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Name of medical product:
" Linear endoscopic stapling and cutting stapler with replaceable cartridges with staples, disposable,
sterile MIRUS ™, variant exwcutions"
Mannfacturer's name: Meril Endo Surgery Pvt. Ltd. _

Address Manufacturer : Third Floor, E1-E3, Meril Park, Survey No. 135/2/B & 174/2, Muktanand
Marg, Chala , Vapi , Valsad , Gujarat, 396191, India.

Phone: 022-0260-2408000

Email: pratik.vasani@merillife.com

Website: www.merillife.com

Developer Name: Meril Endo Surgery Pvt . Ltd. _
Address Manufacturer : Third Floor, E1-E3, Meril Park, Survey No. 135/2/B & 174/2, Muktanand
Marg, Chala, Vapi , Valsad , Gujarat, 396191, India.

Name of the official representative in the Russian Federation:

Limited Liability Company "Meril Medical "

Address: Russia, 108811, Moscow, vn.ter.g. Settlement Moskovsky, Kievskoe Highway 22nd
(Moskovsky village) km, 4/4, room . 2/1.

Phone: +7 495 772 7643.
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1. PURPOSE AND SCOPE OF APPLICATION

Linear endoscopic stapler- cutting stapler with replaceable cartridges with staples, disposable, sterile
MIRUS ™ variant exwcutions designed for quick cutting /excision and suturing of soft and vascular
tissues during open or minimally invasive surgical interventions, in abdominal surgery, during

gynecological operations in the thoracic surgery for adults and children (hereinafter referred to as stapler

(s), product).
Application area — Used only in medical institutions.

2. EQUIPMENT

Linear endoscopic stapling and cutting stapler with replaceable cartridges with staples, disposable,
sterile MIRUS ™ | yariant exwcutions:
1. Linear endoscopic stapling and cutting stapler MEC065 (short), 65 mm MIRUS ™, consisting of:
1.1 Linear endoscopic stapling and cutting stapler MEC065 (short), 65 mm MIRUS ™
1.2 Three-row replaceable cassettes with MIRUS ™ brackets .
- MECRWA45 (white), articulated-vascular, row length of staples 45 mm, height of unclosed staples 2.6,
2.6, 3.0 mm, up to 12 pcs.
- MECRP4S5 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
45 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs. (if necessary).
- MECRW60 (white), for fabrics with a thickness of 1.0-1.5 mm, row length of staples 60 mm, height of
open staples 2.6, 2.6, 3.0 mm, up to 12 pcs. (if necessary).
- MECRP60 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
60 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs. (if necessary).
- MECRB60 (black), for fabrics with a thickness of 2.0-2.5 mm, row length of staples 60 mm, height of
open staples 4.5, 4.5, 4.8 mm, up to 12 pcs. (if necessary).
1.3 Instructions for use 1 pc.

2. Linear endoscopic stapling and cutting stapler MEC065 (short), 65 mm MIRUS ™, consisting of:

2.1 Linear endoscopic stapling and cutting stapler MEC065 (short), 65 mm MIRUS ™

2.2 Three-row replaceable cassettes with MIRUS ™ brackets .

- MECRP45 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
45 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs.

- MECRW45 (white), articulated-vascular, row length of staples 45 mm, height of unclosed staples 2.6,
2.6, 3.0 mm, up to 12 pcs. (if necessary).

- MECRW60 (white), for fabrics with a thickness of 1.0-1.5 mm, row length of staples 60 mm, height of
open staples 2.6, 2.6, 3.0 mm, up to 12 pcs. (if necessary).

- MECRP60 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
60 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pes. (if necessary).

- MECRB60 (black), for fabrics with a thickness of 2.0-2.5 mm, row length of stapiles 60 mm, height of
open staples 4.5, 4.5, 4.8 mm, up to 12 pes. (if necessary).

2.3 Instructions for use 1 pc.

3. Linear endoscopic stapling and cutting stapler MEC065 (short), 65 mm MIRUS ™, consisting of:

3.1 Linear endoscopic stapling and cutting stapler MEC065 (short), 65 mm MIRUS ™

3.2 Three-row replaceable cassettes with MIRUS ™ brackets .

- MECRW&60 (white), for fabrics with a thickness of 1.0-1.5 mm, row length of staples 60 mm, height of
open staples 2.6, 2.6, 3.0 mm, up to 12 pcs.
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- MECRW45 (white), articulated-vascular, row length of staples 45 mm, height of unclosed staples 2.6,
2.6, 3.0 mm, up to 12 pcs. (if necessary).

- MECRP4S5 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
45 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs. (if necessary).

- MECRP60 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
60 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs. (if necessary).

- MECRB60 (black), for fabrics with a thickness of 2.0-2.5 mm, row length of staples 60 mm, height of
open staples 4.5, 4.5, 4.8 mm, up to 12 pcs. (if necessary).

3.3 Instructions for use 1 pe.

4. Linear endoscopic stapling and cutting stapler MEC065 (short), 65 mm MIRUS ™, consisting of:

4.1 Linear endoscopic stapling and cutting stapler MEC065 (short), 65 mm MIRUS ™

4.2 Three-row replaceable cassettes with MIRUS ™ brackets .

~ MECRP60 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
60 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs.

- MECRW45 (white), articulated-vascular, row length of staples 45 mm, height of unclosed staples 2.6,
2.6, 3.0 mm, up to 12 pcs. (if necessary).

- MECRP45 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
45 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs. (if necessary).

- MECRW60 (white), for fabrics with a thickness of 1.0-1.5 mm, row length of staples 60 mm, height of
open staples 2.6, 2.6, 3.0 mm, up to 12 pcs. (if necessary).

- MECRBG60 (black), for fabrics with a thickness of 2.0-2.5 mm, row length of staples 60 mm, height of
open staples 4.5, 4.5, 4.8 mm, up to 12 pcs. (if necessary).

4.3 Instructions for use 1 pc.

5. Linear endoscopic stapling and cutting stapler MEC065 (short), 65 mm MIRUS "™, consisting of:

5.1 Linear endoscopic stapling and cutting stapler MEC065 (short), 65 mm MIRUS *™

5.2 Three-row replaceable cassettes with MIRUS ™ brackets .

- MECRB60 (black), for fabrics with a thickness of 2.0-2.5 mm, row length of staples 60 mm, height of
open staples 4.5, 4.5, 4.8 mm, up to 12 pcs.

- MECRW45 (white), articulated-vascular, row length of staples 45 mm, height of unclosed staples 2.6,
2.6, 3.0 mm, up to 12 pcs. (if necessary).

- MECRP4S5 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
45 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs. (if necessary).

- MECRW60 (white), for fabrics with a thickness of 1.0-1.5 mm, row length of staples 60 mm, height of
open staples 2.6, 2.6, 3.0 mm, up to 12 pcs. (if necessary).

- MECRP60 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
60 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pes. (if necessary).

5.3 Instructions for use 1 pc.

6. Linear endoscopic stapling and cutting stapler MEC160 (standard), 160 mm MIRUS ™, consisting of:
6.1 Linear endoscopic stapling and cutting stapler MEC160 (standard), 160 mm MIRUS ™

6.2 Three-row replaceable cassettes with MIRUS ™ brckess .

- MECRW45 (white), articulated-vascular, row length of staples 45 mm, height of unclosed staples 2.6,
2.6, 3.0 mm, up to 12 pes.

- MECRP4S5 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
45 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pes. (if necessary).

- MECRW60 (white), for fabrics with a thickness of 1.0-1.5 mm, row length of staples 60 mm, height of
open staples 2.6, 2.6, 3.0 mm, up to 12 pcs. (if necessary).

- MECRP60 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
60 mm, the height of an opcn staple is 3.5, 3.5, 4.0 mm, up to 12 pcs. (if necessary).
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~ MECRB60 (black), for fabrics with a thickness of 2.0-2.5 mm, row length of staples 60 mm, height of
open staples 4.5, 4.5, 4.8 mm, up to 12 pes. (if necessary).
6.3 Instructions for use 1 pe.

7. Linear endoscopic stapling and cutting stapler MEC160 (standard), 160 mm MIRUS ™, consisting of:
7.1 Linear endoscopic stapling and cutting stapler MEC160 (standard), 160 mm MIRUS ™

7.2 Three-row replaceable cassettes with MIRUS t brckets .

- MECRP45 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
45 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs.

- MECRWA45 (white), articulated-vascular, row length of staples 45 mm, height of unclosed staples 2.6,
2.6, 3.0 mm, up to 12 pes. (if necessary).

- MECRW60 (white), for fabrics with a thickness of 1.0-1.5 mm, row length of staples 60 mm, height of
open staples 2.6, 2.6, 3.0 mm, up to 12 pcs. (if necessary).

- MECRP60 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
60 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs. (if necessary).

- MECRB60 (black), for fabrics with a thickness of 2.0-2.5 mm, row length of staples 60 mm, height of
open staples 4.5, 4.5, 4.8 mm, up to 12 pes. (if necessary).

7.3 Instructions for use 1 pc.

8. Linear endoscopic stapling and cutting stapler MEC 160 (standard), 160 mm MIRUS ™, consisting of:
8.1 Linear endoscopic stapling and cutting stapler MEC160 (standard), 160 mm MIRUS ™

8.2 Three-row replaceable cassettes with MIRUS tm brackets ;

- MECRW&60 (white), for fabrics with a thickness of 1.0-1.5 mm, row length of staples 60 mm, height of
open staples 2.6, 2.6, 3.0 mm, up to 12 pcs.

- MECRW4S5 (white), articulated-vascular, row length of staples 45 mm, height of unclosed staples 2.6,
2.6, 3.0 mm, up to 12 pcs. (if necessary).

- MECRP435 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
45 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs. (if necessary).

- MECRP60 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
60 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs. (if necessary).

- MECRB60 (black), for fabrics with a thickness of 2.0-2.5 mm, row length of staples 60 mm, height of
open staples 4.5, 4.5, 4.8 mm, up to 12 pcs. (if necessary).

8.3 Instructions for use 1 pc.

9. Linear endoscopic stapling and cutting stapler MEC160 (standard), 160 mm MIRUS ™, consisting of:
9.1 Linear endoscopic stapling and cutting stapler MEC160 (standard), 160 mm MIRUS ™

9.2 Three-row replaceable cassettes with MIRUS '™ brckets.

- MECRP60 (purple colot), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
60 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs.

- MECRWA45 (white), articulated-vascular, row length of staples 45 mm, height of unclosed staples 2.6,
2.6, 3.0 mm, up to 12 pcs. (if necessary).

- MECRP45 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
45 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs. (if necessary).

- MECRW60 (white), for fabrics with a thickness of 1.0-1.5 mm, row length of staples 60 mm, height of
open staples 2.6, 2.6, 3.0 mm, up to 12 pcs. (if necessary).

- MECRB60 (black), for fabrics with a thickness of 2.0-2.5 mm, row length of staples 60 mm, height of
open staples 4.5, 4.5, 4.8 mm, up to 12 pes. (if necessary).

9.3 Instructions for use 1 pc.

10. Linear endoscopic stapling and cutting stapler MEC 160 (standard), 160 mm MIRUS ™, consisting
of:
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10.1 Linear endoscopic stapling and cutting stapler MEC160 (standard), 160 mm MIRUS ™

10.2 Three-row replaceable cassettes with MIRUS " brckets ;

- MECRB60 (black), for fabrics with a thickness of 2.0-2.5 mm, row length of staples 60 mm, height of
open staples 4.5, 4.5, 4.8 mm, up to 12 pcs.

- MECRW45 (white), articulated-vascular, row length of staples 45 mm, height of unclosed staples 2.6,
2.6, 3.0 mm, up to 12 pcs. (if necessary).

- MECRP45 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
45 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs. (if necessary).

