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INSTRUCTIONS KOR USK
OK MKDICAL DKVICE
Sterile blood taking needles for single use

1 Product name
Sterile blood taking needles for single use.
(hereinafter referred to as - needles or device).

2. Medical device options:

1 Two-way Needle, size range: 17G I (1.4x25 mm), 17G 1 1/4’ (1.4x32 mm). 17G 1 1/2' (1,4x38 mm),
18G I (1.2x25 mm). 18G | 1/4' (1.2x32 mm), 18G 1 1/2' (1.2x38 mm), 19G I (1.1x25 mm), 19G 1 14’
(1.1x32 mm), 19G 1 1/2' (1.1x38 mm), 20G I (0.9x25 mm), 20G 1 1/4’ (0.9x32 mm), 20G 1 1/2' (0.9x38
mm), 21G I (0.8x25 mm), 21G 1 14’ (0.8x32 mm), 21G 1 1/2' (0.8x38 mm), 22G 1 (0,7x25 mm), 22G 1
14" (0.7x32 mm), 22G 1 1/2' (0.7x38 mm), 23G I (0,60x25 mm), 23G 1 1/4’ (0.6x32 mm), 23G 1 1/2
(0.6x38 mm), 24G T (0.55x25 mm), 24G | 1/4’ (0.55x32 mm), 24G i 1/2'(0.55x38 mm)

2. Two-way Needle with Transparent Chamber, size range: 17G T (1.4x25 mm), 17G 1 1/4’ (1.4x32 mm),
17G 1 /2 (1.4x38 mm). 18G r (1.2x25 mm). 18G 1 1/4’ (1.2x32 mm), 18G 1 1/2'(1.2x38 mm), 19G I
(1.1x25 mm), 19G 1 1/4’ (1.1x32 mm), 19G 1 1/2'(1.1x38 mm), 20G I (0.9x25 mm), 20G | 1/4’ (0.9x32
mm), 20G 1 1/2' (0.9x38 mm), 21G I (0.8x25 mm), 21G 1 1/4’ (0.8x32 mm), 21G 1 1/2’ (0.8x38 mm), 22G
I (0.7x25 mm), 22G 1 1/4’ (0.7x32 mm), 22G 1 1/2' (0,7x38 mm), 23G I (0.6x25 mm), 23G 1 1/4’ (0.6x32
mm), 23G | 1/2'(0.6x38 mm), 24G I (0.55x25 mm), 24G | 1/4’ (0.55x32 mm), 24G ! 1/2'(0.55x38 mm)

3. Single Wing Butterfly Needle, size range: 17G 1 (1.4x25 mm), 17G 3/4' (1.4x19 mm), 18G I (1.2x25
mm), 18G .3/4' (1.2x19 mm). 19G I (1.1x25 mm), 19G 3/4' (1.1x19 mm), 20G I (0.9x25 mm), 20G 3/4'
(0.9x19 mm), 2IG T (0.8x25 mm), 21G 3/4’(0.8x19 mm), 22G I (0.7x25 mm), 22G 3/4' (0.7x19 mm), 23G
I’ (0.6x25 mm), 23G 3/4' (0.6x 19 mm), 24G I' (0.55x25 mm). 24G 3/4' (0.55x 19 mm), 25G 1 (0.5x25 mm),
25G 3/4°(0.5x19 mm)

4. Double Wing Butterfly Needle, size range: 17G 3/4’ (1.4x19 mm), 18G 3/4' (1,2x19 mm), 19G 3/4’
(1.1x19 mm), 20G 3/4’(0.9x 19 mm), 2 1G 3/4' (0.8x 19 mm), 22G 3/4’ (0.7x 19 mm), 23G 3/4' (0.6x 19 mm),
24G 3/4°(0.55x19 mm), 25G 3/4°(0.5x19 mm)

3. Manufacturer
«Weciliai Hongyu Medical Devices Co., Ltd.»
No.86 Shenzhen Road, F.conomy & Technic Development Area, Weihai, Shandong Province, China

4. Purpose
Sterile disposable blood collection needles (hereinafter referred to as the Device) are intended for use as part
ofa blood collection kit directly for obtaining a blood sample from a patient.

5. Scope of application
Device is intended for professional use in hospitals only.

6. Indications for use
Designed to draw blood directly to obtain a blood sample from a patient.

7. Precautions

- Device is used by suitably trained medical professionals.

- Avoid accidentally removing the rubber membrane, do not pull forcefully on the butterfly needle, protective
cap. as such actions may damage the device integrity.

- Never touch the needle point when using or disposing device.

- Do not use the device if the needle cap was not in place prior to use.

- Do not use after the expiration date.

8. Possible side effects
None. *

9. Contraindications
None.
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). Personnel qualifications

The device must be used by qualified physicians or medical personnel in accordance with the instructions for
use.

11. Patient categories

* Age: children and adults.

* Body weight: not applicable.

* Health status: not applicable.

* Nationality: different.

« Patient condition: patient is not a user of the device.

12. Opcrating/Application Conditions
Application temperature: ~4°C to ~25RC. Relative humidity: not more than 80%.

13. Compatibility with other devices
In a clinical setting. Sterile Disposable Blood Collection Needles arc used complete with a disposable blood
collection tube(s) and holder.

14. C.'ompleteness

Delivery set must include devices of the same version, of the same standard size. Each needle must be indi-
vidually packed, then packed in a group package. Devices in group packaging must be packed in a shipping
container.

More detailed information on the scope of delivery is presented in Table 1

Tabic 1 Delivery completeness
Sterile Disposable Blood Collcclion Needles: Two-way Needle

Needles in individual package I pc

Needles in a urovp package 100 pcs
Brief instructions for use. applied to the group packaging
Sterile Disposable Blood Collection Needles: I'wo-way Needle with Transparent Chamber

Needles in individual package 1pc

Needles in a group package 100 pe.s

Brief in.4truelions for use. applied to the group packaging

Sterile Disposable Blood Collection Needles: Single Wing Butterfly Needle

Needles in individual package 1lpc

Needles in a group package 100 pcs
Brief insiruciions for use, applied to the group packaging
Sterile Disposable Blood Collection Needles: Double Wing Butterfly Needle

Needles in individual package 1pc

Needles in a group package 100 pcs
Brief instructions for use. applied to the group packaging

15. Description

15.1. Two-way Needle consists of: membrane to prevent blood from flowing out. protective cap of the
needle going into blood collection tube, protective cap of the needle for vein insertion, needle tube body, and
needle cannula.

Gauge  Designated metric size, OD,,,,, mm OD,,,., Wall [Dmin> Needle tube length (13)
mm mm mm nm in
17¢; 14 1,400 1,510 ™w 1156 €15 o 1
32 25 114
38 25 1172
18G 12 1,200 1.300 TW ~ 0910 55 5 1
“TITT3
2 25 114
38 .25 1172
i9(; 11 1.030 1.100 TW 0750 5 og 1
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32 2,5 114

3%+-I.S 25 112
20G 0.9 0.860 0.920 TW 0635 5o '-5_2_5 1
32 25 114
3‘8“’5-2.5 112
21G 0.8 0.800 0.830 TW 0.547 2-5”-5_25 1
35;1'5 25 114
3% 15_25 112
22G 07 0.698 0.730 TW 0440 "EY13. ¢ 1
14
38" 25 112
23(; 0.6 0.600 0.673 TW 0370  ,5.25 1
32 25 L u4
3'° 25 112
24G 0.55 0.550 0.580 T™W 0343 5 5 1
351'5 25 1v4
38 25 112
0. D- - Outer Diameter,
1 D, - Inner Diameter,
TW - thin wall.

15.1.1. Specifications (to table 2)
1) Rockwell hardness, HRC: 30-80
2) Body blunting radius - max 0.03 mm
3) Roughness Ra, pm:
- outer surface of the lube - < 0,4
- sharpening surfaces - < 0.7
4) Needle shagcning angle (a 1) - 12° = 3°.
Table 3 to Pigure (Appendix A), Needle into ic

Gauge De.+ignated metric si/e, mm oD.,..,, oD.,,,, wall Needle tube length
mm mm min (1), mm

17G 14 1.400 1.510 T™W 1.156

18G 12 1.200 1.300 T™W 0.910

t9(; LI 1.030 1100 T™W 0.750

20(; 0.9 0.860 0.920 ™™ 0.635 18

2k ; 0.8 0.800 0.830 T™W 0.547 |

22(; 0.7 0,698 0.730 T™W 0.440

23(; 0.6 0.600 0.673 T™W 0.370

24G 0.55 0.550 0.580 T™W 0.343

15.1.2. Specifications (to table 3)

1) Rockwell hardness, HRC: 30-80

2) Body blunting radius ¢ max 0.03 mm
3) Roughness Ra, pm:

- outer surface of the tube - < 0.4

- sharpening surfaces - < 0.7

4) Needle sharpening angle (a2) - 22°+3*

15.1.3. Protective cap of the needle going into blood collection tube
-Diameter (d3) - 10£1 mm

-Length (15) - 37.2+£3 mm

15.1.4. Protective cap of the needle for vein insertion

- Diameter (d4) - 10+1 mm

-Length (16) - 50£3 mm

15.1.5. Needle cannula

- Diameter (dI): 7£0,8 mm

- Length (12): 1242 mm

15.1.6. Membrane

- Average outer diameter (d2) - 2.5+0,5 mm

- Length (14) - 22+2 mm

15.1.7. Total length of Two-way Needle (1) - 81.7+4 mm
15.1.8. Weight: 2,4+1 g
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15.2. Two-way Needle with Transparent Chamber consists of: membrane to prevent blood from flowing
out, protective cap of the needle going into blood collection tube, protective needle cap for vein insertion,
needle tube body, and cannula of the needle with transparent chamber.

Table 4 to figure 2 (Appendix A). Needle to vein.

Gauge Designated metric size.  OD,,i,, mm ODn-u. Wall 1 Needle tube length (13)
mm mm * mm nm in

17T, 14 1.400 1.510 TW 1156 5 1
"32 2.5 114
381525 1172

18G 12 1.200 1.300 TW 0910 55 |

114

38°12,5 1172

19G Il 1.030 1100 TW 0750 ,5 s 1
Wy ,s 114
35 25 112

20; 0.9 0.860 0.920 TW 0635 95 1
32 25 1i/4
Brs 1w

2\C. 0.8 0.800 0.830 TW 0547 55 5 1
32 25 114
§8M'5-2.5 1172

22G 0.7 0.698 0.730 TW 0.440 “gE T3 1
32 25 114
467 %o 1172

23G 0.6 0.600 0.673 TW 0370 95 s 1
32 25 114
38 25 1172

24(; 0.55 0.550 0.580 TW 0343 3545 . 1
32%io5 11/4
38/\'_.2.5 11/2

0. D. - Outer Diameter.

1. D, - Inner Diameter.

TW - thin wall.

