyaHne. PeKoMeHAyeTCA NPOU3BOAUTL MYHKUWIO CHayana B apTepuasibHY0 4acTb, a
3aTeM B BEHO3HYHO YaCTb apTepPMOBEHO3HOWN (MCTY bl HanpaBneHne Urnbl B BEHO3HOW YacTu
BCerga JO/HKHO COoBMNajaTh C Harpas/ieHVeEM KPOBOTOKa K cepAuy. MpoKon ocyLecTenseTca
nofg yrnom ot 25 ° ao 40 ° K KoXe, 3aKUM AN TPYOKM A0MKEH ObITb OTKPbIT, HO 3aLMTHbIV
KO/Ma4voK 3aBMHYEH Ha coeauHuTene Jlyapa ¢ BHYTPEHHel pe3bboii. PacnonoxeHue Urnbi no,
NN NPOTMB HanpaB/eHNs KPOBOTOKA, He BANAET Ha MOTOK KPOBM B TOUKe goctyna. KoHupl
UrN JO/HKHbI pacrnofaratbCA Ha pPacCTosHMM He MeHee 5 CM Apyr OT Apyra, ecnv ecTb Takas
BO3MOXHOCTb.
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PUCYHOK 6.5 MyHKUMS UIN OUCTYNbHBIX apTePUOBEHO3HBIX OHOPA30BbIX
MpymedaHre. OBbIYHO MMy NPOABWralOT MO XOAy COCcyAa A0 KoHyca. [o6eiiTech nyudllero
MONIOXEHNS Cpe3a WUr/bl MPK NMOMOLLM BpaLLeHUs U/UAM NOCTENeHHOro MOATArMBaHUS WI /bl
«Ha cebsi». 3a60p 1 BO3BPaT KPOBU LLIMPULIEM [O/MKHbI OCYLLECTBNATLCS 663 CONPOTUBEHNS.
9. Mocne TOro Kak Hawunyulliee MonoXKeHWe UMbl HailaeHo, eé Heo6XoanMO (MKCUPOBATL K
Koxke. PUKCMpyHOLLas NeHTa NPUKNEVMBAETCS Ha KpPbifbsl U pacronaraeTcs Monepek, nop
MPAMbIM YT/IOM K Ur/e. MecTo NpoKona Urfbl I0MKHO 0CTaBaTbCs BUAVMBIM.
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PUCYHOK 6.6 3athKCMPOBaHHbIE UT /bl (OUCTY/IbHOM apTePMOBEHO3HOIN OHOPA30BOM
10. Becb B0O3AayX B Wrnax (UCTYNMbHbIX apTEPMOBEHO3HbIX OAHOPA30BbIX [AO/MKEH OblTbh
y[aneH A0 COeANHEHNSI C KPOBOMPOBOAALLMMMN MarucTpaisiMn. 3akpoiiTe 3aknum ans TpyoKu
rnocne Bbinycka Bo3ayxa. ocne 3Toro yganuTe 3aWUTHbIA KONA4YoK U NPUCOeANHUTE UMbl
(hUCTYNbHbIE apTEPUOBEHO3HbIE OAHOPA30Bble Yepe3 CoeauHUTENb Jlyepa C BHYTPEHHEN

pe3b00ii K KPOBOMPOBOASALLMM MarmcTpansm.

PucyHOK 6.7 CoeanHeHne Urnbl UCTYNbHOM apTEPUOBEHO3HO OAHOPA30BOV C
KPOBOMPOBOAALLENA MarnucTpasiblo
MpumeyaHve. CoeanHuTenb Jlyspa C BHYTPeHHe pe3bOoi, WMEIOWMIACS Ha uUrnax
(OUCTYNbHbIX apTepMOBEHO3HbIX 04HOPa3oBbIX KomnaHum Guangdong Baihe Medical
Technology Co., Ltd., obecneumBaeT conpsbkeHue Tuna "Jlysp-noK" KOHYCHOCTbO 6% B

cooTBeTcTBMU € I1SO 80369.
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OfHako nonHas 6e30nacHOCTb MOXET ObITb rapaHTMpOBaHa, TOMbKO B C/llyvae COBMECTHOrO
MCNOMb30BaHMA C COOTBETCTBYHOLMMW  KPOBOMPOBOAALLUMMU  MarucTpansaMu, KoTopble
oTBeyatoT cTaHgapTam ISO 80369. Vcnonb3oBaHMe HeCTaHAAPTM30BaHHbLIX MarucTpanei
MOXET MPUBECTM K BO3HUKHOBEHWIO W3/INLLIHETO HATSHKEHUS COEAMHEHWIA, TpeLmHam,
HapyLleHVIO repmeTu3alnn, UYTO B CBOK 0OYepeflb MOXET MPUMBECTU K YTeuKe KpoBM WU
BO3AYLLHOW amM60oNnK.

11. OTKpoWTe 3aKNMbI, HAYHWUTE NpoLeAYpY reMoananmnsa.

PucyHoK 6.8 Vrna gmctynbHas apTepMoBeHO3Has ofHOpa3oBast. Havano npouesypbl
remoguannsa

PrcyHOK 6.9 Vrnbl hnucTy/bHble apTeproBEHO3HbIE 04HOPa3oBble. Mpoleaypa remoguanmsa
12. TMocne 3aBepLUeHMs MPOLEeAYpPbl, 3aKPOMTE 3KMM M NPWKMUTE MECTO MYHKUMM C
MOMOLLbIO Map/eBoro Lapuka. Ypanute nnaactblpb WM npugepxute Wrny ¢ucTynbHyo
apTepPMOBEHO3HYIO OJHOPA30BYH MEXAY KPbIbAMU W/WAN 33 KPblibs UMbl Y [anute Urny,
OCTOPOXKHO, CTapascb NPeLOTBPATUTL CyYaHbIA NPOKOA. Y TUANSUPYIATE UTNY.
MpumMeyaHune: He NepeXxrmariTe YpeamMepHO MeCTO MYHKLMWN.