- MECRW&60 (white), for fabrics with a thickness of 1.0-1.5 mm, row length of staples 60 mm, height of
open staples 2.6, 2.6, 3.0 mm, up to 12 pcs. (if necessary).

- MECRP60 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
60 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pes. (if necessary).

10.3 Instructions for use 1 pc.

11. Linear endoscopic stapling and cutting stapler MEC255 (extended), 255 mm MIRUS ™, consisting
of:

11.1 Linear endoscopic stapling and cutting stapler MEC255 (extended), 255 mm MIRUS ™

11.2 Three-row replaceable cassettes with MIRUS t™ brackess .

- MECRW45 (white), articulated-vascular, row length of staples 45 mm, height of unclosed staples 2.6,
2.6, 3.0 mm, up to 12 pcs.

- MECRP45 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
45 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs. (if necessary).

- MECRW60 (white), for fabrics with a thickness of 1.0-1.5 mm, row length of staples 60 mm, height of
open staples 2.6, 2.6, 3.0 mm, up to 12 pes. (if necessary).

- MECRP60 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
60 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs. (if necessary).

- MECRB60 (black), for fabrics with a thickness of 2.0-2.5 mm, row length of staples 60 mm, height of
open staples 4.5, 4.5, 4.8 mm, up to 12 pes. (if necessary).

11.3 Instructions for use | pc.

12. Linear endoscopic stapling and cutting stapler MEC255 (extended), 255 mm MIRUS ™, consisting
of:

12.1 Linear endoscopic stapling and cutting stapler MEC255 (extended), 255 mm MIRUS ™

12.2 Three-row replaceable cassettes with MIRUS tm brackets .

- MECRP4S5 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
45 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs.

- MECRWA45 (white), articulated-vascular, row length of staples 45 mm, height of unclosed staples 2.6,
2.6, 3.0 mm, up to 12 pcs. (if necessary).

- MECRW60 (white), for fabrics with a thickness of 1.0-1.5 mm, row length of staples 60 mm, height of
open staples 2.6, 2.6, 3.0 mm, up to 12 pcs. (if necessary).

- MECRP60 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
60 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs. (if necessary).

- MECRB60 (black), for fabrics with a thickness of 2.0-2.5 mm, row length of staples 60 mm, height of
open staples 4.5, 4.5, 4.8 mm, up to 12 pes. (if necessary).

12.3 Instructions for use 1 pc.

13. Linear endoscopic stapling and cutting stapler MEC255 (extended), 255 mm MIRUS ™, consisting
of:

13.1 Linear endoscopic stapling and cutting stapler MEC255 (extended), 255 mm MIRUS ™

13.2 Three-row replaceable cassettes with MIRUS ™ brackets .

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



- MECRW&60 (white), for fabrics with a thickness of 1.0-1.5 mm, row length of staples 60 mm, height of
open staples 2.6, 2.6, 3.0 mm, up to 12 pcs.

- MECRW4S (white), articulated-vascular, row length of staples 45 mm, height of unclosed staples 2.6,
2.6, 3.0 mm, up to 12 pes. (if necessary).

- MECRP45 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
45 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs. (if necessary).

- MECRP60 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
60 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pes. (if necessary).

- MECRB60 (black), for fabrics with a thickness of 2.0-2.5 mm, row length of staples 60 mm, height of
open staples 4.5, 4.5, 4.8 mm, up to 12 pcs. (if necessary).

13.3 Instructions for use 1 pc.

14. Linear endoscopic stapling and cutting stapler MEC255 (extended), 255 mm MIRUS '™, consisting
of:

14.1 Linear endoscopic stapling and cutting stapler MEC255 (extended), 255 mm MIRUS *™

14.2 Three-row replaceable cassettes with MIRUS = bockets .

- MECRP60 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
60 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs.

- MECRWA45 (white), articulated-vascular, row length of staples 45 mm, height of unclosed staples 2.6,
2.6, 3.0 mm, up to 12 pcs. (if necessary).

- MECRP45 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
45 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs. (if necessary).

- MECRW60 (white), for fabrics with a thickness of 1.0-1.5 mm, row length of staples 60 mm, height of
open staples 2.6, 2.6, 3.0 mm, up to 12 pcs. (if necessary).

- MECRB60 (black), for fabrics with a thickness of 2.0-2.5 mm, row length of staples 60 mm, height of
open staples 4.5, 4.5, 4.8 mm, up to 12 pes. (if necessary).

14.3 Instructions for use 1 pc.

15. Linear endoscopic stapling and cutting stapler MEC255 (extended), 255 mm MIRUS ™, consisting
of:

15.1 Linear endoscopic stapling and cutting stapler MEC255 (extended), 255 mm MIRUS ™

15.2 Three-row replaceable cassettes with MIRUS ™ beackess

- MECRB60 (black), for fabrics with a thickness of 2.0-2.5 mm, row length of staples 60 mm, height of
open staples 4.5, 4.5, 4.8 mm, up to 12 pcs.

- MECRW45 (white), articulated-vascular, row length of staples 45 mm, height of unclosed staples 2.6,
2.6, 3.0 mm, up to 12 pcs. (if necessary).

- MECRP45 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
45 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pcs. (if necessary).

- MECRW60 (white), for fabrics with a thickness of 1.0-1.5 mm, row length of staples 60 mm, height of
open staples 2.6, 2.6, 3.0 mm, up to 12 pcs. (if necessary).

- MECRP60 (purple color), for fabrics with a thickness of 1.5-2.0 mm, the length of a row of staples is
60 mm, the height of an open staple is 3.5, 3.5, 4.0 mm, up to 12 pes. (if necessary).

15.3 Instructions for use 1 pc.

3. INDICATIONS FOR USE
Open or minimally invasive general, gynecological, urological, thoracic, abdominal, pediatric, surgical

interventions for rapid tissue cutting /excision and anastomosis.

4. CONTRAINDICATIONS
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1. The endoscopic linear cutting instrument should not be used on tissue such as the liver or spleen where
the compressibility is such that closing the instrument may cause fracture.

2. Do not use the stapler on ischemic or necrotic tissue.

3. Do not use the endoscopic linear stapler if surgical staples are contraindicated.

4. Do not use the endoscopic linear stapler on inflamed, swollen mucous or tumor tissue.

5. Do not use an endoscopic linear stapler if there is a suspicion that altered malignant tissue remains in
the incision area.

« This stapler is not used if there are contraindications to the application of surgical staples.

5. SIDE EFFECTS :
-May cause bleeding or tissue damage

- Incomplete stitching/stitching failure/stitching error.
Possible complications

- Bleeding

- Vascular injury/hematoma formation

-Poor wound regeneration

-Allergic reactions

Possible post-operative complications (see : Possible Complications Associated with Surgery):
- Tissue trauma

- Pain/swelling

- Intestinal obstruction

- Problems with urination (bladder injury, retention)

- Infection/dehiscence

- Recurrent prolapse

- Foreign material

- Strangulated hernia

6. USER - specially trained medical personnel (doctor). The product should only be used by qualified
personnel.

7. RISK ASSESSMENT.

Risk of reuse:

The product is intended for one time use only. Repeated use may lead to cross-contamination/infection and
may contribute to non-fit for purpose. Consequently, the label indicates a prescription for single use only,
and this information is also reflected in the instructions for use, to eliminate the possibility of this risk.
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Assessing the acceptability of the overall residual risk:

- As a result of the risk management process, the frequency of possible risks for each risk event is
reduced as much as possible and it is verified that risk control measures did not create additional
risk.

- Major side effects are uncommon and are associated with the surgical process during and afier use
of the product.

- The overall residual risk after our risk control measures can be considered acceptable.

As a result of the above assessment, since the amount of acceptable risks is minimal and there is no
unacceptable risk, it is concluded that stable risk management has been achieved.
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8. SAFETY REQUIREMENTS

4.1 Staplers are safe if the instructions for use are followed and do not have a harmful effect on the human body.

Work with the product is carried out strictly in accordance with the instructions for use.

4.2 Staplers are biologically safe and comply with 1SO 10993-1 in terms of performance

- sensitization;

- irritation or intradermal reactivity;

- general toxicity;

- pyrogenicity .

4.3 Staplers must be equipped with a locking device that allows them to be removed from an organ or tissue only after the stitching has been completed.
The locking device does not allow operation if there are no staples in the cassette.

4 .4. 1t is not allowed to use products if their individual packaging is damaged.

UNSUITABLE CRITERIA
v Individual packaging damaged
v' The stapler is damaged
v' Cassette is damaged

9. OPERATING INSTRUCTIONS

Staplers and cassettes must be used for the purposes established by this technical document, in strict accordance with the manufacturer’s instructions for use.

The stapler must be resistant to climatic conditions, with air temperatures from -45 to +45 °C, air humidity up to 100% and relative air pressure from 84.0 kPa
to 106.7 kPa.

When delivered in winter, to equalize the temperature of the products with the room temperature, they must be kept in the packaging at a temperature not
lower than 18 ° C and relative air humidity (65 = 5)% for at least 12 hours.
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Staplers and casseites cannot be reused . Single use products. Dispose of after use.

Repeated sterilization is not permitted.

The implanted parts are titanium brackets, which do not have magnetic properties. MR1, CT and other types of scanning devices do not in any way affect the
installed braces inside the human body. In rare cases, an increase in the temperature of titanium staples by less than 2°C° has been observed. With these
examinations, the brackets are easily detected in the resulting images.

In case of suppuration or failure of the sutures, repeated surgical treatment is indicated. The need to remove, replace the implant or choose other surgical
tactics is decided individually by the operating surgeon.

Once titanium staples have been correctly applied and the implant has been formed, no further maintenance of the implant is required.

Once their service life is complete, the braces remain with the patient for life or can be removed after healing during normal cell turnover or if the doctor
deems it necessary. Implanted staples can be removed either during surgery or surgically after surgery. Permanent titanium alloy surgical braces are a well-
established technology with extensive lifetime safety data.

Do not use the MECRW45 and MECRW60 3-row cassettes in the endoscopic linear stapler for any tissue with a layer thickness of less than 1.0 mm and
more than 1.5 mm.

Do not use the MECRP45 and MECRP60 3-row cassettes in the endoscopic linear stapler for any tissue thickness less than 1.5 mm and more than 2.0 mm.

Do not use MECRB60 3-row cassettes in the endoscopic linear stapler for any tissue whose layer thickness is less than 2.0 mm and more than 2.5 mm.

Do not use the endoscopic linear stapler where the adequacy of hemostasis after use cannot be verified visually .

Do not use knife staplers on large vessels without ensuring proximal and distal control.

Before stitching with a stapler, it is necessary to carefully evaluate the thickness of the fabric. See Replacement Cassette Code Chart for requirements , If the
fabric cannot be easily compressed to the height of the closed staple given in the table, or is easily compressed to a thickness less than the height of the closed
staple given in the table, such fabric is not indicated for stitching with staples of the selected size, since it may be too thick or thin.

HOW TO USE
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(Note: The data provided should not be used as technical guidance for anastomosis surgery.) When selecting the appropriate staple cartridge, always consider the
overall thickness of the tissue and any staple line reinforcement material used.

CHARGER

1. To load the endoscopic linear stapler with the appropriate cassette, insert the pin located on the distal end of the instrument shaft into the cassette. Make sure the
alignment indicator on the cassette matches the alignment indicator on the stem, (Picture 1)

2. Press down on the cassette and turn it clockwise relative to the stapler to secure it. The alignment indicator on the stapler shaft will align with the alignment
indicator on the cassette (Figure 2),

3. To ensure proper charging, cycle the stapler after installing the cassette. Squeeze the handle once to close the cassette jaws. Pull back the black return handles and
make sure the cassette jaws are fully open (Figure 3)

Picture 1.
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Figure 2.

Figure 3.
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DISCHARGE

1. To unload a cassette from the stapler , the lock lever must be in the neutral position. Make sure the cassette jaws are open by pulling the black retum knobs all the

way back. (Figure 4).