15.2,1. Specifications (to table 4);

1) Rockwell hardness, HRC: 30-80

2) Body blunting radius - max 0.03 mm

3) Roughness Ra, pm:

- outer surface of the tube - < 0.4

- sharpening surfaces - < 0.7

4) Needle sharpening angle (al) - 12° + 3°,

Tabic 5 to figure 2 (Appendix A). Needle to test tube

Gauge Designated metric size, mm Wwall 11Giiiii* Needle tube length
mm mm min (1), mm
i7c; 14 1,400 1.510 ™ 1.156
18G 12 1.200 1.300 T™W 0.910
19G 11 1.030 1.100 T™W 0.750
20G 0.9 0.860 0.920 T™W 0.635
21G 08 0.800 0.830 T™W 0.547
22(; 0.7 0.698 0.730 T™W 0.440
23G 0.6 0.600 0.673 T™W 0,370
24G 0.55 0.550 0.580 T™W 0,343

15.2.2. Specifications (to table 5):
1) Rockwell hardness, HRC: 30-80
2) Body blunting radius - max 0,03 mm
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3) Roughness Ra, |,im

- outer surface of the lube - < 0.4

- sharpening surfaces - < 0.7

4) Needle sharpening angle (a2) - 22843®

15.2.3. Protective cap of the needle going into blood collcclion tube
- Diameter (t/2): "1+l mm

- Length {14): 363 mm

15.2.4. Protective cap of the needle for vein insertion

- Diameter (f/-/): 111 mm

- Length {(6): 62+3 mm

15.2.5. Needle cannula

- Diameter {dl) - 9+0,8 mm

- Length (/2) - 27£3 mm

15.2.6. Membrane

- Average outer diameter (r/i): 2.5£0,5 mm

- Length (15): 2242 mm

15.2.7. Total length of Two-way Needle with Transparent chamber (/): 944 mm
15.2.8. Weight: 3%l g

15.3. Single Wing Butterfly Needle consists of; protective cap of the needle for vein insertion, tube body of
the needle for vein insertion, wing, flexible tube of the butterfly needle, Luer lock adapter, cannula of the
needle for insertion into a lest tube, protective cap of the needle for insertion into a test tube, membrane to

prevent blood from flowing out.

Gauge Designated metric size, oD”An, mm Wall ID,,,in, Needle tube Iength
mm mm mm nm in
i7c; 14 1.400 1.510 TW 1.156 19*'.. 3/4
25 25 1
i8(; 12 1.200 1.300 TW 0.910 19-. 3/4
25 25 1
19; 11 1.030 1.100 T™W 0.750 197", 3/4
T s !
2ik; 0y 0.860 0.920 T™W 0.635 1972 3/4
25 25 1
21G 0.8 0.800 0.830 T™W 0.547 19*.. 3/4
25 25 1
22G 0.7 0.698 0.730 TW 0.440 19°.: i4
“TpT3 1
25 25
23(; 0.6 0.600 0.673 T™W 0.370 19M° 3/4
[CTT3 1
25 2,5
24G 0.55 0.550 0.580 T™W 0.343 19".. 3/4
~LLT5 1
25
25C 0.5 0.500 0.530 W 0.292 19*'.. 3/4
“T E) ro 1
2 25

0.D, Outer Diameter,
I-D. - Inner Diameter,
TW - thin wall.

15.3,1. Specifications (to table 6);
1) Rockwell hardness, HRC: 30-80
2) Body blunting radius - max 0.03 mm
3) Roughness Ra, pm;
- outer surface of the tube - < 0.4
- sharpening surfaces - < 0.7
4) Needle sharpening angle (al) - 12° = 3R
Table 7 to figure 3 (Appendix A). Needle to test tube

Gauge Designated metric size, mm 0D,,,,.,, Wall Dinii, Needle tube
mm mm mm length, mm
2(K; 0.90 0.860 0.920 TW 0.635
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15.3.2. Specifications (to table 7):

1) Rockwell hardness, URC: 30-80

2) Body blunting radius - max 0.03 mm

3) Roughness Ra, pm:

- outer surface of the tube - < 0.4

- sharpening surfaces - < 0.7

4) Needle sharpening angle (a2) - 25°+3® .
15.3.3. Tube

- Outer diameter - 2.3+0.3 mm

- Inner diameter - 1.5£0.3 mm

- Length (11) - 160£16 mm

15.3.4. Lucr lock adapter

- Length (13); 203 mm

15.3.5. Protective cap of the needle going into blood collection tube
- Diameter (d4): 7.8+l mm

- Length (16); 33+3 mm

15.3.6. Protective cap of the needle for vein insertion

- Diameter (dI): 3,5+£0,5 mm

* Length (12): 37£3 mm

15.3.7. Needle cannula

-Diameter (d2): 7,5+1 mm

-Length (14): 183 mm

15.3.8. Membrane

- Average outer diameter (d3): 2,5+£0,5 mm

- Length (15): 22+3 mm

15.3.8. Total length of Single Wing Butterfly Needle (I): 270£20 mm.
15.3.9. Weight; 2,1+1 ¢

15.4. Double Wing Biitterily Needle consists of: protective cap of the needle for vein insertion, tube body
of the needle for vein inseilion. two wings, Oexible tube of the butterfly needle, Lucr lock adapter, cannula
of the needle for insertion into a test tube, protective cap of the needle for insertion into a lest tube, mem-
brane to prevent blood from flowing out.

Tabic 8 to figure 4 (Appendix A). Needle to vein

Ciiuigc Designated metric si/fe, mm  OD,,,,, mm ODyvK-mm  Wall 1D™,  Needle tube length
nm nm in
17C 1.40 1.400 1.510 TW 1.156 19", 3/4
i8(; 1.20 1.200 1.300 T™W 0.910 19 3/4
19G 1.10 1.030 1.100 TW 0.750 19"0 3/4
20C 0.90 0.860 0.920 TW 0.635 ~\".2 3/4
2iC 0.80 0.800 0.830 T™W 0.547 19*°0 3/4
22G 0.70 0.698 0.730 TW 0.440  19*~ 3/4
231 0.60 0.600 0.673 TW 0.370 19°. 3/4
24<; 0.55 0.550 0.580 ™ 0.343 19" 3/4
25(; 0.50 0.500 0.530 T™W 0292 19-. 34

15.4.1 Specifications (to table 8);
1) Rockwell hardness. HRC: 30-80
2) Body blunting radius - max 0.03 mm
3) Roughness Ra, pm:
- outer surface of the tube - <0.4
- sharpening surfaces - < 0.7
4} Needle sharpening angle (al) - 128+ 3
Table 9 to figure 4 (Appendix A). Needle to test tube

Gauge Designated metric size, mm DD, jn, DD,,,.s, Wall ID,nin Needle tube
mm mm m length, mm
2k ; 0.80 0.800 0.830 TW 0.547 18,

15.4.2. Specifications (to table 9):

1) Rockwell hardness. HRC: 30-80
2) Body blunting radius - max 0.03 mm

3) Roughness Ra. pm;
- outer surface of the tube - < 0.4
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- sharpening surfaces - < 0,7

4) Needle sharpening angle (a2) - 25®+3°

15.4.3. Tube:

- Outer diameter: 2,3+0,3 mm

- Inner diameter: 1,530,3 mm

- Length (11): 300£30 mm

14.4.4. Lucr lock adapter

- Length {13): 20£3 mm

15.4.5. Protective cap of the needle going into blood eollcclion tube
- Diameter (d4): 5.3+0,5 mm

- Length (16): 32+3 mm

15.4.6. Protective cap of the needle for vein insertion
- Diameter (d 1): 4,6+0,5 mm

- Length (12): 30£3 mm

15.4.7. Needle cannula

- Diameter (d2): 7,5+ 1 mm

- Length (14): 20+3 mm

15.4.8. Membrane:

- Average outer diameter (d3): 2,5+0,5 mm

- Length (15): 223 mm

15.4.9. Total length of Double Wing Buttcrlly Needle (I): 39535 mm
15.4.10. Weight: 2,53+1 g

15.5.0ther technical characteristics:

15.5.1 Surface treatment and appearance

When viewed with normal or corrected vision, outer surface of the tube should be smooth and free of de-
fects.

When viewed with normal or corrected vision, the needle tube should be straight and well-rounded.

15.5.2. Cleanliness

When viewed with normal or corrected vision, tube surfaces should be free of metal dust and processing
agents.

15.5.3. Needle cannula and butterfly needle wing color

Needle cannula and butterfly needle wing shall be made of a dyed material; its color shall be in accordance
with 1SO 6009. Two-way needle with transparent chamber shall have the needle cannula made of a transpar-
ent material.

15.5.4. Proteetive cap for Two-way Needle and Two-way Needle with Transparent chamber

Protective cap of the needle going into blood collection tube must be made of colorless material. Material of
the protective cap of the needle for vein insertion is dyed, its color corresponds to the 1SO 6009 standard.
15.5.5. Protective cap for Single Wing Butterfly Needle and Double Wing Butterfly Needle

Protective caps must be made of colorless material.

16. Application method

- Prepare test tubes corresponding to the declared tests or laboratory tests needed for the patient, a needle, a
holder, a tourniquet, alcohol wipes or a cotton .swab, a patch.

- Remove the needle from (he individual packaging.

When using a Single Wing Butterfly NidUlc with and a Double Wings Butterfly Needle: Remove the
butterfly needle from the individual packaging, Attention! If the individual packaging has been opened or
damaged, please lake another butterfly needle. Remove the protective cap from the membrane part of the
needle.

When using a two-way needle and two-way needle with a transparent chamber: Remove the protective
cap from the membrane part of the needle. Attention! The perforated label serves as an indicator of the ste-
rility and integrity of the needle. If the perforation is torn or damaged, dispose of such a needle and take an-
other one.

- Screw the needle perpendicular to the holder. Check whether the needle fits snugly in the holder to avoid it
slipping otT during the procedure. Attention! Improper screwing of the needle into the holder may cause
damage to the holder and the needle and subsequent loss of the needle from the holder during venipuncture.

- Select the venipuncture location.

- Apply a tourniquet to the patient 7-10 cm above the venipuncture site. Ask the patient to clench his fist.
mDisinfect the venipuncture site with an alcohol napkin. It is necessary to wait until the antiseptic solution
dries completely.
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- Remove the protective cap on the other side. Insert the "holdcr-nccdlc” vacuum system into the vein in ac-
cordance with the algorithm of conventional taking. Make sure that the needle is cut upwards at an angle of
15 @relative to the skin surface. Perform a puncture of the skin and vein wall.

- When puncturing, it is necessary to hold the protrusions of the holder with your index and middle finger,
and push the test tube to the needle with your thumb. Avoid deep immersion of the needle. Keep an eye on
the position of the test tube in the center of the holder to prevent a puncture of the side wall of the cap and
premature loss of vacuum. Immediately after the start of blood flov4,inlo the test tube, loosen the tourniquet.
Blood will flow into the tube until it compensates for the vaeuum in the lube. For visual control of the filling
level, there is a risk on the label of the test tube. Always use your thumb to hold the test tube in the holder to
ensure coiTcct filling of the test lube.

mAfter the blood flow stops and the lube is fully filled, carefully remove it from the holder and place the next
tube in it if necessary, As soon as the blood is collected in the last tube, carefully remove the needle from the
vein, while pressing a dry sterile cotton swab to the venipuncture site until the bleeding stops. Attention! Af-
ter venipuncture, the upper part of the cap may be stained with blood residues. Take protective measures to
prevent contact with this blood while working with lest tubes, Do not put the protective cap on the needle
again! This increases the risk of injection.

- Immediately after filling, the lest tube must be carefully turned over to mix the sample with the filler in ac-
cordance with the manufacturer’s instructions. After filling the last tube, disconnect it from the holder and
remove the "holder-needle” system from the vein. To ensure safety, remove ihe needle from ihc holder and
dispose of it.

- The test tubes are labeled and placed in a special container for transportation to the laboratory.

17. Brief instructions for use
Indicated on the group package

»  Prepare the required materials conesponding to the necessary laboratory tests

* Remove the needle from its individual package.

Attention!

If the individual packaging of the Single Wing Butterfly Needle and the Double Wings Butterfly Needle has

been opened or damaged, please take another bullerfiy needle. Remove the protective cap from the mem-

brane part of the needle.

If the label with the perforation of a double-sided needle and a double-sided needle with a transparent cham-

ber is torn or damaged, dispose of such a needle and lake another one.

