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1. NAME AND COMPOSITION OF THE MEDICAL DEVICE

Spinal Quincke and Pencil Point needles for anesthesia in various designs:
l. Spinal Quincke needle for anesthesia in various designs:

1 Spinal Quincke needle for anesthesia - size 16G (1.6 mm), length 89 mm in the com-

position:
1.1. Spinal Quincke needle for anesthesia - size 16G (1.6 mm), length 8 mm
1.2. Instructions for use.
2. Spinal Quincke needle for anesthesia - size 17G (1.4 mm), length 89 mm in the
composition:
2.1 Spinal Quincke needle for anesthesia - size 17G (1.4 mm), length 89 mm
2.2 Instructions for use.
3. Spinal Quincke needle for anesthesia - size 18G (1.2 mm), length 89 mm in the
composition:
3.1 Spinal Quincke needle for anesthesia - size 18G (1.2 mm), length 89 mm
3.2 Instructions for use.
4. Spinal Quincke needle for anesthesia - size 19G (1.1 mm), length 89 mm in the
composition:
4.1 Spinal Quincke needle for anesthesia - size 19G (1.1 mm), length 89 mm
4.2 Instructions for use.
5. Spinal Quincke needle for anesthesia - size 20G (0.9 mm), length 89 mm in the
composition:
5.1 Spinal Quincke needle for anesthesia - size 20G (0.9 mm), length 8 mm
5.2 Instructions for use.
6. Spinal Quincke needle for anesthesia - size 21G (0.8 mm), length 89 mm in the
composition:
6.1 Spinal Quincke needle for anesthesia - size 21G (0.8 mm), length 89 mm
6.2 Instructions for use.
7. Spinal Quincke needle for anesthesia - size 22G (0.7 mm), length 89 mm in the
compositidn:
7.1 Spinal Quincke needle for anesthesia - sizq 22G (0.7 mm), length 89 mm
7.2 Instructions for use.
8. Spinal Quincke needle for anesthesia - size 23G (0.6 mm), length 89 mm in the
composition:
8.1 Spinal Quincke needle for anesthesia - size 23G (0,6 mm), length 89 mm
8.2 Instructions for use.
9. Spinal Quincke needle for anesthesia - size 24G (0.55 mm), length 89 mm in the
composition:
9.1 Spinal Quincke needle for anesthesia - size 24G (0.55 mm), length 89 mm
9.2 Instructions for use.
10. Spinal Quincke needle for anesthesia - size 25G (0.5 mm), length 89 mm in the
composition:
10.1 Spinal Quincke needle for anesthesia - size 25G (0.5 mm), length 89 mm
10.2 Instructions for use.
.~ 1 11, Spinal Quincke needle for anesthesia - size 26G (0.45 mm), length 89 mm in the
coiiposition:
11.1 Spinal Quincke needle for anesthesia - size 26G (0.45 mm), length 89 mm
11.2 Instructions for use.
12, Spinal Quincke needle for anesthesia - size 27G (0.4 mm), length 89 mm
composition:
12.1, Spinal Quincke needle for anesthesia - size 27G (0.4 mm), length 89 mm

12.2 Instructions for use.
r 4 HB za0
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13. Spinal Quincke needle for anesthesia - size 28G (0.36 mm), length 89 mm in the
composition:
13.1 Spinal Quincke needle for anesthesia - size 28G (0.36 mm), length 89 mm
13.2 Instructions for use.
14. Spinal Quincke needle for anesthesia - size 29G (0.33 mm), length 89 mm in the
composition:
14.1 Spinal Quincke needle for anesthesia - size 29G (0.33 mm), length 89 mm
14.2 Instructions for use.
15. Spinal Quincke needle for anesthesia - size 30G (0.3 mm), length 89 mm in the
composition:
15.1 Spinal Quincke needle for anesthesia - size 30G (0.3 mm);. length 89 mm
15.2 Instructions for use.
16. Spinal Quincke needle for anesthesia - size 22G (0.7 mm), length 89 mm with in-
troducer needle, size 18G (1.2 mm), length 38 mm in the composition:
16.1 Spinal Quincke needle for anesthesia - size 22G (0.7 mm), length 89 mm
16.2 Introducer needle, sizel8G (1.2 mm), length 38.
16.3 Instructions for use.
17. Spinal Quincke needle for anesthesia - size 23G (0.6 mm), length 89 mm with in-
troducer needle, size 19G (1.1 mm), length 38 mm in the composition:
17.1 Spinal Quincke needle for anesthesia - size 23G (0.6 mm), length 89 mm
17.2 Introducer needle, sizel9G (1.1 mni). length 38.
17.3 Instructions for use.
18. Spinal Quincke needle for anesthesia - size 24G (0.55 mm), length 89 mm with in-
troducer needle, size 20G (0.9 mm), length 38 mm in the composition:
18.1 Spinal Quincke needle for anesthesia - size 24G (0.55 mm), length 89 mm
18.2 Introducer needle, size 20G (0.9 mm), length 38.
18.3 Instructions for use.
19. Spinal Quincke needle for anesthesia - size 25G (0.5 mm), length 8 mm with in-
troducer needle, size 21G (0.8 mm), length 38 mm in the composition:
19.1 Spinal Quincke needle for anesthesia - size 25G (0.5 mm), length 89 mm
19.2 Introducer needle, size21G (0.8 mm), Iength 38.
19.3 Instructions for use.
20. Spinal Quincke needle for anesthesia - size 26G (0.45 mm), length 89 mm with
introducer needle, size 21G (0.8 mm), length 38 mm in tlie composition:
20.1 Spinal Quincke needle for anesthesia - size 26G (0.45 mm), length 89 mm
24 FEB ZOZ(}  20.2 Introducer needle, size21G (0.8 mm), length 38.
20.3 Instructions for use.
21. Spinal Quincke needle for anesthesia - size 27G (0.4 mm), length 89 mm with in-
troducer needle, size 22G (0.7 mm), length 38 mm in the composition:
21.1 Spinal Quincke needle for anesthesia - size 27G (0.4 mnAjenM "7 Mn
21.2 Introducer needle, size 22G (0.7 mm), length 38. Aox o lran o *
21.3 Instructions for use. A JUN)
Spinal Pencil Point needle for anesthesia in various designs: ptjiBLIC

1 Spinal Pencil Point needle for anesthesia - size 16G (1.6 mm), length  mm in
the composition:
1.1. Spinal Pencil Point needle for anesthesia - size 16G (1.6 mm), length 89 mm.
1.2 Instructions for use.
2. Spinal Pencil Point needle for anesthesia - size 17G (1.4 mm), length 89 mm in the
composition:
2.1. Spinal Pencil Point needle for anesthesia - size 17G (1.4 mm), length 89 mm.
2.2 Instructions for use.
3. Spinal Pencil Point needle for anesthesia - size 18G (1.2 mm), length 89 mm in the
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composition:
3.1. Spinal Pencil Point needle for anesthesia - size 18G (1.2 mm), length 89 mm.
3.2 Instructions for use.
4. Spinal Pencil Point needle for anesthesia - size 19G (1.1 mm), length 89 mm in the
composition:
4.1. Spinal Pencil Point needle for anesthesia - size 19G (1.1 mm), length 8 mm.
4.2 Instructions for use.
5. Spinal Pencil Point needle for anesthesia - size 20G (0.9 mm), length 89 mm in the
composition:
5.1. Spinal Pencil Point needle for anesthesia - size 20G (0.9 mm), length 89 mm.
5.2 Instructions for use.
6. Spinal Pencil Point needle for anesthesia - size 21G (0.8 mm), length 89 mm in the
composition:
6.1. Spinal Pencil Point needle for anesthesia - size 21G (0.8 mm), length 89 mm.
6.2 Instructions for use.
7. Spinal Pencil Point needle for anesthesia - size 22G (0.7 mm), length 89 mm in the
composition:
7.1. Spinal Pencil Point needle for anesthesia - size 22G (0.7 mm), length 89 mm.
7.2 Instructions for use.
8. Spinal Pencil Point needle for anesthesia - size 23G (0.6 mm), length 89 mm in the
composition:
8.1. Spinal Pencil Point needle for anesthesia - size 23G (0.6 mm), length 89 mm.
8.2 Instructions for use.
9. Spinal Pencil Point needle for anesthesia - size 24G (0.55 mm), length 89 mm in the
composition: A
9.1. Spinal Pencil Point needle for anesthesia - size 24G (0.55 mm), length 89 mm.
9.2 Instructions for use.
I Pencil Point needle for anesthesia - size 25G (0.5 mm), length 8 mm in the
mposition:.
i”.1. Spinal Pencil Point needle for anesthesia - size 25G (0.5 mm), length 89 mm.
Instructions for use.
Spinal Pencil Point needle for anesthesia - size 26G (0.45 mm), length 89 mm in the
X~Amposition:
M 1.1. Spinal Pencil Point needle for anesthesia - size 2°60 (0.45 mm), length 89 mm.
11.2 Instructions for use.
12. Spinal Pencil Point needle for anesthesia - size 27G (0.4 mm), length 89 mm in the
j ( T A composition:
A 12.1. Spinal Pencil Point needle for anesthesia - size 27G (0.4 mm), length 89 mm.
2.2 Instructions for use.
g, j |3. Spinal Pencil Point needle for anesthesia - size 28G (0.36 mm), length 89 mm in the
w ' ., \composition:
~m13.1. Spinal Pencil Point needle for anesthesia - size 28G (0.36 mm), length 89 mm.
13.2 Instructions for use.
14. Spinal Pencil Point needle for anesthesia - size 29G (0.33 mm), length 89 mm in the
composition:
Tjr Pencil Point needle for anesthesia - size 29G (0.33 mm), length 89 mm.
1K Instructions for use.

)TARY PUB LI~ Spinal Pencil Point needle for anesthesia - size 30G (0.3 mm), length 89 mm in the
(ANOI A  composition:
15.1. Spinal Pencil Point needle for anesthesia - size 30G (0.3 mm), length 89 mm.
15.2 Instructions for use.
16. Spinal Pencil Point needle for anesthesia - 22G (0.7 mm), length 8 mm with intro-

2 4 FEB 2020

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



ducer needle, size 18G (1.2 mm), length 38 mm in the composition:

16.1. Spinal Pencil Point needle for anesthesia - 22G (0.7 mm), length 89 mm.
16.2 Introducer needle, size 18G (1.2 mm), length 38 mm.

16.3 Instructions for use.

17. Spinal Pencil Point needle for anesthesia - 23G (0.6 mm), length 89 mm with intro-
ducer needle, size 19G (1.1 mm), length 38 mm in the composition:
17.1. Spinal Pencil Point needle for anesthesia - 23G (0.6 mm), length 89 mm.
17.2 Introducer needle, size 19G (1.1 mm), length 38 mm.
17.3 Instructions for use.
18. Spinal Pencil Point needle for anesthesia - 24G (0.55 mm), length 89 mm with intro-
ducer needle, size 20G (0.9 mm), length 38 mm in the composition:
187.1. Spinal Pencil Point needle for anesthesia - 24G (0.55 mm), length 89 mm.
18.2 Introducer needle, size 20G (0.9 mm), length 38 mm.
18.3 Instructions for use.
19. Spinal Pencil Point needle for anesthesia - 25G (0.5 mm), length 8 mm with intro-
ducer needle, size 21G (0.8 mm), length 38 mm in the composition:
19.1. Spinal Pencil Point needle for anesthesia- 25G (0.5 mm). length 89 mm.
19.2 Introducer needle, size 21G (0.8 mm), length 38 mm.
19.3 Instructions for use.
20. Spinal Pencil Point needle for anesthesia - 26G (0.45 mm), length 89 mm with intro-
ducer needle, size 21G (0.8 mm), length 38 mm in the composition:
20.1. Spinal Pencil Point needle for anesthesia - 26G (0.45 mm), length 89 mm.
20.2 Introducer needle, size 21G (0.8 mm), Iength 38 mm.
20.3 Instructions for use.
21. Spinal pencil Point needle for anestheSIa - 27G (0.4 mm), length 89 mm with intro-
ducer needle, size 22G (0.7 mm), length 38 rnm in the composition:
.1. Spinal Pencil Point needle for anesthesia - 27G (0.4 mm), length 89 mm.
.2 Introducer needle, size 22G (0.7 mm), length 38 mm.
Ne I Instructions for use.

2. MANUFACTURER OF THE MEPICAL DEVICE
Poly Medicure Limited (Medcomp), 232-B, 3rd Floor." Okhla Industrial Hstate. Phase Hl.
New Delhi - 110 020 India
Tel/Fax; + 91- 11- 33550700/+ 91-11-26321894
info@polymedicure.com
Production site of medical device:
Plot No 115-116, Sector 59, HSIIDC, Industrial Area. Ballabhgarh. Faridabad-121004,

Haryana, India.

3. INTENDED USE OF THE MEDICAL DEVICE DETERMINED BY
THE MANUFACTURER
Spinal needles in various designs (hereinafter - infusion lines) are used for lumbar punc-
ture through the dura mater of the spinal column to administer anesthetics used for general anes-
thesia of the human body
ATTESTED

Indications
» surgeries below the navel level; NOTARY PUBLIC
» gynecological and urological surgeries; (INDIA'»
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» surgical manipulations on the lower extremities, for example, the treatment of vari-
Ccose Veins;

e perineal surgery;

» pain relief during childbirth and cesarean section;

» alternative to general anesthesia in case of contraindications (old age, somatic pathol-
ogy, allergy to anesthetics).

Absolute Contraindications

e patient’s refusal,

* blood diseases accompanied by increased bleeding, the use of anticoagulants prior to
the surgery (high risk of bleeding);

» inflammatory lesions of the skin at the expected puncture site;

» severe condition of the patient (shock, acute blood loss, cardiovascular, pulmonary
failure, sepsis);

» allergy to local anesthetics used for analgesia;

« infectious diseases of the nervous system (meningitis, arachnoiditis, encephalitis, my-
elitis);

* intracranial hypertension;

» exacerbation of herpes virus infection;

« severe degree of cardiac arrhythmias and blockades.

Relative Contraindications
e spinal column deformity, which increases the risk of complications and makes anes-
thesia dangerous to life and health; A
» predicted extensive blood loss during future surgery;
» severe degree of fetal distress when choosing a method of delivery;
» signs of infectious disease, fever;
e some diseases of the NS (epilepsy, radiculitis with radicular syndrome, vascular le-
sions of the brain, polio, chronic headache, multiple sclerosis);
» patient’s emotional instability, mental disorders (persons unable to lie still during sur-
o gery);
stenosis of the aortic valve of the heart;
therapy with acetylsalicylic acid and other disaggregants (risk of bleeding);
Vistory of spinal cord injuries;
~ jpossible expansion of the scope and time of the surgery, for example, surgical removal
L LU A ib f tumors, when the surgeon’s tactics may change depending on the picture on the op-
— eratmg table;
Sr child age.

Risks of medical device, contraindications, expected and predictable side effects asso-
ciated with the intended use of medical device:

1. Before using a medical device, please, carefully read the instructions for use.

2. Do not use the product if it is damaged, of inadequate quality or the packaging is

opened. . rrn
3. Violation, of the storage conditions may impair performance of the product. A f.1ffJ}

4. Disposable product; repeated sterilization may cause malfunction.

5. Excessive relative humidity inside the sterilization chamber may affect product func-
tionality.

6. The product is to be used only by qualified personnel, as improper use of the product

may affect the patient's health.
Side effects'associated with the use of the product: AXTESTBO

@ 000 LUPMH (7] INFO@CIRMLRU & WWW.GOSZDRAVNADZOR RU NOTARY PUBLIC
(INDIAN



1. spinal shock can lead to the cessation of nervous activity, including loss of motor, sen-
sory, reflex and autonomic activity.

2. Lumbar puncture with increased intracranial pressure can cause clinical disorders, for
example, violation of the blood supply, causing strokes and various neurological disorders.

3. Lumbar puncture can cause bleeding, compressing the spinal cord during blood clotting,
and along with skin infections can lead to complications such as cellulitis, furunculosis.

4. Postdural or lumbar puncture headache can cause severe pain, including in the back,
neck and shoulders, leading to numbness of the neck.

5. Hematoma of the spinal canal can lead to accumulation of blood in the epidural region
and compression of the spinal cord, which causes pain, muscle weakness, diaphragm and pelvic
disorders.

6. An epidural abscess can cause fever and back pain, neurological disorders of the lower
extremities and loss of diaphragm / pelvis function.

7. Allergic reactions and violations of the intended use may occur in the patients with hy-
persensitivity to the materials used in the product.

4. MEDICAL DEVICE CLASSIFICATION
Depending on the degree of potential risk, "Spinal needles in various designs” belongs to
class 111 medical device, in accordance with European Directive 93/42/EEC.

5. DELIVERY
Spinal needles in various designs are delivered in individual package and instructions for

use.
Their designs are listed in Section 1 "NAME OF THE MEDICAL DEVICE"

A T T ~sxeo
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6. INSTRUCTIONS FOR USE

Spinal anesthesia: A local anesthetic is injected into the cerebrospinal fluid, usually in the
area ofthe lumbar spine, where it interacts with the roots of the spinal nerves and partially spinal
column. The resulting anesthesia usually affects the area from the legs up to the abdomen or
chest. Lumbar puncture is used to inject medications into the cerebrospinal fluid (intrathecal), in
particular, to perform spinal anesthesia or chemotherapy.

The Quincke or Pencil Point needles are used for spinal anesthesia.

Quincke needle. This needle is most often used for spinal anes-
thesia. The needle has a medium-length bevel with sharp edges, a
sharp tip and an opening at the tip. The needle is characterized by
good sharpening (cutting), the puncture with such needles is tech-
nically simpler, however, due to trauma to the dura mater, the inci-
dence of post-puncture headache is higher than when using Pencil Point needles.
Pencil Point needle. It has a rounded, non-cutting tip and a lat-
eral opening,, in the proximal section of the needle bevel. The
conical shape of the spinal needle tip without cutting edges makes
it possible to puncture the solid dura mater nhn-traumatically.
The lateral opening at the tip allows for targeted administration of
an anesthetic solution. The main aim of this needle is to reduce
the frequency of post-puncture pain, since it is less traumatic to the dura matter.