2. Pull the UNLOAD/UNLOCK button (located on the underside of the stapler shaft) back toward the stapler , rotate the cassette counterclockwise 45°, and remove

the cassette from the stapler shaft (Figure 5)

Figure 4,
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Figure 5.
DIRECTIONS FOR USE .

Insert the endoscopic linear stapler into a trocar sleeve of the appropriate size or larger.

Note: The Endoscopic Linear Stapler with White Violet Cassette is designed to be inserted and used through a trocar sleeve with a diameter of 12mm or larger (the
sleeve is not supplied with the stapler ).

When using an endoscopic linear stapler with a black cassette, it must be inserted into a 15mm trocar sleeve (sleeve not supplied with the stapler ). The stapler can
be reloaded and fired up to 12 times in one operation.
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Technical characteristics of trocar sleeves:

Trocar sleeve, with an internal diameter of 121 mm.

—~ ©3821 (Handle Diameter)

D13¢1
(Diameter of Shaft)
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Trocar sleeve, with an internal diameter of 151 mm.

@38+1 (Handle Diameter)

Q1611
(Diameter of Shaft)

1. The cassette jaws must be closed before inserting the instrument into the trocar sleeve. To do this, squeeze the handle (Fig. 6). Pull the UNLOAD/UNLOCK
button (located on the underside of the shaft) back toward the instrument, rotate the cassette counterclockwise 45°, and remove the cassette from the instrument
barrel. (Figure 6)
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Figure 6.
2. With the stapler inserted into the body cavity, open the cassette jaws by pulling the black return handles all the way back. (Figure 7)
Attention:

1. Do not press down on the stapler handle while pulling back the black return handle.
2. Place the endoscopic linear stapler across the tissue being treated.

Caution: Make sure there are no obstructions (such as staples) in the stapler clamps. Processing through an obstruction may result in incomplete cutting and/or
incorrectly formed staples.

Figure 7.
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3. Adjust the lower swivel ring 5o that the stapler shaft rotates 360° (Figure 8). Rotate the top rotary ring so that the rotators rotate 35° in both directions. (Figure 9)

Figure 9.
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4. Close the jaws of the instrument across the tissue to be cut, squeezing the handle completely. The stapler is equipped with a safety lock; the device will not start
the stapler or cut the fabric until the green button is pressed. (Figure 10).

Attention:

1. A safety interlock is provided to prevent the empty disposable cassette from being restarted.
Do not attempt to disable the safety interlock.

2. The jaws of the tool can be moved onto the fabric before starting by pulling the black return handle all the way back, allowing the jaws to open.

Figure 10.

3. To turn on the stapler , press the green start button. Squeeze the handle progressively untii the oval clamp cap reaches the distal end of the cassette slot and the
handle locks into place. To fully activate the cassette, successive presses on the handle are required (Figure 11).
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Figure 11.

4. Once the tool is completely unloaded, open the clamps by pulling the black reset handle all the way back. Carefully remove the instrument from the fabric. After
removing the instrument, the site of hemostasis should be checked. Minor bleeding can be controlled with electrocautery or hand sutures (Figure 12).
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Note:
1. Do not attempt to insert or remove the instrument from the trocar hub while the instrument is in the articulated position.
2. This tool can be recharged and fired up to 12 times in one operation.

Figure 12,
! WARNINGS AND PRECAUTIONS!

- procedures should only be performed by surgeons who have undergone appropriate training and have residual knowledge in this field. Before performing any
surgical intervention, it is recommended to familiarize yourself with the medical literature regarding the technique of performing the upcoming intervention, possible
risks and complications.

- installation of replacement cartridges of the wrong type or size into the stapler can lead to tissue cutting without stitching

- during the procedure, do not try to lean on the front part of the cassette jaws, as this can lead to tissue damage and injury .
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- when dissecting large vessels, follow the basic surgical principles of hemostasis control proximal and distal to the end of the intervention.

- make sure that the fabrics lie flat and are placed correctly between the cassette jaws. Any folding of the fabric along the replacement cassette, especially at the
junction of the jaws, can cause the mechanical seam to fail.

- when applying sponges to the selected area, make sure that there are no obstacles between the sponges in the form of clips, stents , conductors, etc. Stitching in the
presence of obstacles can lead to incomplete tissue dissection, incorrect formation of the mechanical staple suture and/or impossibility of opening the sponges.

- if the stitching mechanism malfunctions, do not attempt to use the stapler again .

- If the closing mechanism of the jaws is faulty and they do not grip the fabric, do not attempt to sew the fabric. Set aside and do not use this stapler .

Clinical subsection:
Examples of procedures in which staplers with replaceable staple cartridges can be used:
Table 1.
General surgical Gynecological Urological Thoracic
- Anastomoses ~Vaginal hysterectomy | - Prostatectomy - Lung resection and
-Partial gastroplasty - Nephrectomy biopsy
- Appendectomy - Cystectomy -Wedge resection of the
lung
10.STORAGE AND SHELF LIFE
Storage conditions:

Temperature: from -45 to +45 °C
Humidity up to 100%
Relative air pressure from 84.0 kPa to 106.7 kPa.
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At a distance of at least 1 mfrom heating devices, and must be protected from contamination and exposure to aggressive environments.
Shelf life (shelf life) - 3 years from the date of sterilization.

The use of staplers after the expiration date is not allowed.
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11. ENVIRONMENTAL PROTECTION REQUIREMENTS

The materials of staplers and replacement cassettes do not have the ability to form toxic compounds in the air and wastewater. Solid waste generated during
production must be processed or disposed of.

The main type of possible hazardous impact on the environment is pollution of the atmospheric air of populated areas, soils and waters as a result of
- emergency leaks (spills) of production materials;

- unorganized disposal of waste on the territory of the manufacturer or outside it;

- their arbitrary dumping in places not intended for this purpose.
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12.DESIGN AND TECHNICAL REQUIREMENTS.

Figure 13.

17

cuting edge
Figure 14,
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Staple cassette
Cassette support
Shabot

Clamp cover
Cassette rod

11. Start button ( green)
13. Fixed handle

15. Guide wedge

17. Knife

oW N -
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6. Feed sleeve
7.Rod
8. Adjustment knob
9. Upper turning part of the tuming ring
10. Lower rotating part of the rotating ring
12. Return handle (groove indicated in black )
14. Start lever
16. Brackets.
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Loading Unit

Figure 15
Table 2.
Name Technical parameters
MECRW45 and MECRP45 MECRW&60, MECRP60, MECRB60

Cassette with staples (I*w*h), mm 74%10%6 £1 89%11*7 |

Shabot (I*w*h), mm 51*9*3.2 x] 67%10%3.2 ]

Shabot elevation angle, ° 13° %] 13° £1

Cassette support (1*w*h), mm 73*10*5 1 89*11*8 1

Cutting angle, ® 29° +] 29° %]

Clamp cover (I*w*h), mm 24%11*9 2 24*13*10x2
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Guide wedge (I*w*h), mm 6%4*4 +0.1 6%*4*4 0.1

) PURPLE BLACK
Modium to Thick Tiesus Thiok Tiesue
L WHITE
- Vascwlar t© Medium Tissue
Figure 16
Operating principle : makes scams by installing a stacked row of titanium staples in a checkerboard pattern and at the same time separating the fabric between

the rows.

Staplers are classified as a hand-held disposable surgical instrument , stitching, cutting, multi-staple , for obtaining multi-row linear sutures formed in a
checkerboard pattern, equipped with a blade (knife) and a manual wedge-shaped drive.
Depending on the length of the working part, staplers are available in the following models:
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Figure 16.1
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Table 3.1 to Figure 16.1

MODE | DESCRIPTIO | TOTAL STAPLE | MAXIMU | ROD ROD WEIGHT PACKAG | PACKAGING SIZE
L N LENGTH R M LENGT | DIAMETER WITHOUT |E (LENGTH*WIDTH*HEIGH
OF HEIGHT | NUMBER |H PACKAGIN | WEIGHT | T){(mm)
STAPLER OF G(g) ®
(WITHOUT STARTS
CASSETTE
)
MEC shortened 290+5mm 150+5 12 655 12.40mm=+0.3m | 235+ 30 405+ 30 Individual packaging (blister
065 mm mm m tray):
520*216*70 (=15 mm)
Secondary consumer
packaging:
544*217*75 (15 mm)
MEC standard 380+5mm 150+ 5 12 1605 | 12.40mm+0.3m | 263+ 30 433+ 30 Individual packaging (blister
160 mm mm m tray):
520*216*70 (15 mm)
Secondary consumer
packaging:
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544*217*75 (15 mm)
MEC extended 480+5mm | 1505 12 25545 12.40mm=+0.3m | 290+ 30 460+ 30 Individual packaging (blister
255 mm mm m tray):
520*216*70 (15 mm)
Secondary consumer
packaging:
544*217*75 (15 mm)
Table 3.2 to Figure 16.1
MODEL | OVERALL ROD OVERALL TRIGGER | OVERALL OVERALL OVERALL OVERALL INTERNAL
DIMENSIONS | INLET DIMENSIONS | BUTTON DIMENSIONS | DIMENSIONS | DIMENSIONS | DIMENSIONS | L*W
OF THE DIAMETER | OF THE DIAMETER | OF RETURN | OF THE OF THE OF TRIGGER
ADJUSTING ROTARY HANDLE, RETURN FIXED LEVER,
HANDLE PART OF THE {L*W*H) HANDLE HANDLE, (TOTAL
(L*W*H) ROTARY GROOVE, (L*W*H) L*W)
RING, (L*W)
(L*W*H)
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MEC 60*7*12 2 | 911+l mm | 86*47*28+6 ©4.5+0.1 23*15*%15+1 85*2+1 mm 150*35%27+£2 | 87*37£2mm | 57*20+2
065 mm mm mm mm mm mm
MEC 60*7*12+2 | D11l mm | 86*47*28+6 94.5£0.1 23*15*15<1 85%*2+]1 mm 150*35%27+2 | 87*37£2 mm | 57*20+2
160 mm mm mm mm mm mm
MEC 60*7*12+2 | 911l mm | 86*47*2816 04.5+0.1 23*15*151 85%2+1 mm 150%35*27+2 | 87*37£2 mm | 57*20+2
255 mm mm mm mm mm mm
To equip staplers, disposable cartridges with staples should be used:
Table 4.
THREE-ROW CASSETTES FOR ENDOSCOPIC LINEAR STAPLER
Cod | Color | Staple Cut Stitchi | Numb | Height of Length of Height of | Numb | Weig | Pack | Package size
¢ row length(mm | ngline | erof | open open bracket | bracket |erof |ht age | (length*width*height)
length ) length( | staple | bracket (mm) inclosed | rows | witho | weig | (mm)
(mm) and mm) |s position ut ht (g)
descriptio {mm) packa
n ging
(2
ME | White | Articular- | 40+5mm |45+2 |66 1st row: Ist row: 1.0203m | 2x3 | 60+5 |92+ | Individual packaging
g{l;s vascular mm 2.6£0.imm, | 2.6+0.2mm, m rows 10 (blister tray):
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Cassette 2nd row: 2nd row: 265%72*20 (£5 mm)
4542 mm 2.6£0.Imm, | 2.6+0.2mm, <
3rd row: 3rd row: econdary consumer
3.0£0.1mm | 3.0+0.2mm packaging:
280*105*80 ( £5 mm)
ME | Violet | Cassette |40+5mm [4542 |66 1st row: 1st row: 1.6£03m |2x3 | 60+5 |92+ | Individual packaging
f‘:;{P for mm 3.540.1mm, | 3.5£0.2mm, m rows 10 (blister tray):
edi 2nd row: 2nd row:
medium 3.5+0.Imm, | 3.5£0.2mm, 265*72*20 (£5 mm)
and thick 3rd row: 3rd row: Secondary consumer
fabrics 45 4.0£0.lmm | 4.0£0.2mm ry
kaging:
+2 mm packaging
280*105*80 ( £5 mm)
ME | White |Cassette |55+5mm |60+2 |90 1st row: Ist row: 1.0203m [ 2x3 | 62+5 |98+ | Individual packaging
(‘3}50 for mm 2.6£0.Imm, | 2.6+0.2mm, m rows 10 (blister tray):
edi 2nd row: 2nd row:
medium 2.6£0.1mm, | 2.6+0.2mm, 265*72*20 ( +5 mm)
tissues
3rd row: 3rd row:
and 3.040.lmm | 3.0£0.2mm Secondary consumer
vessels 60 packaging:
+2 mm 280*105*80 (£5 mm)
ME | Violet |Cassette |55x5mm |60+2 |90 1st row: Ist row: 1.6£03m |2x3 | 6245 |98+ | Individual packaging
E:P for mm 3.5+0.lmm, | 3.5+0.2mm, m rows 10 (blister tray):
medium 2nd row; 2nd row:
3.5£0.1mm, | 3.5+0.2mm, 265*72*20 (£5 mm)
and thick
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fabrics 60
+2 mm
ME Black Cassette 5545 mm 60 +2
CRB .
60 for thick mm
fabrics 60
+2 mm

