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ENSENT surgical sterile disposable scalpels and blades

Operational manual

Manufacturer; Yancheng Huida Medical Instruments Co., Ltd.
Industrial Park, Xuefu Town, Yandu District, Yancheng City, Jiangsu Province, PRC.
tel. +86-515-88387981, fax +86-515-88387982

Production site address: Yancheng Huida Medical Instruments Co., Ltd., (No.2, Kuiyuan
Road) Xuefu Town, Yandu District, Yancheng City, Jiangsu Province, PRC.

Authorized representative in Russia:

RAFEL Limited Liability Company

71 M. Gafuri &, production facility 1,
city of Kazan 420108 Republic of Tatj
Tel./ fax: (843) 278-23-32
info@rafel.ru
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The present manual is designed for ENSENT surgical sterile disposable scalpels and

blades, design variant:

1 Single-use sterile surgical lancet ENSENT, stainless steel, size range: No. 10, No. 11,
No. 12, No. 13, No. 14, No. 15, No. 15C, No. 16, No. 18, No. 19, No. 20, No. 21, No. 22,
No. 23, No. 24, No. 25, No. 36.

2. Single-use sterile surgical lancet ENSENT, carbon steel, size range: No. 10, No. 11, No.
12, No. 13, No. 14, No. 15, No. 15C, No. 16, No. 18, No. 19, No. 20, No. 21, No. 22, No.
23, No. 24, No. 25, No. 36.

3. Single-use sterile surgical blade ENSENT, stainless steel, size range: No. 10, No. 11, No.
12, No. 13, No. 14, No. 15, No. 15C, No. 16, No. 18, No. 19, No. 20, No. 21, No. 22, No.
23, No. 24, No. 25, No. 36.

4. Single-use sterile surgical blade ENSENT, carbon steel, size range: No. 10, No. 11, No.
12, No. 13, No. 14, No. 15, No. 15C, No. 16, No. 18, No. 19, No. 20, No. 21, No. 22, No.
23, No. 24, No. 25, No. 36.

1. Purpose

ENSENT surgical sterile disposable scalpels and blades are single-use sterile sterile lancets
and blades to dissect soft tissues and vessels during various surgical operations.

Potential users are medical staff, surgeons.

The device is designed for professional use in medical institutions.

Indications of scalpels and blades made of stainless and carbon steel:

The products are designed for the cutting of tissues during surgical operations and

anatomical dissections.

The scalpels and blades made of stainless and carbon steel should be used for no more

than 5 minutes, after which it is necessary to dispose these products in accordance with

SanPin 2.1.7.2790-10 and open the packaging with a new carbon steel device if

necessary.

Contradictions

1 It's prohibited to use the product for the dissecting of cartilages and cutting of bones,
for the microsurgical incisions under a surgical microscope and for the
ophthalmological operations.

2. The scalpels and blades made of carbon steel should not be used for cardiologic,
ophthalmological, neurosurgical and other types of operations in which the presence
of corrosion traces on the blade can_caus® harm to the life or health of patients.

Possible complications and side c

During the procedure of dissectioiVbfct® 'A fl tfsi  “croroughness of the cutting edge may

cause formation of microflaps ~d*"Sjticrofissures K% wound edge, that leads to wound

pyogenesis and formation of citat|

2. Precautions
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It is required to use a forceps to fix and further to remove the surgical blade from the handle. Be
careful while working with the instrument. Avoid contact with cutting edge of the blade. Do not
cut with a lancet blade directed upwards, except for the cases of pathfinder cutting. It is
forbidden to try to change the blade shape or to sharpen it. It is forbidden to put the used

instrument with the sterile one and vice versa.

3. Blade use

1 Choose the necessary blade/ lancet size.

2. Check for the group package integrity, then get out the blade / lancet in the
individual package. Ensure in individual package integrity. Ensure that the period
of validity has not expired. Do not use the product with damaged individual
package or expired period of validity.

3. Open the individual package and get out the blade/ lancet in compliance with
aseptic regulations.

4. Fixthe sterile blade to sterile handle via special fixing hole of the blade.

5 Upon completion of work remove the blade from the lancet handle. Be careful,
avoid injuries.

i . After use, utilize the blade in accordance with the instructions approved by the
head of the medical organization. The manual indicates the executive officers and
the procedure of medical waste disposal in this organization.

4. Lancet use

1 Choose the necessary lancet size.

2. Check for the group package integrity, then get out the lancet in the individual
package. Ensure in individual package integrity. Ensure that the period of validity
has not expired. Do not use the product with damaged individual package or
expired period of validity.

3 Open the individual package and get out the lancet in compliance with aseptic

regulations.

Remove the protective cap. The lancet is ready for use.

5 After use, utilize the lancet in accordance with the instructions approved by the
head of the medical organization. The manual indicates the executive officers and
the procedure of medical waste disposal in this organization.

&

5. Surgical blade shape (size)

the blade has numeric, alphanumeric or alphabetic mark;
the surgical blade size and shape correspond to goods both of stainless and carbon
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S.I.Blade dimensions and weight

Blade size, No. 10 11 12 JT~13 i N 15C 16

Weight, g 0.60 0.45 0.4017 | 0.45 0.37 0.64
Length, mm () 43125 444125 oo A r 41%-5  35£125  46+1.25
Width,mm (B) 8 6.5 10 \ 4 6.3 6.5
Thickness, mm
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Bagesze, No. 14 99 gy )| ) B A4 B B

Weight, g 081 .83 0.79 0.81 119 079 L.l 0.73 11
Length, mm (1) 45+is  BAEAA 59515 B51%i5  peag 48125 61155*’\
Width,mm (B) 95 1 9 1 15 1l [ 9 9
TthkﬂGSS, mm 040+0.03

Weight measuring variations 0.6 g.
Width measuring variations £2 mm.
Blades are used with standard handles.
Blade size and lancet handle number chart
Blade size Lancet handle number

Single-use surgical sterile stainless or carbon 3 (low conjunctive capacity)

steel blade (size No. 10,11,12,13,14,15,15C, 16) J capacity
Single-use surgical sterile stainless or carbon . S .

4 (high conjunctive capacity)

steel blade (size No. 18,19,20,21,22,23,24,25,36)

6. Surgical lancet shape (size)

- the lancet has numeric, alphanumeric or alphabetic mark;
- the surgical lancet size and shape correspond to goods both of stainless and carbon

steel.
- all lancets have handles of the same shape but with different parameters of the

conjunctive part and dimensions.
- the surgical lancet shape as per size (number):
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6.1.Lancet dimensons and weight

mLa' ot Size, 10 1 12 13 14 15 15C 16
Weight*, g 5A7 524 502 530 534 514 504 547
lengh, mm 1413 14153 13553 14453 14253 13853 1253 14353
Width,mm 12.9*°3

Thickness, mm 40+0.6
L De,\bt SIZe. 18 19 20 21 2 23 24 25 36

Weight, g 58 58 570 578 614 579 603 564 62
* *
Longth, mm 15105 195" e 1828 SIS oo geps 1e3 1609

3 2
Width,mm 12.9*°3
Thickness, mm 4 0°06

* - lancet weight without the protective cap
Weight variations 1 g.

- Single-use surgical sterile lancet is made of:

1) Plastic handle. The lancet handles are manufactured in compliance with all ergonomic
requirements. In course of use the lancet is the essential continuation of the surgeon's
hand and ensures precise implementation of the planned dissection. The handle neck
hes ribbed surface. The handle surface has a scale bar.

2) Single-use surgical sterile stainless or carbon steel blade.

The blade is safely fixed at its position.