10
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7. TexHn4yeckas creumnpmkayms
MaTepuasibl U3roTOBEHNA U3LeNnNs
MaTepuanbl N3roTOB/EHNS U3aeNnsa NpueeaeHbl B Tabnuue 7.1.
Tabnuua 7.1 - Matepuasbl, U3 KOTOPOro U3roTOB/IEHO U3aenue

Jetanb Martepnan

3alUMTHbIA KOMNa4YoK MonunponuneH
CoenuHuTens Jlyepa nBXx

3aXKnMbl ans TpyoKu NMnom

KateTtep NnBXx

NepexofHWK KaTeTepa NnBx

Tpy6Ka urbl Hep>kaBetoLasa cTab
Konnayok gns urnbl MonunponueH

Kneli YnbTpathnoneToBbI aaresus
Cwma3ska urnbl CununkoHoBas xungkocts oy

PucyHok 7.1 - Virna gmctynbHas apTepmoBeHo3Has ofHopa3oBas. KoHCTpyKums
n3gennsa
KoHCcTpyKUnA n3genvs;
1. 3aMLLTHBIV KONMAaYoK;
2. coefvHuTeNb Jlyepa ¢ BHYTPEHHel pe3booi;
3. 3KMM Ansa TpyoKu;
4, KaTetep;
5. KOHHEKTOp KaTteTepa;
6. TpyOKa Urnbl;
7. KONMayokK Ans urfbl.

PuUCyHOK 7.2 - rna oucTybHas apTeprmoBeHO3Hasd ogHopasoBas. O603HaueHWe pa3mepoB

1
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PucyHok 7.3 - Virna mcTtynbHas apTeproBeH03Has oAHopas3oBas. KOHCTPYKUMS KPbIbILLEK:
cfeBa- (PUKCUPOBaHHbLIE, CripaBa - BpaLLatoLLmecs

PucyHok 7.3 “ rna (omctynbHas apTeproBeHO3Has 04HOPa3oBas. KOHCTPYKUMS KPbIbILLEK:
b, B, I' - dmkcuposaHHble. A, [, E *BpaLuatoLimecs
KpbINbILWKM MO3BONAIOT HALEXHOI0 (PUKCUMPOBATL UMY (PUCTY/IbHYHO
apTeproBEHO3HYIO 04HOPA30BYHO U YCTPAHAKT BO3MOXHOCTb HeCaHKLMOHMPOBaHHOIO
U3B/IEYEHMSA, CHKAA PUCK MEXAHNYECKOrO MOBPEXEHNA BHYTPEHHEN CTEHKW cocya.
Bpaiyatowmecs Kpbi/bILWKW MOTYT noBopaymsatbea Ha 360 rpagycos.
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Tabnuua 7.2 - TeXHUYECKNE XapaKTEPUCTUKIN UT /bl PUCTYNbHO apTePUOBEHO3HON 04HOPA30BOIA
Tpy6ka urnbl
BHyTpeHHUIA  [MHa

Homep BapuaHT ncnonHeHus

© 00 ~NOoO Ul D WN R

[N
o

R KRR

15
16
17

19
20
21
22
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(REF)

FN-1512S
FN-1612S
FN-1712S
FN-1522S
FN-1622S
FN-1722S
FN-1512ZS
FN-1612ZS
FN-1712ZS
FN-15227S
FN-1622ZS
FN-1722ZS
FN-1512D
FN-1612D
FN-1712D
FN-1522D
FN-1622D
FN-1722D
FN-1512ZD
FN-1612ZD
FN-1712ZD
FN-1522ZD

YcnoBHoe
0003HayeHue
pasmepa

15G
16G
17G
15G
16G
17G
15G
16G
17G
15G
16G
17G
15G
16G
17G
15G
16G
17G
15G
16G
17G
15G

Msrkas Tpy6ka (kaTetep)

OnnHa
(A), Mm

300 +20
300 +20
300 +20
300 +20
300 20
300 +20
300 £20
300 +20
300 +20
300 +20
300 +20
300 £20
300 +20
300 +20
300 +20
300 +20
300 +20
300 +20
300 +20
300 +20
300 +20
300 +20

Hapy>XHblii
anamvetp (B),
MM
5.10£0.05
5.10 +0.05
5.10 £0.05
5.10£0.05
5.10 £0.05
5.10£0.05
5.10+0.05
5.10£0.05
5.10+0.05
5.10£0.05
5.10+£0.05
5.10+0.05
5.10 £0.05
5.10 £0.05
5.10+0.05
5.10 £0.05
5.10+0.05
5.10 £0.05
5.10 £0.05
5.10+0.05
5.10 £0.05
5.10 +0.05

anameTp
(C), mm

3.25+0.05
3.25 +0.05
3.25 +£0.05
3.25 +£0.05
3.25 +£0.05
3.25+0.05
3.25+0.05
3.25 +0.05
3.25 +0.05
3.25 +£0.05
3.25+0.05
3.25 +0.05
3.25 +0.05
3.25+0.05
3.25 +0.05
3.25+0.05
3.25+0.05
3.25 £0.05
3.25+0.05
3.25 +0.05
3.25+0.05
3.25 £0.05