90

3rd row:
4.0+0.1mm

1st row:
4.5+0.1mm,

2nd row:
4.5+0.1mm,

3rd row:
4.8+0.1mm

3rd row:
4.0£0.2mm

Ist row:
4.5+0.2mm,

2nd row:
4.5+0.2mm,

3rd row:
4.8+0.2mm

2.0£0.3m 2x3

rows

82 %5

The stapler places titanium staples in a staggered pattern and simultaneously separates the fabric between rows.
The width of the cutting edge of the cassette knife should be no more than 8 microns, the height of irregularities on the surface of the knife should be no

more than 10 microns.

The radii of blunting of the working part o f the brackets are at least 0.3 mm.

%

98 +
10

Secondary consumer

Individual packaging

(blister tray):
265*72*20 (x5 mm)

Secondary consumer

280*105*80 (+5 mm)

280*105*80 (+5 mm)

The surface of the staplers should be free of cracks, nicks, scratches, burrs, shells, pores, chipped areas, delaminations, burns and other contaminants (scale,

particles of grinding, polishing materials and traces of lubricant).

The knife blade should be sharp without nicks, cracks, crumbles or dents.

External surfaces should be shiny or matte .

Soldered and welded seams (if any) must be tight and free of cracks, holes, and traces of uncooked material . In welds, individual pores with a depth of up to

0.2 mm and an area of up to 0.08 mm ~ alloned

There should be no non-functional sharp edges in the design.
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The surfaces of polymer components should not have kinks, nicks, dents, scratches, burrs, crumbled areas, foreign inclusions, dirt and stains visible to the
naked eye.

The finger rests must not have butrs or sharp edges.

The cutting edges must be sharp along their entire length.

The stapler must be resistant to climatic conditions, with air temperatures from -45 to +45 °C, air humidity up to 100% and relative air pressure from 84.0
kPa to 106.7 kPa.

The cartridge with staples and the stapler rod must be resistant to aggressive biological fluids (blood, urine, gastric juice).

The connection of the components must be strong.

The possibility of spontaneous separation of components is not allowed.

Surface roughness of cutting edges R 4 should be in the range from 0.05 to 0.63 microns. The roughness parameter R , ,sthe remaining surfaces of the
staplers should be no more than:

- 0.32 microns — external;

The force required to carry out stitching with simultaneous cutting should be no more than:

- 200 N (20 kgf) — transmitted by the hand;

- 100 N (10 kgf) — transmitted by fingers.

The force required to install the cassette should be no more than 35 N (3.57 kgf).

When stitching, the staples should be completely pushed out of the grooves.

The staples must not fall out of the staple slots under the influence of their own weight. The brackets should not fail out when swinging.

The brace should form a closed "B loop shape when fired.

The cassette should not fall out of the socket under the influence of its own weight unless the need for falling out is due to the design and operational
features of the stapler .

The cassette lock must ensure that the pusher enters the magazine grooves without jamming.

movement of the jaws should be easy and smooth.
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The movement of the stapler should be gentle, without blocking.
The start button of staplers must be painted green.

Staplers must be supplied sterile (sterilization is carried out using the gas method using ethylene oxide in accordance with ISO 11135, with confirmation of a
sterility level (SAL) of 104,
The design of the cassettes must ensure the interchangeability of their models within the appropriate standard size and with a standard feed sleeve diameter of

12 mm. \
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The stapler must be made of the following materials:

Table 5.

Part name Material Brand or Type of contact with
manufacturer of the human body
material

Lock lever Titanium, 1 UNSRS50250 No contact

Stock Titanium I UNSRS50250 Brief contact (less than

24 hours) with soft
tissue

Adjustment knob ABSHSS plastic BM Precision Co., Ltd. | No contact

Top swivel ring ABSHSS plastic BM Precision Co., Ltd. | No contact

Bottom swivel ring ABS+SS plastic BM Precision Co., Ltd. | No contact

Start button ABS+SS plastic BM Precision Co., Ltd. | No contact

Return handle ABS+SS plastic BM Precision Co., Ltd. | No contact

Fixed handle ABSHSS plastic BM Precision Co., Ltd. | No contact

Start button ABS+SS plastic BM Precision Co., Ltd. | No contact

Start lever ABSHSS plastic . BM Precision Co., Ltd. | No contact
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Dyes used in the manufacture of staplers : black, white, green, manufactured by Waston International Co.Ltd .
The cassette and brackets must be made of the following materials:

Table 6.
Part name Material and grade of material Type of contact with the human body
Brackets Titanium grade | UNSR50250 implanted products that have long-term
contact (more than 30 days) with soft
tissues
Cassette Titanium, grade | UNSR50250, Brief contact (less than 24 hours) with
ABS+SS plastic soft tissue

Dyes used in the manufacture of plastic parts of cassettes: black, white, purple produced by Waston International Co.Ltd . ).

MATERIAL CHARACTERISTICS ( Titanium , grade | UNSR50250):

Chemical composition (with percentage of detailed chemical composition)
Main material: Titanium grade 1 UNSR50250

Table 7.

TYPE AND HARDNESS OF METAL

Brand 1 UNSR50250

Description of metal

Hardness , HB

1 UNSR50250 | Titanium

Pure titanium

140 (= 10)

MECHANICAL PROPERTIES OF MATERIAL Titanium , grade 1 UNSR50250:

Yield strength 0.2%, MPa - 170...310

Tensile strength, MPa — 240
Relative elongation, % — 24
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PHYSICAL CHARACTERISTICS:

— Alll surfaces of the product must be free of sharp edges and burrs.
— All molded parts must not have an uneven surface.

— The entire surface should be free of pitting , cracks, etc.

Metal density, g/cm 3 4.51
Young's modulus, GPa 146
Specific heat capacity, J/kg*K 520

Linear expansion coefTicient , 10 *m/ mK 8.15
Thermal conductivity, W/m*K 18.85
Electrical resistance, Q* s m*10 -° 45

Properties at elevated temperatures: This metal has good resistance to scale formation up to 700°C.

{ndividual packaging of the stapler (subject to sterilization) must be made of the following materials:

Table 8.

Package name Material and grade of | Technical
material specifications

Blister tray paper brand TYVEK Thickness 750 microns
1059 B Thickness deviation
PET produced by 33%
Waston International Punching strength -
Co., Ltd. 360+100 kPa
Internal label: Bonding strength 4.4
MIRRORCOAT self-
adhesive paper N/2.54cm -19.0
Label siliconized and | N/2.54 cm
mirror self-adhesive
paper SILVASSA
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FLEXIBLE
PRINTERS PVT LTD

Secondary consumer packaging of the stapler is made of 5- layer corrugated box , produced by Peki) Industries .
Individual packaging of staple cartridges (subject to sterilization) must be made of the following materials:

Table 9.

Package name Material and grade of | Technical
material specifications

Blister tray paper brand TYVEK Thickness 750 microns
1059 B Thickness deviation
PET produced by 33%
Waston International Punching strength -
Co., Ltd. 360100 kPa
Internal label: Bonding strength 4.4
MIRRORCOAT self-
adhesive paper N/2.54 cm -19.0
Label siliconized and | N/2.54 cm
mirror self-adhesive
paper SILVASSA
FLEXIBLE
PRINTERS PVT LTD

Secondary consumer packaging with a staple cartridge is a 5-ply cardboard box PRODUCED by Pékij Industries .
Materials must retain their properties after sterilization and must be resistant to the biological environment of the body.
The product does not contain materials of human or animal origin.

Titanium staples have high wear resistance and biological inertness. Materials that come into contact with the human body do not have a negative effect on the
human body.
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The design of consumer packaging must ensure tightness, prevent the penetration of microorganisms and changes in the toxicological properties of products, and also
ensure protection of products from external mechanical damage.

Individual packaging should not change the toxicological properties of products.

13. MARKING
on the individual packaging of the stapler includes:
- name and address of the manufacturer indicating the symbol according to GOST R 1SO 15223-1;
- manufacturer’s trademark;
- name of the stapler ;
- graphic image of a stapler ;
- symbol “batch code” ( LOT );
- catalog number ( REF );
- execution option;
- production date and corresponding symbol;
- the inscription “STERILE” and the sterilization method;
- the inscription “Non-toxic™;
- the inscription “Pyrogen-free” and the corresponding symbol;
- symbol “Prohibition of re-use”;
- expiration date and “use by” symbol ;
- symbol “refer to instructions for use”;
- “do not re-sterilize” symbol;
- symbol “keep away from moisture™;
- symbol “do not expose to sunlight”;
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- “do not use if packaging is damaged” symbol;
- sign “EU Marking and identification number of the notified body”;

- “Caution!” symbol;

- “temperature limit” symbol;

- operating, storage and transportation conditions;

- manipulation sign “Top™;

- QR code;

- license number ( Lic . No );

- sign and data “Official Representative in the European Union™;
- the inscription “for export only™;

- number of products in the package;

- information about disposal;

- number and date of issue of the registration certificate of the Russian Federation.

The additional label on the stapler contains information including:

- - name of the manufacturer and address of the manufacturer indicating the symbol in accordance with GOST R 1SO 15223-1;
- manufacturer’s trademark;

- name of the stapler in accordance with the registration certificate;

- execution option;

- symbol “batch code” ( LOT );

- catalog number ( REF );

- production date and corresponding symbol;
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- expiration date and “best before™ symbol ;
- the inscription “STERILE” and the sterilization method.

on the secondary consumer packaging of the stapler includes:

- name and address of the manufacturer indicating the symbol in accordance with GOST R ISO 15223-1;
- manufacturer's trademark;

- name of the stapler ;

- graphic image of a stapler ;

- symbol “batch code” ( LOT );

- catalog number ( REF );

- execution option;

- production date and corresponding symbol;

- the inscription “STERILE” and the sterilization method;

- the inscription “Non-toxic”;

- the inscription “Pyrogen-free” and the corresponding symbol;
- symbol “Prohibition of re-use”;

- expiration date and “use by” symbol ;

- symbol “refer to instructions for use”;

- “do not re-sterilize” symbol;

- symbol “keep away from moisture”;

- symbol “do not expose to sunlight”;

- symbol “number of products per package”;
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- “do not use if packaging is damaged™ symbol;
- sign “EU Marking and identification number of the notified body”;

- “Caution!” symbol;

- manipulation sign “Top”;

“temperature limit" symbol;

- operating, storage and transportation conditions;

- QR code;

- license number ( Lic . No );

- sign and data “Official Representative in the European Union™.
- the inscription “for export only”;

- number of products in the package;

- information about disposal;

- number and date of issue of the registration certificate of the Russian Federation.