3 Removable plastic protective cap. It is designed to protect the working part of the
(blade) lancet and not to allow medical staff to injure themselves during the product
getting out. Inside the cap there is a corrosion paper line completely preventing
corrosion processes

7. Technical requirements and specifications

Requirement Value
Blade and cutting edge 0,05 - 0,63 pm
roughness parameter Ra
Firmness -Carbon steel firmness 50-65 HRC
-Stainless steel firmness 51-58 HRC
Cutting edge width Maximum 3 pm
Cutting angle from 18° to 22°.
Operation modes from +10°C to +35°C.
Part conjunction resistance The lancet blade is safely fixed on plastic handle and

shalrirurTA$t ure the applied tensile strength
b|~""If. #7200 N :
Appearance /[i*"ade hast\"*""\ed grinding.
Bf*)ness (cuttirvg”pple and polishing quality) 0?me
edqi®.'R*wl*alonq the full length
-gamma-ray sterilization.
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Removable protective lancet cap with VP Plastic (LDPEQ281); VPl paper (NO.3)
paper

Single-use surgical sterile blade, stainless steel, 1) 4Crl3 stainless steel, steel chemical content:

sizerange: No. 10, No. 11, No. 12, No. 13, No. C 0.35-045; S: 06, Mn: <0.6; P <0.035 S

14, No. 15, No. 15C, No. 16, No. 18, No. 19, No.  <0.030 O 12.0-14.0

20, No. 21, No. 22, No. 23, No. 24, No. 25, No. 2) 6Crl3 stainless steel, steel chemical content:

¥ C 0.60-0.67; S: 0.6, Mn: <0.6; P <0.035 S
<0.030 Cr; 12.0-14.0 Ni: 0.18-0.20

Single-use surgical sterile blade, carbon steel, 3) TIO carbon steel, steel chemical content:
gzerange: No. 10, No. 11, No. 12, No. 13 No.  C 0.95-1.04; S: 0.15-0.35; Mn: 0.15-0.35; P
14, No. 15, No. 15C, No. 16, No. 18 No. 19, No. <0.035 S <0.030 O <0.25 Ni: <0.20

20, No. 21, No. 22, No. 23, No. 24, No. 25, No. 4) K carbon steel, steel chemical content:

K C 0.90-1.00; S: <0.35; Mn: <0.50; P. <0.030 S
<0.030 O: <0.20 Ni: <0.20

Individual package for lancets and blades Aluminum composite material PET/AI/PE
(8011/0)

Table of carbon steel analogues in accordance with national standards

European

Country Russia Japan China Union USA
Standard GosT JS GB BN —
G51320,
Sed brand ¥Y10,Y10A K34 TIO CT105 T72301,
WI-9
Table of stainless steel analogues in accordance with national standards
Country Russia Japan China Eﬂz%enan USA
Standard GOST JS @B BN
1.4031,
1.4034,
Sed brand 40X13 SUHA2032 4CrI3 X39Crl3, 420
X40Crl3,
X41Crl3
65X13 AUS 6Cr3 ~ ' fcAr7 440a

The scalpels and blades made of carbon steel without pr

. . . . ry . .
Information on medical preparations and pharma(  tifal substancS5rni)t us,ei
Information on substances of animal and human I: not used.
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ENSENT surgical sterile disposable scalpels and blades are supplied sterilized. Radiation
sterilization. During removal from the package it is required to apply aseptic regulations.

Do not use if polluted or if the package is opened or damaged.

10.Package information

Tre individual package is made of PET/AI/PE aluminum composite material with
thickness of 0.08 mm completely prevents from oxygen penetration. VPl paper wrapping
the blade completely prevents from corrosion processes. The package is heat sealed.
Width of individual packaging seam is not less than 1 mm.

Strength (break-off force) of individual packaging seam is not less than 0.4 N.

Yancheng Huida Medical Instruments Co., Ltd. guarantees the applied individual
package complies with the requirements of preservation of the device main parameters,
their sterility in terms of external exposure, transportation and storage. This is certified
bythe report on compliance with 1ISO 11607 standard.

Individual package size

Product name Individual package size, mm
| Single-use surgical sterile stainless or carbon steel 200x35 mm
lancet
Single-use surgical sterile stainless or carbon steel
! g g 90x25 mm
blade
Permissible package dimensions variations +10%.
- group package is made of cardboard and includes | | lancets or [ 10 blades;

- transportation box is made of cardboard and includes 50 group packages, 500 lancets
or 5000 blades.

Il.Complete set

ENSENT surgical sterile disposable blade, stainless or carbon steel

Products in individual packaging [ pc.
Products in multiple packaging [00 pcs.
Accompanying document (in multiple packaging) Ipc.

ENSENT surgical sterile disposable scalpel, stainless or carbon steel

Products in individual packing ~ W Ipc.
Products in multiple packaging ) pcs.
Accompanying document (in multiple packaging) 144t L, pe.

12.Storage and transportation terms
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storage period is 5years. The package ensures sterility preservation during the whole
storage period.

Keep the products in clean, dry and ventilated facilities with humidity not exceeding
8%4 Storage temperature limits are from -5° to+35°C.

Avoid the package' integrity damage, direct sunlight, liquid and high temperature
exposure during transportation. Can be transported by all types of land and air
transport. Transportation temperature limits are from -30° to +45°C.

13.Single-use surgical sterile carbon or stainless steel blades and lancets
package labeling

Metal part of every lancet and blade is provided with the forged number
corresponding to the size.
Onthe metal part of each scalpel and blade made of stainless steel there isa
stamped "H" mark (if necessary).
Toidentify the scalpels and blades made of stainless steel when packaged, each
scalpel and each blade is marked with "SS" on the metal part (if necessary).
Cther labeling is made on the individual package that contains the following
information:
1 Product name;
2 Product size (numeric);
3 Lot (batch) number

LOT
4 Manufacturing date.

5 Date of expiry.

6 Single-use indication.

7. Warning "Do not use with damaged packaging" or a special symbol

8 Words "Sterile"," Non pyrogenic", "Non-toxic";

9 Manufacturer name, country of product origin;
10. Registration certificate number;

11 Sterility information and sterilization method.

Group package has the following inform
1 Product name;
2 Product size (numeric);
3 Lot (batch) number.
LOT

4. Manufacturing date.
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5 Date of expiry,

u
6. Single-use indication,

7. Words "Sterile"," Non pyrogenic”, "Non-toxic";

8 Number of pieces in a package;

9. Information on sterilization method,;

10. Manufacturer name, country of product origin;

11 Name and address of the representative in the Russian Federation;
12 Registration certificate number;

Transport package

Product name;

Product size (numeric);

Number of pieces in a box;

Information on sterility and sterilization method;
Lot (batch) number.

LOT

Manufacturing date,
WT|

o~ Wb

(=2}

7. Date of expiry.

u
Single-use indication.

0o

Manufacturer name, country of product origin;

Name and address of the representative of the Russian Federation;
Registration certificate number;

Box dimensions (length x width x height);

Net weight, gross weight;

14. Transportation and storage requirements (conventional symbols).

BREB®

14.Disposal

Before the use (in case of shelf life expiration or violation of package irrtegrity) ENSENT
surgical sterile disposable scalpels and blades belong to class A - epidemiologically safe
weste, and to be disposed in accordance with SanPin 2.1.7.2790-10.

After the use ENSENT surgical sterile disposable scalpels to class B -
epidemiologically hazardous waste.

1 BENSENT surgical sterile disposable scalpels and bladls”e subject isinfectipn
decontamination.

Choice of disinfection/ decontamination is stipulated by al and/ or

pharmaceutical organizations and is made in course of de* e disposal
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scheme. If the medical and/or pharmaceutical organization has no facility for
disinfection/ decontamination of Class B waste or centralized system of medical waste
disposal approved within the administrative area, Class B waste is to be disinfected by
the officers of this organization in places of their formation using chemical/ physical

methods;

2 BENSENT surgical sterile disposable scalpels and blades are collected into single-use solid
(puncture proof) package (containers) of yellow color or with yellow labeling. The
reservoir should have closely fitting head preventing self-o'pening. Do not transfer Class
Bwaste outside the unit in open reservoirs;

3 During final packaging of Class Bwaste for their removal from the unit (organization)
the single-use reservoirs with Class B waste are marked with inscription waste. class B
with indication of the organization name, unit, date and surname of the person
responsible for collection of waste;

4 (ass B waste from the units in closed single-use reservoirs is placed into containers
ad then it is transferred to waste disposal facility or facility for temporary storage of
medical waste prior to removal by specialized carriers to the place of disinfection/
decontamination. No access for unauthorized persons to the facilities for temporary
storage of medical waste is provided for.

Containers should be made of material resistant to mechanical stress, high and low
temperature exposure, washing and disinfection agents, closed with protective covers,
construction of which should prevent their self-opening;

5 1t is allowed to transfer non-disinfected Class B medical waste packed into special
single-use reservoirs (containers), from remote structural subdivisions (medical units,
offices, medical and obstetrical stations) and other medical aid facilities to the medical
organization for its further disinfection/ decontamination;

G In course of medical waste collection it is forbidden to:

- manually destroy Class Bwaste;

- pour out (load out) non-packaged Class Bwaste from one reservoir to another;

- ram down Class Bwaste;

- carry out any waste operations without gloves or required individual protective

means and clothing;

- use soft single-use package to collect sharp medical instruments and other sharp
objects;

- install single-use and multi-use reservoirs to collect waste at distance less than 1 m

from heating units.
7. If the employee is injured during medical waste disposal with risk of infection (prick, cut with
skin and/or mucosa injury), emergency prevention measures should be applied.

15. Manufacturer's warranty

The manufacturer guarantees proper product quality in case transportation.
storage and operation terms prescribed hereby.