» Screw the needle perpendicular to the holder.

» Apply a tourniquet 7-10 cm above the patient venipuncture site. Ask the patient to clench his fist,

» Disinfect the venipuncture site with an alcohol napkin

* Remove the protective cap on the other needle side. Insert the "holder-needle” vacuum system into the
vein. Make sure that the needle is cut upwards at an angle of 15 ®relative to the skin surface. Perform a
puncture of the skin and vein wall.

e Perform blood .sampling according to the Instructions for use of the used vacuum lubes

» Dispose of the needle according to the current regulations.

18. Packing

Individual packing

Individual packaging for the Two-way Needle and Two-way Needle with Transparent chamber is a strip of
paper that connects the cap of the needle going into test lube and protective needle cap for vein insertion, en-
suring that the device remains sterile and light until the needle is opened. Made of coaled white paper.
Individual packaging for Single Wing Butterfly Needle and Double Wing Butterfly Needle is a polyethylene
bag that ensures the sterility and lightness of the device until the needle is opened. Made of HDPE.

Group packing

A product of one version, packed in an individual package, must be packed in a group package. Made of pol-
ished white cardboard paper; one group package holds 100 pcs. products in individual packages.

Transport packinti ,

Group packages with products packed in them must be packed in a transport package made of corrugated
cardboard.

18. Storage and transportation conditioins

Storage conditions: Store devices in a clean, dry and ventilated area, away from heat or ignition sources,
with a humidity of no more than 80%. No direct sunlight. Storage temperature range is + 4®C to + 25RC.
Transportation conditions; Devices are transported by all types of transport in covered vehicles in ac-
cordance with the rules for ilic carriage of goods in force for a particular type of transport. Transport at tem-
peratures from -30°C to + 4()®C, with relative humidity of no more than 80%.
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19. Shelf lift*
Shclflifc of the tievicc is 3 years, subject to the storage and transportation conditions.

20. Authorized representative in the territory of the Russian Federation

Limited liability company «RAFEL» («<RAFEL» LLC)

Location address: Russia, 420108, Republic of Tatarstan, Kazan, Mazita Gafuri. 71, manufacturing bid. no. 1
Telephone: 8(843)211-12-21

E-mail: info”rafcl.ru

21. (iompMance standards in the Russian Federation
GOST R 1SO 9626-2020; GOST 19126-2007; GOST R ISO 6009-2020; GOST ISO 11607-1-2018, GOST
ISO 11607-2-2018, GOST R 1SO 15223-1-2020; series standards I1SO 10993.

22. Sterili/atiun

Sterilization of devices is carried out using ethylene oxide.

The device has certain storage requirements; if the intended storage conditions arc met, the device remains
sterile for three years.

The finished device is sterile and non-toxic. Rc-stcrilization of the device is prohibited. Reuse is prohibited.

23. (‘leaning and disinfectiun

This device docs not need cleaning and disinfection.

24. Service and calibration

The device is used by trained physicians and requires ho maintenance or calibration.
25. Disposal

Medical device must be disposed in accordance with the current legislation. When using a medical device,
waste is generated, which is classified and destroyed (disposed of) as cpidemiologically hazardous waste
(SanPiN 2.1.3684-21: class B). Devices that have become unusable or with an expired shelf life are subject
to destruction in accordance with SanPiN 2.1.3684-21 as waste belonging to class "A" (epidemiologically
safe waste, close to MSW in composition), in a way that prevents their reuse,

26. Symbols on the marking of n medical device

r n
Prohibition of reuse T Fragile, handle carefully
nin

Caution! Refer to the Avoid exposure to sun-

instructions for use XK light
Date of manufacture A Protect from moisture

L " J
Use before Temperature range

LO-I_ Batch cod Sterilization with eth-

atch code .

BTBnUI to ylene oxide

Do not use if the package
is damaged
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Appendix A
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P(o\ectm cop ofneedle going into blood (ollection tube Membrane to preventblood from flowing out
No Name
16 1 WTblane topreventblood

from flowing out
Protective cap o fneedle going
into blood collection tube

Body o fneedle tube for
blood collection tube

Needle cannula
5 |My0fneedle tube for vein insertion

Protective cap o fneedle for vein insertion

6  'Protective cap ofneedle for vein insertion

Kugure 1. Schematic representation of the Two-way Needle

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



7

/fOfftJivi(B Q o Inttd Ifg oing mio VWoodtodeffton/ode

16

fto ftffiw fopW w frtfferw o m tfim

12

ir.

-11

%

No

5

13

IS

AVMWon; to pmmrWood% n fioTng out

Name
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blood collection tube

Membrane to preventblood
from flowing out

Needle tube body

Cannula of the needle with
a transparentcamera

| Protective cap ofneedie for vein insertion

Figure 2: Schematic representation of the Two-way Needle with Transparent Chamber
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Membrane fo preventbhod from flowing out

Name

Proteclive cop o fneedle for vein inserlion

Body o fneedle tube for vein insertion

Wing

Flexible tube o fa butterfly needle

iuerlock adapter

Cannula o fneedle going into blood collection tube

Protective cap o fneedle going into blood collection tube

Body ofneedle tube going into testtube

Membrane to preventblood from Bowing out

Figure 3: Schematic representation ofSingle Wing Butterfly Needle
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Membrane topreventblood from fhwir\g out

Name

Protective cap o fneedle for vein imertion
Body o fneedle tube for vein insertion
Wings
Flexible tube ofbutterfly needle
Luerlock adapter
Cannula of needle going into blood collection tube
Protective cap ofneedle going into blood collection tube:
Body ofneedle tube going into test tube

Membrane to preventblood from flowing out

Figure 4: Schematic representation of Double Wing Butterfly Needle
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version

Two-way
Needle

Two-way Nee-

dle with Trans-

parent Cham-
ber

Single Wing
Butterfly
Needle

Double Wing
Butterfly

Needle

Manufacturing material and type of patient contact

Needle part

Protective cap of the needle for

vein insertion
Protective cap of the needle
going into test tube

Needle cannula
Needle tube body

Membrane
Needle for vein lubricant

Needle for test tube lubricant
Protective cap of the needle
puncture end
Protective cap of the needle
going into test tube
Cannula with transparent
chamber

Needle lube body

Membrane
Needle for vein lubricant

Needle for test tube lubricant

Protective cap of the needle for

vein insertion
Protective cap of the needle
going into test tube
Wing
Flexible tube
Luer adapter

Needle cannula

Needle tube body

Membrane
Needle for vein lubricant

Needle for test tube lubricant

Protective cap of the needle for

vein insertion

Protective cap of the needle
going into test tube

Wings
Flexible tube
Luer adapter

Needle cannula
Needle tube body
Membrane

Needle for vein lubricant
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Material

PP

HOPE

ABS
Medical stainless steel
Butyl rubber

Medical high activity silicone
oil
Silicide liquid
PP
HOPE

PC

Medical stainless steel

Butyl rubber

Medical high activity silicone
oil
Silicide liquid

PP

ABS
PVC

pPvC
ABS

Medical stainless steel

Butyl rubber
Medical high activity silicone
oil
Silicide liquid

PP

pPvC
PVvC
PVC
ABS
Medical stainless steel
Butyl rubber

Medical high activity silicone
oil

Material
grade

4912

52518

757K
SUS304

Aosai

Aerospace

4912

52518

SC-IIOOR

SUS304

Aosai

Aerospace

4912

757K
MT3

MDIO
757K

SUS304

Aosai

Aerospace

4912

MDIO
MT3
MDIO

757K
SUS304

Aosai

Appendix B

Type of patient
contact

Short-term (less
than 24 hours)
contact with
blood

Short-term (less
than 24 hours)
contact with
blood

Short-term (less
than 24 hours)
contact with
blood

Short-term (less
than 24 hours)
contact with

* blood



Material Type of patient

Version Needle part Material grade contact

Needle for test tube lubricant suicide liquid Aerospace

Gauge 1 Colorant color Colorant brand
17G Rcd-violet PINKI 102+ YELLOW7007+ BL1009
18G Pink PINK 1102
19G Cream YELLOW7007+ GREEN5022
20G Yellow YELLOW?7007
21G Green GREEN5022
22G Black BLACK 1806
23G Blue BL1009
24G Medium purple PINK1102+BL1009
25G Orange PINK1102+ YELLOW7007

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



I affirm

NMHCTPYKUWNA no MPUMEHEHUIO
MEAVNUMHCKOIO U3AENNA

«Mrnbl CTepUNbHbIE ANA B3ATUSA KPOBU OAHOPA30BOr0 MCMO/b30BaHUA»

Pepakuns NeOl. ata gokymeHTa: 20.06.2021

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



MHCTPYKUMUSA TIO MPUMEHEHUIO
MEOVNUMNHCKOIO N34ENTNA
WNrnbl cTepunbHble ans Bin ruH KpoBM 04HOPa30BOro MCMOAb30BaHUSA

1 HavmeHoBaHWe nsgenus
Wrnbl cTepunbHble A1 B3ATUA KPOBM 04HOPA30BOr0 UCMO/b30BaHNA. ™
(banee Mo TEKCTY —UMIbl WU U3JENNE).

2. BapnaHTbl NCMOMHEHUN MEAWLMHCKOTO M3AeNNs:

1 [IByCTOPOHHASA Urna, pasmepHsblid pag; 17G M(1,4x25mm), 17G 1 /4’ (1.4x32 mm), 17G | 1/2' (1,4x38
mM), 18G IM(1,2x25mm), 18G 1 1/4° (1,2x32 mm), 18G 1 1/2'(1,2x38 mm), 19G I(1,1x25mm), 19G 1 1/4°
(1,1x32 mm). 19G 1 1/2'(1,1x38mm), 20G T (0,9x25 mm), 20G 1 1/4” (0,9x32 mm), 20G 1 1/2'(0,9x38 mm),
21G I(0,8x25mMm),21C1 1 1/4° (0,8x32 mm). 21G 1 1/2'(0,8x38 mm), 22G 1'(0,7x25 mm), 22G 1 1/4°
(0,7x32 Mwm), 22G 1 1/2’(0,7x38 mm), 23G 1'(0,60x25 mm), 23G 1 1/4'(0,6x32 mm). 23G 1 1/2°(0.6x38 Mm).
24G T (0,55x25 mm), 24G 1 1/4' (0,55x32 mm), 24G 1 1/2°(0,55%38 mm)

2. [IBYCTOPOHHSAA Mrna ¢ Npo3payHoil kamepoid, pasmepHblil pag: 17G M(1,4x25mm), 17G 1 1/4’ (1,4x32
mm), 17G 1 1/2'(1,4x38 mm), 18G I'(1,2x25mm), 18G 1 1/4’ (1,2x32 mm), 18G 1 1/2'(1,2x38 mm), 19G I
(1,1x25 mm). 19G 1 1/4’ (1,1x32 mm), 19G 1 1/2'(1,1x38 mm), 20G I (0,9x25 mm), 20G 1 1/4’ (0.9x32 Mm).
20G 11/2'(0,9x38 mm), 21G I (0,8x25 mm), 21G 1 1/4’ (0,8x32 mm), 21G 1 1/2(0,8x38 mm), 22G I
(0.7x25 mm), 22G 1 1/4’ (0,7x32 mm), 22G 1 1/2' (0,7x38 mm), 23G T (0,6x25 mm), 23G 1 1/4’ (0,632 mMm),
23G 1 1/2' (0,6x38 mm), 24G T (0,55x25 mm), 24G 1 1/4’ (0,55x32 mm). 24G 1 1/2' (0,55%38 Mm)

3. Virna-6aboyka ¢ 0gHUM KpPbINbILLKOM, pasMepHbIi psg: 17G T (1.4x25 mm), 17G 3/4' (1,4x19 mm), 18G I
(1,2x25 mm), 18G 3/4'(1,2x19 mm), 19G T (1,1x25 mm), 19G 3/4'(1,1x19 mm), 20G T (0,925 mm),20G 3/4'
(0.9x 19 mm). 21G T (0,8x25 mm), 21G 3/4' (0,8x 19 mm). 22G 1’(0,7x25 mm), 22G 3/4' (0,7x 19 mm), 23G 1
(0,6x25 mm). 23G 3/4' (0,6x19 mm), 24G T (0.55x25 mm), 24G 3/4’ (0,55x19 mm), 25G T (0,525 mm), 25G
3/4' (0,5x19 mwm)

4. Nrna-6ab0uka ¢ AByMS KpblibllLkamu, pasMepHbii pag: 17G 3/4°(1,4x19 mwm), 18G 3/4' (1,2x19 mm). 19G
3/4' (1,1x19 mm). 20G 3/4' (0.9x19 mm). 21G 3/4’(0.8x19 mm), 22G 3/4' (0,7x19 mm), 23G 3/4’ (0,6x19 mm),
24G 3/4' (0,55x19 mm). 25G 3/4' (0,5x19 Mm)

3. TMpowussoguremb

«Weihai Hongyu Medical Devices Co., Ltd.» («B3iixain XoHutoin Megmkan OeHaiice3 Ko., JITa.»)