The instructionsfor use ofthe spinal needle with introducer needle.

To perform spinal anesthesia, the spinal needlIt is inserted between the spinous processes,
taking into account the angle they form with respect to the axis of the spine. The spinal needle
passes the following anatomical structures: skin, subcutaneous tissue, supraspinatus ligament,
interspinous ligament, yellow ligament, epidural space, dura mater. These ligaments are usual 1\
very dense and even calcified in elderly patients.

In this case, it is advisable to use an additional introducer needle. The introducer is a
shorter (35 - 40mm) needle of a larger diameter than the insevted spinal needle, the introducer is
injected at the proposed puncture site, passes through the densest anatomical layers without de-
forming. Then, a spinal needle is inserted into its pavilion and. bypassing the dense tissues, a
puncture of the spinal space or spinal anesthesia is performed.

Thus, the introducer is designed to pass through dense tissues and to prevem..eo™?t"*'ihe
spinal needle with the skin. y

Use:

6.1. It is suitable for spinal anesthesia.

6.2. Tapered needle tip provides superior tactile feedback. Vo \

6.3. High flow rate accelerates cerebrospinal fluid return.

6.4. Intensive distribution of the anesthetic immediately after injection.

6.5. Transparent polycarbonate needle connector provides unobstructed vTst
cerebrospinal fluid or blood.

6.6. Products are sterilized by gas (ethylene oxide).

6.7. Neither the product nor its package contains components of animal origin.

For spinal anesthesia they use 3 positions of the patient (the position of the patient when
the needle is introduced):

axTee3TTBO

noTAaRrY pusLic 24 FEB Z070
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3a/iHe-BEPXHSIS MOAB3AOLLHAS OCTb

3a/iHe-BePXHSA NoAB3AOLLHAS OCThb

Lumbar puncture. (For lumbosacral access, one identifies the posterior-superior iliac spine and
moves away 1cm lower and 1cm in medial direction. After skin anesthesia, the needle is guided
through this point at an angle of45° in the cranial and 45° medial directions and it is injected
into the space between the fifth lumbar vertebra and the sacrum.)

Attention! The data given are advisory, manipulations are allowed only by trained
qualifiedpersonnel.
7. TECHNICAL SPECIFIACTIONS

Figure 1 and Table 1 present the sizes and tip configuration of Quincke needles, Figure 2 and

r4FBm

Table 2 present the sizes and tip configuration of Pencil Point needles.

(INDIA)
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Figure 1- Configuration of the Quincke needle tip

Primary bevel Secondary

length bevel length

80% 20%

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

doiO.0l

Nominal

outer”diame-

ter of the

needle tube
1.60
1.40
1.20
1.10
0.90
0.80
0.70
0.60
0.55
0.50
0.45
0.40
0.36
0.33
0.30

dii0.Ol

Inner diameter

of the needle

1.20
1.07
0.86
0.68
0.61
0.52
0.42
0.34
0.33
0.34
0.30
0.25
0.19
0.19
0.16

Table 1
oil' 01 .02
40
Primary
bevel an-
gle
16 35



Needle size

16G
17G
18G
19G
20G
21G
22G
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Figure 2 - Configuration of the Pencil Point needle tip

Sharpening

angle,

30
30
30
30
30
30
30

Nominal outer di-
ameter of the needle

[/ inner diameter of

the needle
1.60/1.20
1.40/1.00
1.20/0.80
1.10/0.70
0.90/0.60
0.80/0.50
0.70/0.40

X\

Distance from the Lateral opening length
needle tip to the lat-
eral opening

1.20 0.6

1.20 0.6

1.20 0.6

A FEB ZO0W?®

120 =m 0.6

1.20 0.6

1.20 0.6
------------------ ATT
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23G 30 0.60/0.36 1.20 0.6

24G 30 0.55/0.32 1.20 0.6
25G 30 0.50/0.30 1.20 0.6
26G 30 0.45/0.28 1.20 0.6
271G 30 0.40/0.24 1.20 0.6
28G 30 0.36/0.20 1.20 0.6
29G 30 0.33/0.17 1.20 0.6
30G 30 0.30/0.14 1.20 0.6
80.0 +2.0
68.0 *20
Name Meaning
Spinal Quincke needle - Size 16G, length 89 mm
Size 16G (01.60 mm)
Length 89 mm (£1.5mm)
Bevel type Quincke
Rigidity . Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 |im
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 69N
Spinal Quincke needle - Size 17G, length 89 mm
Size 17G (01.40 mm)
Length 89 mm (£1.5mm)
Bevel type Quincke
Rigidity 51-58 HRC

Roughness Hloughness no more than 0.16 |im

no more than 0.03 mm
NOTaU p UBLIT
AKINIMNA Y -
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Needle head-tube connection stability 69N

Spinal Quincke needle - Size 18G, length HOmm

Size 18G (01.20 mm)
Length 89 mm (x1.5mm)
Bevel type Quincke
Rigidity Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 yT
Blunting radius no more than 0.03 mm
Needle head-tube connection stability V 69N

Spinal Quincke needle - Size 19G, length HOmm
Size 19G (01.10 mm)
Length 89 mm (i 1.5mm)
Bevel type Quincke
Rigidity Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 “im
Blunting radius no more than 0,03 mm
Needle head-tube connection stability 69N

Spinal Quincke needle - Size 20G, length 89 mm
Size 20G (00.90 mm)
Length 89 mm (x1.5mm)
Bevel type Quincke
Rigidity Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 |.im
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 54N

Spinal! Quincke needle - Size 21G, length 89 mm

Size 21G (00.80 mm)
Length 89 mm (x!.5mm)
Bevel type Quincke
Rigidity , Rigidity 51-58 HRC
Roughness , Roughness no more than 0.16 "im
Blunting radius no more than 0,03 mm
Needle head-tube connection stability 44N

Spinal Quincke needlO-TsSize 22G, length 89 mm
Size n 22G (00.70 mm)
Length 89 mm (x1.5mm)
Bevel type / \ Quincke
Rigidity 1 1 AAA g Rigidity 51-58 HRC
Roughness 1 \ o / | Roughness no more than 0.16 gm
Blunting radius \>Y N no more than 0.03 mm
Needle head-tube connection stability [ >V 40N

Spinal Quincke tfAdle i-"isSihel*G, length 89 mm
Size 23G (00.60 mm)
Length 89 mm (£ 1.5mm)
Bevel type AXXES | H-» Quincke
Rigidity . I Inn) Rigidity 51-58 HRC
Roughness ' ( Roughness no more than 0.16 gm
Blunting radius NOTARY PUBLIC no more than 0.03 mm
Needle head-tube connection stability (INUIAI 34N

Spinal Quincke needle - - Size 24G, length 89 mm
Size 24G (00.55 mm)

r 4 FHBzozo
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Length 89 mm (£1.5mm)

Bevel type Quincke
Rigidity Rigidity 51-58 MKC
Roughness Roughness no more than 0.16 gm
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 34N

Spinal Ouincke needle - Size 25G, length 89 mm
Size 25G (00.50 min)
Length 89 mm (x1.5mm)
Bevel type Quincke
Rigidity Rigidky51-5811RC
Roughness Roughness no more than 0.16 gm
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 22N

Spinal Ouincke needle - Size 26G, length HO mm
Size 26G (00.45 mm)
Length 89 mm (x1.5mm)
Bevel type Quincke
Rigidity Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 gm
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 22N

Spinal Quincke needle - Size 27G, length 89 mm

Size 27G (00.40 mm)
Length " 89 mm (x 1.5mm)
Bevel type Quincke
Rigidity Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 gm
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 22N

Spinal Ouincke nc0dis*1SflI59>Z8G, length 89 mm
Size i L 28G (00.36 mm)

89 mm (x1.5mm)

Bevel type / bl Gilpin 4 Quincke
Rigidity Rigidity 51-58 HRC
Roughness a ,\ Roughness no more than 0.16 gm
Blunting radius - . Vy, no more than 0.03 mm
Needle head-tube connection stability \ 22N

Spinal Ouincke length 89 mm
Size 29G (00.33 mm)
Length 89 mm (£ 1.5mm)
Bevel type Quincke
Rigidity Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 gm
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 22N

Spinal Ouincke needle - Size 30G, length 89 mm
Size 30G (00.30 mm)
Length 89 mm (x1.5inm)
Bevel tvpe A X T& STED Quincke
Rigidity Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 gm
Blunting radius NOTA KACPUBLIC no more than 0.03 mm

(NOIA)
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Needle head-tube connection stability 22N
Spinal Quincke needle - Size 22G, length 89 mm with introducer needle, size 18G, length 38 mm

Needle size 22G (00.70 mm)
Needle length 89 mm (£1.5mm)
Bevel type Quincke
Rigidity Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 jim
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 40N
Introducer needle size 18G (01.20 mm)
Introducer needle length 38 mm (£1.5mm)

Spinal Quincke needle - Size 23G, length 89 mm with introducer needle, size 19G, length 38 mm
Needle size 23G (00.60 mm)
Needle length 89 mm (£1.5mm)
Bevel type Quincke
Rigidity Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 gm
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 34H
Introducer needle size 19G (01.10 mm)
Introducer needle length 38 mm (£1.5mm)

Spinal Quincke needle - Size 24G, length 89 mm with introducer needle, size 20G, length 38 mm

Needle size 24G (00.55 mm)
Needle length 89 mm (x 1.5mm)
Bevel type Quincke
Rigidity Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 gm
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 34N
Introducer needle size 20G (00.90 mm)
Introducer needle length 38 mm (£1,5mm)

Spinal Quincke needle - Size 25G, length 89 mm with introdueer needle, size 21G, length 38 mm
Needle size 25G (00.50 mm)
Needle length J A , 89 mm (+ 1.5mm)
Bevel type / A Quincke

Rigidity 51-58 HRC

Roughness r-* Roughness no more than 0.16 gm
Blunting radius | A [ " if no more than 0.03 mm
Needle head-tube connection stability \V .. /! ,H 22N
Introducer needle size 21G (00.80 mm)
Introducer needle length 38 mm (x 1.5mm)

Spinal Quincke needle - Size 26G, length 89 mni yLE introducer needle, size 21G, length 38 mm
Needle size 26G (00.45 mm)
Needle length 89 mm (+ 1.5mm)
Bevel type Quincke
Rigidity Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 gm
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 22N
Introducer needle size 21G (00.80 mm)
Introducer needle length 38 mm (+ 1.5mm)

Spinal Quincke needle - Size 27G, length 89 mm with introducer needle, size 22G, length 38 mm
Needle size 27G (00.40 mm)
Needle length A r— p-I|-" 89 mm (x1.5mm)
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Bevel type Quincke

Rigidity Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 gm
Blunting radius no more than 0,03 nm
Needle head-tube connection stability 22N
Introducer needle size 22G (00.70 mm)
Introducer needle length 38 mm (x£1.5mm)
Name Meaning

Spinal Pencil Point needle - Size 16G, length H9 mm
Size 16G'(01.60 mm)
Length 89 mm (x].5mm)
Bevel type Pencil Point
Rigidity Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 pm
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 69N

Spinal Pencil Point needle - Size 17G, leneth 89 mm
Size 17G (01.40 mm)
Length 89 mm (x 1.5mm)
Bevel type Pencil Point
Rigidity Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 pm
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 69N

Spinal Pencil Point needle - Size 18G, length 89 mm

Size 18G (01.20 mm)
Length 89 mm (x1.5mm)
Bevel type Pencil Point
Rigidity ' Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 pm
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 69N

Spinal Pencil Point needh 9G, length 89 mm
Size \ 4 19G (01.10 mm)
Length / \ 89 mm (x1.5mm)
Bevel type J \ Pencil Point
Rigidity Rigidity 51-58 HRC
Roughness \ /| Roughness no more than 0.16 pm
Blunting radius [ -3 no more than 0.03 mm
Needle head-tube connection stability X- n" 69N

Spinal Pencil Point nfArd”r Slie”?OG, length 89 mm
Size 20G (00.90 mm)
Length 89 mm (£1.5mm)
Bevel type Pencil Point
Rigidity Rigidity 51-58 HRC
Roughness Roughness no more than 0,16 pm
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 5N

Spinal Pencil Point needle - Size 21G, length 89 mm
Size NT—i-c="-i-d 21(1 (00.80 mm)
Length 89mm(£l.5mm)
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Bevel type Pencil Point

Rigidity Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 gin
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 44N

Spinal Pencil Point needle - Size 22G, length 89 mm
Size 22G (00.70 mm)
Length 89 mm (£1.5mm)
Beyel type Pencil Point
Rigidity Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 gm
Blunting radius no more than 0.03 nm
Needle head-tube connection stability 40N

Spinal Pencil Point needle - Size 23G, length 89 mm

Size 23G (00.60 mm)
Length 89 mm (= 1.5mm)
Bevel type Pencil Point
Rigidity Rigidity 51-58 1IRC
Roughness Roughness no more than 0.16 gm
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 34N

Spinal Pencil Point needle - Size 24G, length 89 mm
Size 24G (00.55 mm)
Length / 89 mm (£1.5inm)
Beyel type Pencil Point
Rigidity Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 gm
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 34N

Spinal Pencil Point needle - Size 25G, length 89 mm
Size ' 25G (00.50 mm)
Length 89 mm (£ 1.5mm)
Bevel type Pencil Point
Rigidity Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 gm
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 22N

Spinal Pencil Point n(\Mlwm\ Size 26G, length 89 mm
Size /Tn 1A 26G (00.45 mm)
LiiSh 89.mm (x 1.5mm)
Bevel type [ Nmrn ™ \ Pencil Point
Riwdity J-fr j-A-1 Rigidity 51-58 HRC
Roughness 1\ «, o Roughness no more than 0.16 gm
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 22N

Spinal Pencil Poii®'needlirS"sgh7G, length 89 mm
Size 27G (00.40 mm)
Length 89 mm (£1,5mm)
Bevel type Pencil Point
Rigidity Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 gm
Blunting radius A n «" no more than 0.03 mm
Needle head-tube connection stability ' 22N
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Spinal Pencil Point needle - Size 2HG, length HOmm

Size 28G (00.36 mm)

Leneth 89 mm (£1.5mm)

Bevel tvoe Pencil Point

Rigidity Rigidity 51-58 IIRC
Roughness Roughness no more than 0.16 um
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 22N

Sninal Pencil Point needle - Size 29G, length 89 mm

Size 29G Q0033 mm)

Length 89 mm {1.5mm)

Bevel tvoe ~ Pencil Point

Rigidity Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 pm
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 2N

Sninal Pencil Point needle - Size 30G, length 89 mm

Size 30G (00.30 mm)

Length 89 mm (£ 1.5mm)

Bevel tv ~ Pencil Point
Rig\;/ieclityOe Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 jim
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 2N

Sninal Pencil Point needle - Size 22G, length 89 mm with introducer needle, size | 8GJength J8 mm
Needle size 22G (00.70 mm)

Needle length 89 Fr>rerrrl]ci(liFl>(,)5irr1rtlm)

Bevel tvoe e

Rig]/idity Rigidity 51-58 HRC
Roughness Roughness no more than 0.16 gm
Blunting radius no more than 0.03 mm
Needle head-tube connection stability 40N

Introducer needle size 18G (01.20 mm)
Introducer needle length 38 mm (+ 1L5mm)

sninat Pencil Point needle - Size 23G. length 89 mm with introducer needle, size 19G, length 38 mm

Needle size i < 23G (00.60 mm)

Needle length \ A 89 gg:d(lié(.)sirr:*tlm)

Bevel type \ P
_I:Q'I'gql'd'l'tti/(Q — f " Hl #v i Rigidity 51-58 1IRC
Roughness "W J r./ w  Roughness no more than 0,16 gm
Bluntin% radius _ . \ ATt no more tQZIr\]l 0.03 mm
Needle head-tube connection stability

Introducer needle size " 19G (01.10 mm)
Introducer needle length 38 mm (+1.5mm)

Sninal Pencil Point needle - Size 24G, length 89 mm with introducer needle, size 20G, length 38 mm

Needle size 24G (00.55 mm)

Needle length 89 mm (+1.5mm )

Bevel type Pencil Point

Rigidity Rigidity 51-58 HRC
Roughness Roughness no more than 0,16 gm
Blunting radius no more than 0.03 mm
Needle head-tube connection stability AN

Introducer needle size >V "B B— - 20G (00.90 mm)
Introducer needle length { 38 mm (+1.5mm)
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Xninal Pencil Point needle Size 25G, length 89 mm with introducer needle, size 21G, lensthJS mm

) 250(00.50 mm)
Neeflle size 89 r
+
Needle leneth mm (+1.5mm)
Pencil Point
Revel tvoe Rigidi 51-58 IIRC
Riffidity 'gidity 51-
Roughness no more than 0.16 gm
Ron&hness
Rliintinff radius no more than 0.03 mm
Needle head-tube connection stability 22N
. 210(00.80 mm)
Introducer needle size e
+
Intro_ducer nee_dle Igneth . L 38_mm (+1.5mm)
Xninnl Pencil Point needle Size 26G, length 89 mm with introducer needle, size 21G, length 38 mm
. 260 (00.45 mm)
Needle size
89 mm (x1.5mm)
Needle leneth.
Pencil Point
Revel tvne idi
Riaidity Rigidity 51-58 HRC
. Roughness no more than 0.16 gm
Roiiehness
RIiintinff radius no more than 0.03 mm
N=f'Hle hend-tiihe connection stabilitv 22N
| . 210 (00.80 mm)
Introducer needle size
+
Introducer needle leneth . o 38'mm (£1.5mm)
Pnint Sire 27G. length 89 mm with introducer needle, size 22G, length Jtf mm
Needle size 270 (00.40 mm)
89 +1.5
Needle length mm ( mm)
Pencil Point
Revel tvne
o Rigidity 51-58 HRC
Riffiditv R h h 016
Roiiffhness oughness no more than 0. gm
. . no more than 0.03 mm
Bluntine radius
Needle head-tube connection stability 22N e
) 220 (00.70 mm)
Introducer needle size
Introducer needle length .- 38 mm (£1.5mm)

The needle tube - the introducer needle hub connection must withstand ION for needles with a
nominal outer diameter of less than 0.6 mm and 20 N for needles with a nominal outer diameter
0of 0.6 mm or more.