Individual packaging of staple cartridges includes information including:

- name and address of the manufacturer indicating the symbol in accordance with GOST R ISO 15223-1;
- manufacturer's trademark;

- name of the medical product;

- name of the cassette with brackets and version;

- symbol “batch code” ( LOT );

- catalog number { REF );

- production date and corresponding symbol;
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- the inscription “STERILE” and the sterilization method;

- the inscription “Non-toxic”;

~ the inscription “Pyrogen-free” and the corresponding symbol;

- symbol “Prohibition of re-use”;

- expiration date and “use by” symbol ;

- symbol “refer to instructions for use”;

- “do not re-sterilize” symbol;

- symbol “keep away from moisture™;

- symbol “do not expose to sunlight”;

- “do not use if packaging is damaged” symbol;

- sign “EU Marking and identification number of the notified body”;
- “Caution!” symbol;

“"temperature limit" symbol;

- operating, storage and transportation conditions;

- QR code;

- license number ( Lic . No );

- sign and data “Official Representative in the European Union”.

- the inscription “for export only”;

- number of products in the package;

- information about disposal;

- number and date of issue of the registration certificate of the Russian Federation.
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The additional label on the staple cartridges includes information including:

- - name of the manufacturer and address of the manufacturer indicating the symbol in accordance with GOST R ISO 15223-1;
- manufacturer's trademark;

- name of the medical product;

- name of the cassette with brackets and version;

- symbol “batch code” ( LOT );

- catalog number { REF );

- production date and corresponding symbol;

- expiration date and “best before” symbol ;

- the inscription “STERILE” and the sterilization method;

Information on the secondary consumer packaging of staple cartridges includes:

- name and address of the manufacturer indicating the symbol in accordance with GOST R ISO 15223-1;
- manufacturer's trademark;

- name of the medical product;

- name of the cassette with brackets and version;

- symbol “batch code” ( LOT );

- catalog number ( REF );

- production date and corresponding symbol;

- the inscription “STERILE” and the sterilization method;

- the inscription “Non-toxic™;

- the inscription “Pyrogen-free” and the corresponding symbol,
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- symbol “Prohibition of re-use”;

- expiration date and “use by” symbol ;

- symbol “refer to instructions for use”;

- “do not re-sterilize™ symbol;

- symbol “keep away from moisture”;

- symbol “do not expose to sunlight”;

- symbo! “number of products per package™;

- “do not use if packaging is damaged™ symbol;

- sign “EU Marking and identification number of the notified body”;
- “Caution!” symbol;

"temperature limit" symbol;

- operating, storage and transportation conditions;

- QR code;

- license number { Lic . No );

- sign and data “Official Representative in the European Union™.
- the inscription “for export only™;

- number of products in the package;

- information about disposal;

- number and date of issue of the registration certificate of the Russian Federation.

Explanation of graphic symbols:
Table 9.
| Symbol [ Symbol meaning |
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Carefully!

Do not reuse

Manufacturer

Keep away from moisture

Do not re-sterilize

date of manufacture

Do not expose to sunlight

Bl| o | B ). | & DB

Batch code

Catalog number

E1l
m
“

Refer to instructions for use

Do not use if packaging is damaged

Number of products in a stapler package

Number of products in a cassette package

EC marking and notified body identification number

Sell by

“pa IR (O|O|@ =

Temperature limit

Sterilized using ethylene oxide
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[#c[rer] | Official representative in the European Union
}4( Non-pyrogenic

w Top

14. PACKAGING, STERILIZATION AND PRODUCTION PROCESS

Each stapler is packed in a sterile blister (individual packaging), which protects the product from any mechanical influences.

The integrity of the packaging is ensured by durable thermal sealing - weld seam width 15 £2 mm.

Sealed with heat seal at 105£2°C.

The product must be placed in the appropriate packaging slot and secured in it during transportation.

Each cassette with staples is packed in a sterile blister (individual packaging), which protects the product from any mechanical influences.

The integrity of the packaging is ensured by durable thermal sealing - weld seam width 15 £2 mm.

The product must be placed in the appropriate packaging slot and secured in it during transportation. |
The package with a stapler and the package with a cartridge with staples, together with instructions for use, must be placed in 8 cardboard box ( Document No.
QC/FMT/STA/004) .

For transportation, preserved products in boxes (Document No. QC/FMT/STA/004) with operational documentation must be placed in boxes made of sheet
wood materials or boards. Wooden boxes must be lined inside with waterproof material.

Packaging must provide:

- tightness;

- maintaining the sterility of the contents when stored in dry, clean and well-ventilated conditions;

- exclusion of penetration of microorganisms;

- protection of staplers from external mechanical damage;

- no risk of contamination of the contents during opening and removal from the package;

- reliable protection of the contents under normal conditions of transportation and storage;

- impossibility of resealing an opened package: the fact that the package has been opened must be obvious.

Individual packaging should not change the toxicological properties of packaged staplers . Migration of paints in individual packaging is not allowed.
Stages of the production process.
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Technological diagram ( Stapler):
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Technological diagram (replaceable cassettes):
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15. REPAIR INFORMATION
The product cannot be repaired and must be disposed of after use.
16.STORAGE AND TRANSPORTATION IN THE TERRITORY OF THE RF
Transportation is carried out by any type of covered transport, provided they are protected from poliution and mechanical damage, in accordance with the rules for
the carriage of goods in force for this type of transport.
Staplers in the manufacturer's packaging must have

- vibration resistance when exposed to a vibration load with an amplitude of 0.26 mm and a frequency of 40 Hz;

- impact resistance when exposed to a shock load with an acceleration of 50 m/s2, a shock pulse duration of 10-12.5 ms and a blow frequency of 10-50 per
minute;

- resistance to mechanical stress during transportation and withstand shaking tests for 1 hour with a rooting of 30 m/s2 with a number of vibrations of 2-3 per
second.

Transportation conditions:

Temperature: from -45 to +45 °C

Humidity up to 100%

Relative air pressure from 84.0 kPa to 106.7 kPa.

Storage conditions:

Temperature: from -45 to +45 °C

Humidity up to 100%

Relative air pressure from 84.0 kPa to 106.7 kPa.

Staplers must be stored at least at a distance | mfrom heating devices , and must be protected from contamination and exposure to aggressive environments.
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17.INFORMATION ABOUT DISPOSAL IN THE TERRITORY OF THE RF

*

After use, the products are disposed of in medical institutions as waste class B , and the products With expired for a period storage And Not former V use — By class
And SanPiN 2.1.3684-21.
18. MANUFACTURER WARRANTY

The manufacturer guarantees that the products comply with the requirements of this technical document, subject to the rules of use, transportation and storage.
Guaranteed shelf life ( shelf life ) is 3 years from the date of sterilization.

The use of staplers after the expiration date is not allowed.

Staplers in undamaged consumer containers must be pyrogen-free , non-toxic and sterile during the guaranteed shelf life.

If a malifunction is detected in the product that arose during the warranty period and led to a violation of their characteristics, the product will be replaced
by the manufacturer free of charge.

Information about complaints
All requests and complaints should be sent to:
Name of the official representative in the Russian Federation:
Limited Liability Company "Meril Medical "
Address: Russia, 108811 , Moscow, vn.ter.g. Settlement Moskovsky, Kievskoe Highway 22nd (Moskovsky village) km, 4/4, room . 2/1,
Phone: +7 495 772 7643.
Email: tapas.sen@merillife.com

Page 530f 58
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU -



19. Brief review of clinical datsa.

An assessment of all clinical literature has demonstrated the effectiveness of endoscopic staplers in various operations in both adults and children.

As stated in the clinical evaluation report (CLE / REP /015 Rev.06 ), the device meets the essential safety requirements according to the essential
requirements of ER1. Clinical literature has shown that staplers have proven to be safe in various surgeries such as abdominal, gynecological, gastrointestinal,
pulmonary and thoracic surgery for resection, dissection and anastomosis, etc. in both children and adults patients. In addition, various preclinical physical,
performance, and biocompatibility tests were conducted , confirming the safety and effectiveness of the device.

The risk-benefit profile was acceptable according to the core requirement of ER1. The risk analysis was carried out in accordance with the EN ISO
14971:2012 standard. A risk-benefit analysis shows that the benefits outweigh the risks.

Example of a warranty card
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WARRANTY CARD

Product category
Manufacturer
Execution option Stamp
Serial number/art. about sale

Date of sale
Seller organization
Seller’s signature
Individual packaging has been checked and is not damaged. 1 have read and agree with the instructions for use.
Buyer's signature

Guaranteed shelf life ( shelf life ) is 3 years from the date of sterilization.

By issues guarantees Contact : Limited Liability Company "Meril Medical *

Address: Russia, 108811, Moscow, va.ter.g. Settlement Moskovsky, Kievskoe Highway 22nd (Moskovsky village) km, 4/4, room . 2/1.
Phone: +7 495 772 7643.

Email: tapas.sen@merillife.com

ATTENTION! Make sure that the warranty card is filled out correctly. The serial number of the product must exactly match the number on the coupon. If the
coupon is filled out inaccurately or incompletely, the product warranty is considered lost.
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Staplers and replacement cartridges with staples must comply with the requirements established by the manufacturer in conjunction with the applicable standards:

No. Standard name
1 EN ISO 13485: Medical Devices — Quality Management System Requirements for Regulatory Purpose
? EN 1041 - Information supplied by the manufacturer of medical devices
’ EN ISO 15223-1 : Medical devices — Symbols to be used with medical device labels, labeling and information to be supplied — Part 1:
General requirements
) EN ISO 10993-1 : Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk management process
> EN ISO 10993-3 : Biological evaluation of medical devices — Part 3: Test for Genotoxicity , Carcinotoxicity and Reproductive toxicity
° EN ISO 109934 : Biological evaluation of medical devices — Part 4: Selection of Test for Interactions with Blood
' EN ISO 10993-5: Biological evaluation of medical devices — Part 5: Tests for In-Vitro Cytotoxicity
J EN ISO 10993-6: Biological evaluation of medical devices — Part 6: Tests for local effects after implantation
9 EN ISO 10993-7: Biological evaluation of medical devices — Part 7: Ethylene oxide sterilization residues
10
ISO 10993-10: Biological evaluation of medical devices — Part 10: Tests for irritation and skin sensitization
cloven EN ISO 10993-11: Biological evaluation of medical devices — Part 11:Tests for systemic toxicity
2 EN ISO 14971: Medical devices - Application of risk management to medical devices
B EN ISO 11607-1: Packaging for terminally sterilized medical devices — Part 1: Requirements for materials, sterile barrier systerns and
packaging systems
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14
EN ISO 11607-2: Packaging for terminally sterilized medical devices -Part 2: Validation requirements for forming, sealing and assembly

processes

N EN ISO 11135: “Medical Devices — Validation & Routine Control of Ethylene Oxide Sterilization”

'° EN ISO 5832-2: Implants for surgery -- Metallic materials -- Part 2: Unalloyed titanium

" EN 1SO 5832-1: Implants for surgery — Metallic materials — Part 1: Wrought stainless steel

'8 ASTM F67: Standard Specification for Unalloyed Titanium, for Surgical Implant Applications

? ASTM F138: Standard Specification for Wrought 18Chromium-14 Nickel - 2.5 Molybdenum Stainless Steel Bar and Wire for Surgical
Implants (UNS S31673)

z(: EN ISO 14644-1: Clean rooms and associated controlled environments -- Part 1: Classification of air cleanliness by particle concentration

EN ISO 14644-2: Clean rooms and associated controiled environments - Part 2: Monitoring to provide evidence of cleanroom performance
related to air cleanliness by particle concentration

22 [ EN ISO 11737-1 : Sterilization of medical devices — Microbiological methods — Part 1: Determination of a population of microorganisms on
products (ISO 11737-1:2006)

23 | ENISO 11737-2 : Sterilization of medical devices — Microbiological methods — Part 2: Tests of sterility performed in the definition, validation
and maintenance of a sterilization process

24 | MEDDEYV 2.7/1 , revision 4 Evaluation of Clinical Data, A guide for Manufacturers and Notified Bodies.