No.86 Shen/hen Road, Lconomy & Technic Development Area, Weihai, Shandong Province, China (Ne86
Hi3HbWwk3Hb Poys, 30Ha pa3BUTUS IKOHOMUKW 1 TeXHUKW, Baiixaii, nposuHums LLlaHbayH, Kutaii)

4. Ha3Ha4vyeHune
WIrnbl cTepunbHble 418 B3ATUS KPOBU O4HOPA30BOr0 UCMO/b30BaHWUSA NpeaHasHayeHbl 415 UCMO/b30BaHNA B
KayecTBe YacTh Habopa Ans B3ATUA KPOBM HEMOCPEACTBEHHO A1 NOMyYeHWs 0bpaslia KpoBU Y nauyeHTa.

S.06nacrb NPHMCHEHUN

W3genvie npefHa3HavyeHo TOMbKO 415 I'IpO(*)ECCMOHaﬂbIPOFO 1CNOMb30BaHUA B NleYeBHbIX yYpexxKaeHnax.

6. MokasaHWA K MPUMEHEHNIO

MpefHasHayeHb! .11 B3ATUA KPOBM HEMOCPEACTBEHHO A/19 MOSYyYeHus o6pa3u,a KpoBKM Yy MnaulmeHTa.

7. Mepbl HpenocwpPoO/KNOCTN NPU UCNONb30BAHUMN

- Vi3genve npymvensiercss COOTBETCTBYHOLLMM 06Pa3oM MOAKOTOB/ENHBIMA MEAVULIMHCKAMYA CreLaMcTamu,
- M3beraiiTe cryyait»roro yaaneHns pesuHoBO MemOpaLLf, He TAHUTE C CU/ON 3a Ury-6abouKy, 3alUTHBINA
KONMayok, 'tockon!>Kky Takue AeicTeus Mory T noBpeauTb LIeNOCTHOCTb U3LENUs.

- Hukorja Bo Bpems 1Cro3rb30Banus 1 yTUAU3aLMN U3AeNNs, He KacaliTecb OCTPUS UMb,

- lie vcnonb3yinTe n3genwve, eci KOMa4oK Wbl e HaXOAWUcs Ha MecTe 0 UCTO/b30BaHuS,

- Mo “cnonb3yiTe HO Me3eUYeHUH CPOKa rOAHOCTH,

8. BO3MOXHble NOGOUYHbLIEe feicTBUSA

OTcyTCTBYIOT.

9. MporHBonNnoKasaHHA

OrcyncTayHoT.

10. KBanungpunkayuma nepcoHana
I/I3,u,en|/|e [O0/HKHO MCNonb3oBaTbCA KBafIVI(pVII'IVIpOBanI MW Bpa4vyamu, nmbo MEANLIMHCKMM NepcoHanoM B CO-
OTBETCTBUN C VIHCprKLI,VIeI‘/JI no aKcnnyaraunn.

11. Ka Teropuu iiaiuieinoB

» Bospact: fetn u B3pocnble.

* Macca Tena: HenpyMeHMUMmO.

» COCTOsIHVE 3[0POBbLA: HEMPUMEHNMO.
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HaumoHanbHoCTL: pasnnyHas.
CocTofHMe HaLMCTa: NMauueHT He ABSETCA MoJb30BaTe/IeM YCTPOWCTBA.

12. Ycnosua 3kennyataumH/npuMeHeHus
Temnepatypa npyMeHeHus ot +H®C go +25*C. OTHoCUTENbHAsA BNaXXHOCTb He 6onee 80%.

13. COBMECTMMOCTb C ApYrUMU U3LENNAMN
B KMHWYecknx ycnosuax Urnbl CTepuibHble AN B3ATUS KPOBU OAHPPA30BOro MUCMO/b30BaHWS MPUMEHSAIOTCS
B KOMINJIeKTe C Npobupkoi ans céopa Kposu (EMKOCTSMK) OAHOPA30BOM0 MUCMO/Mb30BAHUS U AEPXKATENEM.

14. KoMnneKTHOCTb

B KOMMNJIEKT NOCTaBKM AO/MKHbI BXOAUTb U3LENMA O4HOr0 BapuaHTa UCMOHeHUs, 0fHOro Tunopasmepa. Ka-
Xaas urna fomkHa 6bITb YNakoBaHa B MHAMBWAYASIbHYHO YNaKOBKY, 3aTeM Y/I0XKeHa B FPYMMoBYHO YMaKoBKY.
W3genns B rpynmnoBoii ynakoBKe A0/MKHbI YNaKoBbIBaTLCS B TPAHCMOPTHYHO Tapy.

Bonee nogpobHas MH(OpMaLWa O KOMMJIEKTHOCTU HOCTaBKW MpeAcTaBneHa B Tabnumue |.

Ta6nuua 1. KOMNAeKTHOCTb MOCTaBKU
Wrnbl crepii.ibiibie j.ia H3Y rMH K'pOHM 01MMPA30BOro0 UCNONb30BaHUA; [IBYCTOPOUHAS Urna

Wrn B MnamMBuAayansloin ynakoBke Twr

Virn B rpynnoBoii ynakoBke 100 wr

Kpatkas H»CTPYKLHSA N0 NPUMEHEHWIO, TLUHCCEHHAsA Ha rPYMMoBYyIO YNakoBKY
-

Nrnbl c>epiblblible /bl B3ATUSA KPOBU 0/1MOPA30BO0 UCMO.1b30BaUNA: [BYC30POMUAH hifla C NPO3paynoH
I Kamepoi

Wrn B nunmeugyansitoin ynakoske lwr

M| n B /pyLLIOBOIA ynakoBke 100 wr

KpaTkas MHCTPYKLWMS MO NMPUMEHEHMIO, HauCCcCUmas na rpynroByH YNakoBKy
W|nbl crepunbublie s B3ATWA KPOMM OfHOPA30BOr0 Mcnosnb3oBauns; Mrna-6a6oyka ¢ OAHUM KpbifbiLl-

KOM
Wrn B nHAMBUAYaNbHON ynakoBke lwr
Wrn B rpynnoBoii ynakoske 100 wrt

KpaTkas MHCTPYKLUWSA N0 NPYMEHEHUIO, Haucccumas ma rpynmnoByto YNakoBKY
WMrnbl ciepH.tbhble gns B33 KPOBM OAHOPA30BOro MCMo.ib30Bauus; Wr.ia-6abouyka ¢ ABYMSA KPblfbiLl-

Kamu
L[ n B 1M/ luBMAyanbiWil ynakoske lwr
ViT'n B rpynnoBoii ynakoBke 100 wrt

KpaTtkas MHapyKuus no NPUMEHeHUI0, HaHeceHHas Ha rpyiiinTByK) ynakoBky

15. OnHeaHue
15.1.JHYCTOPOMHSS Urna COCTOMT W3: MeMbpaHbl, NpeAoTBpaLlatoLleli BbITEKAHME KPOBM, 3aLLMTHOrO
KONMayka Urfbl, BXOASALLEA B MPO6MpKY 415 c6opa KpOBW, 3aLMTHOIO KOMMayka Wribl A5 BBEAEHUS B BEHY,

= Tena UronbHol TPYOKN U KaHONW UMbl

Kannép OO603HayYeHHbIn  MeT- MM CTenka 10,4,  AnuHa Tpy6ku urabl (13)

pyYecKuii pasmep, MM MM MM LHoViMbI

I7C 1.40 1.400 1,510 W M56 25" |
r2"-\m I 14
112

1K(; 1.20 1,200 1,300 T™W™W 0.910 25"\, 1
* 32 114
38"-.,u 112

19(; 1,10 1.030 1,100 T™W 0.750 25%'.Ap 1
11/4
38n-n 112

20(; 0.90 0.S60 0,920 ™™ 0,635 25"-\. 1
32"-.2.. 114
.38 112

2K; 0.X0 0,800 0.830 TW 0.547 25N\ 1
32" 114
38"-.,. 112

22G 0.70 0.698 0,730 T™W 0.440 . 25" - 1
32" 114
38"-'.>, 112

23C 0.60 0,600 0,673 TW 0,370 25" M 1
W 32"-N; 114
38"""'.m 112
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Kannbp O603HaueHHbIi MeT- ODm..MM OD,.Komm  CreHka Wb Anuna Tpy6KN Urnbl u3)

PUYECKMIA pa:umep. MM MM MM LHOAMBbI
240 0,55 0,550 0,580 TW 0,343 25°T:5 1
114
38"'JIm 1172
0. D. dLOUHA nnamcrp.

1. D. -BHYTpPEHHWUIA guameTp,
TW - roHKas CTeHKa.

15.1.1. TexHn4eckme napameTpbl (K Tabnuue 2):

1; TBepfocTb Mo poksciuty, HRC: 30-80

2) Pagnyc npuTynneHus pabouyeli YacTu - Hc 6onee 0,03 Mm
3) LLepoxoBatocTb Ra, MKM:

- Hapy>HOI NMOBEPXHOCTY TPY6KM - < 0,4

- MOBEPXHOCTN 3aTOYKM - < 0,7

4) ¥Yron Tatouky urnbl (al) - 12B43®
(MpunoxeHune A). Urna B npobupky

Kanmbp  O6osnavyentam metpuyeckuii  OD,.... Creiika (WA OnuHa Tpy6Ku Wbl
pasmep, MM MM MM MM (1, mm

17c: 1,40 1,400 1,510 T™W 1,156

180 1,20 1,200 1,300 T™W 0,910

15 : 1,10 1,030 1,100 T™W 0,750

20¢; 0,90 0.860 0,920 T™W 0,635 i}

210 0,80 0,800 0,830 W 0.547 18" 4

22(; 0.70 0,698 0,730 ™ 0,440

23c; 0,60 0,600 0.673 T™W 0.370

240 0,55 0,550 0,580 TW 0,343

15.1.2. TexHn4eckme napameTpbl (K Tabnuue 3):

1) TsepagocTtb no Pokeenny, HRC: 30-80

2) Papuyc nputynneHus pabodein yactu: uc 6onee 0,03 Mm
3) LlcpoxoBatocTb Ra. MKM;

- Hapy>XHOI NOBEPXHOCTU TPYOKM - < 0,4

- NMOBEPXHOCTUN Yaroykm - < 0.7

4) ¥Yron 3aTo4KW UMbl (82); 22°+y

15.1.3.3aWMTHBIA KOMNAYOK Urbl, BXOASALEN B NPOOUPKY A5 cbopa KpoBu:
-Ovametp (d3): 101 mm

-OnvHa (15): 37,243 Mm

15.1.4.3aWNTHLIA KONMAYOK WIbl AN BBEAEHUS B BEHY;
-Ovametp ((14): 101 mm

-OnunHa (16); 503 mm

15.1.5. KaHiona urnbl:

-Ounametp (dI): 7+0.8 Mm

-OnvHa (12): 123;2 mm

15.1.6. MewmbpaHa:

-CpefHuiA Hapy>kHbI fnameTp (d2): 2,5+0,5 mm

-OnvHa (14): 2242 MM

15.17.06uWasa A, 1ma rnbl ABYCTOPOHHENR (1): 81,714 MM
15.1.8. Macca: 2,4+1 r

15.2. ApyclmpoMw1A na ¢ npo3pavyHOi KaMepoH cocioiri 13 Mem6bpaHbl, MpefoTBpaLLatoLLel
BbITEKaHWE KPOBM, 3alUUTHOM KOMMLUYKA Wr/bl, BXOAAWEN B MpoBUpKY ANns cbopa KpoBW, 3aLMTHOrO
Konnayka Wbl 418 BBEAEHUS B BeHy, Tena UronbHol (y6KM, KaHKMN UMbl C NPO3PayHOi Kamepoli.