Sizes and needle tip configuration are given in the technical documentation.

Table 2 - Needle color code (e
Nominal outer diameter of the color %\ G
needle, mm

0.30 Yellow

0.33 Red

0.36 Blue- Green

0.40 Light gray

0.45 Brown

0.50 Orange

0.55 A = A DUght violet

oA SYAUBLIC 1 4 FEBi
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0.60 Dark blue

0.70 Black
0.80 Dark green
0.90 Yellow
1.10 Cream
1.20 Pink
1.40 Red
1.60 White

Materials:
All materials of component parts comply with the specifications and do not contain any compo-

No. M aterial use site Main material Brand, manufac- Direct body
turer contact (Yes/
No)
1 Needle cap Polypropylene J 800-1, HY- No
OSUNG Corpora-
tion
2 Needle hub Polypropylene 7 J 700-1, HY- No
OSUNG Corpora-
tion
3 Introducer needle hub Polypropylene J 700-1. HY - No
OSUNG Corpora-
tion
4 Needle / introducer needle Stainless Steel SS 304, Henan hzz Yes
{' iron and steel Co.,
Ltd
5 Dye (pigment) M anufacturer Focus Pigment §dn. Bhd No
Yellow Yellow 1422G . A
Red Red5312P
Blue Bluel513H / /
Light gray GrayGRi / /MaiTznta! 1
Brown Brown 9640(P.0.64)
Orange Orange 9130
Light violet Violet 7230R {P.V.23)
Dark blue Blue 1535 (P.R.15:3) W
Black BlackV-RL
Dark green Green GFP-H (P.G.7)
Yellow Yellow HGR E3XED
Cream Yellow 8323H (P.Y.83) ( T a
Pink Red 1222 VoA
\Fjve:ite Red5312P(P.R.53:l) NOT . tusLic
(tb 1O 1A)
6 Paper for individual packaging Paper for medical purpose OCPSx.x.xxIOx. No
AMCOR Flexi-
bles
7  Film for individual packaging Polyethylene PP SM498 + Polyethylene PP No
Polypropylene PF HI SM498 + Poly-
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11600 propylene PE HI
11600. AMCOR

Flexibles
8 Two-layer box Carton - No
9 Shipping box High strength wrapping - No
paper
10  Ethylene oxide gas 30% EO + 70% CO2 - No

10. PACKAGE
Spinal needles in various designs are available in individual sterile package that meets the re-
quirements of ISO 11607-1, ISO 11607-2, and they are packed in a 2-layer secondary package.
Clause 6 of GOST P ISO 11607 is mentioned in document No. TPM/BLSTR/0357.
The package is free of holes, cracks, tears, wrinkles, wrinkles, thickenings or thinning.
Package size 175x32 mm
Packing material density: 420 mm x 150 pm, paper - 410mm x 60(x£2) g/m2.
Tensile strength —not less than 12 MPa
Ultimate tensile strength: > 66 N/15 mm,
Breathability - 200-400 crm?/m™*min.
Tear resistance - not less than 20 N.
Continuous structure of the adhesive layer.
Pore size: <20 pm
Tensile strength (dry): >250 kPa
Tensile strength >350 mN
Bonding density: 60+10 g/m2
Seal strength >90 cN/ 15 mm
Bonding strength - not less than 0.12 MPa.
Adhesive layer width - not less than 8 mm. A
Sterilization validity - 5 years.

11. STERILIZATION
Spinal needles in various designs are delivered sterile in a sealed package. They are sterilized by
ethylene oxide. The sterilization process is validated in accordance with the requirements ot I1SO
11135:2014. ' :
Spinal needles in various versions are for single use only. Re-sterilization and reuse are prohibit-
ed.

12.  LABELLING
The consumer package shall contain the following information:

a) needle designation in accordance with:
1) nominal outer diameter of the needle tube in mm;
2) nominal length of needle tube in mm;

b) the word "STERILE" or the corresponding symbol;

¢) batch code with the word “BATCH?” or the corresponding symbol with the date of steriliza-
tion (month and year); N NEEE3TED

d) name and / or trademark of the manufacturer; WUv 2

notaf”™ public
e) the words "valid until..." (month and last two numbers of the year) or thfe*Dtltt?*nding sym-

bol;

f) warning to check the integrity of consumer packaging before use or the corresponding symbol.

2 4 N 6362020
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Group package
The group package (if any) shall contain the following information:

a) needle designation in accordance with Chapter 7 GOS I' ISO 7864-2011 and, if necessary,
words; “thin-walled” or “super-thin-walled”;

b) word “STERILE” or the corresponding symbol;
c) wording “FOR SINGLE USE ONLY™ or the corresponding symbol.
Note - Additional information for applying a symbol is given in Annex C;

d) warning to check the integrity of consumer packaging before use or the corresponding sym-
bol;

e) batch code or the corresponding symbol;
f) date (year and month) of sterilization.
Note - The first two numbers of the batch code may indicate the sterilization date;

g) the words "valid until..." (month and last two numbers of the year) or the corresponding sym-
bol;

h) name and address of the manufacturer or supplier;

I) storage and transportation conditions.

Shippingpackage

Shipping package shall contain the following information:  /
a) needle designation in accordance with

1) nominal outer diameter of the needle tube in mm;

2) nominal length of needle tube in mm, and, if necessary, words: “thin-w'alled” or *“super-thin-
walled”;

b) batch code or the corresponding symbol,

¢) word “STERILE” or the corresponding symbol,

d) date (year and month) of sterilization;

€) name and/or trademark of the manufacturer;

f) storage and transportation conditions.

Labelling symbols: o -y”
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- Temperature limitation X
-Keepdry ' f
- Keep out of sunlight

- Non pyrogenic X
- Non toxic

13. SAFETY REQUIREMENTS
This medical device is intended to be used exclusively for its intended purpose and onl> by
or under the supervision of a qualified licensed doctor or other medical practitioner as pre-
scribed.
Any medical methods and procedures described in certain publications do not cover ALL.
acceptable medical protocols; nor do they substitute the experience and judgment of a doctor
in the treatment of each individual patient.
Keep sterile.
Do not use if package is opened or damaged.
Do not use if there are any damage or defect.
Observe general precautions to avoid exposure to bloodborne pathogens during use.

14. ENVIRONMENTAL REQUIREMENTS.
“en used, transported and stored, spinal neet™es in various designs do not adversely al-
s and the environment. When using the product, special protection of personnel and

Sot required.

LIST OF INTERNATIONAL REGULATORY DOCUMENTS/
STANDARDS THE MEDICAL DEjVICE MEETS.
Name

Medical devices. Quality management systems. Requirements
for regulatory purposes
Sterilization of medical devices. Requirements for medical de-
vices to be designated "STERILE”. Requirements for terminally
sterilized medical devices
Packaging for terminally sterilized medical devices. Sealable
pouches and reels of porous and plastic film construction. Re-
quirements and test methods.
Medical devices. Symbols for use in the labelling of medical de-
vices
Information supplied by the manufacturer of medical devices

Application of risk management to medical devices

r 4 FEB 20t0
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Ub

Reference Name ‘

ISO 10993- Biological evaluation of medical devices — ParEA/AELI3A™ y A

1:2009/ and testing within a risk management process.

Cor. 1:2010

ISO 10993- Biological evaluation of medical devices. Part 2: Animal welfare

2:2006 requirements

ISO 10993- Biological evaluation of medical devices. Part 4: Selection of

4:2002/Amd.I: tests for interactions with blood.

2006

ISO 10993- Medical devices. Biological evaluation of medical devices. Part

7:2008/ 7. Ethylene oxide sterilization residuals

Cor. 1:2009

ISO 10993- Biological evaluation of medical devices. Part 10: Tests tor irri-

10:2010 tation and skin sensitization

ISO 10993- Biological evaluation of medical devices. Part 11: Tests for sys-

11:2006 temic toxicity

ISO 10993- Biological evaluation of medical devices. Part 12: Sample prepa-

12:2012 ration and reference materials

ISO 10993- Biological evaluation of medical devices. Part 18: Chemical

18:2005 characterization of materials

ISO 11135- Sterilization of health care products. Ethylene oxide. Part 1 Re-

1:2014 quirements for development, VValidation and routine control of a
sterilization process for medical devices

ENISO Packaging for terminally sterilized medical devices. Part 1 Re-

11607-1:2019

quirements for materials, sterile barrier systems and packaging
systems

ISO 11607- Packaging for terminally sterilized rnedical devices. Part 2: Vali-
2:2019 dation requirements for forming, sealing and assembly processes
ISO Medical devices. Application of risk-management to medical de-
14971:2012 vices. Amendment 1 Justification of requirements

ISO 15223- Medical devices. Symbols to be used with medical device labels,
1:2016 labelling and information to be supplied

"AFEBZ0ZO

16. TRANSPORTATION, STORAGE AND OPERATION CONDITIONS

Sord needles in various designs are transported by all means of transport in covered vehicles in
acoordance with the transportation requirements and applicable to vehicles of'each type.
Wentransported in shipping package, they are resistant to climatic lactors at temperature conditions
fan0to + 40°C, air humidity 26 - 65% and mechanical stress during vibration loads in the frequency
rate 10 - 55 Hz, movement amplitude 0.35 mm and shock acceleration with a peak acceleration ol
I@with a duration of impact acceleration of 16 ms.

Wnstored in shipping package, they are resistant to climatic factors at temperature conditions from
0o + 40°C, air humidity 26 - 65% (without condensation). Protect from direct sunlight, heat and
jiedg . . .

1Dwirgoperation, they are resistant to climatic factors for the temperature regime U6 from 32 to 42/\('.
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17. WARRANTY

Poly Medicure Limited GUARANTEES THAT THIS PRODUCT IS MANUFACTURED IN
ACCORDANCE WITH APPLICABLE STANDARDS AND SPECIFICATIONS. PATIENT'S
CONDITION, CLINICAL TREATMENT AND SERVICE OF THE PRODUCT MAY AFFECT I IIF
OPERATION OF THE PRODUCT. THIS PRODUCT SHOULD BE USED IN ACCORDANCE
WTHTHE RECOMMENDATIONS AND PRESCRIPTION OF A DOCTOR.

Guaranteed shelf life is 5 years from the production date, provided that the packaging is not damaged
aropened.

18. SHELF LIFE
Sterility retention period is 5 years. After the sterility expiration spinal needles in various de-
sigs must be disposed of in accordance with the requirements ot local authorities.

19. DISPOSAL
The products shall be disposed in accordance with the standards adopted in medical practice, as
well as relevant local, state and federal laws and regulations, such as class B waste SanPin 2.1.7.2790-
10“Sanitary and epidemiological requirements for the management of medical waste”.

18. Authorized representative in the Russian Federation:
Advamedics LLC

Room 15, Floor 2, building 2, 10, Korovinskoe Shosse, Moscow, 127486, Russia
Tei./fax -b7(495) 744-34-79

info@advamedics.ru i

ATTESTEDO
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MepeBO/ C aHIINIACKOTO A3blKa Ha PYCCKUIA A3bIK

YTBEPXJARO
«Momm Megykbiop Siumuteay» (Poly Medicure Limited)
Ct. TEH. AUPEKTOP - OTBETCTBEHHbIN 3A KAYECTBO

(BOMKHOCTD)
CC PABAT (SSRAWAT)

(Mmvs1)
/Moanuce/
(noanuce)

M.M.
/MevaTb: «MONNMEAVNKBIOP T O»/

NHCTPYKUWNA no NMPUMEHEHNHO

Wrna cnnHanbHas A0S aHecTe3un Tun cpesa KBUHKe, TN cpesa MeHcun Mo-
MHT B pas/INyHbIX BapuaHTax UCMOJIHEHNSA
Npou3BOACTBa KOMMaHUM
«lNonn Meaunksiop Jinmnten»

/lWTamn: 24 PEBPAHA 2020
NMOANTNHHAA 3ABEPEHHAA KOTMNA (nognuce)

HOTAPNYC*(MHANA)/
/MeyaTb: MagaH Jlon N'ynTa (Madan Lai Oupla)*Oenv*Per.M 492}*HOTAPNYC*

MPABUTENLCTBO NHAWNWN/

2020 T.
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1. HAMMEHOBAHWE N COCTAB MEAVNUVNHCKOI O N34EJ/TNA

Wrna cnnHanbHaa gna aHecte3nn Tun cpesa KBuHKe, TUN cpesa MeHcun MORHT B pas-
NINYHbIX BapuaHTax UCMNOSTHEHNA:

1 Wrna cnnHanbHasa 4na aHectesum Tvn cpesa KBYHKe B pas/vUHbIX BapuaHTaxX UCMOHEHUS:
1 Wrna cnmHanbHast Ans aHectesum Tvn cpesa KenHKe —pasmep 16G (1,6 mm), gmHa 89 MV B COCTaBe:
1.1. Vrna cnvHanbHas 415 aHecTeawm Tun cpesa KeBrHke - pasmep 16G (1,6 mm), g/inHa 89 Mm
1.2. VIHCTpyKLMA MO NPUMEHEHMIO.
2. VIrna cnnHanbHas 15 aHecTe3ny TN cpesa KeuHke - pasmep 17G (1,4 mm), o/ivHa 89 MM B COCTaBe:
2.1 Vrna cnnHasibHas 41a aHecTeswm Tvn cpesa KarHke —pasvep 17G (1,4 mm), givHa 89 mm
2.2 VIHCTPYKLYS MO NMPUMEHEHNIO.
3. Wrna cnuHanbHas 415 aHecTesum Tvn cpesa KeuHke - pasmep 18G (1,2 mm), AnmHa 89 MM B COCTaBe:
3.1 Wrna cnnHanbHas 419 aHecTe3nm Tun cpesa KenHke - pasvep 18G (1,2 Mm), AnvHa 89 Mm
3.2 VIHCTpyKUMA MO NPUMEHEHUIO.
4. Vrna cnuHanbHas g aHecTesum Tvn cpesa KeuHke - pasvep 19G (1,1 mv), A4imHa 89 MM B COCTaBe:
4.1 Vrna cnuHanbHas 415 aHecte3wn Tvn cpesa KBrHKe - pasmep 19G(1,1 Mm), anmHa 89 Mv
4.2 VIHCTPYKUMSA N0 NPUMEHEHWIO.
5. Virna cnivHanbHas /19 aHecte3wm Tun cpesa KerHke —pasmep 20G (0,9 mm), 4/inmHa 89 MM B COCTaBe:
5.1 Wrna cnnHanbHas 41 aHecTesnn Tun cpesa KenHke - pasvep 20G (0,9 mwm), AnvHa 89 mm
5.2 VHCTPYKUWS N0 NPUMEHEHNIO.
6. Mrna cnuHanbHas ansa aHecTtesun Tmn cpesa KenHke - pasviep 21G (0,8 mm), AnvHa 89 MM B COCTaBe:
6.1 Mrna cnuHanbHas ans aHectesun Tun cpe3a KerHke - pasmvep 21G (0,8 mm), AnmHa 89 Mv
6.2 VIHCTPYKUMA MO NPUMEHEHMIO.
7. Virna cnvHanbHas ana aHecTe3nn Tun cpesa KemHke - pasmep 22G (0,7 mm), 4/iHa 89 MM B COCTaBe:
7.1 Wrna cnnHanbHas gns aHectesnm Tvn cpesa KenHke - pasvep 22G (0,7 Mv), ninHa 89 Mm
7.2 VHCTPYKUWS MO NPUMEHEHNIO.
8. Mrna cnuHasnbHas /1 aHecTe3wm Tmn cpesa KBuHke - pasmep 23G (0,6 mm), A/imHa 89 MM B COCTaBe:
8.1Wrna cnnHanbHasA 41a aHecTesnn Tun cpesa KenHke - pasvep 23G (0,6 Mv), anvHa 89 mm
8.2 NHCTpyKUWA MO NPUMEHEHNIO. /
9. Wrna cnnHanbHasa ans aHecTesun Tun cpesa KeuHke - pasvep 24G (0,55 mv), 4imHa 89 MM B cocTa-

BE:
9.1 Nrna cnnHanbHas 415 aHecTe3wn Tmn cpesa KenHke - pasmep 24G (0,55 mm), AnmHa 89 mm
9.2 VIHCTPYKUMA MO NPUMEHEHWIO.
10. Nrna cnvHanbHasA Ans aHectesum Tvn cpesa KeuHke - pasvep 25G (0,5 mm), gimHa 89 MM B cocTa-
Be:

10.1 Wrna cnnHanbHas 4ns aHecTesun Tun cpesa KenHke f pasmep 25G (0,5 mm), anmHa 89 Mv
10.2 VIHCTpyKLMA MO NPUMEHEHWIO.
11 Wrna cnnHanbHas ana aHectesumn Tun cpesa KeuHke - pasvep 26G (0,45 mm), aivHa 89 MM B Co-
CTaBe:
111 Wrna cnnHanbHas 41 aHecTeaun Tmn cpes3a KBrHke - pasmep 26G (0,45 mm), g/imHa 89 mm
11.2 VIHCTpYKUMA MO MPUMEHEHUIO.
12 Wrna cnuHanbHas ans aHectesun Tvn cpesa KeuHke —pasmep 27G (0,4 mv), a/imHa 89 MM B cocTa-
Be
121 Virna cnuHanbHas s aHectesuy TN cpesa KemHke - pasvep 27G (0,4 Mm), givHa 89 Mm
12.2 IHCTPYKUWA MO NPUMEHEHWIO.
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13, Wrna cnuHanbHaa ansa aHecTesuy Tvn cpesa KernHke —pasmep 28G (0,36 mMm), gnmHa 89 MM B cOCTaBe:
131 Wrna cnvHanbHas g1s aHectesun Tvn cpesa KeuHke - pasviep 28G (0,36 Mv), g/ivHa 89 Mm
13.2 IHCTPYKLMA 1O NPUMEHEHWIO.
14. Nrna cnnHanbHas ana aHecTesnm Tun cpesa KeuHke - pasmep 29G (0,33 mv), g/mHa 89 MM B Co-
CTaBe:
14.1 Vrna cnuHanbHas 15 aHecTesun Tun cpesa KeuHke - pasmep 29G (0,33 mm), f/imHa 89 mm
14.2 VIHCTPYKLMA 10 NPUMEHEHWIO.
15. Wrna cnuHasnbHas 41s aHecTesunm Tvn cpesa KerHke —pasmep 30G (0,3 mm), AnmHa 89 MM B cocTa-
B
151 Wrna cnuHanbHas 41s aHectesuy tn cpesa KeuHke - pasmvep 30G (0,3 Mm), o/ivHa 89 MM
15.2 IHCTPYKLMA MO NPUMEHEHUIO.
16. Wrna cnvHanbHas ans aHecTeawm Tun cpesa KeuHke - pasmep 22G (0,7 MM), gsimHa 89 MM C WOl
VHTpOZbOCcepoM pasmepom 18G (1,2 Mm), A/MHOM 38 MM B COCTaBe:
16.1 Nrna criHasbHas 415 aHecTesum Tun cpesa KeuHke - pasmvep 22G (0,7 Mm), f/iHa 89 MM
16.2 Virna nHTpoabtocep pasmepom 18G (1,2 Mm), AMHOIA 38.
16.3 VHCTPYKLUWA MO NPUMEHEHWIO.
17. Wrna cnnHanbHas ansa aHectesum Tvn cpesa KeuHke - pasvep 23G (0,6 MM), 4smHa 89 MM C 1r/oin
MHTpoabtocepoM pasmepoM 19G (1,1 M), AmMHON 38 MM B COCTaBE:
17.1 Virna cnnHanbHas ana aHecTe3ny TN cpesa KemHke - pasvep 23G (0,6 Mv), vHa 89 mm
17.2 Virna nHTpogstocep pasmvepom 19G (1,1 mMm), amHold 38.
17.3 VIHCTpYKUWA 1O NPUMEHEHUIO.
18. Virna cnHanbHas ans aHecTesum Tun cpesa KeuHke - pasmep 24G (0,55 M), animHa 89 MM € Urnol
MHTpoAbtocepoM pasmepom 20G (0,9 M), AnmHON 38 MM B COCTaBE:
181 Wrna cnnHasibHas 415 aHecTesum Tun cpesa KauHke - pasmvep 24G (0,55 mm), 4ivHa 89 Mv
18.2 Urna nHtpoaptocep pasmepom 20G (0,9 mm), anmHoia 38.
18.3 VIHCTpyKLMA MO NPUMEHEHWIO.
19. Wrna cnuHarnbHasa Ans aHecTesun Tvn cpesa KBrHke —pasmep 25G (0,5 mm), gnmHa 89 MM ¢ 1rnoi
MHTpOAbtocepoM pasvepom 21G (0,8 mv), AnnHoin 38 MM B COCTaBe:
19.1 Vrna cnnHanbHas 418 aHecTe3wm Tun cpesa KeuHke - pasmep 25G (0,5 mMm), AnvHa 89 Mv
19.2 Nrna nHTpogbtocep pasmepom 21G (0,8 M, gmHoi 38.
19.3 NHCTPYKLWA N0 NPUMEHEHWIO.
20. Wrna cnnHanbHas ans aHecTeswn Tun cpesa KeuHke - pasvep 26G (0,45 Mm), 4nnHa 89 MM C Mo
VHTpObocepoM pa3mepom 21G (0,8 M), AnMHOM 38 MK B COCTaBe:
20.1 Nrna cnnHanbHas ans aHecTesum Tun cpesa KeuHke - pasvep 26G (0,45 mMm), /inHa 89 Mm
20.2 Virna nHtpogptocep pasvepom 21G (0,8 Mm), gamHoi 38.
20.3 NHCTpYKUMA NO NPUMEHEHWIIO.
21. Wrna cnnHanbHas ana aHecTesum Tyn cpesa KeuHke —pasmep 27G (0,4 MM), AnnHa 89 MM C Mol
MHTpOAbtocepoM pasvepom 22G (0,7 M), AIMHON 38 MM B coQ Tabe:
21.1 Wrna cnnHanbHasa Ans aHecte3um Tun cpesa KernHke —pasmvep 27G (0,4 mm), gvHa 89 Mv
21.2 Wrna nHTtpogptocep pasvepom 22G (0,7 MM), A/IMHOIA 38.
21.3 VIHCTpYKUMA MO NPUMEHEHUIO.
Il. Wrna cnvHanbHas f1s aHectesunmn Tun cpesa MeHcun MOHT B pas/nyHbIX BapyaHTax UCMOMHEHNS:

1 Wrna cnuHanbHas A4S aHecTesumn Tn cpesa MeHewn MoiHT—pasmvep 16G (1,6 mMwv), gvHa 89 MM B

COCTaBe:
1.1 Virna cnuHanbHast ans aHecte3nm Tun cpesa MeHeun MolAHT- pasmep 16G (1,6 mm), gsimHa 89 M.
1.2 IHCTpYKUMA NO NPYMEHEHNIO.

2. VIrna cnuHanbHas 4n1s aHecTesun Tun cpesa MeHeun MoliHT- pasvep 17G (1,4 M), AnvHa 89 MM B CO-
CTaBe:
2.1. Urna cnnHanbHas ans aHecTe3wn Tvn cpesa Mexcun MoiHT- pasvep 17G (1,4 MM), AnviHa 89 MM.
2.2 VIHCTpyKUMA NO MPUMEHEHUIO.

3. Wrna cnnHanbHas ans aHectesun Tn cpesa MeHewn MoiHT- pasmep 18G (1,2 M), AsmHa 89 MM B Co-
CTaBe:
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3.1. Vrna cnnHanbHas ans aHecte3wumn Tun cpesa MNeHcnn MoiHT- pasmep 18G (1,2 Mm), AnvHa 89 MM.
3.2 VIHCTPYKLMA NO NPUMEHEHMIO.

4. Nrna cnnHabHaa Ans aHecte3nmn tun cpesa MeHcun MoidHT- pasmep 19G (1,1 mm), gavHa 89 MM B co-
CcTaBe:
4.1. Virna cnnHanbHas ansa aHecTe3umn Tmn cpesa MNeHcun MoliHT- pasmep 19G (1,1 mMm), AnvHa 89 MMm.
4.2 VIHCTPYKLMS N0 NPUMEHEHNIO.

5. irna cnnHanbHaa ans aHecteawumn Tmn cpesa MeHcun MoiiHT- pasmep 20G (0,9 mMm), AnvHa 89 MM B CO-
CTaBe:
5.1. Virna cnuHanbHasa ana aHectesunn tun cpesa MeHcun MoiHT- pasmep 20G (0,9 mm), agnnHa 89 mm.
5.2 VIHCTpYKLMA NO NPUMEHEHMIO.

6. Wrna cnuHanbHasa ang aHectesun Tmn cpesa MNeHcun MoiHT- pasmep 21G (0,8 mm), aimHa 89 mm B co-
CcTaBe;
6.1. Mirna cnuHanbHasa ans aHecteawun Tun cpesa MeHcmn MoiHT—pasmep 21G (0,8 mMm), AnnHa 89 Mm.
6.2 VIHCTPYKLMA NO NPUMEHEHWIO.
7. Virna cnuHanbHas ansa aHecTeaum Tun cpesa MNeHcmn MoiHT- pasmep 22G (0,7 mm), AnvHa 89 MM B Co-
CcTaBe:
7.1. Nrna cnuHanbHasa ans aHectesuy Tvun cpesa MeHcun MoiHT- pasmep 22G (0,7 Mm), A/imHa 89 Mm.
7.2 VIHCTPYKUMSA MO NPUMEHEHNIO.
8. Mrna cnuHanbHas gns aHecteaum Tun cpesa MeHcun MoiHT—pasmep 23G (0,6 Mm), AnvHa 89 MM B Co-
CTaBe:
8.1. Mrna cnuHanbHas Ana aHectesunn Tun cpesa MeHcun MoiHT- pasmep 23G (0,6 Mm), AnnHa 89 Mm.
8.2 VIHCTpyKLUWA N0 NPUMEHEHNIO.
9. Mrna cnMHanbHas ans aHecteaumn Tvn cpesa MeHcun MoiHT- pasvep 24G (0,55 mm), onvHa 89 MM B Co-
CcTaBe:
9.1. Wrna cnuHasibHasa gnsa aHecTe3wmn Tun cpesa MeHcun MolHT- pa3vep 24G (0,55 mm), gnnHa 89 mm.
9.2 'HCTPYKLMA MO NPUMEHEHNIO.
10. Wrna cnuHanbHas s aHectesumn Tun cpesa MeHcun MoiHT- pasmep 25G (0,5 mm), gimHa 89 mMm B co-
CcTaBe:
10.1. Wirna cnnHanbHas ons aHectesumn Tun cpesa Mexcun MoiHT—pasmep 25G (0,5 mm), AnvHa 89 mm.
10.2 NHCTpyKUMA MO NPUMEHEHNIO.
11. rna cnuHanbHas gna aHectesuy Tmn cpesa Hencnjl MoiHT- pasvep 26G (0,45 mm), gnvHa 89 MM B Co-
CcTaBe:
11.1. Wirna cnnHanbHasa 41 aHecte3nu Tun cpesa MNeHcun MoliHT- pasmep 26G (0,45 Mm), aivHa 89 M.
11.2 'HCTPYKLUMA NO NPUMEHEHWIO.
12. Virna cnuHasibHaa ans aHecte3umn Tmun cpesa MNeHcun MoiHT- pasmep 27G (0,4 mMm), gnvHa 89 MM B co-
CcTaBe:
12.1. Wrna cnnHanbHas ans aHectesnn Tun cpesa MeHcun MoitHT- pasavep 27G (0,4 Mm), AnnHa 89 mm.
12.2 VIHCTPYKLMSA MO NPUMEHEHMIO. '
13. Virna cnuHanbHas ans aHectesuy Tun cpesa MeHcun MoliHT- pasmep 28G (0,36 mm), gnnHa 89 MM B co-
CcTaBe:
13.1. Wirna cnuHanbHas anis aHectesum Tun cpesa Mexcun MoiHT—pa3smep 28G (0,36 Mm), AnnHa 89 M.
13.2 VIHCTPYKLMA MO NPUMEHEHNIO.
14. Virna cnuHanbHasa ans aHecteswmn Tmn cpesa MNeHcun MolAHT- pasmep 29G (0,33 MMm), AnvHa 89 MM B CO-
CcTaBe:
14.1. Wirna cnuHanbHasa gns aHectesuu Tun cpesa MeHcun MoitHT- pasvep 29G (0,33 mm), AnvHa 89 Mm.
14.2 IHCTPYKUMA NO MPUMEHEHMIO.

15. Wrna cnnMHanbHas ana aHectesmmn Tun cpesa MeHcun MoiHT- pasmep 30G (0,3 mm), AnvHa 89 MM B CO-
CcTaBe:

15.1. Wirna cnnHanbHasa A1s aHecte3un Tun cpesa MNeHcun MoiHT- pasmep 30G (0,3 mMm), annHa 89 M.

15.2 'HCTPYKUMSA MO MPUMEHEHUIO.

16. Wrna cnuHanbHas o1 aHectesun Tun cpesa MeHcun MoitHT —22G (0,7 MM), AnvHa 89 MM C UroW WH-
Tpoaptocepom pasmepom 18G (1,2 mMm), AnnHoN 38 MM B COCTaBe:
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16.1. Virna cnnHanbHas ans aHectesum Tun cpesa MeHewn MoiHT - 22G (0,7 Mv), AnimHa 89 M.
16.2 Wirna nHTpoaptocep pasmepom 18G (1,2 MM), A/mHON 38 MM.
16.3 VIHCTpYKLMA N0 NPUMEHEHNIO.

17. Virna cnvHanbHas Ans aHecTtesum Tvn cpesa MeHewnn MoiHT - 23G (0,6 MM), finHa 89 MM € Uroin MH-
Tpoabtocepom pasmepom 19G (1,1 mm), AnnHol 38 MM B COCTaBe:

17.1. Virna cnuHanbHas ans aHectesumn Tvn cpesa MeHewn MoiHT - 23G (0,6 mm), gvHa 89 Mm.

17.2 Wrna nHtpogstocep pasmepom 19G (1,1 Mm), 4/1HOR 38 M.

17.3 VIHCTpYKUMS MO NPUMEHEHWIO.

18. Virna cnuHanbHas 418 aHecTesnn Tvn cpesa MeHeun MoiHT - 24G (0,55 MM), 4inHa 89 MM ¢ Uroi vH-
TpoaktocepoMm pasmepom 20G (0,9 Mv), AnnHON 38 MM B COCTaBE:

187.1. Wirna cnnHanbHas Ans aHectesnm Tun cpesa MeHewn MoiHT —24G (0,55 M), AnvHa 89 mw.

18.2 Wirna uHtpogptocep pasmepom 20G (0,9 Mm), AnmMHOR 38 MM.

18.3 VIHCTpYKLMA MO NPUMEHEHWIO.

19. rna cnnHanbHas ans aHecTesun Tvn cpesa MexHewn MoiHT - 25G (0,5 MM), anvHa 89 MM C UINOA WH-
Tpoabtocepom pasmepoM 21G (0,8 Mm), AnmHol 38 MM B COCTaBe:

19.1. Wrna cnnHanbHas Ans aHecTesum Tun cpesa Mexcun MoitHT —25G (0,5 Mv), AnvHa 89 mw.

19.2 Wrna nHTpoabtocep pasmepom 21G (0,8 Mm), AnvHOR 38 MM.

19.3 NHCTpyKUWS NO NPUMEHEHNIO.

20. Vrna cnvHanbHas Ans aHecteany Tn cpesa MeHeun MoiHT - 26G (0,45 MM), AnvHa 89 MM C UrNoiA UH-
Tpoabtocepom pasmepom 21G (0,8 Mv), AmMHON 38 MM B COCTaBe:

20.1. Wrna cnuHanbHas ansa aHecTesun Tvn cpesa MeHcun MoiHT - 26G (0,45 MM), AnnHa 89 M.

20.2 Wrna nHtpogbtocep pasvepom 21G (0,8 MM), 4/ IMHOA 38 MM.

20.3 VIHCTPYKUMA MO NMPYMEHEHMIO.

21. Urna cnuHasibHas s aHectesnn tun cpesa MeHewn MoiHT - 27G (0,4 Mv), 4/vHa 89 MM C UIon UH-
Tpoabtocepom pasmepom 22G (0,7 Mv), AnnHoOl 38 MM B COCTaBE:

21.1. Virna cnnHanbHas ana aHecteawm Tun cpesa MeHenn MoHT-27G (0,4 Mv), AnvHa 89 M.

21.2 Wrna wHtpoaptocep pasmepom 22G (0,7 Mm), A5MHON 38 MM.

21.3 VIHCTpYKLWS NO NPUMEHEHUIO.

2. CBEAEHWA O NMPOM3BOAUNTENE MEANLIMHCKOIO USOENTNA

«Monn Mepgukbtop Jinmntea» (MeauuMHCKas KomnaHus), 232-B, 3 ataxk, Oxna MHaacTpuan
Actenit, daza I, Hoto Oenun, 110 020, Hams (232-B, 3rd Floor, Okhla Industrial Estate, Phase IlI,
New Delhi ~ 110 020 India)

Ten./®akc: +91- 11- 33550700/+91-11-26321894

info@polymedicure.com ,

MecTo npov3BOACTBA MEAULMHCKOrO N3LeNns:

Yuactok Ne 115-116, Cektop 59, XCUAK, TNpombiwneHHas 30Ha, bannabrap, ®apugabas-
121004, XapbaHa NHana (Plot Ne 115-116, Sector 59, HSIIDC, Industrial Area, Ballabhgarh, Farida-
bad-121004, Haryana, India).

3. HASHAYHEHVNE MEAVNUNHCKOI O U3AEJTNA,
YCTAHOBJIEHHOE NMPON3BOANTENEM
Mrnbl CnHaibHble B Pa3fNYHbIX BapuaHTax WCMOMHeHWUs (ganee - NUHWKU WMHGY3NOHHBbIE)
NPUMEHSIIOTCS N1 NOMOANbHOM MYHKUMM Yepe3 TBepAYyl MO3rOBYH) 060/104KY MO3BOHOYHOIO
cTonGa C Lenblo BBEAEHUS aHecTe3MPYIOLMX MpenapaToB, 06ecrneyrBatoLLyo 06LLY aHecTe3nto
Tena YenoBeka.

Moka3aHunA
e OnepaTMBHblE BMELLATENbCTBA HMXKE YPOBHS MyNKa;
e TMHEKO/IOrMYecKme 1 yponormyeckme onepawmu;
*  XUPYPIrnyeckKne mMaHuUnynaunn Ha HMXKHUX KOHEYHOCTAX, Hanpumep, e4eHWe BapuKos3-
HOro pacLUVpeHNs BeH;
e ornepauuy Ha NPOMEXHOCTH;
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06e360n11BaHKE BO BpeMA POAO0B N KeCapeBa CEHYEHUA,

KaK a/ilbTepHaTMBa 06Leli aHecTe3nn B Cydae HaIMYMs NPOTUMBONOKa3aHUA K NocneaHeln
(noXxunoii BO3pacT, cOMaTMYecKas MaTonorus, anfeprus Ha npenapatbl 4Ns HapKo3a).

MpoTuBONokasaHUA AGCO/IOTHbIE

* 0TKa3 nauueHTa;

* 3ab0/1eBaHMA KPOBW, KOTOPble COMPOBOXAAKOTCA MOBbILLIEHHON KPOBOTOUMBOCTbIO, NpU-
MEeHeHMe aHTUKOarynsaHToB nepes onepauuein (BbICOKMIA PUCK KPOBOTEYEHMS);

e BOCNaNuUTE/IbHble MOPaXXEHNS KOXHOM0 NMOKPOBa B MeCTe NpesnosiaraéMoin NyHKLMK;

* TAXenoe COCTOAHMe nmaumeHTa (LUOK, OCTpas KpOBOMOTeps, CepAevHO-CoCyAucTas, neroy-
Hasi HeOCTaTOYHOCTW, Cercuc);

* a/Neprus Ha MeCcTHbIe aHECTETUKW, KOTOPbIE NMPUMEHSAIOT AJ1F aHaresuu,

*  VH(eKUMNOHHbIe 3a60/1eBaHNS HEPBHOW CUCTEMbI (MEHWUHIUTBI, apaxHOUAWTBI, aHLedanu-
Tbl, MUENATBI);

e BHYyTpUYepernHas runepToHus;

» 060CTpeHune repnec-BMPYCHOM UHMEKLMN,

* TSDKe/ble CTENEHN CepAeYHbIX apUTMUIA 1 6/10Kaf,.