Product warranty period amounts to 5 years from the date
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Notarial Certificate

(2018)Y.C. Z. J. W. Zi.No. 106

Applicant: Yancheng Huida Medical Instruments Co., Ltd., address:

Industrial Concentration District, Xuefli Town, Yandu District, Yancheng

City.
Legal Representative: Li Gang, male, bom on September 21, 1972,
Citizen’s ID Card No.: 320925197209210037.

Notarial Items: Seal, Signature

This is to certify that seal of Yancheng Huida Medical Instruments Co.,

Ltd. affixed to the foregoing document is found to be authentic.

Notary: Guo Miaoxin (seal)

Yancheng Notary Public Office ofYancheng City,
Jiangsu Province (seal)

The People’s Republic of China

December 26, 2018

Y3283350
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Notarial Certificate

(2018) Y. C. Z. J. W. Zi. No. 107

Applicant: Yancheng Huida Medical Instruments Co., Ltd., address:

Industrial Concentration District, Xuefu Town, Yandu District, Yancheng
City.
Legal Representative: Li Gang, male, bom on September 21, 1972

Citizen's ID Card No.: 320925197209210037.

Notarial Items: The version is in conformity with the original.
This is to certify that the English version of the foregoing (2018) Y. C. Z.

J W. Zi. No. 106 Notarial Certificate is in conformity with the original

Chinese version.

Notary: Guo Miaoxin (seal)

Yancheng Notary Public Office of Yancheng City,

Jiangsu Province (seal)
The People’s Republic of China

December 26, 2018

V32833502
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[9] . WWW.ycgzc.cn
: ycgz.egongzheng.cotji

0515-88305700 88305701 88305702
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/Mepeeod ¢ aHanulicKoeo U KUMailcKozo A3bIKOe Ha PyCCKUl A3bIK/

[Opurunan])

HoTapuansHblit aKT

“

Kuraitickan Hapoanas Pecnybnuka
HoTapwanbHan KOHTOpa « AHLYBHY, . AHBYAH NPOBUHLUMK Li3AHCY
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Cranbnenu u Ne3sBua Xupyprudeckue ctepunbHbie
OAHOKpaTHOro npumeHeHns ENSENT

L4

MHCTPYKLMA NO NPUMEHEHUIO

Paspaborunk / Npoussogurens: AHbusH Xyuaa Meaukan Mﬁapymeurc Ko., ira. (Yancheng

Huida Medical Instruments Co., Ltd.)
Industrial Park, Xuefu Town, Yandu District, Yancheng City, Jiangsu Province, P.R.C.

Ten. +86-515-88387981, dparc +86-515-88387982

Agpec mecra npoussoacTsa: AnbuaH Xynaa Meaukan Unctpymente Ko., f/iva. (Yancheng Huida
Medical Instruments Co., Ltd.), (No.2, Kuiyuan Road) Xuefu Town, Yandu District, Yancheng City,

Jiangsu Province, P.R.C.
YNoAHOMOMEHHDIA NpegcTaBuUTeNb Ha Tepputopumn Poccun:

061WecTBO ¢ OrpaHUYENHON OTBETCTBEHHOCTLIO «PADINN (00O «PADIN»)
420108, Pecnybauka TatapcraH, r. KasaHb

yn. M. Ffadypu 2.71, np. 3a. 1
Ten./dakc: (843) 278-23-32

info@rafel.ru

/flevamb: Anvyan Xyuda Meduxan Uncmpymenmc Ko., imd. (Yancheng Huide Medical instruments Co.,
ud)/

/fodnucs/
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Hactoswaa VHCTpyKUumMsa No npMMeHeHUIo pacnpoctpaHsaeTca Ha CKaslbnenu v fie3sBus
XUPYPrmyeckmne cTtepusibHble OOHOKPaTHOro npumMeHeHns ENSENT, BapuaHTbl UCMOTHEHUA:

1. Ckanbnenb XUpYprunyeckui CTEPUNbHbIN O4HOKpaTHOro npumeHeHunA ENSENT,
HepxaBewwas cTtasb, pasmepHblin pag: NelO, Nell, Nel2, Nel3, Nel4, Nel5, Nel5C, Nel6,
Nel8, Nel19, Ne20, Ne21, Ne22, Ne23, Ne24, Ne25, Ne36.

2. Ckanbnenb XUPypruyecknini CTEPUNbHbIN O0QHOKPATHOro npumeHeHnsa ENSENT, yrnepogucTas
CTasb, pasMepHblii pag; NelO, Nell, N°12, Nel3, Nel4, Nel5, Nel5C, Nel6, Nel8, Nel9, Ne20,
Ne21, Ne22, Ne23, Ne24, Ne25, Ne36.

3. lesBne xupypruyeckoe cTepusibHOoe ofHokpaTHoro npumeHeHusa ENSENT, HepxaBetu,as
CTanb, pa3mepHbili pag: NelO, Nell, Nel2, Nel3, Nel4, Nel5, Nel5C, Nel6, Nel8, Nel9, Ne20,
Ne21, Ne22, Ne23, Ne24, Ne25, Ne36.

4. Jle3Bne XxXupypruyeckoe cTepusibHOe OfAHOKpaTHOro npumeHeHusa ENSENT, yrnepogucrtas
cTanb, pasmepHbln pag: NelO, N °Il, Nel2, N913, Nel4, Nel5, Nel5C, N216, N218, N219, N220,
N221, N222, N223, N224, N225, N236.

1. Ha3HayeHue

Ckanbnenu u nesBus xupypruyeckme cTepusibHble OQHOKPATHOro npumMeHeHus ENSENT - aTo

ckanbnenu n  nesBusn Xupypruueckune CTepunbHble O4HOKpaTHOro npUMeHeHUs,

npefHasHauyeHHble A1 paccevyeHuss MATKMX TKaHel U COCYAO0B MPU pPas/INyHbIX XUPYPruyecknx
onepayunsax.

MoTeHuManbHble NOTPEOUTENN - MEAULMHCKNI NepcoHan, Bpaynu-xmpypru.

N3pgenne npefHasHayeHO TONbKO ANA NpoddecCMoHaslbHOT0 UCMNO/Mb30BaHUA B Jie4yebHbIX

yupexaeHunsax.

MokaszaHus K NPUMEHEHWNIO CKanbnenen 1 ne3Buii N3 HepXKaBeloLlei 1 yrnepogucto ctanu:

MpegHa3sHayeHbl ANA pa3pe3aHus TKaHeil npu XUpPypruyeckux onepauumsax U aHaTOMUYECKUX

BCKPbITUSAX.

Mcnonb3oBaTb ckanbnenu u nes3sua W3 yrnepoauctoil crtanu He 6onee 5 MUHYT, nocne 4ero

Heob6X0ANMMO YTWUAM3NPOBaTb AaHHble usgenusa cornacHo CadluH 2.1.7.2790-10 u BCKpbITb

ynakoBKY C HOBbIM M3aennem 13 yrnepoaucTtoin cranu.

NpoTuBONoOKasaHnd

1. N3penue 3anpeweHo NPUMEHATbL A1 pacceyeHUs XpsAlWeihd u paspesaHus KocTein, aAns
npoBefeHNA MUKPOXUPYPrnyeckux paspesoB NoA4 oOnepayuoHHbIM MUKPOCKOMNOM U
onepauuii Ha opraHax 3peHus.

2. Ckanbnenu u nes3Buss U3 YrnepoagucToil cTanm He MNPUMEHATb MNpU KapAMOIO0ornvyeckux,
oPTanbMOIOTUYECKUX, HEWPOXUPYPIMYECKUX W APYrMxX BUAOB onepauuin, npu KOTOpbIX
Hanuyne cnefoB KOPPO3UW Ha /1€3BUM MOXET MNPUYUHUTb Bpes XWU3HW WUAN 300POBbIO
nawuuMeHTOB.

/MevyaTb: AHbY3IH Xyupga Mepukan WHcTpymenTe Ko.,, NTpa. (Yoncheng Huida Medical
Instruments Co., Ltd.)/

/IMopgnuce/
BO3MO>XHbIe OCNOXXHEHMA U NOBOYHbIE 3heKTbI
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MUVWKPOHEPOBHOCTM KPOMKM /1e3BUA MPU paccevyeHun MArkMx TKaHeil MoryT cnocob6cTBoBaTh
obpa3oBaHU0 Ha KpasX paHbl MUKPOJIOCKYTOB U MUKPOHAAPbLIBOB, NPUBOAALMUX K HATHOEHUIO
paHbl 1 06pa3oBaHunio TpybbIX pyobLOB.