Tabnuua 4 K pucyHky 2 (MpunoxeHne A). Virna B BeHy

Kannép O603HaueHHbI MeTpu-  OD«..MM ob»ia,r, MM CTenka  ID..... Onnna Tpy6kn urnsl (13)
YecKuii pasmep, MM MM MM <AI0 M bl
I7G 1,40 1,400 1.510 TW 1156 o5 5E- 1
32 2,5 114
38 95 112
18G 1,20 1.200 1,300 T™W 0910 55 g |
32 25 114
38 25 1172
19G 1,10 1,030 1,100 T™W 0750 o5 5 1
2, 28 1va
308 Tas 112
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Kannép O6oxaucnublit mMeTpu- MM 0D,a,. MM CTeHka 1 OnunHa Tpy6Ku nUrnbl (13)

Yeckuid paTmep, MM MM MM 410 M bl
20G 0,90 0,860 0,920 T™wW 0635 25 5 1
R 25 | 1/4
38 25 1122
21G 0,80 0,800 0,830 W 0547 o5 25 1
32 %25 11/
38 25 1172
2C, 0,70 0,698 0.730 TW 0440 15 og !
' 25 114
38 25 112
23(; 0.60 0.600 0.673 TW 0370 25 25 1
2 25 114
38 25 112
24C 0.55 0,550 0,580 T™W 0343 25 5 1
R 25 | v4

%S5 112
0. D. - BHELHWIA gnameTp,

1 D. - BHYTpPEHHUIA fuameTp,
TW - TOHKaA CTeHKa.

15.2.1. TexHnuyeckune napameTpbl (K Tabnuue 4):

'l Teepgoctb no Poksenny, HRC: 30-SO

2) Paguyc nputynneHus paboueld yactu: He 6onee 0.03 MM
") LlepoxoBartocTb Ra, MKM:

- Hapy>XHOI NOBEPXHOCTY 1pybKu: < 0,4

- HOBEPXHOCTU LWOYKK: < 0,7

4) Yron TaToukn urnbl (M1); 12@#3°

Tabnuua 5 K pucyHky 2 (MpunoxeHue A). Mrna B npodupky

K™Nwmnbp O60'WwaYenHblin MeT- " CTeHka LLL, |55 w w [OnvnHa Tpyoku wur-
pUYecKuin pasmep, MM MM nel (/1), mm

nc 1,40 1,400 1.510 T™W 1,156

18C 1.20 1,200 1.300 ™™ 0,910

19(; 1,10 1.030 1.100 ™ 0.750

20C 0.90 0,860 0,920 T™W 0,635 18*

21C 0,80 0,800 0.830 T™W 0,547 '

22C 0,70 0,698 0.730 T™W 0,440

23(; 0,60 0,600 0,673 ™ 0.370

24C 0.55 0,550 0.580 T™W 0,343

15.2.2. TexHnyeckue napameTpbl (K Tabnuue 5);

1) TeeppocTb 110 Pokeenny, HRC: 30-80

2) Paguyc npuTynneHns pabouein yactu: Hc 6onee 0,03 .mm
3) LlepoxoBarocTb Ra, MKM:

- HapY>KHOI HOBEpXHOCTM TpybKu; < 0,4

- MOBEPXHOCTM TaTouku: < 0,7

4) Yron LUTOYKM UMb (ci2): 22°+3°

15.2.3.3aWuWTHbIA KOAMa4voK W1nbl, BXOASLLEV B MPOOMPKY Ans coopa KpPoBu;
-Ovametp (i/2): 11+! mv

-OnunHa (/4); 363 mm

15.2.4.3aWWTHBIA KONMAYOK UMbl ;119 BBEAEHUS B BEHY:
-AnamveTp 1141 mm

-AnvHa (16): 623 MM

15.25. KaHong urnbl:

-AnamveTp (d1) - 9£0,8 mm

- AnvHa (12) - 27£3 Mm

15.2.6. MembpaHa;

-CpefiHWiA Hapy>XHbIA AnamMeTp (d3): 2,5+0,5 Mm

-0/MHa (15): 2212 MM
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15.2.7.061Waa fivMHa Urfbl ABYCTOPOHHEN ¢ Hpo'diau»toin Kamepoii (/): 9444 mm
15.2.8. Macca: 31 r

15.3.Mrna>6a604Ka C OAHNM KPbI/IbILLKOM COCTOMT U3: 3alLMTHOr0 KOMMayka Wribl ANs BBEAEHUA B BEHY,
Tena WMQIbKO/ 3pyOKn ANl BBEAEHWS| B BeHy, KPbI/bILKA, TMOKOW TPYOKM WUIMbl-6a004KK, adanTepa C
Hacaflkoil Jlyepa. KaHtonM Wbl 48 BBELEeHUS B NPOOMPKY, 3allMTHOrO KO/Mavka Wrfbl 4N1s BBEeAeHUS B
npo6upky, MembpaHbl, NpefoTBpaLLatoneli BbiTeKaHe KpoBU.

Kanmep  0603tiadcmibiM meTpuye-  ODs.... MM MM CreHka OnuHa wy6Ku urbl
CKuii pasmep, MM MM MM [IHOMBbl

17(; 1.40 1.400 1,510 TW 1,156 3/4
25 25 1

L ; 1.20 1,200 1,300 T™W 0.910 TS 3/;1
1k; 110 1.030 1,100 TW 0,750 197, 3/4
25 a2 1

20(; 0.90 0.860 0,920 TW 0.635 19 3/4
w5 5 1

21G 0,80 0,800 0,830 T™W 0,547 19", 3/4
25 s 1

22G 0,70 0.698 0.730 TW 0,440 19%-2 3/4
25 25 1

23(; 0,60 0,600 0,673 JwW 0,370 19*'2 3/4
25 2,5 1

24¢(; 0.55 0,550 0,580 TW 0,343 19”7 ., 3/4
"TZ‘%TTTFZ? 1

25G 0,50 0,500 0,530 TW 0,292 197 3/4
25 2.5 1

0. D. - BHeLWHWIA gnameTp.

1. D. -BHY(CHHWIA gnameTp.
TW - roHKas CTeHKa.

15.3.1. TexHn4yeckue napameTpbl (K Tabnuue 6):

1) Teepnoctb no Pokeenny, HRC: 30-80

2) Pagwyc nputynneHus pabodein yactu: Hc 6onee 0,03 MM
3) LllepoxosatocTb Ra. MKm:

- HapY>KHOI NMOBEPXHOCTM TPYOKM: < 0,4

- MOBEPXHOCTYM 3aTOYKU: < 0,7

4) Yron 3aTO4KW UINbl;

Kannbp  O603HayYeHHbIM .METPUYECKMIA CTeHkKa wmwwH OnnHa Tpyoku wur-
pasvep, MM W MM MM Nbl, MM
2UG 0.90 0.860 0.920 T™W 0,635

15.3.2. TexHu4eckue napameTpbl (K Tabnuue 7):

1) TeeppgocTb Ho Pokeenny, HRC; 30-80

2) Paguyc nputynneHns pabouyeii Yactu: He 6onee 0.03 MM
3) 1llcpoxosatocTb Ra, MKM;

- Hapy>KHO NoBepxHOCTU Tpy6KM: < 0.4

- MOBEPXHOCIY 3aroyku: < 0,7

4) Yron 3aToukun urfbl: 25°+3°

15.3.3. Tpy6ka:

-OvameTp BHeWHWIA: 2,3+0,3 MM

-dvameTp BHYTpeHHMiA; 1,5+0,3 MM

-OnnHa(); 160£16Mm

15.3.4. Apan Tep ¢ Hacaakoi Jlyepa:

-OnnHa (13): 20£3 mm

15.3.5.3aLLM THbI KONMAYoK WI/bl, BXOAALLEA B MPOGUPKY Ans c6opa KpoBu:
-Ovametp (d4): 7,8+1 mm

-OnunHa (16); 333 mm

15.3.6.3alWMTHBIA KOAMAYOK Wbl ;LS BBEAEHUS B BEHY;
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-Ounamcrp (d1): 3,5+£0,5 mm

-OnvHa (12): 37£3 mm

15.3.7. KaHwong vrnbl:

Onametp (d2): 7,5£1 mm

OnvHa (14): 1843 mm

15.3.8. MembpaHa:

-CpefiHnit HapykHbIin grnameTp (d3): 2,5+0,5 Mm
-OnvHa (15): 22+3 mm

15.3.8.061Was anuna Urbl 6a6oukmn C ogrum kpENbIWkom (1): 270220 mm.
15.3.9. Macca; 211 r

15.4.Mrna-6abo4ka ¢ 4BYMSA KPbl/bllWKAMW COCTOUT UT. 3alMTHOEO Konnauka vensi 419 BBEAEHWs B Be-
Hy, Tena UronbHol TPpYOKM AN BBEAEHUS B BEHY, ABYX KpblfblwekK, rMOKOA TPYOKN Mrnbl-6aboyky, agante-
pa ¢ EEacagkoin Jlyepa, KaHEOmM nrnbl 41 BBeAEHUM B MPOBGUPKY, 3aLMTHOrO KOAMayka UMbl 418 BBEAEHWS B

npo6upky, MembpaHEN, EEpcac3 BpallatoLLeil ebrekseenc KOBEE

Tabnuua 8 K pucyHky 4 (MpunoxxeHne A). VEna B BeHy

KeEEEDp CooaeEHHESl meTpuye- MM OD,.a«, MM CreHka NWHP  AnuHa Tpy6KM vrnbl

CKUli pasmep, MM MM MM LEO7M£
17G 1,40 1,400 1,510 ™™™ 1,156 19-', 3/4
18G 1,20 1,200 1,300 T™W 0.910 197 2 3/4
19G 1,10 1,030 1,100 T™W 0,750 19*.2 3/4
2(K; 0,90 0,860 0,920 T™W 0,635 1972 3/4
21G 0.80 0,800 0.830 TW 0,547 19*<2 3/4
22G 0,70 0.698 0,730 ™™ 0,440 19-'.2 3/4
23(; 0,60 0,600 0,673 ™ 0,370 19*, 3/4
24G 0.55 0,550 0,580 ™ 0,343 19-'2 3/4
25G 0,50 0,500 0.530 ™ 0,292 19-’2 3/4