(D), Mmm

25%2.0
25%2.0
2520
2520
25+2.0
25%2.0
25+2.0
25+2.0
25+2.0
25%2.0
25+2.0
25%2.0
25+2.0
25+2.0
25+2.0
25+2.0
25+2.0
25+2.0
25+2.0
25+2.0
25+2.0
25+2.0

BHYTpeHHWI
anameTp
(E), mm
1.75(M.900
1.60(M.690
1.400-1.510
1.750-1.900
1.600-1.690
1.400-1.510
1.750-1.900
1.600-1.690
1.400-1.510
1.750-1.900
1.600-1.690
1.400-1.510
1.750-1.900
1.600-1.690
1.400-1.510
1.750-1.900
1.600-1.690
1.400-1.510
1.750-1.900
1.600-1.690
1.400-1.510
1.750-1.900

O6ulasa anvHa
(F), Mm

373 +20
373 +20
373 £20
373 +20
373 20
373 +20
373 £20
373 +20
373 £20
373 +20
373 £20
373 20
373 +20
373 £20
373 20
373 +20
373 £20
373 +20
373 £20
373 +20
373 £20
373 +20



23
24

BapuaHTt

FN-1622ZD
FN-17222D

ncrnonHeHmsa KpbiibIWwkn

(REF)

FN-1512S
FN-1612S
FN-1712S
FN-1522S
FN-1622S
FN-1722S
FN-15127S
FN-1612ZS
FN-1712ZS
FN-15227S
FN-1622ZS
FN-17222S
FN-1512D
FN-1612D
FN-1712D
FN-1522D
FN-1622D
FN-1722D
FN-1512ZD

(PMKCVPOBaHHble
(hMKCMpOBaHHbIe
(hPMKCMpOBaHHbIe
(PMKCVPOBaHHbIe
(hMKCMPOBaHHbIE
(hMKCMPOBaHHbIE
BpaLLiatoLLmecs
BpaLLiaroLLmecs
BpaLLiaroLLmecs
BpaLLiatoLLmecs
BpaLLiatoLLmecs
BpaLLiaroLLmecs
(PUKCMPOBaHHbIE
(hPMKCUPOBaHHbIe
(DMKCMPOBaHHbIE
(PUKCMPOBaHHbIE
(hMKCMPOBaHHbIe
(hMKCMPOBaHHbIE
BpaLLiaroLLmecs

YcnoBHoe

16G
17G

00603HayeHne Yron

pasmepa

15G
16G
17G
15G
16G
17G
15G
16G
17G
15G
16G
17G
15G
16G
17G
15G
16G
17G
15G

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

3aTOYKU
nrnbl, ®

15°+1°
15°+1°
15'»xP
15°+1°
15°+1°
15RH1®
15°+1®
15°+1°
15°H1®
15°+1°
15°+P
15°+1°
15°+1®
15°+I
15°+1°
15°+1°
15°%1°
15°+1°
15°+1°

300 £20
300 £20

IMpoYHOCTb
coeAvHeHNs
rONOBKU U

TPYOKU UINbl, He

mMeHee H
20

20
20
20
20
20
20
po
20
20
20
20
20
20
20
20
20
20
20

He 6onee 0.16 MKM
He 6onee 0.16 MKM
He 60nee 0.16 MKM
He 6onee 0.16 MKM
He 60nee 0.16 MKM
He 6onee 0.16 MKM
He 6onee 0.16 MKM
He 60nee 0.16 MKM
He 60nee 0.16 MKM
He 6osiee 0.16 MKM
He 6onee 0.16 MKm
He 60nee 0.16 MKM
He 60nee 0.16 MKM
He 60nee 0.16 MKM
He 6onee 0.16 MKM
He 60nee 0.16 MKM
He 60nee 0.16 MKM
He 60nee 0.16 MKM
He 60nee 0.16 MKM

5.10 £0.05 3.25 £0.05
5.10 £0.05 3.25 £0.05
LLlepoxoBaTtocTb TeepaocTb

51-58 HRC
51-58 HRC
51-58 HRC
51-58 HRC
51-58 HRC
51-58 HRC
51-58 HRC
51-58 HRC
51-58 HRC
51-58 HRC
51-58 HRC
51-58 HRC
51-58 HRC
51-58 HRC
51-58 HRC
51-58 HRC
51-58 HRC
51-58 HRC
51-58 HRC

25+2.0
25+2.0

Paanyc
NPUTYNNEHNS
paboueii yactu

He 6onee 0,03 Mm
He 6onee 0,03 Mm
He 6onee 0,03 MM
He 6onee 0,03 MM
He 6onee 0,03 MM
He 6onee 0,03 Mm
He 60nee 0,03 MM
He 6onee 0,03 MM
He 6onee 0,03 MM
He 6onee 0,03 Mm
He 6onee 0,03 MM
He 6onee 0,03 MM
He 6onee 0,03 MM
He 6onee 0,03 MM
He 60nee 0,03 MM
He 60nee 0,03 MM
He 60nee 0,03 MM
He 60nee 0,03 MM
He 60nee 0,03 MM