2. Mepbl NpefoCcToOpPoXKHOCTU

Ons  KpenneHus W nNocCneaylwWero CHATUS XUPYPruyeckoro nes3Buss C pydku-gepxartens
HEeo6X0ANMO WCMOMb30BaTb NUHLET. MPosBNAiTE OCTOPOXHOCTL NPU paGoTe C MHCTPYMEHTOM,
n3beraiiTe KOHTaKTa C pexylieidi NOBepxXHOCTblO /fe3Bus. He cnegyeT pes3aTb J/1e3BUEM
ckanbnesns, HanpaB/ieHHbLIM KBepXy, Kpome Tex c/iyyaeB, Korga paspe3 BegeTcsl Mo 30HAY.
3anpeuiaetcs nNbiTaTbCA M3MEHWUTb (QOPMY /NEe3BMA WM 3aTounTb ero. 3anpeljaeTcss KnacTb
MCNOMb30BaHHbIA MHCTPYMEHT K CTEPUSIBHOMY U Hao60poT.

3. 3Kcnyartauus nesBuii

1. BblbepeTe Heob6xoAMMbIA pa3mep nespus/ckanbnens.

MpeaBaputenbHo yb6eauBWNCL B LEAOCTHOCTM TPYNNoOBON ynakOBKW, WU3BAEKUTE
nessue/ckanbnens B WHAWBUAYANbHONW ynakoBke. Y6eauTecb B LEIOCTHOCTM
WHOAWBUAYANbHON yMNakoBKU. Y6eautecb B TOM, 4YTO CPOK TOAHOCTM HE UCTEK.
Wcnonb3oBaTb NPOAYKUUIO C HAPYLWEHHOW WHAUBUAYANbHON yNnakoBKONW WUAW UCTEKLWUM
CPOKOM FOAHOCTW 3anpeLyeHo.

3. BckpolitTe wuHaMBMAyanbHy YynakoBKY W W3BNeKuTe nesBue/ckanbnenb, cobnwgas
npaBuna acenTuku.

4. TMpucoeauHnTe CTEpPUNbHOE JIe3BME K CTEPU/IBHOW py4YKe CKanbnens yepes cneumasnbHoe
KpenexHoe OTBEpCTUE fie3Bus.

5. Mo okoHYaHu paboTbl CHUMWUTE JNe3BUe C Ppydkum ckanbnens. Cobnwopgaite
OCTOPOXHOCTb, U3beraiite TpaBmaTm3ma.

6. locne wncnonb3oBaHWA YTUAU3UPYIiTE Ne3Bue B COOTBETCTBUM C WUHCTPYKUMEWN,
YyTBEPXAEHHO pykoBOAMTE/NleM OpraHusauun, OCYULecTBAAKLWEA MeAULUHCKYI
pesatenbHocTb. WHCTpykuua onpegenseT OTBETCTBEHHbIX COTPYAHUKOB UM npoueaypy
obpalieHnss ¢ MEAULUHCKUMK OTX0A4aMWU B @aHHON opraHusauuu.

4, 2JKcnyatauusi ckanbnenen

1. BblbepeTe He0H6X0AUMbIN pa3mep cKanbnesns.
MpenBapuTenbHO yb6eaMBWNCL B LENOCTHOCTM T[PYNMOBOW YyNakOBKW, W3BEKUTE
ckanbnenb B MHAMBUAYANbHON ynakoBke. Y6eauTecb B LLe/IOCTHOCTM WHAWMBUAYANbHON
ynakoBKW. Yb6eantecb B TOM, YTO CPOK FOAHOCTU He UCTeK. Vicnonb3oBaTb NPOAYKUUIO C
HapyweHHOlW UWHAMBUAYANbHOW YynakoBKOW WAM  UCTEKWWUM ”"CPOKOM TOAHOCTHU
3anpeLeHo.

3. BckpoiiTe nHAMBMAYyasNbHYH YyNakoOBKY W W3BMEKUTEe cKanbnenb, cobnwopas npasuna
acenTuku.

4. CHuMWTe 3aluTHbIN Konnadyok. Ckanbnenb roTOB K MCNONb30BaHUIO.

5. MNMocne wucnonb3oBaHWA YTUAM3UPYWTE cKanbnesab B COOTBETCTBUM C WHCTpyKuuel,

YyTBEPXAEHHO pykoBoauTenem opraHusauunu,  ocylecTBafOLWER MeAULNHCKYIO

pesatenbHOCTb. WHCTpykuma onpepensieT OTBETCTBEHHbIX COTPYAHMKOB U n'|)ouenypy

obpalleHns ¢ MeEAULUHCKUMWU OTX0AaMW B AHHOW opraHusauuu.
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5. dopma (pasmep) Ne3BUin XMPYpPrmyeckmnx

-ne3Bue MMeeT yncsioBoe, 6YKBEHHO-UYNC/IOBOE WU BYKBEHHOE 0603HAYEHUE;
- pasmep v chopma N1e3BUIN XUPYPTMUYECKMX COOTBETCTBYIOT U3AENUAM, U3TOTOBJ/IEHHLIM KakK U3
HepXaBeloLeil, Tak U3 yrnepoancToin ctanu.

- hopma XMpypruyeckux ne3suii B 3aBucMmMocTu oT padmepa (Homepa):
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5.1. FabapuTHble pasmMepbl U Macca Nne3Buii

Pa3wvep nessus,

Ne 1o . 1 13 14 15 15C 16
Macca, 1 0,60 0,45 0,40 0,57 0,64 0,45 0,37 0,64
Anvka, M (L) 43+1,25 LaFRnn 28+1-25 47+1.25 45t],25 4141,25 35+1,25 4G+
WupuHa, mm (B) 5 6,5 ) 6,5 7 4 6,3 6,5
Tonuw,nHa, Mm 0,40*°"

Pa3mepNJ:e3Bm|, 18 19 20 21 22 23 24 25 36
Macca, r 0,81 088 0,79 0,81 1,19 0,79 Lot 0,73 .
AnvHa, mm (L) 53**'n  B1¥FA ABR¥RA - B4 BN 5915 515 56**'n 48 §1,5F%A
WwnpuHa, mm (B) 9,5 ) 9 - 11,5 1o - 9 9

Tonuw,nHa, Mm 0,40%°"

MorpewHocTb B MU3MepeHun maccol +0,6 T.

MorpewHocTb B U3BMEPEHUN WNPUHbI £2 MM.

Ne3Bns UCNOMb3YOTCSA C TUNOBLIMU PYyYKaAMU.
Ta6nuua cooTBETCTBUS pasMepoB /1e3BUIl HOMepaM pPYYKU ckanbnens

Pasmep nes3Bus Homep pyukun ckanbnens
JlesBne xupyprmyeckoe CTepusibHoOe 04HOKpPaTHOro
NPUMEHEHNS 13 HEPXaABEKLWEN MW YyrNepoancTomn 3 (Manas npucoeanHnTEeNbHAA XapakTepucTuka)
ctann (pasmepbl Ne10,11,12,13,14,15,150,16)
Jle3Bme xupyprmyeckoe cTtepusibHoe O04HOKpaTHOro
NPUMEHEHNS U3 HEPXABEKLWEN WUIN YyrNepoancTomn
ctann (pasmepbl Nel8,19,20,21,22,23,24,25,36)

4(6onblWwas npucoeanHnTebHas
XapakTepucTuka)

6. ®dopma (pa3mep) cKasibNenen XUpypruueckmx

- cKkanbnenb UMeeT Ync/ioBoe, BYKBEHHO-UMCNOBOE UM BYKBEHHOe 0603HauYeHue;

- pasmep U4 chopMa ckanbnenein XMpypruiyecknx COOTBETCTBYIOT M3Ae/IUSAM U3TOTOB/IEHHbLIM Kak
13 HepXxaBell,ei, Tak U3 yrnepoaucToii ctanu;

- PYYKkM y Bcex ckanbnesneil MMewT OAWHAKOBYH opMy, HO oOT/MyaloTcsa Mo napameTpam

npucoeaAnHUTENbHON YacTh U rabapuTHbIM pasMepam.
- hopma XUpypruyeckux nes3suii B 3aBUCUMOCTU OT pasmepa (Homepa):
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6.1. FabapuTHble pbl ndcca ck nei
Paswmep
13 14 15 15C 16
ckanbnens,Ne
Macca*, r 5,27 5,24 5,02 5,30 5,34 5,14 5,04 5,47
[nvHa, Mm 14l 1415 3554 1445 1425~  138,5° 1325 1435
12,9+09
WnpuHa, mm
TonwuHa, Mm 4,0-°®
Pasmiep 18 19 o . . 23 24 25 36
ckanbnens,Ne
Macca*, r 5,82 5,82 5,70 5,78 6,14 5,79 6,03 5,64 5.2
AnvHa, mm 151¢ 149,5¢ 145 152,8¢ 157,5¢ 149« 154 146" 160¢
WvpuHa, Mmm 12,9 *°
TonwuHa, Mm 4.0 ®

* - Macca ckanbnenei 6es 3allMTHOTO Konayka
MorpewHoOCTb B U3MEepPeHnUn macchbl +1 1.