MpoTnBOnNokasaHNA OTHOCUTENbHbIE

e Jedopmaumsi NO3BOHOYHOIO CTOM16a, KOTOpas YBENMUMBAET PUCK OCMOXHEHWIA U fenaeTt
aHeCcTe3nto OMacHOM ANs XXN3HW N 300POBbS;

e MPOrHO3MpoBaHHas 06bEMHas KpOBOMOTEPS BO BpeMs OyayLleii onepauum;

e TsKenas CTeneHb AMcTpecca Nnoga npu Bblbope MeToAa poaopaspeLLeHus;

*  MPU3HaKN MH(EKLMOHHOIO 3a60/1eBaHNs, NNXOPaKa;

* HekoTopble 3a6onesaHnst HC (anunencus, pagmKynuT ¢ KOPELIKOBbIM CUHAPOMOM, COCY-
AMUCTbIE MOPaXKeHWs rOI0BHOr0 Mo3ra, NoMOMMUENIUT, XPOHMYECKasi ronoBHast 60/b, pac-
CesHHbIN CKNepo3);

*  3MOUMOHa/IbHAst HeYCTOMUMBOCTb MalMeHTa, NCUXUYECKME paccTpPoincTea (mua, KoTopble
He CMOryT eXaTb CMOKOMHO, NoKa XMpYypru AenatoT onepaumio);

e CTEHO3 aOpTa/IbHOrO KnanaHa cepauga;

e Tepanusa aueTUNCAINLMIOBON KMUCMOTOW M MPoYMMK AesarperaHtaMu (PUCK KpoBOTeYe-
HUA);

* TpaBMbl MO3BOHOYHOIO CTO/16a B aHAMHE3E;

e BO3MOXHOE pacluMpeHVe o6bema onepauuyv U YAJMHEHWE BPEMEHWU €€ BbIMOHEHNS,
Hanpumep, XMPYpryuyeckoe yaaneHune ornyxonen, Koraa TakTuka Xupypra MoXeT MeHSTbCS
B 3aBMCMMOCTW OT YBUAEHHOI O BO BPEMS PEBU3UN Ha OrepaLiOHHOM CTOJe;

e [eTCKWIA BO3pacT.

PUCKN NPUMEHEHUA MeAMUMHCKOro M3fesivs, NPOTUBOMNOKasaHus, OXuaaemble U npes-
CKasyemble Mo60oYHble 3PEKTbI, CBA3AHHbIE C MPUMEHEHNEM MELULUMHCKOro W3Aenvsi o
Ha3HaYeHMIO:

1 Mepen NpYMEHEHNEM MeAULIMHCKOro M3aenns HeobXoAMMOo 03HAaKOMMUTCA C UHCTPYK-LEN
MO NPUMEHEHUIO.

2. He ncnonb3yiite usgenve, eciM OHO NOBPEXAEHO, He Haa/ieXalllero KayecTsa Ui ynakoBKa
BCKpbITa.

3. XpaHeHune 1U3aenuns ¢ HapyLLeHWeM YCNOBUIA MOXET YXYALINTb €ro aKCnayaTauuoHHbIe Ka-
yecTBa.

4. N3genvie ogHOPa3oBoe, MOBTOPHAs CTEPUM3ALIMSA MOXET MPUBECTM K HEUCNPaABHOCTU U3je-

nws.
5. UpesMepHasi 0THOCUTENbHAs BNAXXHOCTb BHYTPY CTEPUIN3ALIMOHHON KaMepbl MOXET NOBU-
ATb Ha (PYHKLMOHANbHOCTb MPOAYKTA.
6. Vicnonb3BaTtb M3aenne MOXET TOMbKO KBaIMULMPOBaHHbIV Bpay, T.K. He NpaBubHOE 1C-
MO/Nb30BaHVE U3AENNS MOXKET HaHECTV Bpe/ 3[0PO0BbI0 MaLMeHTa.
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Mo6oYHble aghdeKTbl CBA3aHHbIE C MPUMEHEHVEM U3LENNS:

1 CnyHanbHbIN WOK MOXET NPMBECTY K MPEKPALLEHNIO BCEli HEPBHOW AeSTENbHOCTU, BKNOYas
yTpaTy [ABUraTe/lbHO, CEHCOPHOM, pPethIEKTOPHOM N aBTOHOMHOW AeATENIbHOCTHU.

2 JTtombanbHas MyHKUMSA MPW NOBLILLEHHOM BHYTPUYEPENHOM [aBfieHUN MOXET MPUBECTU K
KMMHUYECKUM HapyLUEHUAM, Hanpumep, K HapyLUEHNO KPOBOCHAGXEHNS, Bbli3bIBAOLLEMY MHCYNbTbI
W pas3nnyHble HEBPOIOTMYECKNE.

3 JTrombanbHas MyHKLUMA MOXKET BbI3bIBaTb KPOBOTEYEHME, CAAB/MBAIOLLEE CMIMHHOW MO3T Npwu
CBEPTLIBAHUM KPOBM, & NPY KOXHbIX MH(PEKLUAX MOXKET MPUBECTU K TaKUM OCMIOXKHEHUAM, KaK Lien-
NHONUT, YyPYHKYNES.

4. MocTaypanbHas Unn ntoMbdanbHas NMyHKLUMOHHAA roN0BHas 60/1b MOXET BbI3BaTb CU/b-Hble
6071, B TOM YmMC/e B CMIMHE, LLUEe U NieYax, NPMBOAA K OHEMEHMIO LLEN.

5. NemaToMa CMMHHOMO3rOBOr0 KaHasia MOXET MPUBECTU K CKOMMEHNIO KPOBM B aNuAaypasib-
HO 06MacTU U CAABMBAHUIO CMMHHOMO MO3ra, UYTO BbI3bIBAET 60/b, MbILLIEYHYH CNaboCTb, pac-
CTPOWCTBA Anadparmbl 1 Tasa.

6. SnuaypasibHbIA abCLecc MOXET BbI3BaTb SIMXOPaAKy M 601 B CMIUHE, HEBPOIOTMYeCKMe
PacCTPOMCTBA HUXKHMX KOHEYHOCTEN 1 yTpaTy hyHKUWIA anadparMbl/ Tasa.

7. Mpy NpYMeHEHWN Y NaumeHTa ¢ OTMEYEHHOM TUMEePUYBCTBUTENIbLHOCTLIO K UCMOMb3YMbIM
matepuanam B U3AeNMN MOTYT BOSHUKHYTb afifiepruyeckre peakummn n HapyLleHns LeneBoro npmume-
HEHUS.

4. KNTACCNOPNKALNA MEANLUWNHCKOI O 3LAENTNA
B 3aBMCUMOCTI OT CTeneHM MOTEHUMANTbHOIO pUCKa NPUMEHEHNS B MEAULIMHCKMX LeNsx, me-
ANUMHCKOe n3genmne «Mrbl CNMHa/IbHbIE B Pa3/IMYHbIX BapyvaHTaxX MCMOTHEHUS» OTHOCUTCA K Knac-
cy 1IN, B cooTBeTCcTBMU C EBponeickoin AnpekTnsoii 93/42/EEC.

5. MOCTABKA
rnbl cnivHabHble B pa3fIMYHbIX BapuaHTax -UCMOMHEHWS NOCTaBAATCA B MHAMBUAYaIbHOM
YMaKOBKE C MHCTPYKLMEN MO NPUUMEHEHNIO.
BapuaHTbl ncnonHeHuii ykasauol B n. 1 «<HAMMEHOBAHWE MEANUMHCKOIO W3AE-
NA»
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6. MHCTPYKUNA no NMPUMEHEHUIO

CnuHanbHas aHecTe3nsi: MeCTHbIN aHeCTeTUK BBOAWUTCA B CMUHHOMO3IOBYH KMAKOCTb,
06bI4HO B paiioHe MOSACHUYHOro OTAeNa MNO3BOHOYHMNKA, FAe OH BO3AENCTBYET Ha KOPELLKM CMIUHHO-
MO3r0BbIX HEPBOB M YaCTUYHO Ha MO3BOHOYHbIV CTON6. BO3HMKatOLWAs B pe3ynbTaTe 3TOro BO3fen-
CTBUSA aHeCTe3nsi 06bIYHO 3aTparvnBaeT 061acTb OT HOI M BbIlLe 40 XXMBOTA UK rpyaun. JTloMbanbHas
MYHKLMA BbINOMHAETCA C Lie/Ib0 BBEAEHWSA MeMKAaMEHTO3HbIX NpenapaToB B CMMHHOMO3I0OBYH) XXN[-
KOCTb (MHTpaTeKa/IbHO), B YaCTHOCTK, [/19 BbIMNO/IHEHUA CMIMHA/IBHOW aHECTE3UN U XUMUOTEPANUN.

MpY BbINOMHEHWM CNWHANILHON aHeCTe3Mn WUCNOMb3YHT UMbl cpe3oMm KBuHke unun MeHcun
MOWAHT.

rna co cpesom KBuHke. [JaHHas urna gns npoBefeHus CrHaIbHOM
aHecTesnun, UCMNonb3yeTcs Hanbonee Yacto. Mirna nMeeT cpefHein aiu-
Hbl Cpe3 C OCTPbIMM KpasMK, OCTPbIM KOHL,OM M OTBEPCTUEM Ha KOHLLE.
Wrna otnnyaetcs Xopollei 3aTOYKOM (pexyLyas), NyHKUMS TakuMmu
nrnamy TeXHWYECKM MpoLle, OfHaKO M3-3a TpaBMaTu3auumn TBepaoW
MO3roBO/ 060/104KW, YacToTa pa3BUTMS NOCTMYHKLMOHHON rOI0BHON 60N BbILLE, YeM MPY UCMONb-
30BaHWK Urn co cpe3om MeHcun MoHT
Wrna co cpesom MeHcun MoiHT. VIMEEeT cpe3 C 3aKpyrieHHbIMU,
HEPEXYLLUMU Kpasimu 1 0TBepCTHEe CO0KY, B MPOKCUMa/IbHOM OTAeNe
cpesa urnbl. KoHnyeckas hopma OCTpus CrvHaNbHOW Wbl 6e3 pe-
XYLWMX TFpaHert NO3BONSET aTpaBMaTWYHO MYHKTUPOBATL TBEPAYHO
MO3roByt0 000/104Ky. BOKOBOe OTBEpCTME Ha KOHYMKE MO3BOMSET
obecneynTb HanpaB/ieHHOE BBEAEHWE aHEecTe3VpPYHOLLEro pacTsopa.
OcHoBHa# Lefib Takol POPMbI KOHLA 3TUX UM - CHUXXEHUE YacTOTbl NOCTNYHKUMOHHbLIX 60/1ei, Tak
KaK CYATAETCA, YTO 3TN WUI /bl MEHbLLE TPaBMUPYIOT TBEPAYHO 060/10UKY.

MopsALOK MCNONb30BAHUSA UT/bl CMTUHANBHON C UTNON MHT POLLIOCEPOM.

Mpwn BbINOMHEHUW CMUHA/IbHON aHECTE3UN CridiHa/IbHas Urfia BBOAMTCA B NMPOMEXYTKE MeXay
OCTUCTbIMW OTPOCTKAMW C YYETOM Yrna, 06pa3yemMoro MMy Nno OTHOLLEHWUIO K OCY MO3BOHOYHMKA.
CnvHanbHaa urna npoxoauT crefytollee aHaToOMMYekne CTPYKTYpPbl: KOXa, MOLKOXXHAA KNeTyaTka,
HaZloCTUCTas CBA3Ka, MEXOCTUCTas CBA3Ka, XKenTas CBA3Ka, anuaypasbHOe MpoCTPaHCTBO, TBepAast
MO3roBasi 060/104Ka. Y MOXWU/bIX U NPecTapesibiX NauMeHTOB YKa3aHHble CBA3KM 0ObI4HO OblBatoT
0YeHb MNOTHLIMU 1 JaXe Ka/lbLIHUPOBaHHbIMM.

B paHHOM cny4ae LenecoobpasHO MCMo/b30BaTh AOMONHUTENBHYIO UIY-UHTPOAbOcep. WH-
TpoAabtocep NpeAcTaBnseT coboit 6onee KOpoTkyto (35 - 40MM) uray 60MbLLIErO AnameTpa, YeM BBO-
[VIMasi CNHabHas urna. VIHTpoAbtocep BBOAMTCA B MPEANOosiaraéMomM MecTe MyHKUUW, MPOoXoauT
Hanbosiee NIOTHbIE aHATOMUYECKME CIOW He AedhopMUpYACh. 3aTeM B ero naBu/IbOH BBOAWUTCA CNu-
Ha/lbHas Mrna v, MUHYS MIOTHbIE TKaHW, BbIMOMHAETCA MYHKUWUA CMUHAILHOrO NMPOCTPaHCTBa WK
CMWHa/IbHas aHecTe3us.

Takum 06pa3oM, UHTPOAbOCEpP NpeAHas3HayveH A5 NPOXOXAEHWUSA NAOTHbIX TKaHel U NOMHO-
CTbHO MPeA0TBPALLAET KOHTAKT CMMHA/ILHON UT/bl C KOXKE.

Mcnonb3oBaHue:

6.1. MoaxoauT ANs BbINOMHEHWS CMIMHA/IbHOW aHeCTe3nNn.

6.2. KoHycoo6pa3HbIi HakKMHEYHUK WUT/bl 06ecneyvnBaeT NPeBOCXOAHYHO TaKTU/IbHYHO 06paT-
HY'O CBSi3b.

6.3. BblCOKas CKOPOCTb MOTOKa NO3BOJISET YCKOPUTL 00paTHbIN B6POC CMMHHOMO3r0BOMN XUA-
KOCTW.

6.4. VIHTEHCMBHOE pacrnpocTpaHeHWe aHecTe3VpYIOLEero npenapara cpasy >ke nocne MHbek-
1778

6.5. Mpo3payHblii pa3bem Ur/bl, BbINOMHEHHBI M3 MoNMKapboHaTa, obecrneymsaeT GecrnpensT-
CTBEHHYIO BU3Yya/in3aumio CIMHHOMO3I0BOM YXUAKOCTU U KPOBW.

6.6. M3genua ctepunv3oBaHbl rasoM (OKCULOM 3TUIIEHA).

6.7. H/n B camOM M34€ennun, HU B €ro YrakoBKe He COAEepXXaTcs HUKaKUX KOMMOHEHTOB XXMBOT-
HOrO MPOUCXOXAEHUS.

[na npoBefieHNs CNMHaTLHOM aHacTe3un UCMOoNb3YIOT 3 NOMOXKEHUS NaumeHTa (MoNoXKeHue
60/1bHOMO NPY BBEAEHWWN UIIbI):
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[Mono)xeHue urnbl
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3afHe-BepxXHAAa noaB3goLlHasa OCTb

MosiCHNYHBIV NpoKon. (18 ocyLecTBAeHNA NOMB0CaKpasibHOMo A0CTYNa MAEHTUDULMPYETCS 3a4-
He-BepXHsAsA NoAB340LIHaA OCTb M OT Hee OTCTyNatoT Ha 1 CM HXKe 1 1 cM MeaunanbHee. Nocne aHe-
CTe3nn KOXW Mrna HanpaeifaeTca Yyepes aTy TOUKY NoA yrnom B 45° B KpaHuasibHOM W B 45° meau-
a/IbHOM Harnpas/IEHMM U MPOBOAUTCA B NPOCTPAHCTBO MeXAY NATbIM MOACHUYHLIM MO3BOHKOM U
KpecTL,oM.)