1.600-1.690
1.400-1.510 373 £20

LigeT
KOHHEKTOpa
KareTtepa

Benblii
3eneHsblii
OpaHXXeBblii
Benblin
3eneHblii
OpaH>KeBbli
Benblin
3eneHsbii
OpaH>eBblii
Benblii
3eneHblit
OpaH>keBblii
Benbiit
3eneHbli
OpaHxeBblit
Benblii
3eneHblii
OpaH)eBbliA
Benbiii

373 £20 '

Konuyectso
urn B

VHAVBUAYaNbH

O yNnaKoBKe,
LT,

N DN DN DNMNDNDNPRPE PR PR PRPRPRPRRERERRERPRPRPRPRE
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FN-1612ZD
FN-1712ZD
FN-1522ZD
FN-1622ZD
FN-1722ZD

BpaLLaLoLLVIECS
BpaLLatoLLyecs
BpaLLiaroLLecs
BpaLLiatoLLMecs
BpaLLatoLLVEeCS

16G
17G
I15G
16G
17G

Tabnunua 7.4 Paamepbl TPYO6KM UMbl

BapunaHT
NCMONHEHNS
(REF)

FN-1512S
FN-1612S
FN-1712S
FN-1522S
FN-1622S
FN-1722S
FN-15127S
FN-1612ZS
FN-1712ZS
FN-15227S
FN-1622ZS
FN-1722ZS
FN-1512D
FN-1612D
FN-1712D
FN-1522D
FN-1622D
FN-1722D
FN-1512ZD
FN-1612ZD

0O0603HaYeHHbIN
METPUYECKINIA
pasmep

18
16
14
18
16
14
18
16
14
18
16
14
18
1,6
14
18
16
14
18
16
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Kannbp

15
16
17
15
16
17
15
16
17
15
16
17
15
16
17
15
16
17

16

15°+1°
\5°+1°
is™ir
15°+I

20
20
20
20
20

He 60nee 0.16 MKM
He 60nee 0.16 MKM
He 60nee 0.16 MKM
He 6onee 0.16 MKM
He 60nee 0.16 MKM

51-58 HRC
51-58 HRC
51-58 HRC
51-58 HRC
51-58 HRC

MWHUMaNbHbIN
Hapy>KHbllA
AnameTp, MM

175
16
14
1,75
1,6
14
1,75
1,6
14
1,75
16
14
1,75
1,6
14
1,75
16
14
1,75
16

MakcuMasibHbIi -~ CTeHKa
Hapy>XHbI

onameTp, MM

1,900 HopMasibHas
1,690 HopMasibHas
1,510 HopMasibHasA
1,900 HopMasibHasA
1,690 HOpMasibHas
1,510 HopMasibHasA
1,900 HOpMasibHasA
1,690 HOpMasibHas
1,510 HOpMa/ibHas
1,900 HopMa/ibHas
1,690 HOpMa/lbHaA
1,510 HopMasibHas
1,900 HOpMasibHasA
1,690 HopMasibHasA
1,510 HOpMa/lbHas
1,900 HOpMa/ibHas
1,690 HOpMa/ibHas
1,510 HopMaJibHas
1,900 HOpMa/lbHaA
1,690 HOpMa/lbHaA

He 6onee 0,03 MM
He 6onee 0,03 MM
He 6onee 0,03 Mm
He 60nee 0,03 MM
He 60nee 0,03 MM

MUHUMasbHBIIA
BHYTPEHHWIA
AVameTp, MM

1,300
1,100
0.950
1,300
1,100
0,950
1,300
1,100
0,950
1,300
1,100
0,950
1,300
1,100
0,950
1,300
1,100
0,950
1,300
1,100

3eneHblii
OpaH>keBblii
Benbiin
3eneHblit
OpaHeBblii

N NN N N DN



FN-1712ZD 1,4 17 1,4 1,510 HopMannnas | 0,950
FN-15227D 1,8 15 1,75 1,900 HopMansHas | 1,300
FN-1622ZD 1,6 16 1,6 1,690 HopMansHas | 1,100
FN-1722ZD 1,4 17 14 1,510 nopManbHas | 0,950
Tabmug 7.5 XKectxocTd TPYOKH HIaN

BapuasT O6o3naveHRbIH Juanazon, HaruGatomaa cuna, | Maxcumansnoe
Henonwenns (REF) | merpuuecknii pazmep MM £ 0,1 H+0,1 OTKNIOHEHHE, MM

FN-15128 1,8 250 25,0 0,35

FN-16128 1,6 25,0 22,0 0,25

FN-17128 1,4 25,0 16,6 0,46

FN-15228 1,8 25,0 25,0 0,35

FN-16228 1,6 25,0 22,0 0,25

FN-17228 1,4 25,0 16,6 0,46

FN-1512ZS 1,8 25,0 25,0 0,35

FN-1612ZS 1,6 25,0 22,0 0,25

FN-1712ZS 1,4 25,0 16,6 0,46

FN-1522ZS 1,8 25,0 25,0 0,35

FN-1622ZS 1,6 25,0 22,0 0,25

FN-1722ZS 1,4 25,0 16,6 0,46

FN-1512D 1,8 25,0 25,0 0,35

FN-1612D 1,6 25,0 22,0 0,25

FN-1712D 1.4 25,0 16,6 0,46

FN-1522D 1,8 25,0 25,0 0,35

FN-1622D 1,6 25,0 22,0 0,25

FN-1722D 14 25,0 16,6 0,46

FN-1512ZD 1,8 25,0 25,0 0,35

FN-1612ZD 1,6 250 22,0 0,25

FN-1712ZD 14 25,0 16,6 0,46

FN-1522ZD 1,8 25,0 25,0 0,35

FN-16227D 1,6 25,0 22,0 0,25

FN-1722ZD 14 25,0 16,6 0,46
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8. MapkunpoBKa 1 ynakoBka

Kaxzgoe wn3genve YynakoBbiBaeTCA B WHAMBULYA/IbHYIO YMakOBKY C  ITUKETKE
3aBMCMMOCTM OT BapuaHTa WCMOJMIHEHUS MHAMBUAYa/bHas ynakoBka cogepxut 1 wam 2 -
UrNbl).