- Ckanbnenb XMpyprunyeckunii cCTepusibHblil 0OAHOKPATHOTO NMPUMEHEHNSA COCTOUT U3:

1) MnacTukoBas pyyka. Pyuyku ckanbnens BbIMOJIHEHbI C YY4ETOM BCEX TPEOGOBAHWIA 3PTOHOMUKM.
B npouecce Mcnosb30BaHWSA CKanbhenb SABASAETCA HEMNOCPEeACTBEHHbIM MNPOLOXEHUEM PYKU
Xupypra u obecneumBaeT TOYHYK peanusauul 3anaHUpoBaHHOro paspesa. Llleika pyukn
nMeeT pebpuUCTyld MNOBEPXHOCTb. Ha NOBEPXHOCTb pPyykM MOXET OblTb HaHeceHa
n3meputenbHas nuHelika.

2) Nle3Bue XMpypruyeckoe CTepu/IbHOE OAHOKPATHOrO MPUMEHEHUS W3 HepxaBewweh umm
yrnepoaucToii.

Nle3Bue HagexHo hukcnpyeTcs Ha CBOEM NMOCaJOYHOM MecTe.

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



3) CbeMHbI 3aWUTHbIA NAAcCTUKOBBLIA kKonnavyok. OH npegHas3HavyeH Ansa sawutbl pabouyeli

yacTu (nesBua) ckanbnens U npeaoTBpalleHMs MeAULUHCKOTo nepcoHasna OT BO3MOXHOTO

nonydyeHna TpaBM npu n3pnevyeHunn n3pnenna. BHyTpu Kosnnayka Haxogutca noJsiocka
aHTI/IKOppOBI/IOHHOI7I 6ymarm, NMOJZTHOCTbKO  UCKNKWYawWwada BO3HUKHOBEHME KOPPO3MOHHbIX
npoueccos

7. TexHunyeckme TpeboBaHUS N XapaKTePUCTUKN

3HaueHune
0,05 - 0,63 MKMm

TpeboBaHue

MapameTp WepoxoBaToCcTu
nes3Bus n pexyuwei Kpomkn Ra
TBepaocTb -TBeppocTb yrnepoaucToin ctanu 50-65 HRC
-TBepaocTb HepxaBetowein ctann 51-58 HRC
WnpnHa pexyuieir KpoMKM He 6onee 3 MKm
oT 18° fo :: °
OT1+10°Cpo +35°C.

Nle3zgne ckanobnensa HagexHo 3akpenneHo Ha Na1acTUKOBO

Yron 3aTtouku

Pexumbl akcnnyartayum
MpoyHOCTL coeanHeHus
COCTaBHbIX yacTten pyyke v rapaHTUPOBAHO BblAepXMUBaeT npuiaraemoe
pactarvBawuee ycuave B NPpoAOSIbHOM HanpaB/ieHuu,
6onee 20 H

Nle3Bue nveeTt ABYXCTOPOHHIOK 3aTOUKY.

OcTpoTa (yron 3aTo4ku U KauyecTBO MOJIMPOBKU) pexylyei

BHewHWi Bupg,

KPpOMKN cTabusbHa No BCEW ANINHE
-cTepuansayns raMMa-u3niyyeHuem.

8. WHopmauusi o NpMMEHNMbIX MaTepuanax

N3penne Martepunan
Ckanbnenb XMpypruvyeckuii CTepusbHbIii Ne3sBune:
OAHOKpPAaTHOIo npnMeHeHunsa, HepxXxaBeruwas | ) HepxaBewLwas cTa/ib Mapku 4Cr13,

CTasb, pasmepHbIin pAa; NelO, Nell, Nel2, Nel3,
Nel4, Nel5, Nel5C, Nel6, Nel8, Nel9, Ne20, Ne21,
Ne22, Ne23, Ne24, Ne25, Ne36

Ckanbnenb XUPYpruyeckuii CTEPUbHLIN
0HOKpPaTHOro NPUMEHEHUS, yrnepoguctas crasb,
pasmepHblit psag; Nel0, Nell, Nel2, Nel3, Nel4,
Nel5, Nel5C, Nel6, Nel8, Nel9, Ne20, Ne21, Ne22,
Ne23, Ne24, Ne25, Ne36
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XUMWYECKNIA cocTaB CTaslu:

C 0.35-0.45; Si: 0.6; Mn: <0.6; P. <0.035 S <0.030
Cr: 12.0-14.0

nnm

2) HepxaBetoLas cTaslb
XUMWUYECKMNIA cocTaB CTasu:
C: 0.60-0.67; Si: 0.6; Mn: <0.6; P. <0.035 S <0.030
Cr: 12.0-14.0 Ni: 0.18-0.20

MnacTtukoBas pyyka - MegunuymHcknin ABC-nnacTtuk
(ABS 275)

NesBue:

1) yrnepoguctas cta/lb Mapkm T10, XMMMWUYECKWi
COCTaB CTaslu:

C 0.95-1.04; Sii 0.15-0.35; Mn:
<0.035 S: <0.030 Cr: <0.25 Ni: <0.20
nnu

. ) yrnepoguctas crtasib Mapkm SKi, XMMuyeckuii

MapKu 6Cri3,

0.15-0.35; P



CbEeMHbIN 3aLUTHBIA NAACTUKOBbIA KOMNa4vokK C
MoJI0CKOI aHTUKOPPO3MOHHOI Bymarun gns
ckanbnenei

JlesBue xmpypruyeckoe crepusibHoe
OAHOKpaTHOro NMPUMEHEHUS, HepXaBetowasi
CTasnib, pasmepHbiii pag; NelO, Nell, Nel2, Nel3,
Nel4, Nel5, Nel5C, Nel6, Nel8, Nel9, Ne20, Ne21,
Ne22, Ne23, No24, Ne25, Ne36

JlesBue xupyprmyeckoe ctepusibHoe
OAHOKpPaTHOro NPUMEHEHUS, yriaepogucTas cTasib,
pasmepHbii pag: NelO, Nell, Nel2, Nel3, Nel4,
Nel15, Nel15C, Nel6, Nel8, Nel9, Ne20, Ne21, Ne22,
Ne23, Ne24, Ne25, Ne36

VHanBmnAayanbHaa ynakoBka Ans ckanbnenei uim
ne3Bui

Tabnuua aHanoroB Mapok YyrnepoaucTom
cTaHgapTamu
CrtpaHa Poccus AnoHwna
CraHpapTt rocrt Js
Mapka ctanm Y10,Y10A SK3,SK4
Tabnuua aHasnoroB Mapok HepXxaBetLlwen
cTaHgapTamu
CrtpaHa Poccus AnoHuA
CraHgapt roCT JSs
40X13 SUS420J2
Mapka ctanu
65X13 AUS;

cocTaB CTanu:
C. 0.90-1.00; Si: <0.35; Mn: <0.50; P. <0.030 S
<0.030 Cr: <0.20 Ni: <0.20

MnactukoBas pydka - MeguumHckuii ABC-nnacTuk
(ABS 275)

Mnactuk (LDPEQ281); aHTUKOPPO3MOHHasa OGymara
(N0.3)

>

1) HepxaBetowas cTasib
XWMUYECKNI COCTaB CTanu:
C. 0.35-0.45; Si: 0.6; Mn: <0.6; P: <0.035 S <0.030
Cr: 12.0-14.0

2) HepxaBetow,as cTanb
XUMUYECKNI COCTaB CTauu:
C. 0.60-0.67; Si: 0.6; Mn: <0.6; P: <0.035 S; <0.030
Cr: 12.0-14.0 Ni: 0.18-0.20

1) yrnepoguctaa cTtasib Mapku T10, Xumu4yeckui
coCTaB CTa/u:

C 0.95-1.04; Sii 0.15-0.35; Mn:
<0.035 S: <0.030 Cr: <0.25 Ni: <0.20
. ) yrnepoguctas ctasib Mapkm SKi, XMMUYECKUNA
cocTaB CTauu:

C 0.90-1.00; Si; <0.35; Mn: <0.50; P. <0.030 S
<0.030 Cr: <0.20 Ni: <0.20
aNtoMNHNEBbIN KOMMNO3UTHbIN
PET/AL/PE (8011/0)

Mapku 4Cr13,

MapKu 6Cri3,

0.15-0.35; P.

Mmartepunan

CTaAim B COOTBETCTBMUM C HaUUOHA/IbHbIMU
Kutaii EBpocoto3 CLIA
GB EN -
G51320,
T10 CT105 T72301,
W1-9
cTanMm B COOTBETCTBUM C HaLMOHaIbHbIMMU
Kutaii EBpocoto3 CLWA
GB EN AlS|
14031, -
1.4034,
4Cr13 X39CrI1s, 420
X40Cris,
X41Cris
6Cri3 1.4037 440a

Ne3Bna n ckanbnenn uns yrnepo,qMCToﬁ ctanun 6es 3allNTHOTO MOKPbITUA.