15.4.1. TexHn4eckme napametpbl (K Tabnuue 8):
D Teeppoctb No Poksenny, HRC; 30-80.
2) PapHyC EcputynncEEns padoyell YacTu: eec 60nee 0,03 Mm.
3) LlepoxoBarocte Ra. MKMm;
- HapyxEEoi nosepXEEOcTn rpyoku: < 0,4,
- MOBEPXHOCTM 3aTOUKK; < 0,7.
4) Yron 3aTouku urn: 12@+3°,
Ta6bnuuya 9 K pucyHky 4 (Mpunoxenune A). Mirna B npobupky

Kaambp  o6o:waucullE .1t MEUYPUYECKUIA 0 D ... CrcEEKka 1M, ,, I euees TPyOKM
pasmep, Mm MM MM MM VEbI, mm
1 2k; 0,80 0,800 0,830 T™W 0,547 18\,

15.4.2. TcxEEW4eckre napameTpbl (K Tabnumue 9);
1)Teeppoets no Poksenny, HRC; 30-80

2) Pagunyc uputy:Enc.Bm pabouyeli yactu; ec60nee 0,03 mm
3) 1WcpoxosalOcrb Ra, .MKMm;

- EEspywEEOI EEoBepxEEOCTH TPY6KM: < 0.4

- MEoBCcpxHOCTM 3aTOYKM; < 0,7

4) Yeéo.e3aTOUKN veren - 25@+3°

15.4.3. Tpyb6Ka:

-OvameTp erecetpeniic 2,3+0,3 MM

-OnameTp HEEyrpcHumiz: 1,5+0,3 mMm

-OnunHa (11): 300£30 mm

14.4.4. Ananrcp ¢ EEacaakoin Jlyepa:

-OrBAa (13): 203 mm

15.4.5. 3aELLEmMBLI KOMNaYyoK Urbl, BXOAALLER B ETPoGMpKY Ans coopa KpoBu:
-OuameTp (d4): 5,3£0,5 mm

-OnnHa (16): 323:3 Mm

15.4.6. 3awmTVENA KONMa4YoK Wbl 4N1S BBeAEHNS B BcERY.
-Onamc's (dl): 4,6£0,5 mMm

-OnnHa (12); 30£3 mm
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15.4.7. KaHtonsa urmbl:

*nametp (d2): 7.5+ Mm

-OnvHa (14): 20£3 mm

15.4.8. Memb6paHa:

- CpegHuii HapyHbliA gnameTp (d3): 2,5+0,5 Mm

- OnvHa (15): 2243 vMm

15.4.9. O6Lwas gmMHa urnbl 6a604ku ¢ ABYMS Kpblibikamu (1): 395*35 mm
15.4.10. Macca: 2.53+1 r

15.5.ipyruc TexHN4YecKme napa.MeTpbl

15.5.1.06pab0oTKa NOBEPXHOCTN W BHELUHWIA BUS,

Mpy OCMOTPE HOPMa/IbHBIM WM CKOPPEKTUPOBAHHLLM A0 HOPMaNbHOrO 3PEHMEM Hapy>Hasi MOBEPXHOCTb
rpy6KM Mrbl 4oMmKHA GETH rnagKoi 1 HC METb Ae(heKTOB.

Mpy ocMOTpe HOpMasibHbIM WM CKOPPEKTUPOBaHHbLIM [0 HOPMa/bHOMO 3peHueM Tpy6Ka Wbl LOMKHA
ObITb NPAMOIA H NPaBUILHOW OKPYrNOCTW.

15.5.2.Y4ncToTa

Mpy oCMOTPe HOPMabHBIM WM CKOPPEKTUPOBaHHLIM [0 HOPMa/IbHOrO 3pEHMEM MOBEPXHOCTU TPYOKM He
[OMKHbI COlePXKaTb METaINIMYECKON NblM 1 06pabaTbIBatOLLMX areHTOB.

15.5.3. L ewor KAHION ve ne w KPbI/bILWKA MENBI-62604KM

KeEEEQm VENbI H KPbINbILWKO UMAbl-6a604KM [OMKHbI 6bETh M3roTOBMEHbI M3 OKPALLEHHOro MaTepuana, ero
Eser fo;BxesE cooTtBetcTBOBaThH 1SO 6009. Y ABYCTOPOEENENR urnve C MPO3PAYHON KAMEPOM kseeeons nenol ees-
roTaBnMBaeTCA M3 NPO3PaYHOro MaTepuana.

15.5.4. 3aEEHIHbIA KONMAY0K Wbl ABYCTOPOHHEN H nenwi ABYCTOPOHHEN C NPO3paYHOii Kamepoli
3aEUMTHBIA KOMNAYOoK Wrfbl, BXOAALUMIA B NPO6UPKY A1 cbopa KPoBW, LO/MKEH ObITb U3rOTOBNEH U3 Gec-
BHCTHEo mateprana. Matepuan 3aELMTHOrO KONMayka eernve 15 BBEAEHWSA B BEHY OKpALLeH, ero LBeT cooT-
BeTCTBYeT cTaHgapTy 1SO 6009.

15.5.5. 3aELMHEN «onewvox VEbI-6a60UKM C OAHUM KPbUTLIHEKOM H UFMIbI-6a60UKM C IBYMS KPbUbILLKAMY
3aEEETHLE KOMINAYKN JOMKHbI 6bITh M3roTOB/EHbI U3 6eCLBETHOIO MaTepuana.

16. Cnocob HPUMEHEHHS

- [MoarotoBbE'e 3Epobupkn, cooTBeTCcTBYEUMe BECERHHEEvW TecTaM uAM  Heo6X04MMbIM  NauUeHTy
jEa6oparopHbEM wnccnegoBaHEESIM, w'ny, aepxxaTenb, X3yr, CEEupToBbEC caJE(ETKM MAM BaTHbIA TaMmrmoH,
iiJEacThipb.

- BbEELTe urny u3 UMOMBEEya/lbEEOA ynakoBKu.

Mpun Hcnonb3oBauunm Wrnbl-6aboyku ¢ OfHUM  KpblAblWKOM U WUrnbi-6a604kn ¢  aBymA
KpblNblWKaMun: Beme/rc unrny-6abouky n3 wEanBmnayanbHoli  yEsakoHKW. BHumaHue! Ecnn
uHgnBngyansE3as y33akoBka 6E>Lia oTKpbiTa MM MNOBpeXfeHa, MoxanylhicTa, BO3bMUTE APY3YH WUMy-
6abouKy, Ceemmurc 3aHLW TUbIM KOMNAY0K C MEMOGPAHHOW YacTu UrAbl.

Mpun ncnonb3oBaHUW [BYCTOPOHHEW UrAbl H [BYCTOPOMUCH UTAbl C NPO3pPavyHON Kamepoin: CHUMMKTe
saWMTEE Ennayok ¢ Mem6passEsoli 4yacTu wenwm, BHUMaHMe! 3DTukeTka ¢ 3Ecpdopauueit cnyxuT
EEEEukatopom cTcpunbEoctn W ucnocTEEOcTM Wrfbl. Ecnu nepdopauuns pasopsassa wunm nospcx;1CHa,
yTUnn3npyiite Takyto EHJTl 1 BosbMmuTe JpyryEO.

- BKpyTuTe urny nepneHankynapEso B fepxatenb. [poBepbTe, NJAOTHO 1N Ura CUAUT B fepxartese, YTobbl
EEs6exarE. ce cockaslE>3blBaHUSA HO Bpems npoueaypbl. BHMMaHue! HenpaBuibHOe BKpy4YMBaHWe wuenbl, B
fepxaTenb MoXeT E3puBectu K EwoBpexxncEEVIE0 gepxaTens v uUribl M NOCMeAYHOLUWEMY BbizesgcHueo UI/bl U3
aepxartens e Bpems [EeiieiiyEiKiiiiH.

- Bj>10epnTc MecTO HeHenyHKHM3E.

- TMpOSIe3HEEDEELYIpyfTe mecTo BEECTYEEKLYM cnupToBOM CcE/peTKOM. HeobxOAEEMO nogoxaaTb 4o MYEEIO
BLicI»3xaHELA aHTMCCNTUYCCKOE O pacTEEOopa.

- Ceecemurc 3ELWTIEEEA konnauok ¢ npyEoli cTopoEEbl. BeeAuTe BakyyME3y3o cucTeMy «jepaTefb-u3na» B
BEHY B COOTBETCTBMW C aJlOPUTMOM o6b enueeoeo B3ATUA. CnegunTe, uTo6bl M3na E3axonunacb cpe3oMm BBepX
EEQIYE/IOM 15H)TE1I0CUTenbHO BECBOXECCTU KoxXu. BolMOSEEUTL EhOKO/T KOXX U CTCER BEEOHLI

- MmE npokone Heo6XOAMMO yKas3aTe/lbHbIM W CPefHWM NanbLeM MPUAEPXWUBATb BbICTYMbl AepXaTens, a
6onbwmnmM Esanbuem npoTank3EBaTb Npobupky K urne. CregyeT usberaTb rny6okoro nosgyxeEEVNA wnrnbl.
CnegnTe 3a MOM0XEHWEM NMPOBGMPKN MO LEHTPY AepxxaTens, 4Tobb3 NpesoTBPaTUTb MNPOKOA 6H0KOBOW CTEHKM
KpblWKN 1 mpoxacEdemcnsEyso notep3o EEakyyma. Cpasy nocne Esavana EEOCTtynnenus kpoBu B EEpobupky
ocnabl)lc XE'yr. KpOBb 6ypeT rsoctynaTe B Npo6upKy, MoKa He KOMIMEHCUPYET umcioeuniics s EEpo6MpKe
BakyyM. [l na BHiyajEbEEOE0 KOEETpons ypoBEEA 3anonEsenHsa 33a rrukeTKC NPoGMPKKM nmeeTcs pucka. Bcerga
33py Esomowm 60nbwioE0 33EWwbUa yacpXXuBas'sTc 33pobup3cy B gepxkaTtene ans o06ec3Ecuc3svs Kappek'n3oro
nas3osiHe33nsa 3EpobUpKN.

- Mocne npekpaweHUs ToKa KPOBM e noneeoeo EEanonEEennsa npobupKnM OCTOPOXKHO W3BEKNTE ee U3
JCpxa3C;EAl n EEOMCCTMEC s EECTO CECOMCEEIHO E3pobupky npu HcobxoguMocTEE. KakK TonbKo KpoBb 6yfer
cobpaHa B EtocnegHo0 NpobupKy, OCTOPOXHO M3B/IEKUTE UIY M3 BeHbl, OfHOBPEMEHHO MPWKNUMAA K MECTY
BCHCEEYWMKEEWIA cyxoii cTcpunbHblin BarEEEsn T3M3EOH [JO EEpckpacEENA KpoBoTcUCEEMA. Buumanuc! Mocne
HCEEC33y33K3EMM BCPXE3AM 4acTb KpLiEx@E MOXCT 6301Tb MCMaykKas3a ocTaTKaMu KpoBu. MpumnTe 3a33LUTHbIC
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Mepbl A5 MPefOTBPALLEHUM KOHTaKTa C Troii KpOBbHO BO Bpemsi paboTbl C Mpobupkamu. Hc Hagesaiite
MOBTOPHO Ha Wy 3alUMTHBIV KONNayok! 3To YBENMUMBAET PUCK YKOMA.