Hannune 6ykebl D Ha KoHUe REF HOomepa 03HayaeT, YTo B MHAMBUAYabHOW YrakoE
LUT. urnbl, Hanpumep FN-1512D.

MoTpeGuTenbckas KOpobKa CoAepXWUT 50 WMHAMBMAYalbHbIX YMAaKoBOK. Ha K
rPYnMoBoii YNakoBKe ecTb MapK1POBKa.

MapK1poBKa rpynroBoii YNaKoBKY COAEPXKUT CreaytoLLyo MH(OPMALIMIO:
- HaumeHoBaHve uaenus,

- ViHthopmaumio o NpousBoauTene, rnJ

- YNONHOMOYEHHbII NpeficTaBUTENb B EBPONEicKOM

EC REP
coobLLecTBe,

- OBpaTUTECh K MHCTPYKLMM MO NPUMEHEHMUIO, a

- CTepunmsaums oKCULoM 3TUIEHa, leTB«EO|

- He ucnonb3oBatb Mnpn NOBpPeXXAEeHNN YNMaKOBKWH,

- 3anpeT Ha NOBTOPHOE NPUMEHEHWME,

- CoflepXuT (hTanatbl, DEHP

- Ko naptuu,
- [lata ncrteyeHmsa cpoka rogHocTu,

- Homep no Katarnory,

- Mapkuposka CE, C € 0197

n +40«C
- TemnepaTypHbIi Ananas3oH TPaHCMOPTUPOBKU U

XpaHeHUA,

- [lata n3rotosneHus,

- VIHCTpYKUWS O NPUMEHEHMUIO.

17
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- Mephl NpeocTOPOKHOCTH.

MapKHPOBKA THKETKH HHAMBUAYAIHOH YNIAKOBKH COACPKUT CACAYIOULYIO HHpOpMAIHIO:

- Hanmenobanune naaenus,

- Undopmanmio 0 nponssoaHTENE, u

- Ynonnomouennniit npeacrapurens B Esponeiickom = Trep
coobmecTne,

- Kox naprun, LOT

- JlaTa HCTCUCHMR CPOKA FOAHOCTH, g

- Maprnponsa CE, C€o197

- OOpaTHTeCh K HHCTPYKIIMH 1O NPHMEHEHHIO, E]B

- CTepuansanua OKCUAOM 3TWIEHA, TERLESO

- He ncnons3oBath Nps NOBPEXACHHR YNIAKOBKH,

- 3anper Ha NOBTOPHOC MPHMCHCHHE, ®
DEHP

- Copcpxat ¢ranarsi,
- JlaTa H3rOTORNCHNA,

- TeMnepaTypHuIll AHANa30H TPAHCIIOPTHPOBKH H
XpaHeHus,

+0°C
- Homep no Katanory, REF

- UncTpyxiuas no npuMEHEHHIO,

- MepH mpeZIocTOPOKHOCTH.
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Ons  TPaHCMOPTMPOBKM  W3LENMS1  YNAKOBbIBAOTC B TPAHCMOPTHYH  YMakoBKy]
rop1poBaHHOr0 KapToHa. Kaxaas TpaHCMopTHas ynakoBKa cofepXXmT 10 rpynnoBbiX Kop
C M3[eNNeM.

MapK1poBKa TPaHCMOPTHON YNaKOBKW COLEPXMUT CreAyHoLy0 NHHDOPMALMIO:
- HanmeHoBaHve n3genus.

- MIHhopmanmio o0 npoussoguTene, i J

- YNONHOMOUYEHHbI NpeAcTaBuTeNb B EBponeickom
co00LLIeCTBE,

- Koa napTuu, LOT

EC REP

- [laTa ncTeyeHusa cpoKa rogHocTH,

- Mapkuposka CE, C €0197

- O6paTUTECh K MHCTPYKLIMM MO NPUMEHEHMUIO, CE

- CTepunmnsaLms OKCMIoM 3TUMEHa,

- 3anpeT Ha NOBTOPHOE NPUMEHEHME,

 CofiepXuT (hTanathl, DEHP

- [lata n3rotoeneHus,

- Homep no karanory, REF

- Xpynkoe, 06paLatbCcs 0CTOPOXHO,
- bepeub oT BNaruy,

- MpaBWbHOE BEPTUKA/IbHOE MOMOXKEHME TPY3a.