25 | Medical Device Directive 93/42/EEC: Medical devices directive as amended by DIRECTIVE 2007/47/EC
26 | ASTM F 1980 : Standard Guide for Accelerated aging of sterile barrier systems for Medical Devices
27 | ASTMF 88 : Standard test methods for seal strength of flexible barrier materials
28 | ICH Q1 A(R2) Stability Testing of New Drug Substances and Products
29 | ASTM D4169: Standard Practice for Performance Testing of Shipping Containers and Systems.
thirty | ASTM D35276: Standard Test Method for Drop Test of Loaded Containers by Free Fall
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31

ASTM D999: Standard Test Methods for Vibration Testing of Shipping Containers.

32

EN ISO 14630 - Inactive surgical implants - General requirements
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Ilepeeod ¢ ananuiickoz0 A3bIKa HA PYCCKUU A3bIK
Jlozomun Mepun (Meril)
Sndoxupypzus

ITeyaTs HOTapHyca:
Pamewr Kymap Cunr (Ramesh Kumar Singh)
HOTAPHUYC
NPABUTEALCTBO HHIUH
Paiton Bonvimoro Mym6au M paiiona Teiin. (Area Greater Mumbai and Thane Dist.)
{Per. Ne 11212)
YTBEPKAAIO
Mepua Ingo Cepaaepn 1. J14. (Meril Endo Surgery Pvt. Ltd.)
3amMecTHTENb FeREPAILHOIO ANPEKTOPA MO BONPOCAM PeryIHPOBAHNHS
IpaTnx Bacanu (Pratik Vasani)
Hodnucw/ noanuces
[Mevars: Mepun Supo Cepaxepu Iet. JIta. (Meril Endo Surgery Pvt. Ltd.) * BAIIH
«22» anpaps 2024 r.

HHCTPYKIMA 11O IPHMEHEHHMIO
ANA MEOMLMHCKOTO HIACTHI
CTEILIEP JJHHEHHBIH
SHAOCKONMHYECKHH CIIMBAIOIIE-PEXYHUHHA CO CMEHHHMIMH KACCETAMH CO
CKOBKAMH, OMHOPA30BbIH, CTEPHIBHBIA MIRUS™

fpomsoacraa: Mepin Buao Cepioxepn [1st. Jita. (Meril Endo Surgery Pvt. Ltd.)
Tperult srax, E1-E3, napk Mepun, Oxpyr Ne 135/2/B u 174/2, Myxranann Mapr, Yana, Bann, Bancan,
Cymxapar, 396191, Uaaus
(Third Floor, E1-E3, Meril Park, Survey No. 135/2/B & 174/2, Muktanand Marg, Chala, Vapi, Valsad,
Gujarat, 396191, India)

Bepeus 1.1,
INeyars HoTapuyca: Llramn:
Pamewr Kymap Cunr (Ramesh Kumar Singh) TOYHAA KOIIUA
HOTAPHUYC Aloonuce/
NPABHUTENBCTBO HHAUU 25 ausaps 2024 r.
Paiion Bosbinoro MymGan u pationa Teiin. (Area Pamew Kymap Cunr (Ramesh Kumar Singh)
Greater Mumbai and Thane Dist.) 10pucT u HoTapyyc
(Per. Ne 11212) NMPABHUTEJIBCTBO UHOUH
HeiicTeyeT a0 20/4/2025 Paiton Bonsuioro Mym6au u paiiona Teiin.

(Area Greater Mumbai and Thane Dist.)
(Per. Ne 11212)
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Hanmenopanse MeJHIRNHCKOTO H3ACIHN:
«Cremnep nuHeHHEIR 3HAOCKONMHYECKMH CINMBAIOIIS-PEXYIMA CO CMEHHBIMH KacCeTaMMu Co

ckobxamu, oaHopasoseiif, crepuabHuit MIRUS™, BapnanToB HCMOTHEHHA»
HanumenoBaune maroropurena: Meril Endo Surgery Pvt. Lid.

Axapec marorosurens: Third Floor, E1-E3, Meril Park, Survey No. 135/2/B & 174/2, Muktanand Marg,
Chala, Vapi, Valsad, Gujarat, 396191, India.

Tenedon: 022-0260-2408000

JaexTponuan noura: pratik.vasani@merillife.com

CaiiT: www.merillife.com

Hanmenosanne paspaborunxa: Meril Endo Surgery Pvt. Lid.
Anpec n3rorosurenn: Third Floor, E1-E3, Meril Park, Survey No. 135/2/B & 174/2, Muktanand Marg,
Chala, Vapi, Valsad, Gujarat, 396191, India.

HaumeHoBanue opHIHAILHOr0 NPEACTABHTEIS HA TeppRTOpHN PO:

OObuiecTBO ¢ orpaHHuYeHHo# oTBeTcTBeHHOCTEIO «Mepua Meauxany

Aapec: Poccun, 108811, r. Mocksa, sH.Tep.r. Ilocenenue Mockoscknit, Knesckoe Illocce 22-# (n
MockoBckuii) kM, a. 4/4, nomeut. 2/1.

Tenedon: +7 495 772 7643.

JaexTpoHHan NoMTA: tapas.sen@merillife.com
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L.HAZHAYEHHE H OBJACTD IIPHMEHEHHUA

Crennep nuHeHHNI SHAOCKONMHYECKHit CLUMBAIOLIC-PEXYILHA CO CMCHHEIMH Kacceramu co ckobxamu,
oanopasoseiif, crepunsHeiii MIRUS™, BapuaHTOB MCIONHEHMA NpEAHAsHAYECHHBIA Ana GsicTporo
nepepesaHna/NCCeeHH M CHIMBAHMA MAMKMX K COCYAMCTRIX TKaHeH BO BpEMA OTKPHITRIX MK
MANOMHBASHBHEIX OMEPAaTHMBHBIX BMEINATENLCTBAX, B abJOMHHANBHON XHPYPIHH, BO BpeMs
THHEKONOMHYeCKHX Oonepaunii B TOPaKaNbHOW XHPYPruM AnA B3pOCHBHIX M ACTEH (Janee Nmo TeXCTy —
crenaep(Lt), Uaaenue).

O6aacTh npuMeHeHns — [IpUMEHICTCA TONBKO B YCIOBUAX NIEYEGHEIX MEAVLMHECKHX YUPEXACHWHA.

2. KOMILVIEKTAUHS

Crennep THHEHHKI SJHAOCKOITHYECKHH CIINBAIOLIE-PEXYIHIH CO CMEHHBIMH KACCETAMM CO CKOOKaMH,
oanopasoewii, crepunbHRi MIRUS™, BapHaHTOB HCNOTHEHUA:
1. Crermep nuHeitnmit sHAOCKONHYecKUH cuBatome-pexymuit MEC065 (ykopouenHtiit), 65 MM
MIRUS™, B cocTage:
1.1 Crennep nuHeiHbIH 3HA0CKONHYecKHil ciuuBaronie-pexxymuit MEC065 (ykopoueHusii), 65 mm
MIRUS™
1.2 TpexpsanHble CMEHHBIE KacceTsl co ckobkamu MIRUS™:
- MECRW435 (uset Geniif), InapHHPHO-COCYAHCTAs, NTHHA pAaa ckobok 45 MM, BEICOTAa HE3aKPHITOMH
ckobxu 2.6, 2.6, 3.0 MM, 10 12 wr.
- MECRP45 (uset duonerorsiit), Ana TkaHei romuuHo# 1,5-2,0 MM, nuHa pana ckobok 45 MM, BeICOTA
He3aKphITOH ckoOKH 3.5, 3.5, 4.0 MM, a0 12 T, (Npy HeOOXOAHMOCTH).
- MECRW60 (uger Genriid), Ana tkaHei Tonmuuoii 1,0-1,5 MM, a/1nHa psaga ckobok 60 MM, BHcOTa
He3aKpeITOi CKOOKH 2.6, 2.6, 3.0 MM, 10 12 wit. (npy HeoOxXoauMMOCTH).
- MECRP60 (upeT dnoneToBblif), A TKaHER TomuHOM 1,5-2,0 MM, As1HRA pana ckobok 60 MM, BRcOTA
He3akphITo# ckobku 3.5, 3.5, 4.0 MM, o 12 wt. (npu HeobxoauMocTH).
- MECRB60 (uset yepHmif), 112 TaHe# Tonmunod 2,0-2,5 MM, anuHa paaa ckobok 60 mm, BeicoTa
He3akpbiToli ckobku 4.5, 4.5, 4.8 MM, 1o 12 wit. {nipu reobxoauMOCTH).
1.3 UHcTpyKuss no npuMeHeHmio 1 T,

2. Crennep nuHelHHH 3Ha0CKONUMecKKi clunBarowe-pexyit MEC065 (ykopouenHRid), 65 MM
MIRUS™, B cocTage:

2.1 Crennep nuHeluplii sHa0cKONUuecKuii cluuparome-pexyunit MEC065 (yxopoueHHEIH), 65 MM
MIRUS™

2.2 TpexpaaHbie CMEHHBIE KacceTh co ckobkamun MIRUS™:

- MECRP4S5 (uger duonerosriit), Ana TkaHei TonwmHodH 1,5-2,0 MM, anuHa pajga ckobok 45 MM, BHICOTa
HelakpuToi ckobkH 3.5, 3.5, 4.0 MM, 10 12 .

- MECRW45 (uget Genpiif), IAapHAPHO-COCYARCTAA, ATHHA PAAia CKOOOK 45 MM, BEICOTA HE3AKPLITOMH
ckoOkH 2.6, 2.6, 3.0 MM, o 12 wr. (NpH HEOOXOANMOCTH).

- MECRW60 (user Genmiit), a1a TkaHei Tonmmuoit 1,0-1,5 MM, Annna paaa ckobok 60 MM, BeicoTa
He3zakphToit ckobxu 2.6, 2.6, 3.0 MM, o 12 wT. (Npu HeoOXoaUMOCTH).

- MECRP60 (uset ¢uonerosmif), nas Tkaneit romupnoit 1,5-2,0 MM, anuHa pana ckobok 60 MM, BhicoTa
He3axkphToi ckobkn 3.5, 3.5, 4.0 MM, fo 12 wiT. (Dpn HEOOXOAUMOCTH).

- MECRB60 (uBet uepHHit), ana Tkanei ronmuuoi 2,0-2,5 MM, anuna paaa ckobok 60 mMm, BeicoTa
HezakphiToH ckobkn 4.5, 4.5, 4.8 MM, no 12 wit. (npu HeoOX0AHMOCTH).

2.3 UucTpyxnua no npuMeHeHnio | wr.
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3. Crenutep nuHeliHs1i 3HROCKONNYECKK clunBatole-pexymuit MEC065 (ykopoueHnmit), 65 mm
MIRUS™, B cocTaBe:

3.1 Crennep nwHelinnlii 3na0cKonKryeckuii cunasatome-pexyunii MEC065 (ykopouenHiit), 65 Mm
MIRUS™

3.2 TpexpsaaHbie CMEHHEIE KacceTH ¢0 ckobkamn MIRUS™:

- MECRW60 (uset 6enmit), ana tkane#t tomuunoil 1,0-1,5 MM, aAnuHa paga ckobok 60 MM, BeICOTa
He3akpuTol cxobxn 2.6, 2.6, 3.0 MM, a0 12 wrr.

- MECRW4S5 (user Gennlii), IHapHAPHO-COCYAMCTAN, ANMHA pAAA ckoOOK 45 MM, BEICOTA HE3AKPHITOH
cx00kn 2.6, 2.6, 3.0 MM, 20 12 mrT. (NpK BeOOGXOAUMOCTH).