- Cpasy e rocne 3arofiHeHUs MPOBUPKY HYXXHO aKKypasHO MepeBepHyTb A CMeLUMBaHWUs MNpobbl C
nanofnurcacM B COOTBETCTBUM C UHCTPYKLMEN NpousBoauTens. Mocne 3anonHeHUs nocneaHeid npobrpku
OTCOEAMHUTE €e OT [epXaTens W BblUbTE CUCTEMY «JepKaTeNb-Urna» w3 BeHbl. NS o6ecreveHs
6e30MacHOCTY CMeAyeT CHATb UMY C fepKaTens U yTUIM3MPOoBaTh ee.

- [Mpobupkn MapKUpyloTCs U MOMELLAOTCS B CMeUMasibHbIi  KOHTelHep [A1S TPaHCMOPTUPOBKM B
naboparopuio. .

17. Kpatkagd HUCTPYKUHA MO NPUMEHEHUIO
YKa3sblBaeTCcs Ma rpyrnmnoBoii ynakoske

« TlogroToBbTe TpebyeMble MaTepUabl, €00TBETCIBYIOLLME HEOOXOAVMMbIM N1a60PaTOPHbLIM WUCC/EA0BAHNSAM
* BbIHbTE MrAy 13 UNAMBMAYANbIKOA YNaKOBKY,

MHHMaHKCc!

Ecrm vHamBmayansHas ynakoeka Wrfbl-6abouky ¢ 04HUM KPbUbILWKOM U UTNbI-6a604KM C ABYMS KPbI/bILL-

Kamu Gblna OTKpbITa U MOBPEXAEHA, NOXKayinCTa, BO3bMUTE APYTYH UrNy-6a604Ky. CHUMUTE 3aLUTHbIN
KOMIMa4yoK ¢ MeMGPaHHO YacTy Ur/bl.

IMenm 3TMKeTKa ¢ nepdopauuein JIByCTOPONHeR Uribl U [1BYCTOPOHHER Wbl C MPO3PaYHOil KaMepoid paso-
pBaHa WM NOBPeXAeHa, YTUAN3UPYIATE Takyto UIy U BO3bMUTE APYrYHO.

e BKpyTuTe Urny HepHeHAUKYNAPHO B fepXKaTesb.

e HanoxuTe HaHWeHTY XryT Ha 7-10 cM Bbille MecTa BeHenyHKUMKW. onpocuTh NaumeHTa cxXartb Kynak.
» [poge3MHBNUMpyiiTe MECTO BEHEMYHKLMW CIMPTOBON alLtheTKOol

*  CHMMMTE 3alLMTHbIA KOMMAYOoK C ApYroii CTOPOHbI. BBeauTe BaKyyMHYI CUCTEMY «AepKaTe/lb-Uria» B
BeHy. Cnegute, YTo6bl Urna HaxoAmnach CPe3oM BBepX Mog yriom 15" 0THOCUTENbHO MOBEPXHOCTU KOXMW.
BbIMO/MHNTL NPOKOM KOXW U CTEHKW BEHbI.

* BbINonHUTE 3a60p KPOBU COrNMacHO HCTPYKLUMM N0 NPUMEHEHMIO UCMOMb3YEMbIX BaKyyMHbIX MPOGUPOK
e YTUAM3NPYIATE UIAY COrnacHo Ae/CTBYIOLLMM NpaBuiam.

IS. ¥nakoBska

IbnHBMAYyanbHaA ynakoBKa

NHamBuayanbHasa ynakoBka [BYCTOPOHHEN UMbl 1 [1BYCTOPOHHER MIAbl C NPO3payHoli Kamepoli npeacTas-
NSieT U3 cebs nonocy Gyma: U, COeAUHSAOM.CIA 3aLLMUTHBINA KONMAYOK Wrbl, BXOAALLEA B BEHY U 3aLLMTHbI
KOMMaYoK Mr/bl, BXOAALLEN B MPOGKPKY, 06ECMeUMBatOLLEA COXpaHEHNE CTEPUIBHOCTM W FePMETUYHOCTU
13aenunsa 10 OTKPbITUS UMbl VI3roToBNneHa 13 MenioBaHHOM 6enoid Gymaru.

MHameuayanbHas ynakoBka Mrbl-6a604kM ¢ O4HUM KPbINbILKOM M Uribl-6a604KM € ABYMS KPbl/bILLKaMI
MPCNCTaBNACT U3 cebsl NakeT W3 MOMIM3TUIEHA. 06ecneynBatoLLA cOXpaHeHWe CTEPUNBLHOCTY N FrepMETUYHO-
CTW W3[enns A0 OT KPbIT MM Urbl. M13rotosneHa u3 1IDPE.

"pynnoBas ynakoBka

W3genve ofHOro BapuaHTa WCMOSIHEHWS, YNaKOBaHHOe B MHAWHWAYaIbHYHO YMaKOBKY, AO/HKHO 6bITb Y/10-
YKEHO B IPYNMoBYHO YNakoBKy. 3rotoBneHa 13 NoAnpoBaHHO Genoii KapTOHHOM Gymaru; ofHa rpynmnoas
ynakoBka BMeLlaeT no 100 wr. Viagenuii B MHAMBUAYaNbHbIX YMaKoBKaXx.

TpaHcnopTHaa ynakoBKa.

[pynnoBble YNakoBKM C YNakKoBaHHbIMM B HUX W3genusmm AOMKHbI 6bITb YI0XKEHbI B TPAHCNOPTHYHO yna-
KOBKY, WU3rOTOB/IEHHYHO M3 rOPYPOBAHHOIO KapToHa.

18. ¥YcnoBus XxpaHeHMs H TPaHCMOPTMPOBaHUA

Ycnosua xpaHeHuna: XpaHWUTb U3LeNNs B YACTOM, CyXOM W NPOBETPMBAEMOM MOMELLLEHUN, BLaM OT UC-
TOYHMKA Tenna UM BO3ropaHuns, C BNaXXHOCTLHO He 6oniee 80%. W3beraTb nonafaHns NpsaMbiX COMHEYHbIX
Nyyeid. lmanasoH 4oNycTMMbIX TemMepa ryp npyu XpaHeHum - oT +4®C ao +25°C.

YcnoBus TpaHCnopTUpoBaHus: M3genns nepeBos3aT haHCNOpLUM BCEX BUAOB B KPbITbIX TPAHCMOPT-
HbIX CPEACT BaX B COOTBCiCIBMH C MpaBuiamy NepeBo3KN rpy30B, AeNCTBYIOLMMU HA TPAHCHOPIC KOHKPET-

HOro Buna. TpaHcnopTupoBaTh Npu Temnepatype oT -30°C go +40®C, 1 OTHOCUTENLHON BNAXHOCTU BO3My-
Xa Ho 6onee 80%.

19. Cpok rogHoctu

CpoK roAHOCTW W3NSt COCTaB/sIeT 3t0Na, NPy Ye3roBuM COGMHOAEHUS YCNIOBUIA XPaHEHUs! 1 rpaHCNopTy-
POBaHMUS. .

21.Ymo.'1HomouelwbiH iipc.iciaBiiTC.'ib Ha reppuTopHn PO

O6LLECTBO C OrpaHNYEHHON o 1 BEFCTBCHHOCTBIO «P/IP3/1» (000 «PADI/»)

Agnpec: Poccus. 420108. Pecny6nvka TarapctaH. t. KasaHb, yn. Masuta Mu()ypu, 4.71, np. 34. Ne 1
TenedoHbl: (843) 211-12-2)

E-mail: info™rafel.ru

21. CiaiuapThi cooTBercteHsa B PP

FOCT P NCO 9626-2020; MOCT 19126-2007; OCT P NCO 6009-2020; MOCT ISO 11607-1-2018, MOCT
ISO 11607-2-2018, FOCT EN 556-1-2011; TOCT P NCO 15223-1-2020; ctaHgapTbl cepun 1ISO 10993.

22. CTepunusaumsa

CrepunHsauus V3genmii npomsBoanrcs npy NoMOLLM YIMACHOKCUAA.
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WN3penve nveeT onpeeneHHble TpeGoBaHUs K XpaHeHW0, Npu COG/IOAEHUN YCNIOBUIA XpaHeHUst U3aenme oc-
TaeTCs CTEPUNbHBLIM B TEUEHVE TPEX NIET.

[OTOBOE M3fENMe CTePUIbHO, HETOKCMYHO. [MOBTOpHas CTepunusaums U3fenust 3anpelueHa. MoBTOpHOE
MPYMEHEHME 3arnpeLLEeHo.

23. OuunCcTKa 1 ge3nHipekLms
[JaHHoe n3genue He HYXXAAeTCs B OUNCTKE U AE3UH(EKLMN.

24. O6cnyXuBaHue 1 Kannbposka
W3penve ncnonb3yeTcs Bpadamu, NPOLLEALIMMI 0BYyYeHwre, U HC TPeByeT 06CNYXKMBaHWS 1 KaIMOPOBKU.

25. YTunmnsauus

Yrunmsaums MefULMHCKOro WU3fennsa [o/KHa MPOBOAUTLCA COr/IaCHO [eiCTBYIOLLEMY 3aKOHOAATE/bCTBY.
Mpn 1cnonb3oBaHNM MeSULMHCKOTO U3AeNnus o06pasytoTcA OTXOAbl, KOTOpble KNacCUMULMPYIOTCA U YHWUY-
TOXaroTCA (YTUIM3MPYIOTCA) Kak SnNuACMMOso! nyccky onacHble otxofbl (CaHluH 2.1.3684-21; knacc bB).
W3penva, npulelive B HErogHOCTb, WM C UCTEKLLMM CPOKOM FOAHOCTW, MOAJIEXAT YHUUTOXEHWIO B COOT-
BeTcTBMM ¢ CaHlMu 2.1,3684-21 Kkak 0TX0fbl, NpUHagexalime K knaccy «A» (3nnaeMmonormyeckn 6eso-
nacHble 0TXofpl, MO cocTaBy NpuUbAMKeHHble K TKO), cnoco6oM, npefoTBpallalowyM UX MOBTOPHOE MC-
Mo/b30BaHUE.

26. CMBONbI Ha MapKnpoBkKe MeEANLMHCKOIo mn3gennAa

3anpeT Ha NOBTOpPHOE m " Xpynkoe, o6paujatbcs
q) npumeHeHne y 0CTOPOXHO
OcTopoxHo! O6paTuTech Kk ' He gonyckaTtb
A WHCTPYKLWUM NO NPUMEHEHNID BO3jeicTBNA
B . CO/JIHEYHOro cBeTa
[lata usrotosnexns ' 6eoeyb OT Bnaru
cro T
]
Mcnonb3oBath Ao fr " TemnepaTypHblii
AnanasoH
LOT p - Ctepunusaums
0A naptun EMbTe okcuaom 3TuneHa
b J

He ncnonb3osatb npu
noepexneHHn ynakoBku
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KoHCTpyKUMSA nsgennii

s - W/E.T ——1

MpunnoxeHne A

/1l 12

15

3awunHbiv kM x urasl. dxotM ueu 6 npogT y Onai 6opa K p tkj

16

3alMTHbIA KOTa4oK- U ans 66eaeHns 6 beuy

Mem6paHa npegoT 6paty aoww as tNe ‘meKmp kpo6u

nos\ HavmeHoCT/
MendfXHX r*3epcxn’w aow o

ObI T eKaHue kpoOu
3aLpnu*i Kokoaucox Uil

2 _BYopALLEA A ipO&p(y A1 CSaxX Ko,
Teno uronbHoOM NNy u
MpOIVoKM /179 CckooQ Koo
4 I@@aHonsa vrme