MapKnpoBKa TPaHCMOPTHOW YNaKOBKW COAEPXKNT:
-HanmeHoBaHMe n3genus,
-VHopmaumto o npoussoguTene

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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-Maccy 6pyTTO,

Ko, -Homep pervcTpayMoHHOro yA0CTOBEPeHWS,
-VHopmarmto 06 yNnosHOMOYEHHOM MpeacTaBuTesne NPOM3BOANUTENS
-LWTpurxkog

9. CooTBeTcTBME cTaHAapTaM Poccuiickon defepaumm
FOCT P 50444-92 TMpwub6opbl, annapaTbl M 060pyAoBaHME MeauUUHCKME. O6Lyme
TEXHUYECKNe yCnoBus.

FOCT P NCO 9626-2020 Tpy6Kun UrofibHble 13 HepXKaBetoLLel cTanmn A1 U3roToB/eHUA
MEANLIMHCKNX WU3AeNnii
FOCT 19126-2007 «MHCTpYMeHTbI MeAnUMHCKMe MeTanmnyeckune. ObLime TeXHUYecKme

YCNOBUS»

FOCT P 52770-2016. «W/3genusi meguumHCKue. TpeboBaHuA 6GesonacHocTW. MeTogpl
CaHUTaPHO-XMMUYECKNX U TOKCUKOTOTNYECKUX UCTIbITAHWI».

FOCT 31214-2016. «W3genns meamumHcKme. TpeboBaHMs K obpasuam 1 AOKYMeHTaumu,
MpeLoCTaB/IfeMbIM Ha TOKCUKO/IOTMYECKIME, CAHUTAPHO-XUMUYECKME UCNbITaHWA, UCNbITaHUA Ha
CTEPUNbHOCTb U MUPOreHHOCTb.

MOCT 31870-2012 «Bopga nutbeBas. OnpefeneHue CoAepXkaHua 3M1EMEHTOB METOAaMU
aTOMHOW CMEeKTPOMETPUM» n. 4

FOCT P 55227-2012 «Bopa. MeTofpbl onpefeneHus cogepxaHus gopmanserngax», n. 6

FOCT 4011-72 «Bopa nuTbeBasi. MeToabl M3MEPEHNS MAcCOBOW KOHLIEHTpaLUMK 06LLEero
xenesay, n. 2

MYK 4.1.3166-14 «[la3oxpomarorpauyeckoe oOnpedeneHne rekcaHa, renTaHa,
auetasbfermga, auetoHa,  MeTunaueTara,  dTunauertara,  MeTaHOMa,  M30MponaHona,
aKpWIoHUTPUAA, H-MpPonaHona, H-nponunauerara, OyTunaueTara, M300yTaHona, H-6yTaHona,
6eH3ona, Tonyosna, aTUNOGEH30/1a, M-, O- U M-KCWMOM0B, M30MponunbeHsona, CTupona, anbia-
MEeTU/ICTUPO/A B BOAE M BOAHBIX BbITAXKAX M3 MaTepraios pa3MYHOro cocTasa»

MP 1941-78 «MeToan4yeckne pekoMeHAaLMu Mo OnpefeseHut0 XJI0pUCTOro BUHWMA B
NONMBUHWAX/IOPUAE W NOMIMMEPHbIX MaTepuanax Ha ero OCHOBE, B MOJE/IbHbIX Cpeaax,
UMUTUPYIOLLMX MULLEBbLIE NPOAYKTbI, B MPOAYKTaX MUTaHNUA»

MYK 4.1.3169-14 «[la3oxpomarorpauyeckoe onpefeneHve  AUMeTUN(TanaTa,
anvetunTepedTanata, AudTUNGTanata, AuvbyTundgTanata, OyTunéeHaungTanata, 6uc(2-
aTUAreKcun) (ranarta u AMOKTUNMTaNaTa B BOLE W BOAHBbIX BbITXKAX W3 MaTepuaios
pasnIMyHOro cocrasa»

FOCT ISO 10993-7-2016. «WM3genus meamumHckue. OueHKa 6MO0I0rMYecKoro AencTems
MeAUUMHCKMX — m3fennii. Yactb 7. OcCTaTovyHOe COAepXkaHwe 3TWIeHOKcuza nocne
cTepunmn3aLmmn».

FOCT ISO 10993-1-201 r «W3genus meauumHckme. OueHKa 610N0rMyeckoro AencTems
MeAMLUMHCKMX n3aenuid. YacTb 1. OueHKa 1 UccneaoBaHus».

FTOCT P MNCO 10993-2-2009. «W3penna meguumHckme. OueHKa 6MON0rMyeckoro
AEACTBUA MEANLMHCKMX M3aenmnid. YacTb 2. TpeboBaHMA K 06paLLEHNIO C XXUBOTHBIMUY.,

FOCT I1SO 10993-4-2011. «W3penusi meamumHckme. OLeHKa 61OMorMyeckoro AencTans
MeANLMHCKMX u3genuin. YacTs 4. ViccnefoBaHve U3Aennia, B3aMOAENCTBYHOLWMX C KPOBbLHO.

FOCT ISO 10993-5-2011. «M3genuns MmeguumHckme. OueHKa 61MoN0rnMYeckoro AencTaus
MeAMLMHCKMX n3aenunid. YacTsb 5. ccnefoBaHne Ha LUTOTOKCMYHOCTb: METOZbI in Vitro».
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rocT ISO 10993-10-2011. «M3penms meguumHcKme. OueHKa 61M0MorMyecKoro aeic
MeauUMHCKMX m3gennid. Yacte 10. MccnepoBaHus pasgpakatolero M CeHCUoUnmaupyton
AECTBUSA».