- MECRP45 (upet puoneTomii), Ans Trane#d TonmmHo# 1,5-2,0 Mm, LnuHa paga ckobok 45 MM, BHICOTa
He3aKpHTOl ckobkm 3.5, 3.5, 4.0 mm, a0 12 mr. (npy HeobxoaumocTu).

- MECRP60 (uget ¢uonerosmii), ans Trane#i Tonumuo# 1,5-2,0 MM, anuna paaa ckobox 60 MM, BeicoTa
HE3aKpHTOl cKobku 3.5, 3.5, 4.0 MM, a0 12 wr. (npn HeobxoauMOCTH).

- MECRB60 (useT yepHmii), 115 TKaHeH TonmmHoi 2,0-2,5 MM, AnHHa pana ckobox 60 MM, BeICOTA
He3aKpHITOH CKOOKR 4.5, 4.5, 4.8 MM, 10 12 wiT. (NpH HEOOXOAMMOCTH).

3.3 UncTpykuua no npumeHeruto 1 wr.

4. Crennep nuHeHHBA 3HAOCKONHYecKui cumBarome-pexyiumit MEC065 (yxopouenuulit), 65 Mm
MIRUS™, 8 coctage:

4.1 Crennep nuHelinnil aHA0CKONHUeCKHi cvBaioute-pexcyutnit MEC065 (ykopouerHmit), 65 mm
MIRUS™

4.2 TpexpsaaHbie CMEHHbIE KacceTrl co ckobkamu MIRUS™:

- MECRP$60 (uset ¢pHoneToBsil), 114 TkaxHeH TonmMHOH 1,5-2,0 MM, AnKHa paja ckobok 60 MM, BeICOTa
He3aKpHTOH ckobku 3.5, 3.5, 4.0 MM, a0 12 mT.

- MECRW45 (uger Genunlit), IIApHHPHO-COCYAKCTAS, J/IMHA pAAa CKoOoK 45 MM, BRICOTA HE3aKPLITOM
cxobkn 2.6, 2.6, 3.0 MM, 20 12 wt. (npu HeobxoauMOCTH).

- MECRP45 (ugeT ¢puoneToBniit), Ana Txkanelt Tommunod 1,5-2,0 Mm, anmna paga ckobok 45 MM, BhCOTa
HE3aKpHITOH cKOOKH 3.5, 3.5, 4.0 MM, A0 12 wiT. (npH HeoOXO0AMMOCTH).

- MECRW60 (uset Genmit), ana Tkaneit TonmmHoi 1,0-1,5 MM, Anuna paga ckobok 60 MM, BhicOTa
HE3aKpLITOH cKobku 2.6, 2.6, 3.0 MM, a0 12 wT. (NPH HEOOXOAUMOCTH).

- MECRB60 (ueT yepHHif), ana Tkaneit Toamunoit 2,0-2,5 MM, 21HHa paaa ckobok 60 MM, BeicoTa
He3aKpRITOH ckobku 4.5, 4.5, 4.8 MM, 10 12 wiT. (npu HeoOX0AMMOCTH).

4.3 Huctpyxknus no npumeHeHmo 1 wit.

5. Crennep nKHEHHBIN 3HA0CKONMYECKKH cuMBalowe-pexymmmii MEC065 (ykopouennniit), 65 Mm
MIRUS™, B coctane:

5.1 Crennep nuHeiiHnbiii sHA0CKOMMYecKuii cumBatowte-pexcyutnii MECO065 (ykopouennmiid), 65 My
MIRUS™

5.2 Tpexpsaansie CMEHHBIE KacceTH co ckobkamn MIRUS™:

- MECRB60 (user yepHmif), Ana TkaHe# Tonumuoi 2,0-2,5 MM, anuHa paga ckobox 60 MM, BEICOT
He3aKphiToM CKoOKH 4.5, 4.5, 4.8 MM, 10 12 1T,

- MECRW45 (uBet Senmit), lnapHHpHO-cOCYANCTAA, JUTHHA pAa cKoOOK 45 MM, BEICOTA HE3aKpHITOH
cxobxu 2.6, 2.6, 3.0 MM, 10 12 wir. (Mpu KEOOXOAUMOCTH).

- MECRP45 (uget duoneroriit), 113 Tkanei Tommnunoi 1,5-2,0 MM, a1uHa paga ckoGok 45 MM, BEICOTa
He3akpHTOH ckobku 3.5, 3.5, 4.0 MM, 10 12 mT, (npH HeoGX0AUMOCTH).

- MECRW60 (user 6enwit), ana kanes ronmuno# 1,0-1,5 MM, AnmuHa pana ckobok 60 MM, BEICOTa
He3axphToi ckobku 2.6, 2.6, 3.0 MM, 10 12 wiT. (mpyu HeobXoAUMOCTH).

- MECRP60 (uset dpuonetToBrif), s TraHe# TonmuuHoi 1,5-2,0 MM, Anuta pana ckobok 60 MM, BricoTa
He3aKphITON ckoGku 3.5, 3.5, 4.0 MM, a0 12 wT. (Npy HeoGX0AHMOCTH).

5.3 Mrcrpykuma no npuMenenuto 1 wr.
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6. Crennep anuelinuit sna0cKOMMYecKuit cuBatome-pexyumiit MEC160 (cranaaptHuif), 160 Mm
MIRUS™, 8 cocTaee:

6.1 Crennep nuneiinniii s3na0cKoNHYecKHiH clunsatowe-pexxyuwnit MEC160 (cranaaprhsiii), 160 mm
MIRUS™

6.2 Tpexpaausie cMeHHBIE KacceTH co ckobkamu MIRUS™:

- MECR W45 (uset Gennlif), IIapHUPHO-COCYARCTAR, AJMHA pRAA CKOOOK 45 MM, BBICOTA HE3aKPHITOH
ckobku 2.6, 2.6, 3.0 MM, 10 12 wr.

- MECRP45 (user ¢puonerosriii), Ans TKaHeit TonmuHo#i 1,5-2,0 MM, anuHa paga ckobok 45 MM, BecOTa
He3aKphITOi ckobkm 3.5, 3.5, 4.0 MM, o 12 wiT. (Npu HEOGXOAMMOCTH).

- MECRW60 (uset Gennif), ans TkaMedt Tonmmuoi 1,0-1,5 MM, annna pasa ckoGok 60 MM, BHCOTa
He3aKpLITOH CKoOKHE 2.6, 2.6, 3.0 MM, 10 12 wir. (Npu Heo6XOAMMOCTH).

- MECRP60 (uset ¢pronerormii), ans Tkaned Tomumeon 1,5-2,0 MM, ravHa pana ckobok 60 MM, BEcOTa
He3akpeIToH ckoOku 3.5, 3.5, 4.0 MM, 20 12 wr. (Npy HeOOGXOAKMOCTH).

- MECRBG60 (ugeT uepnuiit), A1 TkaneH Tonmunoi 2,0-2,5 MM, ZuHa paaa ckobok 60 MM, BeicoTa
He3akprITOi ckobku 4.5, 4.5, 4.8 MM, 10 12 wr. (Npu HEOOXOAUMOCTH).

6.3 UHCTpYKUMA 110 NnpuMeHeHyio 1 wrr.

7. Crennep nuHeliEii sHAOCKONMYecKHi cMBalome-pexyumid MEC160 (cranaaprimif), 160 MM
MIRUS™, B cocTase:

7.1 Cremuiep nuHeHHE 3HA0CKONMYeckuil cuinBatowe-pexyimii MEC160 (crannaprhmif), 160 MM
MIRUS™

7.2 Tpexpanuble CMEHHBIE KacceTl ¢o ckoOkamu MIRUS™:

- MECRP45 (user dpuoneTosnit), ans Tkanel Tomumnoi 1,5-2.0 MM, anuna pana ckobok 45 MM, BricoTa
He3aKphITOHR ckobku 3.5, 3.5, 4.0 mm, 70 12 T,

- MECRW45 (uBer Genwit), IIapHUPHO-COCYAHCTANA, ATHHA Pl CKOGOK 45 MM, BHICOTA HE3aKPHITOH
ckobkn 2.6, 2.6, 3.0 MM, 10 12 wir. (ipu HEOOXOAUMOCTH).

- MECRW60 (user Gensiit), 114 TkaHel TonwmHo# 1,0-1,5 MM, AnnHa pana ckobok 60 MM, shicoTa
He3aKpHTO# ckoOku 2.6, 2.6, 3.0 MM, 10 12 wT. (Npn HEOGXOAUMOCTH).

- MECRP60 (uget ¢puonerorsiid}, ana tkatefi Tonmuno# 1,5-2,0 MM, annHa psaga ckobok 60 MM, BECOTa
He3akpsiTol ckobku 3.5, 3.5, 4.0 Mm, 1o 12 wT. (Npu Heo6XOAUMOCTH).

- MECRB60 (upeT uephuiif), 11s TkaHe# Tonmunoil 2,0-2,5 MM, AnuHa paaa ckobok 60 mwm, BuicoTa
He3aKpHITOi ckoGkH 4.5, 4.5, 4.8 MM, 210 12 wr. (npy HeobXoaAMMOCTH).

7.3 UHerpykuus no npusmeHeHmo 1 wr.

8. Crennep nunedinbii 3HA0CKONHYecKul cunealome-pexywii MEC160 (cranaaprririf), 160 mm
MIRUS™, B cocTaBe:

8.1 Cremnep nuHeliHMii 3Ha0cKONNYeCKHi clmnealome-pexyuyst MEC160 (cranaapthiiit), 160 Mmm
MIRUS™

8.2 TpexpaaHuie CMEHHBIE KacceThl co ckoOkamu MIRUS™:

- MECRW60 (upet Hensiii), Ans Tkaued romuunoii 1,0-1,5 MM, anuna paaa ckobok 60 MM, BHcoTa
He3aKphITo# ckodku 2.6, 2.6, 3.0 Mm, a0 12 wr.

- MECRW4S5 (uget Gensiit), LIapHHPHO-COCYAHCTaNA, ANHHA pAAa cKoDOK 45 MM, BLICOTa HE3aKpHITOH
cKoOKm 2.6, 2.6, 3.0 MM, go 12 wT. (npu HeoGXoaMMOCTH).

- MECRP45 (uset ¢puoneronslif), ana TkaHe#l TomumHoi 1,5-2,0 MM, 2y1uHa paaa ckobok 45 MM, BeiCOTa
He3aKpsITOH ckobkH 3.5, 3.5, 4.0 MM, a0 12 wr. (MpH HeOOXOAHMOCTH).

- MECRP60 (upet ¢puonerornit), Ang TkaHeit TomupHoi 1,5-2,0 MM, aauna pana ckobok 60 MM, BeicoTa
He3aKpMTOit ckobkH 3.5, 3.5, 4.0 MM, 110 12 wT. (pH HeobXoAHMOCTH).

- MECRB60 (uset uepH#it), ana TRanei Tonmuuoi 2,0-2,5 mm, amxa psfa ckobok 60 MM, BeICOTa
He3aKpHTO# CKOOKH 4.5, 4.5, 4.8 MM, 210 12 wiT. (NpH HEOGXOAUMOCTH).

8.3 Unctpykuus no npuMeHenuio 1 wr.
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9. Crennep nunelnmnif sHAOCKONMYecKui cuiuBatowe-pexymuit MEC160 (cTanzapTimii), 160 Mm
MIRUS™, B cocTrase:

9.1 Crennep nuHelnbIH 3HI0CKONKHYecKnif ciuupalome-pexymuit MEC160 (crannaprheiit), 160 My
MIRUS™

9.2 TpexpaaHsie CMEHHBIE KacceThHl co ckoOkamu MIRUS™:

- MECRP60 (uset ¢monerosniit), ans TkaHed romuuHoi 1,5-2,0 MM, AnuHa paga ckebok 60 MM, BeicoTa
HesakpbiTo# ckobkn 3.5, 3.5, 4.0 MM, 10 12 wT.