CBefleHNs 0 NeKapCTBEHHbIX BEWEeCcTBax M hapMaLeBTUUYeCKUX Cy6CTaHLUSIX: HE UCNOMb3YIOTCS.

CBe,quVIFI O BewecTBax XMBOTHOTO N 4YyeynnoBe4YeCKOro nponcxoxgeHmnd: He NCNnoJib3yrTCA.
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9. WHpopmMaumsa o cTepunmsaumm

Ckanbnenu w” ne3BUA, XUPYpruyeckne CcTepusibHble OOHOKpaTHOro npumeHeHua ENSENT
noctaBnawTCcAa B cTepunbHOM Buge. Ctepunmsaumsa - paguauunein. Bo Bpema n3BnevyeHUs wus
ynakoBkM M NpM  UCNONb30BaHUM Heob6XoA4UMMO MPMMEHATb npaBuia acentukn. He

ncnonb3oBaTtb Npu 3arpa3HeHnnn nanm B ciiydyae eC/in ynakoBKa BCKPpbiTa W/IM NMoBpeXageHa.

%

10. Hbopmaumsa o6 ynakoBke

MHaguBugyanbHas ynakoBka W3roToB/ieHa W3 aJIlOMUHMEBOrNO0 KOMMO3WTHOTO Martepuana
PET/A1/PE - TtonwuHoli 0,08 MM, NONIHOCTbI nNpefaoTBpawaeT MPOHWKHOBEHME KuUcnopopaa.
AHTUKOPPO3UOHHaa 6ymara, ob6epTbiBalowWwasa se3Bne, NOSIHOCTbLIO UCKIKOYaeT BO3HUKHOBEHUE
KOPPO3MOHHbIX MPOLECCOB. YNakoBKa 3aneyaraHa nyteM TEPMOCK/IenBaHunA.

WnpnHa wBa MHAMBUAYANbHON yNnakoBKN - He MeHee 1 MM.

MpoyHOCTb WBa (ycunve Ha OTpbIB) UHAUBUAYANTbHON yNnakoBKM - He meHee 0,4H.

Pasmep MHAMBUAYANIbHON YNakKoBKU

Pasmep nHgnsugyanbHom
Ne n.n. HanmeHoBaHue nsgenva

yrnakoBKU, MM
Ckanbnesnb XMpypruyecknini CTepubHbIN 0AHOKPATHOIO
NPMMEHEHNS U3 HEPXaBEKLWEH UNn yrnepogncton ctanm
JNle3Bune xnpyprnyeckoe ctepusibHoe o04HOKpPaTHOro

NMPUMEHEHUs] U3 HepXaBewL e unn yrnepogucToli ctanm

200x35 mm

2 90x25 Mm

- TpynnoBasi ynakoBka M3roToB/ieHa M3 KapToHa W BkA4yaeT B cebs 10 ckanbneneit unm 100
nes3Bun;
- TpaHCcMnopTHasi Kopo6Ka M3roTOB/IEHA M3 KapToHa M BKAw4yaeT B cebst 50 rpynnoBbiX YyNaKoBOK,

500 ckanbnenenn nnm 5000 nes3Bwuii.

11. KOMMN/IEKTHOCTb

Jle3Bue xmpypruyeckoe ctepusibHoe oAHOKpaTHOro npumeHeHnsa ENSENT, Hepxadetowaa nau
yrnepogucrtas crasb
N3pgenunin B nHonemnayanbHoOW ynakoBke

N3gennii B rpynnoBOi ynakoBke

JKcnayaTauMoHHbIA AOKYMEHT (B rPyNnnOBOMA ynakoBKe)

Ckanbnesib XMpypruyeckuin cTepunbHblii ogHOKpaTHOro npuMmeHeHus ENSENT, HeffkaBetowas
naun yrnepogucrtas crasb
N3penuii B uHAMBMAYyanbHOW ynakoBke

M3pgennii B rpynnoBoil ynakoBke
kcnayaTaynoHHbIA 4OKYMEHT (MHCTPYKLUA NO MPUMEHEHUIO) B rPyNnoBOl

ynakoBke
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12. CpoOKU U yCroBUA XPaHEHUSA N TPAHCTOPTUPOBKU

Cpok XxpaHeHus - 5 neT. Ha npoTsXeHUW YCTAHOBJ/IEHHOrO CpPOKa XpaHeHWs ynakoBka
obecneymBaeT coxpaHeHne CTEPUNBHOCTU.

XpaHuTb MNPOAYKUWIO B YUCTbIX, CYXUX W MPOBETPUBAEMbIX MOMELWEHNAX C BJ/IAXHOCTbIO He
6onee 80%. Alnana3oH fONYyCTMMbIX TeMNepaTyp Npu XxpaHeHuun - ot -5° go +35°C.

Bo Bpemsa TpaHCNOPTUPOBKKN criefyeT u3beraTtb HapylwWeHUsa LenoCTHOCTU ynakoBKU, nonagaHus
NPSAMbIX COJ/IHEYHbIX Ny4yei, BAarn M BO3AEWCTBUA BbICOKOW TemnepaTypbl. TpaHCNOPTUPOBKa
onyckaeTca BCeMM BuAamMu Ha3leMHOro M BO3AYLWHOro TpaHcnopTa. [Auana3oH [OnycTUMbIX
TeMnepaTtyp npu TpaHcnopTupoBke - oT -30° go +45°C.

13. MapKMpoBKa YNaKOBKN /I€3BUI U CKasTbMNesieil XMPYPruyecknux cTepusibHbIX
O[HOKPAaTHOro NPUMEHEHUSI U3 YINEPOANCTON NN HEPXKABEIOLLEN CTa/N

Ha meTanniMueckyro 4acTb Ka>KAOro CKasibnens u nesBus HaHeceH HOMep, COOTBETCTBYHOLLWIA
pasmepy MeTo40M LUTaMMOBKMW.

Ha meTansimueckyro yacTb KadKAO0ro ckasibnesns v ne3Bus U3 Hep>KaBeroLLe cTasiu HaHeceHa
MapkKupoBka "H" meTogom wTamnoBku (Npy HEOOXOAUMOCTN).

Ana naeHTuduKaumm ckasbnesneni v Ne3Bmin N3 HepPXKaBeloLLEeN CTan NpU YNakoBbIBaHUU, Ha
METa/I/INYECKYID 4YacTb KadKAoro ckasbnens u ne3Busi HaHeceHa MapkumpoBka "'SS" (npwu
HeobxoaNnMOoCTH).

OcTta/ibHasds MapKUpOBKA HaHeCeHa Ha WHOMBUAYas/IbHYHO YMNakKOBKYy, KOTOpas COL4EpP>XUT
cnenyroLyro nHhpopmaymto:

1. HawumeHoBaHWe uspenus,

2. Pasmep usgenua (4ncnosoi);

3. Howmep nota (naptum).

LOT
4. JaTta npou3BoAcCTBa.
WL

5. [daTta ucteyeHUsa cpoka rogHocCTu.

s . WHpopmauus o6 o4HOpPa3o0BOM MCMNOSIb30BAHUMN.

7. Hagnucb "He ncnonb3oBaTb NpuM NOBPEXAEHHOW ynakoBKe" WM CUMBOJI

s . Hapgnwucb "CtepunbHo", "AnnporeHHo", "HeTokcn4yHo";

9. HawunmeHoBaHWe NpPoOU3BOAUTENSA, CTpaHA MPOUCXOXAEHNA TOBapa,
10. Homep perucTtpayuoHHOro yaAOCTOBEpPEHUS;

11. WHdopmaumsa o CTEPUNBbHOCTM U MeToAe CTepunnsauynm.

pynnoBas yrnakoBKa COAEPXKUT CreayoLLyto MHOPMAaLNIO:
1. HavmeHoBaHue nsgenus;

2. Pasmep nsgenusa (uncnosoit);

3. Howmep nota (naptun).
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LOT

4. [Oata npou3BOACTBaA,
Iwf]

5. [data ucteyeHunsa cpoka rogHocTu,

7

s . WHpopmauma o6 ogHOpPa30BOM WCMNOMb30BAHUN.