5  1T'MnbTipdKuanatoesT166Ly
6  33iiuiJjHu xoww 1K ur/b fR66e61L 6611

THCYHOK |: Cxema rmyeckoc M306pakeHne NByerOPOUNEI UMbl
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cuTd
1
rT-
k- t
/! 13
y
IS
tbidpam npeboTBpaLLoPLLan BbrreraHie XpcAj
3auuTHbIM KofTHouok Urly. ixodftueu ti ro6upky dm cbopa kpobu
/fno3 HcrmeHo6oHne
j 3aLlUTHbII KANNCM» UMb,
6xogTeli! B rpo&pky dm c6opn K p(tii
” Mewmzpenc npeanBplucioLyos
’ [AbINEKMHLL Kpobu
3 Text uronbHoii rrpy6ku
Jauiu<mtAj no/navok ur/bl dm Si*dmjH b et I KonoT urnbi ¢ npospasoit kamepoi

5 3a'pll!kenntr  3Kbidm x5y

PrcyHoK 2: CxemaTnyeckoe M306paxXeHe ABYCTOPOHHEN UMbl C NPO3payHoli Kamepoit
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/)

12

3aLLYITHbIA KOAMAYoK Uikl ans baeagHus 6 eHy

Kaions v, 6xoasieid 6 npobupky s coopa Kpobu

16

3aLLYITHBIA KOMNAYoK Wbl 6X0AALLIENA
6 Npobrpky Ans céopa Kpobu

/i

ApmanTep ¢ Hacagkoi Jlyepa

15 |
6pmbpaHa NpegoT6paLLiooLLas ObITeKLLIVE KpobK

J®rs. HoumeHoGaHue
1 3auymHbi KOMAYOK Wbl 7 GaeeHs 6 Gery
2 Tem vronbHoi TyoK A4St 66eaevmns 6 GeHy

3 KpbI/ibILLKO
4 f npkas TpybKa Urnbi-6aboukm
5 AfanTep ¢ Hacagkoii Nlyepa

B KaBmTbI GOIALRIO MOty A cGopaKG
7 hifiibijxcTo MmBQTMSUI{ T dppai
8 TerDUrOBHO TG Ay BCempR 6 by
9 Mevfpera rpeIoTERoLROLLER GolTerane Kobin

PucyHok 3: Cxemarnycckoc M3o6paxeHue Urnbl-6ab0ukuy ¢ OAHUM KPbIbILLKOM
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1l

1r

3cnayMHBI0 KO /T W UMbl N5 AbefeHns 6 aeHy

KaHtons urmbl, axopsawein 6 rkio6buky ansa ca(kio kpaam

16

3alMTHBIA KONNa4oK UMbl.oxogsALLeO
6 Npobupky ans coopa Kpobu

ff s

t \ET

E2

a

ALOTKP C HOCOAKOM Jlyepo

15

Memgpcuy, npraoT6palocios 6brmekaHe Kpodi

HaumeHobaHue

1 3owMTbiA TNOYOK bl 418 foeneHis 6 Ger).

2

Jeno uronbHoi Tpy6ku Ans 6aeneHns 6 6eHy
KpbINbIWwKy
f nbkas Tpy6bKa Urnbli-6a6oukm
AganTep ¢ nacagkait Jlyspa
KaHT 0T . bxoglweit 6 npobvpky 4 cbopa Koot
KUTWTTXT. 6

Iy D

1T wronbHoit Tpybkv Ans 6aeneHAs 6 npobupky

MevBpoHa. MpefoTOPOLLATOA GbMeKaHie KooK

PUCyHOK 4: CxeMaTN4eckoe U306pKeHNE UIbl-6aBoUKU C BYMS KpbI/bILLUKAMU
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MpunoxeHve b

MaTtepuanbl U3roTOBNEHUSA N BU KOHTAKTa C NauMeHTOM

BapuaHT ucnosnHe- Bup KOHTaKTa ¢ nauueH-

YacTb urnbl Marepwnan
HuA TOM
3aWmnTbii KONNAYOK UMbl (N9 HYCAC>1UA pp KpaTKoBpeMeHHbIli (Me-
B BEHY Hee 24 4.) KOHTaKT C Kpo-
3al T Nbll KONNAY0K WUIAbI, BXOAALLENA B BbtO
. AR HOPE
npo6upkKy
KaHtong wvrnbl ABS
. MegunumnHckasa He-
Teno UronbHoOW TpyoKn
[BycropounHsas urna pXasetoLLas ctaib
Mem6paHa ByTunkayuyk
Cun1MKoHOBOE Macno
CmasKa urnbl B BEHY MefMLNHCKOE BbICO-
KOaKT1BHOE
Cunnungmnas xua-
Cmaska urnbl B npobupky 1A A
KOCTb
3alMTHBIA KONNAYO0K MYHKLMOHHOIO Pp KpaTKoBpeMEHHbI (Me-
KOHLA Ur/bl Hee 24 4.) KOHTaKT C Kpo-
3alMTHbIA KONNA4yoK WI/bl, BXOAALLEN B BbiO
HOPE
npo6upKy
KaHtons ¢ npo3payHoin kamepoi PC
BYCTOPOHHSSA urna . MeguunHckas He-
Aey . P Teno uronsHo Tpy6Ku Al
C upo'spaunoll kame- pXasetoLLas ctaib
poii Mem6paHa ByTunkayuyk
CVNMKOHOBOE Macno
Cwmaska urnbl B BEHY MefMLMNIrCKOC BbICO-
KOaKrMBHOe
CunnungHas Xug-
Cmaska LW Nbl H NpoBupKy HiA A
KOCTb
3alMrHbIA KONAYvoK LU Nbl ;bust BBEAEHMS KpaTKoBpeMeHHbI (Me-
B BEHY PP Hee 24 4.) KOHTaKT C Kpo-
3aWNTHbIA KONMAYoK WIAbl, BXOASLLEH B HbHO
npo6upky
KpbI/bIWKO ABS
Mnbkas ¢ybka PVC
Ayep aganTep PVC
Wrna-babouka ¢ of- KaHons urbl ABS
HUM KPbITbILLKOM
. . MeanunHckasa He-
Teno w'onbitoii rpyobKu
p>KaBerLLas CTLU3b
Mem6paHa bynwkay4yyk
CWNMKOHOBOE Macno
CwmasKa urnbl B BeHY MeULMHCKOE BbICO-
KOaKT1BHOE
CuvnuumpHasa xug-
Cmaska urnbl B Npobupky A A
KOCTb
3alMTHBIA KOMNAY0K UMbl ;U1 BBEIEHUS Kpa3 koBpemeunnblii (me-
B BEHY PP Hee 24 4.) KOHTaKT C Kpo-
3alMTHBIA KOMNaYyoK Ur/bl, BXOASLLEN B BblO
npo6upKy
Wrna-6abouka c
Kpbinbunkm pPvC
[OBYMS KpbI/blLLIKaMK
mbkas Tpybka PVC
Nyep apantep pPvC
KaHtons vrnbl ABS
Teno uronbHol 3py6Kn MeguunHcKas mc-

U
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Bug KOHTaKTa ¢ nayueH-

BapunaHT ncnosHe-
YacTb Mr/ibl Marepuan ToM

HIS
pXKaBetoLLas cTasb

Memb6paHa byTunkayuyk
CunnkKoHoBOe Macno
CmasKa urnbl B BEHY MeanLMNHCKOe BbICO-
K6aKT1BHOE
CunununHas xug-
Cmaska LU /bl B NPo6upKy KOCTH
Kann6p LiBeT Kpacutens Mapka Kpacutens
17G KpacHo-thmonetoBbldi  PINK!102+ YELLOW7007+ BL 1009
18G P030Bbll PINK1102
19G KpemoBbiii YELLOW?7007+ GREEN5022
20G Xentbiin YELLOW7007
21G 3eneHblii GREEN5022
22G UepHblii BLACK1806
23G CuHw®i BL1009
24G CBerno-gunoneToBbin PrNK1102+BUO0O09
25G OpaHXXeBblii PINK1102+YELLOW7007
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BbIMNMNCKA:

CBUAETE/IbCTBO

Kutanckmm CoBeT Mno
CONENCTBUIO
MexayHapoaHOW
Toprosne

Kutalickum CoBeToM no coaercTano MexxayHapoaHoi Toprosne sensetcs Kutalickas
MeX/yHapoaHas Toprosasi nanata

MepeBOf C KWUTANCKOrO W aHrUACKOrO A3blKOB Ha PYCCKWUWA A3blK BbIMOAHEH MHOM,
nepeBoA4YnKom bypxaHoBoi Nynb3naoit doaToBHOMN.

ly
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© Kntanckmnin CoBet no coagencTButo KuTacki

%“1 Me>xayHapogHoii Toprosne conuterono
0 KuTtaiickas mexxayHapoaHas Toprosas nanara  Mewieneased
QR-kob
CBUAETENBCTBO

Ne 21370082/004948

HACTOAWMM TMOATBEPXOAETCA, UTO: neuyatb kKomnaHum «Weihai
Hongyu Medica! Devices Co., Ltd.» («Baiixain XoHutoi Megnkan [leBaiices
Ko., 14.»), ckpennaowas [AJOKYMEHT BO BNOXeHWW, SBNSAETCH
NOAMHHOMN.

KuTalicknii CoBeT Mo COAeNCTBMIO
MexayHapoaHoint Toprosne

MEYATD:

Kutaiickuii CoBET MO COAENCTBUIO
MexayHapogHoi Toproene
YOOCTOBEPEHUE

™)

Moanuck
MoAnucb yNnonHOMOYEHHOro nnua: Bali L aHbwaHb
Hata: 29.11.2021 .

MEYATD:

Kutalickniit CoBeT N0 COAeNCTBUIO .
MexayHapoaHoi Toproene
YAOCTOBEPEHVE

v

CaliT fna NpoBepKu cBuaeTenscTBa- httpV/iwww,rzcepit.com/validate.html

MepeBO4 C KUTAMCKOrO W aHIIMACKOro A3bIKOB Ha PYCCKUI A3bIK BbINOSIHEH MHOWR,
nepesoA4YnkoM bypxaHoBoil Mynb3ngoin ®oaToBHOIA.
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MoaTBepXaako

Nms: Muao HbaH

MNognucs AnpekTop

«Weihai Hongyu Medical Devices Co., Ltd.»
(«Baiixan XoHutont Megukan Leaiices Ko., Jta,»)
Hata: 20 mioHa 2021 .

MNEYATb:

«WEIHA! HONGYU MEDICAL DEVICES CO.. LTD.»
(«<B3ANXAN XOHUIOM MEOVKAN OEBANCE3 KO., ITA.»)

MepeBoa C KMTACKOrO W aHI/IMACKOrO A3bIKOB Ha PYCCKWIA S3blK BbINOIHEH MHOWA,
nepeBoAYnMKom bypxaHoBoW Nynb3naoi ®oaToBHOINA.

1111
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Poccuinckasa degepauns

Nopog KaszaHb Pecny6nukunm TaTapcTaH.

BToporo gekabps gBe TbicsA4M ABajLUaTb NepBOro roga.

A, puwmHa Onbra WnbuMHU4YHA, HOTapuyc KasaHCKOro HoTapuasibHOro OokKpyra
Pecny6nmku TaTapcTaH, CBUAETENbCTBYH MOAJ/IMHHOCTL MOAMUCK MepeBoAYMKa BypxaHoBOM
"'ynb3nabl PoaToBHbI.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTbL NoANMCaBLUErO JOKYMEHT YCTaHOB/IEHA.

3aperncTpupoBaHo B peectpe; Ne 16/36-H/16-2021-/

YnnayeHo 3a COBEPLUEHNE HOTapWasibHOro AeCTBIS: 580 py6. 00 kon.

B faHHOM [OKYMeHTe MpOoLLHYPOBaHo,
MPOHYMEPOBAHO Y CKPEr/IEHO Meyartbio
Tpuguatb cemb (37) NACTOB.

O. W. I'pnumHa
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