BHuMaHue! MpuBeaeHHble faHHble HOCAT PEKOMeHaTeNbHbI XxapakTep, NpoBeAeHune
MaHUNyNsUniA fonyckaeThes TONbKO 06YYeHbIM NePCOHANoM A0CTaTOYHO KBanu-

hukayuu.
7. TEXHNYECKUWE XAPAKTEPNCTUKWN

Pasmepbl 1 KOH(Urypauus ocTpus Urn Ans Tuna cpesa KBMHKe NpeacTaBneHbl Ha pucyHke 1u Tab-

nvue 1, ans MeHcms MOMHT Ha pUcyHKe 2 1 Tabnuue 2.
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PucyHok 1- KoHdgmrypauus octpust urn tmun cpesa KBuHkKe

Tabnuua 1
A+0/[ B C dox0,0i di+0,01 ol 01.02 %
r €
OnvHa OnvuHa  nep- [avHa BTO- HOMUHa/lb-  BHYTPEHHMWIA Yron nep-
ocTpus BUYHOrO Cpe- PUYHOTO CpPe- Hbli AviameTp BMYHOrO
3a 3a HapyXHbIlA  TPyOKu urnbl  cpesa
AvameTp
Tpyoin ur-
nbl A
S 56 1,60 1,20
IG 50 1,40 1,07
43 1,20 1 0,86
1 3,6 1,10 , 0,68
1 31 0,90 0,61
G 2,8 0,80 0,52
o) 2,4 80% 20% 0,70 0,42 16 35
tO 2,2 0,60 0,34
t0 2,0 0,55 0,33
G 1,7 0,50 0,34
& 15 0,45 0,30
O 14 0,40 0,25
J 13 0,36 0,19
G 11 0,33 0,19
G 10 0,30 0,16
8.
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<
PrcyHok 2 - KoHturypaums octpus urn tun cpesa MeHcms MonHT
Tabnuua 2
Paswmep urnbl Yron 3atoy-  HOMMHanbHbIN PaccTosiHMe OT KOH-  [1n1MHa 60KOBOro oTBep-
Kn,® Hapy>XHbIl yMKa Ur/bl 4O HaYana CTus
AnamveTp urnbl/ GOKOBOro 0TBEPCTUA

BHYTPEHHWIA Ana-

METP UINbl
16G 30 1,60/1,20 1,20 0,6
17G 30 1,40/1,00 1,20 0,6
18G 30 1,20/0,80 1,20 0,6
19G 30 1,10/ 0,70 1,20 0,6
20G 30 0,90/0,60 1,20 0,6
21G 30 0,80/0,50 1,20 0,6
22G 30 0,70/0,40 1,20 0,6
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23G 30 0,60/0,36 1,20 0,6

24G 30 0,55/0,32 1,20 0,6
25G 30 0,50/0,30 1,20 0,6
26G 30 0,45/0,28 1,20 0,6
27G 30 0,40/0,24 1,20 0,6
28G 30 0,36/0,20 1,20 0,6
29G 30 0,33/0,17 1,20 0,6
30G 30 0,30/0,14 1,20 0,6

e

i eYe——=— ]

PucyHok 3 - YepTex uUrnbl MHTPoAbtocepa (Ha npumepe uribl 21G)

Tabnmua 3- OCHOBHble TEXHUYECKME XapaKTePUCTUKM

HavmeHoBaHMe 3HayeHue
Wrna cnunanbHaa Tun cpesa KeuHke pasmep 16G, anvHa 89 mm

Pa3mep 16G (01,60 mm)

OnvHa 89 MM (£1,5Mm)

Twvn cpesa KBUHKe

TBepaocTb TeeppocTb 51-58 HRC

LLlepoxoBaTocTb LLlepoxoBatocTb He 6onee 0,16
MKM

Paguyc nputynieHus He 6onee 0,03 Mv

[MPOYHOCTL COBAMHEHVA TOMIOBKW U TPYOKU UMbl 69H

Mrna cnuHanbHasa Tun cpesa KeuHke - pasmep 17G, givHa 89 mm

Pa3viep 17G (01,40 mwv)

[Ha 89 M (£1,5Mm)

Twvn cpe3a KBUHKe

TBepaocTb TeeppocTb 51-58 HRC

LLlepoxoBaTocTb LLlepoxoBatocTb He 60s1ee 0,16
MKM

Paguyc nputynneHus He 6onee 0,03 Mm
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MPOYHOCTb COEAMHEHIIS! TOIOBKU 1 TPYOKM UITIbl

69H

Wrna cnuHanbHaa Tun cpesa KeuHke - pasmep 18G, gnmHa 89 mm

Pasmep

JvHa

Twvin cpesa
TBepoocTb
LLlepoxoBaToCTb

Pagnyc nputynieHus
MPOYHOCTbL COELMHEHNA TOMIOBKY U TPYOKU UMbl

18G (01,20 mm)
89 Mm (1,5mMm)
KBWHKe
TeeppocTb 51-58 HRC
LLlepoxoBatocTb He 6osee 0,16 Mkm

He 6onee 0,03 MM
69H

Mrna cnuHanbHasa Tun cpesa KeuHke - pasmep 19G, givHa 89 mm

Pa3mep

OnnHa

Twvin cpe3a
TBepaocTb
LLlepoxoBaTocTb

Paauyc npuTyrieHmus
[MPOYHOCTb COEAMHEHIIS TO/IOBKI U TPYOKY UITib

19G (01,10 mm)
89 MM (£1,5Mm)
KBWHKe
TeeppocTb 51-58 HRC
LLIepoxoBaTocTb He 60siee 0,16 MKm

He 6onee 0,03 Mm
69H

Wrna cnuHanbHas Tun cpesa KeuHke - pasmep 20G, gnnHa 89 mm

Pasmep

OnnHa

Tvin cpe3a

TBepoocTb

LLlepoxoBaTtocTb

Pagnyc nputynneHus

MPOYHOCTb COEAMHEHS TO/IOBKUN M TPYOKMN UMbl

Wrna cnnHanbHaa Tun cpesa KBUWHKe -

Pasmep

JnvHa

Twvin cpe3a

TBepoocTb

LLlepoxoBaToCTb

Paauyc nputynneHus

MPOYHOCTb COBAVHEHNS TOOBKY U TPYOKW U/l

Wrna cnuHanbHaa Tun cpesa KBuHKe -

Pa3vep

OnvHa

Twvin cpesa

TeepaocTb

LLlepoxoBaTocTb

Paauyc nputynieHus

[MPOYHOCTb COEAVIHEHNS TO/IOBKM M TPYOKW UMbl

Mrna cnuHanbHaa Tun cpesa KBuHke -

Pasmep

JHa

Twvin cpesa

TBepaocTb

LLlepoxoBaTocTb

Pagunyc nputynieHns

[MPOYHOCTb COEAVHEHWA TO/IOBKM M TRYOKW UMbl

Wrna cnnHanbHas Tun cpesa KBuHke -

Paswvep

20G (00,90 mwv)
89 MM (£1,5Mm)
KBWHKe
Teeppoctb 51-58 HRC
LLlepoxoBatocThb He 60nee 0,16 MKM
He 6osiee 0,03 MM
54H

pa3mep 21G, givHa 89 Mm
210(00,80 mw)
89 Mv (£1,5Mm)
KBWHKe
TeeppocTb 51-58 HRC
LLIepoxoBatocTb He 6os1ee 0,16 MKkm
1 He 60n1ee 0,03 Mv
44H
pasmep 22G, gnuHa 89 mm
22G (00,70 mwv)
89 MM (£1,5MMm)
KBVHKe
TeeppocTtb 51-58 HRC
LLIepoxoBatocTb He 605ee 0,16 MKm
He 60s1ee 0,03 Mm
40H
pasmep 23G, agnivHa 89 Mm
23G (00,60 mwm)
89 MM (£ 1,5Mm)
KBWHKe
TeeppocTb 51-58 HRC
LLIepoxoBaTocTb He 607ee 0,16 MKM
He 6onee 0,03 Mv
34H
pasmep 24G, gnvHa 89 Mm
24G (00,55 mm)
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[vHa 89 MM (£1,5Mm)

Twvin cpesa KBWHKe
TBepaocTb Teepgoctb 51-58 HRC
LLlepoxoBaTocTb LLIepoxoBaTocTb He 60see 0,16 MKM
Pagnyc nputynneHus He 6onee 0,03 Mv
MPOYHOCTb COEAMHEHNS TO/IOBKM U TPYOKM UITbl 34H

Wrna cnnHansHas Twun cpesa KenHke - pasmep 25G, ganHa 89 mm
Pa3mMep 25G (00,50 mm)
JmHa 89 MM (£1,5Mm)
Twn cpe3a KBUWHKe
TeepaocTb Teeppoctb 51-58 HRC
LLIepoxoBaTtocTb LLIepoxoBatocTb He 605ee 0,16 MKm
Paaunyc nputyrnieHus He 6onee 0,03 Mv
[MPOYHOCTb COEAVIHEHWS TOMTOBKY U TRYOKY Wbl 22H

Mrna cnuHancHaa Tun cpesa KBuHke - pasmep 26G, anmHa 89 mm.
Pa3vep 26G (00,45 mm)
JnvHa 89 mm (£ 1,5Mm)
Twn cpe3a KBuHKe
TeepaocTb TeepaocTtb 51-58 HRC
LLlepoxoBaTocTb LLlepoxoBatocTb He 60r1ee 0,16 MKV
Pagnyc nputynieHns He 6071ee 0,03 Mm
MPOYHOCTb COEANHEHS TOMIOBKU U TPYOKW UMbl 22H

Wrna cnnuHanbHaa Tun cpesa KsuHke —pasmep 27G, AnnHa 89 Mm.

Paswvep 27G (00,40 mwv)
JnHa 89 MM (£1,5Mm)
Twvin cpesa KBUHKe
TBeppocTb TeepgocTtb 51-58 HRC
LLlepoxoBaTocTb LLlepoxoBatocTb He 6onee 0,16 Mkm
Pagnyc nputynieHns He 60/1ee 0,03 Mm
MPOYHOCTb COeAVHEHNSA TOMOBKW U TPYOKW /bl 22H

Wrna cnuHansHas Tun cpesa KsuHke - pasmep 28G. givHa 89 Mm
Pa3vep 28G (00,36 mMwv)
OnvHa 89 MM (£1,5Mm)
Twvn cpesa , KBWHKe
TBepaocTb ' TeppocTb 51-58 HRC
LLIepoxoBaToCThb LLlepoxoBatocTb He 6ostee 0,16 MKV
Paguyc npuTynsieHys He 60/1ee 0,03 Mm
MPOYHOCTL COEAVHEHNIS TOMOBKM U TPYOKM Wbl 22H

Wrna cnnHanbHas Tun cpesa KeuHke - pasmep 29G, annHa 89 mm
Pa3viep 29G (00,33 mwv)
JnvHa 89 mm (£1,5mm)
Twvin cpesa KBUWHKe
TeepaocTb Teeppoctb 51-58 HRC
LLlepoxoBaTocTb LLlepoxoBatocTb He 60see 0,16 MKM
Paguyc nputynneHna He 6osniee 0,03 Mv
[MPOYHOCTb COEAVHEHNIA TOMOBKM U TPYOKY U/l 22H

WMrna cnnHansHasa Twun cpesa KeuHke - pasmep 30G. givHa 89 Mm
Paswvep 30G (00,30 Mm)
OnvHa 89 MM (£1,5Mm)
Twvn cpesa KBUWHKe
TBepaocTb TeeppocTb 51-58 HRC
LLlepoxoBaTocTb LLlepoxoBarocTb He 6oriee 0,16 MKM
Paaunyc nputyrieHus He 6onee 0,03 Mv
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[MPOYHOCTb COEAVHEHWA TO/IOBKM U TPYOKM UITibl 22H
Wrna cnuHansHas Twun cpesa KeBuHke ~pasmep 22G, gimHa 89 MM C UI0A MHTPOALIOCEPOM pa3me-
pom 18G, ANnnHow 38 Mm

Pa3viep ur/bl 22G (00,70 mwv)

[vHa vrmbl 89 MM (£1,5Mm)

Twvin cpesa KBUWHKe

TBepaocTb TeeppocTtb 51-58 HRC
LLlepoxoBaToCTb LLlepoxosatocTb He 60oree 0,16 MKV
Paguyc nputynneHus He 6onee 0,03 Mv
[MPOYHOCTb COEANHEHNS TOMIOBKW U TPYOKU /bl 40H

Pa3mep 1ribl MHTPOAbLHOCEpa 18G (01,20 mm)

[nvHa vrnbl HTpoAbocepa 38 MM (£1,5MMm)

Wrna cnuHanbHas Tun cpesa KeuHke - paamep 23G, 4MHa 89 MM C U0 MHTPOALIOCEPOM pasme-
pom 19G, ANnHOI 38 MM.

Pa3vep vr/ibl 23G (00,60 mm)

[vHa virnbl 89 MM (£1,5MMm)

Twvin cpe3a KBUHKe

TeepaocTb TeeppocTtb 51-58 HRC
LLIepoxoBaTocTb LLIepoxoBatocTb He 6osiee 0,16 MKM
Pagnyc nputynneHns He 6071ee 0,03 mm
MPOYHOCTL COEANHEHWA TO/TOBKUN U TPYOKW UMbl 34H

Pa3vep ur/bl MHTPOALOCEPa 19G (01,10 mm)

[nvHa virnbl MHTpoApocepa 38 MM (£1,5Mm)

Wrna cnuHanbHas Tun cpesa KeuHke - pasmep 24G, gnvHa 89 MM C UINO MHTPOALIOCEPOM pasme-
pom 20G, A/MHON 38 MM.

Pa3viep ur/bl 24G (00,55 mm)

[mHa vrmbl 89 M (£1,5Mm)

Tvin cpe3a KBuWHKe

TBepoocTb TeeppocTb 51-58 HRC
LLlepoxoBarocTb LLlepoxoBatocTb He 60nee 0,16 MKV
Paguyc nputynnieHns He 6onee 0,03 Mv
MPOYHOCTL COoBAVHEHUS TOMIOBKU U TPYOKU Ur/ibl 34H

Pa3mMep ur/bl MHTpOZbOCepa 20G (00,90 mw)

[/mHa vrnbl HTpoAptocepa 38 MM (£1,5Mm)

Wrna cnuHanbHas Tun cpesa KBuHke - paamep 25G, gimHa 89 MM € Urnoi MHTPOAbIOCEPOM pasme-
pom 21G. agnnHoin 38 M M.

Pa3mMep ur/bl 25G (00,50 mwm)

[mHa vl 89 Mm (£1,5Mm)

Twvin cpe3a KB1HKe

TBepaocTb TeepgocTtb 51-58 HRC
LLlepoxoBatocTb LLlepoxoBatocTb He 6onee 0,16 MKm
Paguyc nputynieHns He 6osiee 0,03 Mm
MPOYHOCTb COBAMHEHNA TO/TOBKU N TPYOKW UMbl 22H

Pasmep ur/ibl MHTPOAbOCEpa 21G (00,80 mm)

JmHa rnbl MHTpoAbHocepa 38 MM (£1,5Mm)

Wrna cnunansHaa Tun cpesa KeuHke - pasmep 26G, faMHa 89 MM C UT0I MHTPOALIOCEPOM pasme-
pom 21G, ANNHOI 38 MM.

Pa3mep ur/bl 26G (00,45 mm)

LvHa v 89 MM (£1,5Mm)

Twvn cpesa KBUWHKe

TBepaocTb TeepgocTb 51-58 HRC
LLlepoxoBaTocTb LLlepoxosatocTb He 6osee 0,16 MKM
Paguyc nputynneHns He 6osiee 0,03 Mv
MPOYHOCTb COBAMHEHNSA TOMOBKU U TPYOKN UMbl 22H

Pasmep ur/ibl UHTPOAbLHOCEpa 21G (00,80 mm)

[nvHa vrnbl MHTpoAbrocepa 38 MM (£1,5Mm)
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Wrna cnnHanbHas Tun cpesa KBuHKe - pasmep 27G, gnvHa 89 MM € UrNoil MHTPOALIOCEPOM pa3me-
pom 22G, AnVHOW 38 MM

Paswvep urbl 27G (00,40 mwm)

JnvHa vrnbl 89 Mvm (£1,5Mm)

Tuvn cpesa KBUHKe

TeepaocTb Teeppoctb 51-58 HRC

LLlepoxoBaTocTb LLlepoxoBatocTb He 6osiee 0,16 MKM

Paauyc NpUTynieHns He 6onee 0,03 Mm

[MPOYHOCTbL COEAVHEHNS TOMTOBKN U TPYOKM Wbl 22H

Pa3viep urnbl MHTpoZbOCcEpa 22G (00,70 mm)

[Ha bl MHTpoAbtocepa 38 MM (£1,5Mm)
HavmMeHoBaHne 3HayeHue

Wrna cnnHanbHas Tun cpesa Mexcus MoiHT pasmep 16G, gimHa 89 mm

Pazvep 16G (01,60 mm)
JnnHa 89 MM (£1,5Mm)
Twun cpesa MeHcun MoHT
TeepaocTb TeepaocTtb 51-58 HRC
LLIepoxoBaTocTb LLIepoxoBaTtocTb He 605ee 0,16 MKM
Pagnyc nputynieHus He 60/1ee 0,03 Mm
MPOYHOCTL COEAMHEHNSA MOMIOBKM W TPYOKM Wbl 69H

VMrna cnuHanbHas Tun cpesa lNeHcus MoiHT - pasvep 17G, annHa 89 Mm
Pa3viep 17G (01,40 mwv)
[nvHa 89 MM (£1,5Mm)
Tun cpe3a MeHcun MoHT
TeepaocTb Teeppoctb 51-58 HRC
LLlepoxoBaTocTb LLIepoxoBatocTb He 6oree 0,16 MKM
Pagnyc nputynieHus He 6oniee 0,03 Mm
[MPOYHOCTL COEAMHEHMA FOMOBKY 1 TPYOKU Ur/ibl 69H

Wrna cnunanbHaa Tun cpesa MeHcus MoiHT - pasvep 18G, ganHa 89 Mm

Pa3viep 18G (01,20 mm)
JmHa 89 Mm (£1,5Mm)
Twvn cpesa ' MeHcun MoHT
TeepaocTb TeeppocTb 51-58 HRC
LLIepoxoBaTocTb LLlepoxosatocTb He 6oree 0,16 MKM
Paauyc nputynieHns He 60nee 0,03 Mm
MPOYHOCTL COEAMHEHMSA TOMOBKM U TPYOKU UMbl 69H

Wrna cnuHanbHasa Tun cpesa MeHcnsa MoiHT - pasmep 19G, AnnHa 89 mm
Pa3vep 19G (01,10mm)
JnmHa 89 mm (£1,5Mm)
Tun cpesa MeHewn MolAHT
TeepaocTb Teeppoctb 51-58 HRC
LLlepoxoBatocTb LLlepoxoBatocTb He 60s1ee 0,16 MKM
Paanyc nputynieHms He 60s1ee 0,03 Mm
[MPOYHOCTb COEAVHEHVIS TOJIOBKW U TRYOKU UIfTbl 69H

Wrna cnuHanbHas Twun cpesa MeHcus MoiHT - pasmep 20G, gnuHa 89 Mm
Pa3viep 20G (00,90 mwv)
[vHa 89 MM (£1,5Mm)
Tun cpesa MeHewn MoiAHT
TBepaocTb Teepzoctb 51-58 HRC
LLlepoxoBaToCTb LLIepoxoBatocTb He 60/ee 0,16 MKm
Paguyc NpuTynsieHns He 60s1ee 0,03 Mm
MPOYHOCTb COEAVHEHS TONOBKM U TPYOKU UMbl 54H

Vrna cnuHanbHaa Tun cpesa lNeHcus MoitHT - pasmep 21G, annHa 89 Mm
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Pa3mvep 2HO (00,80 mm)

[nvHa 89 Mm (£1,5Mm)
Tun cpesa MeHcun MoiAHT
TBepaoCTb Teepgocts 51-58 HRC
LLlepoxoBaTocTb LLlepoxosarocTb He 6oriee 0,16 Mkm
Paauyc nputynneHus He 60/1ee 0,03 Mm
[MPOYHOCTb COEAVHEHNIS TOJIOBKY U TPYOKM UMb 44H