7. Hapnucb "CTtepusibHO", "ANUpPOreHHo", "HeToOKCMYHO";

s . KonnyecTBo WTYK B ynakoBKe;

9. WHdopmauyua o cnocobe cTepunnsanunm;

10. HaumeHoBaHue 1 agpec NPoOU3BOANTENSA, CTPaHA NPOUCXOXAEHUSA ToBapa;
11. HammeHoBaHUe U agpec npegcraBsuTens Ha tepputopuun Po;

12. Homep perucTpauMoHHOIo y40CTOBEPEHUS;

TpaHcnopTHaa ynakoBka

1. HawumeHoBaHue usgenus;

2. Pasmep usgenus (Y1CnoBoii);
KonnyecTBO WTYK B KOPOOKe;
MHpopmauymsa o cnocobe ctepuninsaynu;
Homep nota (naptun).

LOT

s . Jarta npou3BOACTBA,

IWT|

7. [daTta ncteyeHMsa cpoka rogHocCTH,

s . VHopmayns 06 oA4HOPa30BOM MCNO/Ib30BAHUMN.

9. HawumeHoBaHVe K agpec NPoM3BOAUTENSA, CTpaHa NPOUCXOXAEHUSA TOBapa;
10. HaumeHoBaHWe n agpec npeAcTtaBuTenia Ha TeppuTopumn Pd;

11. Homep perncrtpauMoHHOIoO yaAOCTOBEpPEHUS,

12. Pasmepbl KOpo6KKN (ANMHA X WWMPUHA X BbiCOTA);

13. Bec HeTTO, Bec 6pyTTO;

14. TpeboBaHMA NO TPAHCNOPTUPOBKE N XpaHeHW (yc/roBHble 0603HaYeHUs).

14.YTnnnsauunda

Lo npumeHeHuna (B criyyae UCTeYEHUS cpoka FOAHOCTU WM HapyleHUs LEesIoOCTHOCTU yNnakKoBKKN)
Ckanbnenu wn ne3BUsa XUpypruyeckme CcTepusibHble OAHOKpaTHOro npumeHeHusa ENSENT
OTHOCATCA K Knaccy A - anuaemuoniornyeckm 6esonacHble OTXO0A4bl, YTUAU3UPYIOTCA B
cooTtBeTcTBUN Cc CaHluH 2.1.7.2790-10.

Mocne npumeHeHns Ckanbnenn wn e3BUA XUPYpPruyeckne CcTepusibHble OLHOKPATHOrOo

npuMmeHeHna ENSENT oTHocATcA K knaccy b - anugemMunonormyeckn onacHble OTXoAbl.
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1. Ckanbnenn u ne3Busa XUpypruyeckne cTepusibHble OAHOKpaATHOro npumeHeHus ENSENT
nognexart ob6s3aTtenibHOMY o6e33apaxumBaHuio (ge3nHgekymnmn)/obes3BpexnBaHuio.
)

Bbi6op meTona  o6e33apaxuBaHua/ob6e3BpexumBaHus onpegensietcs BO3MOXHOCTAMMU
opraHusauuun, ocywiecTBngawwWwen MeguuuHCKY u/vnm dapmaleBTUYECKYy AeATeNIbHOCTb, U
BbINOJIHAETCA Npu paspaboTke cXxembl ob6paleHns ¢ MegULNHCKUMN OTXOA4aMu.
B cnyvae OTCYTCTBUA B opraHusauuu, ocyllecTBASAOLWER MeAUNLNHCKYI0 n/ivnu
hapmaLeBTUYECKY0 AeATeNbHOCTb, yyacTka No o6e33apaxmnBaHnio/obe3BpexnBaHnio 0TX040B
knacca b wAuM UeHTpanu3oBaHHON cucTeMbl 06e3BpeXuBaHUA MeaULUHCKUX OTX0A40B,
NPUHATON Ha aAMWHUCTPATUBHOWN TeppuTtopuu, OTXoAbl knacca b o6e33apaxuBarTcs
nepcoHanoM AaHHOW opraHmM3auMum B MecTax UX 06pa3oBaHUSA XUMUUYeCKUMU/DU3nYecKuMu
MeTohamu;
2. Ckanbnenn w”n nes3Bus XuUpypruyeckme cTepusibHble OfHOKpPaTHOro npumeHeHua ENSENT
cobupatTca B 0gHOpPa30BYyl TBepAykw (HenpokanbiBaemMmyk) ynakoBKy (KOHTEWHEpPbl) XenTtoro
uBeta WAM UMerLWmne XesTyl MapkupoBKy. EMKOCTb AO/HKHA MMETb MNJIOTHO MNPU/IeramwLyo
KPbIWKY, MWCKAOYaLWYyw BO3MOXHOCTb CaMOMPOU3BONILHOTO BCKpbITUA. [lepemelweHne
0TX0A40B Knacca b 3a npegenamun nogpasfeneHuss B OTKPbITbIX EMKOCTAX He OOMNyCKaeTcs;
3. MNpn oKOHYaTeNnbHOW ynakoBKe OTXOAOB knacca b Ansa ypaneHusa ux u3 nogpasfeneHus
(opraHnsaumun) opHoOpasoBble €MKOCTM € OTxoAaMu kKnacca b mapkupyloTca HaAnucbio
"OTxoabl. Knacc B" ¢ HaHeceHMeM Has3BaHWUA opraHu3auun, nogpasgeneHus, gatbl U damuanm
OTBETCTBEHHOrO 3a C60p OTXOAO0B NMLA;
4. MeguuunHckue oTxoAbl knacca b u3 nogpasfeneHuin B 3aKpblTbiIX O0AHOPa30BblX €MKOCTAX
nomMeuw,alT B KOHTENHEPbl U 3aTeM B HUX NepeMeLllalT Ha y4acTOK Mo ob6paleHunio ¢ oTxogamu
Win TmoMelweHne A9 BPEMEHHOIo0 XpaHeHWAa MefMLUMHCKUX OTXO0A4O0B A0 noc/efyloliero
BblBO3a TpaHcnopToMm cneumanm3npoBaHHbIX opraHusaumnii K MecTy
ob6e33apaxuBaHusa/obesBpexmBaHua. [LocTyn NOCTOPOHHUX /UL, B NMOMELLEeHUS BPEMEHHOrO0
XpaHeHns MefULUNHCKMX OTXOA0B 3anpelwaeTcs.
KoHTelHepbl A0/KHbI ObiTb W3rOTOB/IEHbI U3 MaTepuasioB, YCTOWUYMBBLIX K MeXaHW4YeCKoMmy
BO34eliCTBMIO, BO3AENCTBUIO BbICOKAX WU HU3KUX TemnepaTyp, MOKLWUX N AE3UHDULAPYIOLLLUNX
CpeAcTB, 3akpbiBaTbCA KpblWKaMu, KOHCTPYKLUMA KOTOPbIX He [AOJIXHa ponyckatb UX
CaMONpPON3BO/ILHOIO OTKPbIBAHUA;
5. flonyckaeTca nepemeleHne HeobBe33apaXeHHbIX MeAULWHCKUX OTXoAoB Knacca b,
ynakoBaHHbIX B cheunanbHble OAHOpPa30Bble €EMKOCTU (KOHTelHepbl), U3 YyAa/eHHbIX
CTPYKTYPHbIX nNoApa3feneHuin (3g4paBnyHKTbl, KabuHeTbl, denbAlepcKo-aKyllepckme NYHKTbl) U
il X MeCT oOKa3aHuMa MeAWLWHCKONW nomowy B MeAWLMHCKYK opraHusauuw gns

eyeHUs uUx nocnepgytuiero obessapaxmpaHus/o6e3BpexmBaHnsg;

n céope MeAULUHCKUX OTXOA0B 3anpeliaeTcs;
- BPYYHYlO pa3spywatb 0oTXoAbl KnaccoB b;
- nepecbinatb (neperpyxaTb) HeynakoBaHHble OTXOAbl KkKnaccoB b u3 ogHOW eMKOCTU B
APYyryto;
- yTpam6oBbiBaTb 0TX04bl knacca b;
- ocywecTBnATb nb6ble onepauuMnm c oTxogamy 6e3 nepyaTtok WAM HEOOXOAUMbIX CPefcTB
WHAMBUAYANbHOW 3alnTbl U cneuoaexabl;
- ncnonb3oBaTb MATKYH O0O4HOPAa30BYKW YynakoBKy pAns cbopa OCTpOro MeAULMHCKOro
WHCTPYMEHTAPUNSA N UHbIX OCTPbLIX NPeAMETOB;
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- ycTaHaB/MBaTb 04HOPa30Bble Y MHOTOPa3oBblie eMKOCTU Ansl c6opa OTXOA0B Ha paccTosHUU
MeHee : M OT HarpeBaTeflbHbIX NPUGOpPOB.
7. B cnyyae nosnyyeHuss pa6oTHUKOM nNpu ob6pauieHun ¢ MegUULUHCKMMMKU OoTXoAamu TpaBMbl,

NMoTeHUManbHO OMacHoil B nnaHe MHUUMPOBAHUA (YKON, Nope3 C HapyweHWeM LesIoCTHOCTU
KOXHbIX  MOKPOBOB  W/MAW  CAU3UCTbIX), HEOOXOAMMO  NPUHATb  Mepbl  3KCTPEHHOI

npocnnakTnku.