FOCT ISO 10993-11-2011. «M3penusa megmumHckme. OueHKa 61M0N0rnMyYeckoro aeiic
MeAMLMHCKUX n3genmnid. Yactb 11. ViccnefoBaHune 06LLETOKCUYECKOrO AeNCTBUS.

FOCT ISO 10993-12-2015. «M3aenus meguumHckme. OugHKa 61M010rMyeckoro aeiic
MeANLMHCKMX n3genuin. Yactb 12. MpurotosneHne Npob U KOHTPO/IbHbIE 06pasLbl».

O®dC. 1.2.4.0005.15. «MMpOreHHOCTb»

0®C.1.2.4.0003.15. CTepunbHOCTb

FOCT I1SO 11607-1-2018 ¥YnakoBka A1 MEAUUUHCKUX W3AENNA, MOMJIEXT
(urHUWHON cTepunm3aummn. Yactb 1 TpeGoBaHus K MaTtepuanam, 6apbepHbIM CUCTEMAM
CTepuIn3aumn 1 ynakoBoyHbIM CMCTEMaM

FOCT ISO 11607-2-2018 “YnakoBKa AN MEAUUUHCKUX W3AENWIA,  MOANEXT
(rHMWHON cTepunm3aumn. YacTb 2. TpeboBaHMA K Banugaumu MpoLeccoB (opmmpoBaH!
repmMeTusaumm n copkmn”

FOCT EN 556-1-2011 «CTepunuzaums MeauUUHCKUX u3aenuin. TpeboBaHWs
MeAULMHCKUM M3OeNnsM KaTeropum “crtepunbHble”. YacTb 1. TpeboBaHWA K MeOULMHCKUM]
N30eNVsaM, NOLANEXALLUMM PUHULLHON CTePUAM3aLLMmN»

FOCT P NCO 15223-1-2014 WN3penna meguumHckue. CUMBONbI, MPUMEHSEMbIE Mu
MapKMpPOBaHUN Ha MeAULMHCKUX U3LeNNAX, STUKETKAX U B COMPOBOAUTEIbHON [OKYMEHTaLMN.
YacTb 1. OCHOBHbIe Tpeb6oBaHMA

10. TpaHcnopTMpoOBaHue, XpaHeHWe 1 IKcryaTaumsa

N3genna (Npyv MocTaBke) TPaHCMOPTUMPYHOTCA BCEMW BWUAaMK TpaHCMopTa B KPbITbIX
TPaHCMOPTHbIX CPeACTBax B COOTBETCTBUM C MpaBu/iamMmy NepeBO3KN rpy3oB, AeNCTBYOLWMMU HA
[aHHOM BMWfe TpaHcrnopTa M 06ecrneyMBalOWUMM COXPAHHOCTb W3AeNUs B COOTBETCTBUM C
YCNOBUAMM:

Ycnosua TpaHCMopTUPOBaHUA: M3fenve cnefyeT TPaHCNOPTMPOBAaTb MpW Temnepartype
Bozgyxa oT +1°C pgo +40°C npu OTHOCUTE/IbLHOM BRakHOCTM OT 60% p[o 80%
(HekoHAeHcMpytoLwascs).

YcnoBus xpaHeHus: npy Temnepatype ot 0“C go 40RC 1 0THOCUTENbHOI BRaXXHOCTM OT 30%
10 80% (HeKOHAEHCMpYOLLascs).

XpaHUTb M3[enna B YMakoBKe MPeanpuAaTUA-U3roToBUTENS B BEHTUINPYEMOM W CyXOM,
YMCTOM MeCTe, 3allMLLIaTL OT MoMnajaHWa MPAMOro COJIHEYHOrO CBeTa W TPbI3yHOB, Mpu
KOHTPO/IMpYeMOWi TeMnepaType.

Ycnosua akcniyatauuu: Msgenve cnegyet npuMeHATb npu Temnepatype oT +32°C no
42°C npun 0THOCMTE/NbHOI BNAXXHOCTK He 60nee 100% (HEKOHAEHCMPYHOLLAsCS).

11. CsefieHUs 0 CTEPUIIBHOCTU N3AeNns
WN3penve noctaBnsetcd CTepubHbIM.  [MapaMeTpbl CTepuiv3aumn:  rasoBblii  MeToq,
crepunusaumm  (OKUCb 3TWIEHA) B COOTBETCTBUMM C Tpe6oBaHuaAMM 1SO 11135-1 (ypoBeHb
0CTaTOYHOWN KOHTaMuHaummn 10™Y). M3genve anmporeHHo.
MoBTOpHaA cTepunnsalma nsnenuna sanpetleHa. MoBTopHOE NPYMEHEHKE 3anpeLLeHo.
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12. CaefieHus 06 yTuamsaumm

YTunusaumo nsgenvsa npoesoguTe B cooTBeTcTBUM ¢ CaHlnH 2.1.3684-21 ana oTxonos
Knacca B (anugemuonornyecku onacHble 0oTxofbl). [locne  anmapaTtHbIX — CMoco6oB
06e33apaXnBaHns C NPUMEHEHVEM (PU3NYECKMX METOLOB M U3MEHEHUS BHELLHErO BMAa OTXOL0B,
MCK/HOYaloLWEro BO3MOXHOCTb WX TMMOBTOPHOr0 MpPUMEHeHUs, OTX0Abl Knaccos B moryt
HaKanMBaTbCs, BPEMEHHO XPaHUTLCA, TPAHCMOPTMPOBATLCSH, YHUUTOXATLCA M 3aX0pPaHUBaTLCA
COBMECTHO C OTxogamu Knacca A (3nuaemmonornyeckn 6esonacHble OTXOAbl, MO COCTaBy
npubnmkeHHble K TBO). YnakoBka 06e33apaXKeHHbIX MeAVLMHCKUX OTXO0A0B Kaccos b fomkHa
MMETb MapKMPOBKY, CBMAETENbCTBYHOLLYIO O MPOBeLeHHOM 06e33apaXkKnBaHUM OTXO0B.