Wrna cnuHanbHas Twun cpesa Mexcus MoiHT - pasmep 22G. ginHa HYmm
Pa3vep 22G (00,70 mm)
[Ha 89 mm (£1,5mm)
Twvn cpesa MeHcun MoHT
TBepaocTb TeepgocTb 51-58 HRC
LLlepoxoBaTocTb LLlepoxoBatocTb He 6oree 0,16 Mkv
Paguyc nputynneHns He 60nee 0,03 Mm
[MPOYHOCTL COEMHEHNS TO/IOBKM M TRYOKY UMbl 40H

Wrna cnuHanbHas Tun cpesa Mencun MoiHT - pasmep 23G. gavHa HOMm

Pa3mep 23G (00,60 mwv)
OnvHa 89 Mm (+1,5mMm)
Tun cpesa MeHcnn MoAHT
TBepaocTb TeepgocTb 51-58 HRC
LLlepoxoBaToCTb LLlepoxosatocTb He 60s1ee 0,16 Mkv
Paanyc nputynnieHus He 60/1ee 0,03 Mm
IMPOYHOCTbL COEAMHEHMS TOMTOBKU U TPYOKU Wbl 34H

Wrna cnuHanbHas Tun cpesa MeHcun MoiiHT —pasmep 24G. gnvHa 89 Mm
Pazmep 24G (00.55 mw)
[mHa 89 Mm (£1.5mMm)
Tun cpe3a MeHewn MoiAHT
TeepaocTb > TeepgocTb 51-58 HRC
LLlepoxoBarocTb LLlepoxoBarocTb He 6oree 0,16 MKm
Pagnyc nputynieHus He 6oniee 0,03 Mv
[MPOYHOCTb COEAVHEHVIA TOMIOBKM M TPYOKU UMbl 34H

Wrna cnnHanbHasa Tun cpesa MeHncnn MoOAHT - pasmep 25G. gamHa 89 mm
Pa3mep 25G (00,50 mm)
JmHa 89 MM (£1,5Mm)
Tun cpesa ! MeHcyn MoAHT
TBepaocTb TeeppgocTsb 51-58 HRC
LLlepoxoBaTocTb LLlepoxoBatocTb He 60r1ee 0.16 MKV
Paguyc nputynneHns He 6oniee 0,03 Mm
MPOYHOCTb COEANHEHUS TOMTOBKU U TPYOKU UMbl 22H

Wrna cnuHanbHas Tun cpesa MeHcun MoiHT - pasmep 26G. gnnHa 89 mm.
Pa3mvep 26G (00,45 mwv)
JmHa 89 Mm (+1.5MMm)
Tun cpesa MeHcwn MorHT
TeepaocTb Teeppoctb 51-58 HRC
LLlepoxoBaToCTb LLlepoxosatocTb He 6onee 0,16 Mkm
Paaunyc npuTyrnieHns He 60r1ee 0,03 Mm
[MPOYHOCTL COEAMHEHNSA MOMTOBKUN 1 TPYOKM UMbl 22H

Wrna cnnHanbHaa Tun cpesa Mexncun MoiHT - pasmep 27G, AnvHa 89 m.u.
Pasmep 27G (00,40 mwm)
OnvHa 89 MM (£1,5MMm)
Tun cpesa MeHcmn MoiHT
TeepaocTb Teeppoctb 51-58 HRC
LLlepoxoBarocTb LLlepoxosarocTb He 6oree 0,16 Mkm
Paauyc nputynieHus He 60nee 0.03 Mv
MPOYHOCTb COBAVHEHMSA TOMIOBKM W TPYOKU UMbl 22H

Wrna cnuHanbHas Tun cpesa MeHcun MoOWHT - pasmep 28G, gnnHa 89 mm
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Paswvep 28G (00,36 mm)

JmHa 89 MM (£1,5MMm)
Twvin cpesa MeHcuns MoiHT
TBepaocTb TeepaocTb 51-58 HRC
LLlepoxoBaTocTb LLlepoxoBatocTb He 60ree 0,16 MKv
Paguyc nputynneHus He 6o0nee 0,03 Mm
MPOYHOCTL COEANHEHNS TOMTOBKUN M TPYOKU UMbl 22H

Wrna cnuHansHas Tun cpesa MeHeun MoiHT - pasmep 29G, gnMHa 89 MM
Pasmep 29G (00,33 mm)
[nHa 89 Mm (£1,5Mm)
Tun cpesa MeHcwn MoiAHT
TBepaoCTb TeeppocTb 51-58 HRC
LLlepoxoBaTocTb LLlepoxoBatocTb He 60see 0,16 MKM
Paguyc nputynneHuns He 6onee 0,03 Mm
MPOYHOCTL COEAMHEHNA TOMIOBKW M TPYOKY UMbl 22H

Wrna cnuHanbHaa Tun cpesa MeHcun MoiHT - pasmep 30G. gimHa 89 Mm
Pa3mvep 30G (00,30 mm)
[mHa 89 Mm (£1,5Mm)
Tun cpesa MeHcnn MoAHT
TBepaocTb TeepgocTb 51-58 HRC
LLlepoxoBaTocTb LLlepoxoBatocTb He 6osiee 0,16 Mkm
Paguyc nputynieHys He 6onee 0,03 Mv
MPOYHOCTbL COEAVIHEHWSA FO/IOBKM 1 TPYOKY U/l 22H

Wrna cnnHanbHasa Tun cpesa MeHcun MoiHT - pasmep 22G, agnmHa 89 MM C UINOW MHTPOALIOCEPOM
pasmepom 18G, annHoit 38 MM

Paswviep Wbl 22G (00,70 mw)

[nmHa vrnbl 89 MM (£1,5Mm)

Twvin cpesa MeHcun MoHT

TBepaocTb " TeepaocTb 51-58 HRC

LLlepoxoBaTocTb LLlepoxosarocTb He 6oree 0,16
MKM

Paguyc nputynieHusa He 60/1ee 0,03 MM

MPOYHOCTb COBAVHEHS TOOBKU Y TPYOKW UMbl 40H

Pa3mep ur/ibl IHTpOAbOCEpa 18G (01,20 mm)

[mHa urnbl NHTpoabocepa 38 MM (1,5mMm)

Wrna cnuHanbHas Tun cpe3a MeHncun MoiHT-pasmep 23G, AnvHa 89 MM C U0 MHTPOALIOCEPOM
pasmepom 19G, AnvHoii 38 MM,

Pa3mep vl 23G (00,60 Mm)

[nvHa virnbl 89 MM (£ 1,5Mm)

Tun cpesa MeHcwn MoiHT

TBepAoCTb TeeppocTb 51-58 HRC

LLlepoxoBaTocTb LLlepoxoBatocTb He 6oee 0,16
MKM

Paguyc npuTynnieHus He 6onee 0,03 MM

MPOYHOCTL COEANHEHWA TO/TOBKUN U TPYOKW UMbl 34H

Pa3mMep 1rnbl MHTPoALHOCEPa 19G (01,10 mm)

[mnHa vrnbl nHTpoabkocepa 38 MM (£1,5Mm)

Wrna cnuHanbHas Tun cpesa MeHcun MoiiHT -pasmep 24G, agnmHa 89 MM C WMo MHTPOAbIOCEPOM
pasmepom 20G, ANHON 38 MM.

Pasmep vrrbl 24G (00,55 mm)

[nvHa vrnbl 89 Mm (£ 1,5Mm)

Tun cpesa MeHcwn MoiHT

TBepaocCTb TeeppocTb 51-58 HRC

LLlepoxoBarocTb LLlepoxoBatocTb He 6onee 0,16
MKM

Paauyc nputynsieHys He 6ornee 0,03 Mv

MpOYHOCTbL COBAVHEHNIS FOIOBKY U TPYOKU UIJib 34H
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Pa3wvep ur/bl MHTPOALOCEPa 20G (00,90 mm)
[MHa vrnbl IHTpobHocepa 38 MM (+1,5Mm)

Wrna cnuHanbHas Tun cpesa MeHcus MoiHT - pasmep 25G, agnnHa 89 MM € MrNoii MHTPOALIOCEPOM
oasmeaom 21G, AnnHOMA 38 M.

Pa3mvep urbl 25G (00,50 mwm)

JvHa vl 89 MM (£1,5MMm)

Tvn cpesa MeHcwn MoAHT

TeepaocTb TeeppocTtb 51-58 HRC

LLIepoxoBaTocTb LLlepoxoBartocTb He 60nee 0,16
MKM

Paguyc nputynnieHns He 6onee 0.03 Mv

[POYHOCTb COEAMHEHISA TOMIOBKM U TPYOKM UTTbl 22H

Pasmep 1rnbl HTPoAbLHOCEpa 21G (00,80 mwv)

[vHa rnbl MHTpoZblocepa 38 MM (£1,5Mm)

Wrna cnuHanbHas Tun cpesa MeHcua MoinHT - pasvep 26G, gnnHa 89 MM € Uriovi MHTPOAbIOCEPOM
nasmeoom 21G. AnnHol 38 M.

Pa3mvep ur/bl 26G (00,45 mm)

JnvHa vrnbl 89 Mm (£1,5Mm)

Twvin cpesa MeHcun MorHT

TBepaocTb TeeppocTs 51-58 HRC

LLlepoxoBaTtocTb LLlepoxosarocTb He 6onee 0,16
MKM

Paguyc nputynieHus He 6onee 0,03 MM

MPOYHOCTL COEAVHEHVIS TOMOBKYA U TPYOKU Wbl 22H

Pa3Mep 1r/ibl MHTPOAbHOCEpa 210(00,80 mwv)

[nvHa vrnbl MHTpoAbHocepa 38 MM (£1,5MMm)

Mrna cnuHanbHas Tun cpesa MeHcus MoiHT - pasmep 27G, gnnHa 89 MM € MO MHTPOALIOCEPOM
pasmepom 22G, ANVHOI 38 MM

Pasmep urmbl 27G (00,40 mwv)

JnvHa vrnbl 89 MM (£1,5Mm)

Tun cpesa MeHcnn MoAHT

TBepaocTb TeeppocTtb 51-58 HRC

LLlepoxoBaToCTb LLlepoxoBarocTb He 6osiee 0,16
MKM

Paauyc npuTynieHms He 60nee 0,03 MM

MpOYHOCTL COEAVHEHNIS TOMOBKW U TPYOKU Wb , ! 22H

Pasvep 1r/bl MHTpOAbOCEpa 22G (00,70 Mm)

[nvHa nrnbl HTpoapkocepa 38 MM (£1,5Mm)

CoeanHeHUs TPYOKN MINbl C BTYIKON ANS UMbl MHTPOAbIOCEPA A0MKHO Bblaepxmeatb 10 H ans urn

C HOMUHa/IbHbIM BHELUHUM AMameTpoM MeHbLue 0,6 mm 1 20 H - ansa urn ¢ HOMUHaIbHbIM BHELLHUM

nnameTpom 0,6 MM 1 6onee.

Pa3mepbl U KOHUIypaums ocTpuUs UrA NpeacTaBneHbl B TEXHUYECKON JOKYMEHTALUMM Ha U3aenue.
Tabnuua 2- LiBeToBOe KOAMPOBaHME UM

HoMWHaNbHbIN Hapy>XXHbIN Ana-

MeTp UrNbl, MM HBeT
0,30 XKentbii
033 KpacHblii
0,36 JNazypHblii
0,40 CaeT/io-cepbli
045 KopuuHeBb i
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0,50
0,55
0,60
0,70
0,80
0,90
110
120
140
160

MaTtepuansbi:

OpaHxeBbii1
CBeT/0-(hMONETOBb I
TeMHO-CUHWIA
UepHbii
TemHo-3e/1eHbIN
XKenTbii
KpemoBblit
Po30BbliA,

Anblii
Benbiin

Bce MaTepuabl, 0T6|/|pae|v|b|e AnAa nNponsBoAcTBa COCTaBHbIX yacTen n3nenna, COOTBETCTBYHOT Crie-

Ne  YYyacTOK MCnonb3oBaHMs MaTe-
n/n puana

1 Koinayok urmbl

2 Pa3beM bl

3 Pasbem urmbl MHTpoabtocepa
4 Wrna/ virna iHTpogptocepa

5 Kpacuernb (MUrmeHT)

Xenbiin
KpacHbIi
JNa3ypHb I
CaeT/o-cepbiit
KopuuHeBbiin
OpatkeBblii
CBeT10-(hMoneToBb Il
TeMHO-CUHWIA
UepHbIi
TeMHO-3e/1eHbI
XKenbii
KpemoBb i
P030Bbii1

Anblii

Benbia

6  Bymaraand uHvBMOyasbHOMN
YMaKOBKW M30ENA

7 TlneHKa fns MHAVBALYarnbHO
YMaKOBKMN M3eNiA

OCHOBHOIA MaTepuan Mapka, npov3-  [psMOiA KOH-
BOAUTENb TaKT C Te/IoM
(da/ Her)

[MonvnponinieH J 800-1, HY- Het
OSUNG Corpora-
tion

[MovnponieH J 700-1, HY- Het
OSUNG Corpora-
tion

[MonvnponuneH J 700-1, Het
HYOSUNG Cor-
poration

HepxagetoLLpa CTa/lb SS304, Henanhzz  fa
iron and steel Co.,
Ltd

[MpovssoauTesb FowsfPigment Sdn. Bhd

Xenmbid 1422G

KpacHbiii 5312P

CuHuin 1513H

Cepbiin GRL

KopuruHesbiin 9640(P.0.64)

Oparbkesbiin 9130

duonetosbiin 7230R (P.V.23)

Cuhmin 1535 (P.R.15 : 3)

UepHbiii-RL

3eneHbin GFP-H (P.G.7)

Xenmbin HGR

XKenmbin 8323H (P.Y.83)

KpacHbiin 1222

KpacHbiin 5312P(P.R.53:1)

Bymara gna MeavuHCKUX  OCPSXxxxIOX, Het

Liene AMCOR
Flexibles

Mormatwied PP SMA98 +  MonmaTtuneH PP Her

nonvnponiieH PE HI SM498 + nonn-

11600 nponwieH PE HI
11600, AMCOR
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Flexibles

8  [lByxcroiiHasi KOpobka KapTtoH - Het

9  TpaHcropTHas KopobKa BbICOKOMpPOYHas yraKo- - Het
BOYHas bymara

10 a3 atuneHokeug, 30% 30 + 70% C02 — Het

FO.YTIAKOBKA

rnbl cnvHanbHble B Pas3iMyHbIX BapuaHTax MCMONHEHWS BbIMYCKAKOTCH B UHAVBUAYaIbHOM
CTEPW/bHON YNaKoBKe, COOTBETCTBYHOLLEN TpeboBaHuam 1SO 11607-1, 1ISO 11607-2, 1 ynakoBaHbl B
2XCNOMHYI0 BTOPWUYHYHO ynakoBky, n.6 FTOCT P ISO 11607 oTpaxeH B [OKYyMeHTe No
TPM/BLSTR/0357.

YnakoBKka He MMeeT [blp, TPewH, pa3pbiBOB, MOPLUMH, Pa3pbiBOB, MOPLLMH, YTO/LEHUA 1
YTOHYEHMWIA.
Pa3mep ynakoBku 175x32 mm
MNoTHOCTbL MaTepmana ynakoBku: 420 Mm X 150 mkm, 6ymara - 410Mm X 60(x2) r/m2.
[MpoYHOCTL Ha pacTaXeHue - He meHee 12 MITa,
Mpesen NPOYHOCTY MpU PaCcTHKEHUU: > 66 H /15 mwm,
BosgyxonpoHuuaemocts - 200-400 e/ M *MUH.
ConpoTtueneHue paspbiBy - He MeHee 20 H.
CTpyKTypa aaresnBHOro c/os HenpepbIBHas.
Pa3mep nop: < 20 MKm
MpoyYHOCTb Ha pa3pbIB (Cyxoi): >250 klMa
MpoyHOCTL Ha paspbiB >350 MH
MnoTHOCTL cknenBaHus: 60 + 10T/ M2
MpoyHOCTb YNNoTHEHNUS >90 cH / 15 Mm
IMpPOYHOCTL CKNenBaHUA - He MmeHee 0,12 MITa.
LLInprHa KneeBoro cnof - He MeHee 8 M.
CpOK coxXpaHeHusa CTepUILHOCTA - 5 NET. A

11. CTEPUJTN3ALNA

Wrnbl cnnHanbHble B pasnnyHbIX BapuaHTax UCNONHEHWUSA NOCTaBAAKTCA CTePUNbHBIMU B rep-
METUYHOI ynakoBke. CTepuamsaumsa NpoBoAMTCS ra3oBbiM MeTOLOM C NPUMEHEHMEM 3TUIEHOKCUAA.
Mpouecc cTepunnsaumm BannaMpoBaH B COOTBETCTBUM € TpeboBaHMsaMM ISO 11135:2014.

Wrnbl cnvHanbHble B Pas3/iMyHbIX BapvaHTax WUCMOMAHEeHWA npefHasHayeHbl UCKIHUYUTENbHO
A9 04HOPa30BOro MCMosb30BaHNUA. MoOBTOpHaa cTepuin3aumsa 1 NOBTOPHOE MCMOb30BaHWe 3arpe-
LLIeHO.