15. lapaHTUAa npownsBoauTend

MpousBoanTeNb rapaHTUpyeT COOTBETCTBME KauyecTBa uW3fgenwii npu co6nlaeHun npaBun
TpaHCNOPTUPOBAHUSA, XpaHeHWs W YCNOBUIA  3KcnayaTauuu, YCTAHOBJ/IEHHBIX HaCTOSAWUM
TeXHWYECKUM LOKYMEHTOM.

FapaHTUitHbI CPOK TOAHOCTW U3aenunit - 5 et c gaTbl U3rOTOB/IEHUS.
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(2018)Y. C. Z. J.W. Zi. Ne106

3asasutenib: AHbY3H Xynaa Meaukan WVHcTpymeHTe Ko., Jita. (Yancheng Huida Medical
Instruments Co., Ltd.), agpec: Industrial Concentration District, Xuefu Town, AHbAy,
AHBY3H.

OdmumanbHbii npeactasutens: Jin Madr (Li Gang), Myx., poawnca 21 ceHTabps 1972
roga, Homep MAeHTUIUKALMOHHOM KapTbl rpaxaaHmHa: 320925197209210037.

[ns HoTapuasibHOro 3acBUAETENbCTBOBAHMS MCNO/b3YHOTCA: Neyatb, NOANUCH

Hactoswum noaTBepXgaercd, 4TOo nedyaTb KomnaHuM HAHbYsH  Xymaa Mepgukan
NHcTpymeHTe Ko., Jita. (Yancheng Huida Medical Instruments Co., Ltd.) u nognuce Jln
MaHra (Li Gang), odwmumanbHOro npeacTtaBUTENst KOMMAHUKW, MNPUKPEN/IEHHbIE Ha
npeAcTaBEHHOM HWXe AOKYMEHTe, ABNAKTCA NOA/IMHHLIMU.

Hotapuyc: 'yo MmnaokcuH (Guo Miaoxin) (neyatb)
fHbY3HCKaA HOoTapuasibHasA KOHTopa I. SAHbY3H,
MpoBuHUMA Li3saHcy (neyaTb)
Kutarickast HapogHas Pecnyb6nunka
26 pnekabpsa 2018 roga
V32833491
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(2018) Y. C. Z. J. W. Zi. Ne 106

3asasutenb: AHbYSH Xynaa Meavkan VHcTpymeHTe Ko., Jita. (Yancheng Huida Medical
Instruments Co., Ltd.), agpec: Industrial Concentration District, Xuefu Town, AHbay,
AHBYIH.

OdwmumansHbin npeactasutens: Jin Madr (Li Gang), myx., poaunics 21 ceHTa6pa 1972
roga, Homep NAeHTUOUKALUMOHHOW KapTbl rpaxgaHnHa: 320925197209210037.

[ns HOTapuasibHOro 3acBUAETENbCTBOBAHMS MCNO/b3YHOTCS: Neyatb, NOANUCh

HacTtosawum noaresepxgaeTcd, YTo nevyaTb KoMnaHun HAHbY3IH Xymnaa Megukan
MHcTpymeHTe Ko., JIta. (Yancheng Huida Medical Instruments Co., Ltd.) n nognuck J/n
aHra (Li Gang), odpmupnanbHOro npeactaBuTens KOMnaHuuy, NpUKpensieHHble Ha
npeacTaBNIEHHOM HWXKe AOKYMEHTE, ABNAKTCA NOAJ/IMHHBLIMU.

Hotapuyc: 'yo MuaokcuH (Guo Miaoxin) (neyatb)
AHbY3HCKaA HoTapuasibHas KOHTopa I AHbY3H,
MpoBuHUMA Li3sHcy (neyaTb)

Kutarickass HapogHasa Pecnybnuka

26 pekabps 2018 roga
V32833501
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(2018) Y. C. Z. J.W. Zi. Nel107
3assutens: AHbYIH Xynaa Megukan VHcTpymeHTe Ko., Jita. (Yancheng Huida Medical
Instruments Co., Ltd.)., agpec; Industrial Concentration District, Xuefu Town, AHbay,

HAHBYUSH.

OdwmumansHbii Npegctasutens: Jin Tadr (Li Gang), Myx., poaunca 21 ceHtabps 1972
roga, Homep NAeHTUUKaLMOHHOW KapTbl rpaxaaHmHa: 320925197209210037.

Ona  HOoTapuasilbHOTO  3acBUAETE/IbCTBOBAHUA  UCNOMb3ylTcA:  [aHHas  Bepcus
COOTBETCTBYET OpUrnHasly

HactosruMm noaTtBepXgaeTcsi, 4YTO BEpCcUs  HWKe yKa3aHHOro  HOoTapuasibHOro
ceugetenscrea (2018) Y. C. Z. J. W. Zi. Ne 106 cOOTBETCTBYET OpUrMHa/IbHON Bepcun

Ha KUTaCKOM Si3bIKe.

Hotapuyc; 'yo MuaokcuH (Guo Miaoxin) (neyaTb)
AHbY3HCKaA HoTapuasibHas KOHTopa I. SAHbY3H,
MpoBuHUMA Li3saHcy (nevyatb)

Kutaiickass HapoagHas Pecny6nuka

26 pekabpsa 2018 roga

V32833492
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(2018) Y. C. Z. J. W. Zi. Ne 107
3assutens: AHbY3H Xynga Megukan WHcTtpymeHTe Ko., Jitg. (Yancheng Huida Medical
Instruments Co., Ltd.)., agpec: Industrial Concentration District, Xuefu Town, AHbay,

y

HAHBYUSH.

OdhmumanbHbiil npeactasutens: Jin Madr (Li Gang), Myx., poaunca 21 ceHTabps 1972

roga, Homep MAEHTUOMKaALMOHHOM KapTbl rpaxaaHmHa: 320925197209210037.

Ona  HoTapuanbHOro  3acBMAeTeNIbCTBOBaHUA  UCMNONb3ylTca: [aHHaa  Bepcus
COOTBETCTBYET OpUruHany

Hactoaruum noaTBepxaaetcs, UYTO BEpPCUSA HWKe YyKa3aHHOro HoTapuasibHOro
ceuagetenscTtea (2018) Y. C. Z J. W. Zi. Ne 106 cOOTBETCTBYET OpPUrMHa/IbHON BEPCUM

Ha KUTaCKOM Si3bIKe.

Hotapuyc: 'yo MuaokcnH (Guo Miaoxin) (nevatsb)
AHbY3HCKasA HoTapuasibHas KOHTopa I. AHbY3H,
MpoBuHUMA Li3aHcy (neyatb)

Kutalickasa HapogHasi Pecny6nvka

26 nekabpsi 2018 roga

V32833502
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Ma6nvk B WeChat [aByxmepHbIiA ko]

OdmupmanbHbii IHTepHET-caliT HOTapuasibHOM KOHTOPbI «HAHBUY3H»: WWW.VCQZC.CN
Afpec [Ans  HoTapuasibHOro YAOCTOBEPEHUS OHMaliH  HOTapuasibHOW  KOHTOPOMA
«FHbY3H»: ycgz.egongzheng.com

AQpec HoTapuasibHOM KOHTOpPbI: Nepekpectok ynuy, WHOWHb-HaHby W JIyMUH-Ay,
CeBepOo-BOCTOUHbIN Yros, 3aaHne «BaHbxya MuHuaH», 3-307.

KOHTakKTHble TeneoH.bl: 0515-88305700, 88305701, 88305702.
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MepeBof AAHHOTO TEKCTa BbIMOMIHEH NepeBOAYMKOM AANrbaw AHapeem AdaHacbeBuuem

Poccuiickas degepauns
[opoa MockBa

BoceMHaALaTOro sHBaps ABe ThiCAYM AeBATHAAULATOr0 roga

,D, AkumoB [ne6 BopucoBmy, HOTapuyc ropopga MOCKBSI,
nognucu nepesogymka Acolbaw AHapea AdaHacbeBnya.
Mognuce cpenaHa B MOeM NPUCYTCTBUN.

CBUAETEeNbCTBYH NOANUHHOCTDb

InyHOCT b NOANMNCABLIEro JOKYMEHT YyCTaHOBNEHA.
3aperncTpupoBaHo BpeecTpe: No 77/09-H/77-2019-

B3blCKaHO rocyfapcTBEHHONW nownuHbl (no Tapudgy): 100py6.

YnnayeHo 3a OKaszaHWe yCNyr NnpaBoBOro M TexXHUUYeCKOro xapakTepa: 200 py6.

MpowHYpoOBaHO, NPOHYMEPOBAHPN CKPENNEeHO NeyaTblo
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