Mpy HeMcrnonb30BaHWUN U3AENNS, MOBPEXAEHNS UHAVMBUAYIbHOW YNaKOBKN U UCTEUYEHNM
rapaHTUIMHOrO CpoKa YTUAM3auuio NpPoBOAUTbL B coOTBeTCTBUM € CaHluH 2.1.3684-21 ans
0TX0A0B Knacca A

13. NapaHTUn

370 M3fenve CNpoeKTUPOBaHO, U3roTOB/IEHO, UCMbLITAHO M YNakoBaHO B COOTBETCTBUW CO
BCEMM MNPUMEHUMbIMU TpeboBaHMAMW. POU3BOAUTENL FapaHTUPYeT COOTBETCTBUE W3AENNs
Tpe6oBaHNAM BCEX HOPMATUBHbLIX W TEXHUYECKMX [OKYMeHTOB. KauecTBo M 6e30MacH”Tb
U30eNNiA rapaHTUPYeTCs B TeyeHWe YCTaHOB/IEHHOrO CpOKa ro4HOCTM B COOTBETCTBUM C
YCNIOBMAMU XpaHeHWUst / TpaHCMOPTUPOBKK. He mcnonb3yiite unsgenve 6e3 MapkKupoBKM UM B
C/lyyae noBpexaeHNs MapKUpPOBKM / yNaKoBKW. X

"apaHTWiHBIA CPoK rogHocTH: 3 rofa. CpoK COXpaHeHNUs CTEPUNBHOCTM - 3 Tofa.

MpoussognTeENb:

Guangdong Baihe Medical Technology Co., Ltd. («[yaHrgoHr bavixe Megukan
TekHonomkmn Ko., 1Ta»), Kntait

No0.89, Taoyuan East Road, Nanhai District, Foshan City, Guangdong, China

TenedoH: 86-757-81207300

AnekTpoHHas noyta: able@baihemedical.com

YNONHOMOYEHHbI NpeACTaBnTeNb NPON3BOANT ENst HAa TeppuTopun PP :
O6LLEeCTBO C OrpaHUYeHHON OTBETCTBEHHOCTLIO «KomnaHus «bruBu»
(OO0 «KomnaHusa «buBwu»)

129085, r. Mocksa, NpocnekT Mupa, . 101, cTp. 1, nom. 17

WNHH 7722385440

TenethoH: +7 (499) 281-67-68
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Kutaickunit CoeT Nno CoAeNCTBUIO MeXAYHapOAHON TOproee
ToproBo-npombiwneHHas nanata Kutas
CEPTUOUKAT
<QR-Kod>
Ne214406B0/007498
00301320

HACTOAWMM YAOCTOBEPAETCH. UYTO neuath KomnaHun «TYAHTAOr BAWXE

MEANKAJT TEKHONOOXKWN KO., NTA.» Ha npunaraemom JOKYMEHTE saBnsetca nopg-
NNHHOMA.

TwucHeHas ne4yatb:

[KuTaiticknii CoBeT no cogeiicTBmio MexayHapoaHoi toprosne// CEPTUDPUNKALINA]
KuTaicknii CoBeT No CoAencTBnio MexayHapoAHON ToptoBe
Moanuch YNONHOMOYEHHOTO NnLa: Inodnucmol
YaHb CuH
Mevatb:
[KuTalicknii CoBeT Mo cofencTemio MexayHapogHon toprosne // CEPTUPUKALINA]

[Jata: 06 aBrycra 2021 r.

(Ccbinka gns NpoBepKM NOAAMHHOCTYM cepTudimkata: hUp:/iwww.rzcepit.com/validate.html)
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ABEPXOAKO
"eHepanbHbIN LUPEKTOP
<[ognucb>

/neyatb KomnaHun/

MepeBof ¢ aHrMUACKOTO A3blKa Ha PYCCKNiA A3bIK BbINONHWUN NepeBOLYNK
lMoHomapes eHnc AnekcaHaposuy
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Poccuitickas degepaums
"opog MockBa
[BeHaauaToro asrycra [iBe Tbica4yn ABajuaTb MepBoro roga

A, JleoHoBa [nHa TaHOBHa, HOTapuyc ropoda MoCKBbI, CBUAETENIbCTBYHO MOA/IMHHOCTb
nognucu nepesogyvnka NoHomapesa eHnca AnekcaHaposuya.

Mognwuck caenaHa B MOEM MPUCYTCTBUM.

JInyHoCTb NoAnMcasLUEro JOKYMEHT YCTaHOB/IEHA.

3apeructpupoBaHo B peectpe: Ne 77/323-H/77-2021-5-621.
roBepLUeHVe HoTapuansHorogecTens: 400 py6. 00 kon.

X?0.T. leoHoBa

MpoLHYypoBaHO, MPOHYMEPOBAHO N CKPEMIEHO
neyatbto 30 (TpMALATb) UCTOB.
HoTapuyc f ) [.T. leoHoBa
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