12.MAPKNPOBKA

Ha notpebutenbcKyto ynakoBKy A0/HKHa ObITb HaHeCeHa cnefytollas UHhopMaums:

a) YCNOBHOE 0603HaY€eHMNE UT/bl B COOTBETCTBUN C:
1) HOMUHaNbHBIA HAPY>KHbIN AUaMeTP TPYOKM UIbl, BbIPOXKEHHbIV B MM;
2) HOMWHaNbHasA AnMHa TPYOKW UTbl, BbIpXKEHHas B MM.;

b) cnoso "CTEPW/IbHO" nnn cooTBETCTBYOLWMIA CUMBOJT;

C) Ko napTum ¢ ykazaHunem cnosa "MAPTA" nnm cooTBETCTBYHOLLMIA CUMBON C YKa3aHWEM AaTbl
cTepunusaumm (Mecal, 1 rog);

d) HaMmeHoBaHWe U/MnKM ToproBas Mapka NpPeanpUATUSA-U3roToBUTENS;
e) cnosa "rofeH Ao ..." (Mecsy 1 aBe nocnegHue uugpbl roga) M COOTBETCTBYHOLLMIA CUMBOJT,

) npegynpexzaeHve 0 HEO6XOAMMOCTI MPOBEPKU LLENIOCTHOCTY KaXKAO0M NOTPeOUTENbCKOI YNaKoBKM
nepes NPYMeHEHVEM WX COOTBETCTBYHOLLMIA CUMBON.
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pynnoBas ynakoBka
Ha rpynnoByto ynakoBky (Mpu ee Hann4um) JoMKHa 6bITb HAaHECEHa CreaytoLLas UHPOPMaLVS:

a) YCNOBHOe 0603HayYeHWe Urbl B COOTBETCTBUM € pasgenom 7 TOCT ISO 7864-2011 wu, ecnn Heob-
XOAMMO, C/0Ba: "TOHKOCTEHHbIE™ WU "'CBEPXTOHKOCTEHHbIE",

b) cnoso "CTEPWU/IbHO" nnn cooTBETCTBYHOLLMIA CUMBON;
c) cnoea "OAHOKPATHOIO NMPUMEHEHWNA" nnn cooTBETCTBYHOLLMIA CUMBOSI.

MpuymeyaHve - [LononHUTENbHbIE AaHHbIE A4/ HAHECEHWSA CMMBOJIA NPVBEAEHbI B NPUIOXe-
Huun C;

d) npegynpexaeHne 0 HEOGXOAMMOCTYM NPOBEPKM LIENOCTHOCTM KaXKoii NOTPeBUTENbCKON YMNaKoBKY
nepes NpYMeHEeHNEM UM COOTBETCTBYIOLLMIA CUMBOST;

€) Ko MapTuu UM COOTBETCTBYHOLLMIA CUMBOST,

f) pata (rog v mecsy) cTepunnsaumm.

MpumeyaHuve - [lata cTepunmsaumnmn MoXeT ObITb BBEAEHa B NepBble LMGpbl Koda NapTuu;

g) cnosa "rofeH 4o ..." (Mecal 1 aBe nocnegHve LMdpbl roga) Uam cOOTBETCTBYHOLLMIA CUMBOS;
h) HaMmeHoBaHWe 1 agpec NPeLNPUATUSA-U3rOTOBUTENS U MOCTaBLUMKA;

i) MHhopMaLWs, YKasblBatoLLas YC10BuUS XpaHEHVI);I N TPaHCNOPTUPOBAHMS.

TpaHcnopTHaa ynakoBka

Ha TpaHCnopTHYI0 yNnakoBKY A0/MKHA ObITb HAHECeHa CriefytoLLas MHPopMaLus:

a) yCc/I0BHOe 0603HaYEHWNe UT /bl B COOTBETCTBUM C :
1) HOMVHaNbHbIN HAPY>XXHbIV AMameTp TPYOKU Urbl, BbIPAXKEHHbIA B MM;

2) HOMUHaNbHas ANnHA TPYOKU UrNbl, BbIPXKEHHAA B MM.;,' U, €Ci HE06XO0AMMO, C/loBa: "TOHKO-
CTeHHbIe" 1M "CBEPXTOHKOCTEHHbIE™,

b) KO, NapTU1 UM COOTBETCTBYHOLLMIA CUMBON;

c) cnoso "CTEPUNbHO"™ nnm cooTBETCTBYHOLLMIA CUMBOST;

d) pata (rog v mecau) ctepuamsalmu,

E) HavMeHoBaHue n/nnu TOprosas Mapka nNpeanpuAaATnuAa-n3roToBUTESA,;

f) MHhopmaums, yKasbiBatoLLas YCI0BUA XPaHEHUS U TPAHCMOPTUPOBaHUS.

CVMBO/bI, UCNONb3YyeMble /11 MapKUPOBKMN:
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He ncnonb3osaTk NOBTOPHO

Vicnonb3oBatk 4o

r
A OcTopoxHO! ObpaTUTECh K CONPOBOAUTENLHON JOKYMEHTaLMN!

LOT Kop napTum
REF Homep no katanory
STERILE EO CTepwbHO, CTEPWUIN30BAHO 3TU/EH OKCUAOM

He cTepunn3oBatb NOBTOPHO

He 1cnonb3oBaTh NPy NOBPEXAEHHOMN YNaKoBKe

EC REP MpepacTasuTtens B EC

AnNnporeHHo

Hagnuch: He TOKCUYHO

MapK1poBKa BHELLIHEN KapTOHHOW KOPOOKM M TPAHCMOPTHON KAapTOHHON KOPOOGKM BbIMOMHSA-
eTCs C HaHeCeHVeM [0MNOHUTE/bHLIX CUMBOJIOB O NPaBU/IbHOM TPaHCMOPTUPOBKE N XpaHEeHUN 13ae-
NI, TaKNX KakK:
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- OrpaHunyeHne Temnepartypbl X
- bepeyb oT Bnarn

- HepgonyckaTb nonagaHus COMHEYHOro CBeTa

- AnunporeHHo XK.
- He ToKCn4HO

13. TPEBOBAHWA BE3OINMACHOCTW

* [aHHOe MefMLMHCKOe M3fenne npefHasHayeHo A1 UCMONb30BaHWA UCKIKOUUTENIbHO NO Ha3Ha-
YEHMWIO N TONbKO KBAIM(PULMPOBAHHLIM SINLEH3UPOBAHHLIM BPAYOM WM MHLIM MPaKTUKY LM
MeANLMHCKMUM CMeLnanncToM no HasHauYeHWIo U Nof KOHTPOJIeM Takoro Bpava.

o Jlobble MeLULMHCKME METOAMKM W MPOLeAypbl, OMUCaHHbIE B TeX WM UHbIX U3[aHUAX, He
oxBatbiBaloT BCE pfonycTtumble MeauUMHCKME MPOTOKO/bI; TakKXe OHW He CNy)aT 3aMeHOM
ONbITY M CY)XXEHMAM Bpaya Npy NeYeHNN KaxXa0ro KOHKPETHOro naumeHTa.

»  CnepyeT Bcerga cobntofatb CTEPUNBLHOCTb.

*  He uncnonb3yiiTe B c/lyvae BCKPbITON UM NOBPEXLEHHOW YMaKOBKM,

*  He uncnonb3yiiTe B ciyvae 06HapyXXeHUs KaKMX-1M60 NOBPEXAEHWUI Un LedeKTOB.

*  Bo u3bexaHne BO34ENCTBMA rEMOKOHTAKTHbLIX MATOreHOB B XOf€e WCMO/b30BaHWsA cobtogaiTe
06LLve Mepbl NPeLOoCTOPOXHOCTY.

14 TPEBOBAHA K OXPAHE OKPY)KAI-OLLI,EI7I CPEADbI.
Nrnbl cHabHble B Pas3/IMUHbIX BapuaHTax WCMOMHEHWS MPU UCMOML30BaHWM, TPAHCMOPTK-
POBKE M XPaHEHUM He OKasblBalOT HEraTMBHOIO BO3AEMCTBUS Ha YENOBEKA 1 OKPYXKAIOLLYH Cpedy.
CneuyanbHO 3alMTbl NepcoHana v NauyeHTa Npu NPUMEHeEHNN U3AENNs He TpeGyeTcs.

15. MEPEYHEHb MEXAYHAPOAHbLIX HOPMATUBHbBIX JOKYMEH-
TOB/CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEANLUWNH-

O603HayeHue HanmeHoBaHue

EN ISO W3pgenua wmeguumnHckme. CUCTeMbl MeHeMKMeHTa KayecTsa.
13485:2016 TpeboBaHUs Ana Ueneit perynnposaHus

BSEN 556- Crepunuszaums MeauMUUHCKUX u3genvid. TpeboBaHUs K Meam-
1:2001 UMHCKUM n3genvam Kateropun, «CTEPUIbHBIE». TpebosaHus

K CTEpUAN3aLMN YNaKoBaHHbIX MEAULMHCKUX U3LeNNiA

BS EN 868- YNakoBka MeAULMHCKUX W3AeNnid, MoAnexawmx QUHULLHON
5:2009 cTepunmnzaumm. TepmoCTOKMe caMmo3arieyaTbiBatoLmecs nakeTbl

M pyKaBa U3 MOPUCTbIX MaTepuanoB 1 MHOrOC/IOMHOW NIacTUKO-
BOW NeHKN. TpeboBaHUS N MeTOAb! UCMbITaHUI

BSEN MeguumHckme npubopsbl. pagmyeckne CUMBOSbI, MCMO/b3Ye-
980:2008 Mble NPU MapKUPOBKe MeANLNHCKMX YCTPONCTB

BSEN Hopmaums, noctaensiemas U3rotosuTeneM A1 MeAULMHCKNX
1041:2008 npnbopos

BS EN ISO [MpuMeHeHne ynpaBneHns puckaMm K MeAULUHCKUM U3LENUAM
14971:2009
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1ISO 10993- OLieHKa 610n10ryeckas MeULIMHCKMX n3aennii. Yactb 1. OueH-

1:2009/ Ka 1 UCMbITaHUS B paMKax NpoLLecca MeHeKMeHTa pUCKa.

Cor. 1:2010

1SO 10993- OLieHKa G1onornyeckas MeamLUMHCKUX M3aenuii. Yactb 2. Tpe-

2:2006 6OBaHNA K OXpaHe 3[0P0BbA XNUBOTHBIX

1ISO 10993- OueHKa buonornyeckas mMeauUMHCKUX n3aenuin. Yactb 4. Bbl-

g(:)%%OZIAmd.I: 60p MCNbITAHWNIA, OTHOCALLMXCA K B3aMMOAENCTBUIO C KPOBLHO.

1SO 10993- V3penus meguumHckue. OLeHKa 61MoNormyecKoro felicTeus me-

7:2008/ OVLMHCKIX M3genuit. YacTb 7. OCTaTouHOe CopepaHue aTune-

Cor. 1:2009 HOKCMZa Moc/e CTepUan3aLmm

1SO 10993- OLeHKa 6UOMOTMYecKasi MeAULMHCKUX W3fenmii. Yactb 10,

10:2010 Mpo6bl Ha pasapaxeHiie 1 aNIepriyeckyro peakLyio Koxim

ISO 10993- OLeHKa GMONOrMyeckas MeAVLMHCKIX u3genuid. Yactb 11. Wc-

11:2006 MbITaHUS Ha CUCTEMHYH TOKCUYHOCTb

1ISO 10993- Bronornyeckas oueHka MegUUMHCKUX U3aenunii. Yactb 12. Mpu-

12:2012 FOTOB/IEHME NPO6 W CTaHAAPTHbIE 06pasLibl

1SO 10993- OueHka 6uonormyeckas MeAUUMHCKUX wn3gennii. Yactb 18,

18:2005 OnpegeneHne XUMUYECKIX XapaKTepUCTIK MaTepranos

1ISO 11135- OTepunn3aLms MeaULMHCKON NpOAyKLmMK. STuneHokeug. Yactb

1:2007 1 TpeboBaHUs K pa3paboTKe, BamgaumMm 1 niaHoBOMY KOHTPO-
Mt0 NpoLecca CTePUNN3aLMN MEAULIMHCKIX U3aennii

ENISO YNaKoBKa MeAULMHCKUX W30eNnii, NOANeXalmx HUHALLHOV

11607-1:2019  crepunmzaumu. Yacts M TpeGoBaHus K MaTepuanaM, GapbepHbIM

cucrtemMam gnsa crepuimsaunn n ynakosovHbiM CUCTEMaM

1SO 11607- YnakoBka MeAULMHCKUX W3LeNnid, MNOANeXawmx (UHALLHON

2:2019 cTepunmsaumn. Yactb 2. TpeboBaHMA K Banmgaumy npoLeccos
(hopMMpOBaHKA, repmeTm3aLmm 1 coopKu

1SO YcTponctea MeauumMHCKMe. MpruMeHeHre ynpasieHns pyuckamm

149712013 K MeAVMUUHCKUM ycTpoiicTBam. WM3meHeHne 1 O60CHOBaHUe
TpeboBaHwi1

1SO 15223 YcTpoictea meguumHcKre. CMMBOSIbI, UCMO/b3yeMble Ha Sp/ibl-

1:2012 KaxX MeAMUMHCKUX YCTPOMCTB NMpu MapKMpoBKe M B NpeaocTas-

NAEMOIN MH(opMaLK,

16. YC/TOBUNA TPAHCITOPTNPOBKW,

XPAHEHWA N SKCIMNNYATALNA

Wrnbl cnuHanbHble B pasfivyHbIX BapuaHTax UCMOTHEHUA TPAHCNOPTUPYIOTCA BCEMU BUAAMMU TpaHC-
nopTa B KPbITbIX TPAHCMOPTHBIX CPeACTBaX B COOTBETCTBMM C TPEOOBaHWSMU W MPaBKIaMA MEPEBO3KN
rpy3oB, AeVCTBYIOLLMX Ha TPAHCMOPTE KaXKAOoro BMaa.

Mpy TPaHCNOPTMPOBAHUWN B TPAHCMOPTHOM YMNaKOBKE YCTOMYMBbLI K BO3AENCTBUKO KIMMATUYECKMX
(hakTOpOB MpY TemrnepaTypHoM pexkume oT Ogo +40°C, BnaxXHOCTM Bo3fdyxa OT 26 g0 65% 1 MexaHuYe-
CKMX BO3AENCTBMM NpU BUOPALMOHHbLIX Harpyskax B fAuanasoHe 4yactoT oT 10 go 55 Iy amnautyge
nepemeleHns 0,35 MM 1 yaapHbIX Harpy3kax C MMKOBbIM yckopeHvem 10g npu gantenbHOCTM AenCTBUSA
yAapHOro yckopeHus 16 mc.

Mpn XpaHeHUV B TPAHCMOPTHOWN YMakOBKE YCTOMUYMBLI K BO3LENCTBUIO KIMMATUYECKMX (PaKTOPOB
npu TemnepatypHoMm pexxume ot 0 go +40°C, BnaxHOCTU BO3dyxa OT 26 Ao 65% (6e3 koHaeHcauun), B
3alUMLLEHHOM OT BO3ENCTBUA MPAMbIX COTHEUHbIX SIy4Yeid, Ternna u 3aMopaxXMBaHNs MeCTe.
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Mpun akcnayatauum ycTOWYMBLI K BO3AENCTBUIO KAMMAaTMYECKUX (PaKTOPOB LNS TeMNepaTypHOro
pexunma Y6 ot 32 go 42°C.

17. TAPAHTUNHBLIE OBA3ATE/IbCTBA

KOMMAHWA «Monn Megukstop Jinmuteg» TAPAHTUPYET, UTO AAHHOE U3OENNE TMPO-
M3BEAEHO B COOTBETCTBUA C NMPUMEHUMbBIM CTAHOAPTAMW U CMNEUNPUNKALINA-
M. COCTOAHUE NMAUMNEHTA, KIIMHMNYECKOE JNNTEYEHVE N OBCNYXUBAHWE W3AETNA
MOI'YT BNNATb HA PABOTY AAHHOIO U3OE/TNA. NCIMOJIbSOBAHUWE AAHHOIO U3AE/TNA
ANO/HKHO MPOBOANTLCA B COOTBETCTBUM C PEKOMEHAAUMAMM MO HA3HAYEHUIO
NEYALLEIO BPAYA.

"apaHTNPOBaHHbIA CPOK XpPaHeHUs - 5 neT CO AHA WM3rOTOBMIEHUS, MPY YCNOBMU, YTO yMaKoBKa He
6blna NoBpeXaeHa UM BCKPbITa.

18. CPOK TTO4HOCTW
CpoK coxpaHeHusa cTepunbHOCTN —b5 NeT. locnie OKOHYaHWS CpoKa CoXpaHeHUs cTepunbHOCTU, Ur-
J1bl CMNHaJTbHbIE B Pa3/INYHbLIX BapUaHTax UCMOMHEHUA HGO6X0,£I,VIMO YTUNIN3NPOBaTb B COOTBETCTBUN C
TpGﬁOBaHI/IFIMI/I MECTHbIX OpraHoB.

19. YTUNTNSALNA
YTunusaumo Heo6X04MMO OCYLLECTBNATL B COOTBETCTBUM C NMPUHATBIMU B MEAVLMHCKOA MpaKTUKe
HOpMaMu, a TakXKe COOTBETCTBYHOLLMMMN MECTHbIMW, TOCYAAPCTBEHHbIMU U (heflepasibHbIMU 3aKOHOAATe b
HbIMA aKTaMM W WHCTPYKUMAMM, KaK oTxofbl Knacca b CadlunH 2.1.7.2790-10 "CaHuTapHo-
ANNAEMMNOOTMYECKMe TPpeboBaHNA K 06PaLLEHNIO C MeAULMHCKUMW 0TX04aMn'™,

18. Y NONHOMOUYEHHbIN NMpeAcTaBUTENb NPOU3BOAUTENSA Ha TeppuTopun Poccuia-
CKOn depepaynu:

000 «AnBamegnKe»

Poccusd, 127486, ropof Mocksea, KopoBuHcKoe Lwocce, gom 10 cTpoeHue 2, aT. 2, nom. 15

Ten./thakc +7(495) 744-34-79

info@advamedics.ru
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MepeBof AaHHOr0 TeKcTa BbinonHe}pHepe/oay!ukom EropoBoit AnnHO AneKceeBHOM

Poccuiickasa ®epaepaums
"opop Mocksa
[JlecaToro anpensa Ase ThiCcAYN [BaALATOro roga

A, AkumoB [ne6 bopucosmy, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYH MNOAANHHOCTb
noanucy nepesogunka EropoBoit AnnHbl ANeKCeeBHbl.

Mopgnuch caenaHa B MOEM NPUCY TCTBUN.

JlInyHocTb noAnucasLLlero LOKYMeHT YCTaHOB/eHa.

3aperucTpuposaHo BpeecTpe: JI* 77/09-H/77-2020-

B3biCckaHO rocyaapCcTBEHHOI nownnHbl (No Tapudy): 100py6.
YnnayeHo 3a oOKasaHue ycnyr npaBoBOro v TexHuyeckoro xapakrepa: 200 py6.

MpoLwHypo

HoTapuyc:
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