- MECRW45 (uBet Gensiit), uapHupHO-cocyARcTas, AMKHA pAsa CKoOOK 45 MM, BEICOTA HE3aKPHTOM
ckobxm 2.6, 2.6, 3.0 MM, 10 12 mr. (mpH HEOOXOAHMOCTH).

- MECRP45 (uset ¢uoneroshiif), A TkaHeit TomuuHoii 1,5-2,0 Mm, anusa paga ckobox 45 MM, BeicoTa
He3akpbITO#H ckobku 3.5, 3.5, 4.0 MM, a0 12 wT. (IpH HEOOXOAUMOCTH).

- MECRW60 (uper 6eneiit), ana Tkaneit Tonmmuoit 1,0-1,5 MM, anusa pana ckobox 60 MM, BlcoTa
He3aKphIToi ckoOkH 2.6, 2.6, 3.0 MM, 10 12 mT. (Npy HeOOXOAUMOCTH).

- MECRB60 (uBer uepruiif), s TkaHeit Tomuunoii 2,0-2,5 MM, JunHa pasa ckoGox 60 MM, BeicoTa
He3aKpHTO#H cKoOKH 4.5, 4.5, 4.8 MM, 10 12 wiT. (npu HeoOxoaMMOCTH).

9.3 HHcTpyxuusa no npumeHeHnio | wr.

10. Crennep nuHeiinsIf 3HA0CKONHUECKNi cuIHBatowe-pexylunii MEC160 (ctanaaprtHeiif), 160 MM
MIRUS™, B cocrase:

10.1 Crennep nuHeliHRI# 3nm0cKONMYecKufi cLuHBalome-pexymuit MEC160 (cranaaprimii), 160 Mm
MIRUS™

10.2 Tpexpaaubie cMeHHBIE KacceTH co ckobkamu MIRUS™:

- MECRB60 (uet 4epHslii), ana Tkaxeit ronmuHoi 2,0-2,5 MM, Anuna paaa ckobok 60 MM, BhicoTa
He3aKpeiTo# ckobKH 4.5, 4.5, 4.8 Mm, 10 12 wiT.

- MECRW45 (uget Genniii), IapHAPHO-COCYAUCTasA, AIHHA PAJA CKOOOK 45 MM, BHICOTa HE3aKPHITO#H
ckobku 2.6, 2.6, 3.0 MM, 10 12 wiT. (mpH HeoGX0AUMOCTH).

- MECRP45 (uget ¢puoneTormit), ans Tkanei ronmunod 1,5-2,0 MM, anuHa paaa ckoGok 45 MM, BRICOTA
HE3aKpEITOH ckoOkH 3.5, 3.5, 4.0 Mm, 10 12 wT. (mpu HeoGXoaAHMOCTH).

- MECRW60 (upet Genmif), ana Tkaxelt TomuuHoi 1,0-1,5 MM, 1yteHa paga ckobok 60 MM, BoicoTa
He3aKpHTOH cKoOKM 2.6, 2.6, 3.0 MM, A0 12 miT. (IpU HEOGXOAHMOCTH).

- MECRP60 (uset ¢puoneTosif), 04 TKaneil Tonuunol 1,5-2,0 MM, As1MHa psaaa ckobok 60 MM, BEICOTa
He3aKpHTOH ckoOKH 3.5, 3.5, 4.0 MM, A0 12 urr. (npu Heo6XoAUMOCTH).

10.3 Unctpyxums no npumeHeHmio 1 wr.

11. Crennep nureiinslit 3HAOCKONMueckuit clunsatome-pexywtnil MEC255 (yanunennsit), 255 MM
MIRUS™, B cocTabe:

11.1 Crennep nuHelHBIR 3HAOCKONHYECKHH ciuuBatome-pexcyumit MEC255 (yanuHeHHi), 255 MM
MIRUS™

11.2 TpexpaaHsie cMeHtble KacceTsl ¢o cxoOkamu MIRUS™:

- MECRW45 (upeT 6enbiif), LIapHUpHO-COCYAUCTANA, AJIMHA psiga cKoboK 45 MM, BLICOTa He3aKkpLITO#
cxobku 2.6, 2.6, 3.0 MM, 10 12 miT.

- MECRP45 (uset ¢puonerosmiif), 1na TkaHeit Tomuutoi 1,5-2,0 MM, 1nuHa paaa ckobok 45 MM, BHICOTa
He3akpeIToit ckoOkH 3.5, 3.5, 4.0 MM, 20 12 wir. (npu HeoOXoAUMOCTH).

- MECRW60 (upeT 6enstif), ana Tkaneit Tomuunod 1,0-1,5 MM, 1iHRa psana ckobok 60 MM, BeicoTa
He3aKphITo# ckobkH 2.6, 2.6, 3.0 MM, 10 12 wr. (npy HeOOXOAUMOCTH).

- MECRP60 (useT $puoneropsiit), ana tkaneit Tonmmnos 1,5-2,0 mm, anuna pana ckobox 60 MM, BricoTa
He3aKpuToi ckoOkH 3.5, 3.5, 4.0 Mm, mo 12 wIT. (Npy HEOOGXOAHMOCTH).

- MECRB60 (uset uepHuii), 214 TRaHeH ToawmHo#i 2,0-2,5 MM, AauHa paaa ckobok 60 MM, BrcoTa
He3aKpuTOM CKOOKH 4.5, 4.5, 4.8 MM, 10 12 wiT. (NpH HEOGXOIHMOCTH).

11.3 Uuctpykuus no npumenennio 1 wir.
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12. Crennep nuHeRHBIH sHAOCKONHYecKMi cumBaome-pexxyunit MEC255 (yaiuHeHHRH), 255 MM
MIRUS™, B cocTase:

12.1 Crennep aunefinbit sna0ckonuyeckuii clunpatowme-pexymit MEC255 (yanuneHHsIR), 255 MM
MIRUS™

12.2 TpexpaaHuie cMeHHbIE KacceThl co ckobkamu MIRUS™:

- MECRP45 (ueer ¢uoneroemif), ans Tkanei Tomumaoi 1,5-2,0 MM, anuta pana ckobok 45 MM, BhicoTa
HE3aKpHITOH ckobx# 3.5, 3.5, 4.0 MM, 1o 12 wT.

- MECRW4S5 (neer 6enbtit), LUapHUPHO-COCYAHCTAA, A/TMHA PAAA CKOOOK 45 MM, BHICOTa HE3AKPHITOH
ckobku 2.6, 2.6, 3.0 MM, o 12 wT. (npy HeobXOAUMOCTH).

- MECRW60 (user 6enmii), ana Tkaneit Tonmunoit 1,0-1,5 MM, aauHa psaa ckobok 60 MM, BLICOTa
He3akpeIToit ckobkn 2.6, 2.6, 3.0 Mm, 10 12 wr. (npu HeOOXOAUMOCTH).

- MECRP60 (user ¢puonerormit), ana Tkane# TonumHoi 1,5-2,0 MM, 1nvnra pasa ckobok 60 MM, BeicoTa
He3aKpHTOI cKobGKH 3.5, 3.5, 4.0 MM, 10 12 wT. (NpU HEOOXOAUMOCTH).

- MECRB60 (et uepHRif), 414 TKaHed TomuuHo# 2,0-2,5 MM, A1uHa paga cko6ok 60 MM, BeicoTa
He3axkpuTo# ckoOku 4.5, 4.5, 4.8 MM, 10 12 mr. (fpy HEOGXOAUMOCTH).

12.3 Huctpykuus no npumerenmo 1 wr.

13. Crennep nuHelinsiift sHaOCKONHYecknii cunpatowe-pexyumii MEC255 (yanunennmlit), 255 mm
MIRUS™, B coctaBe:

13.1 Crenniep nuHelHHBIH 3HAOCKOMMYECKHH cnsarome-pexyiunii MEC255 (yanuuennniii), 255 MM
MIRUS™

13.2 Tpexpannsie cMEHHLIE KacceTnl ¢o ckoOkamun MIRUS™:

- MECRW60 (upet 6enmit), Aas TxkaHeit ronmuno# 1,0-1,5 Mm, anuHa paga ckoGok 60 MM, BricoTa
He3akphIToH ckoOku 2.6, 2.6, 3.0 MM, 0 12 wT.

- MECRW45 (uger Genrlit), WUAPHHPHO-COCYAKCTaNA, ATUHA pAAa cKoBoK 45 MM, BLICOTa HE3aKPHITOM
cxobkH 2.6, 2.6, 3.0 MM, 0 12 T, (NPU HEOOXOAUMOCTH).

- MECRP45 (uset ¢uonetonsiif), ans TxkaHeit Tonumnoii 1,5-2,0 MM, 1nnna pana ckobok 45 MM, BbicoTa
He3aKpHTOH ckoOkn 3.5, 3.5, 4.0 MM, a0 12 wr. (npH HeoGxoauMOCTH).

- MECRP60 (uger ¢puonerossii), ans TkaHe# ronmutod 1,5-2,0 MM, AnuHa pana ckobok 60 MM, BeicoTa
He3akphiToif ckoOkH 3.5, 3.5, 4.0 MM, no 12 wr. (npu HeoGxoaumocThn).

- MECRB60 (upeT yepHHif), ana TKaHe#k Tonmunoi 2,0-2,5 MM, AnuHa paaa ckobok 60 MM, BicoTa
He3akphiTOit ckoOku 4.5, 4.5, 4.8 MM, Ao 12 wiT. (Npr HeoGXxoaUMOCTH).

13.3 Wuctpykums no npuMeHeHNo 1 wr.

14. Crennep ruHelHuI 3HA0CKOMMYECKHR clousatoue-pexynit MEC255 (yanuuenunii), 255 mm
MIRUS™, B cocrase:

14.]1 Crennep nuueitnbiit 3HAOCKONHYECKMI clunBatome-pexymui MEC255 (yanuHeHHwit), 255 mm
MIRUS™

14.2 Tpexpaansie CMEHHBIE KacceThl co ckoOkamu MIRUS™:

- MECRP60 (upet ¢uoneroBriit), 1 TkaHelh TommuHo#i 1,5-2,0 MM, anuHa paaa ckobok 60 muM, etlcoTa
He3aKpHiTO# ckobkn 3.5, 3.5, 4.0 Mm, oo 12 wT.

- MECRW4S5 (uget Genulif), LIapHHPHO-COCYAKCTAR, AHHA PARa cKoBOK 45 MM, BbICOTA He3aKphITOi
ckoOkH 2.6, 2.6, 3.0 MM, 10 12 wT. (IpK HEOOXOAWMOCTH).

- MECRP45 (uger ¢puoneroBniit), Ans Tkaneil Toamunoi 1.5-2,0 MM, anuna pajga ckobok 45 MM, BhicoTa
HesakphiTo#t ckobxu 3.5, 3.5, 4.0 MM, a0 12 wiT. (Npy HEOOXOAUMOCTH).

- MECRW60 {user Genniit), Ana Tkane#t romuuxoit 1,0-1,5 MM, anvHa pana ckobok 60 MM, BeicoTa
Re3akpEITOH CKoOKH 2.6, 2.6, 3.0 MM, no 12 wit. (npy HeobxoauMocTH).

- MECRB60 (uset yepHblif), 114 TKaHei TonumnHo# 2,0-2,5 MM, AnuHa paaa ckobox 60 MM, BbicoTa
He3akphITo#i ckoOkH 4.5, 4.5, 4.8 MM, 10 12 T, (npu HeobxoanumocT#).

14.3 HucTpyknna no npuMexeHuto 1 mr,
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15. Crennep nuHeHmit sHAOCKONUYECKNI ciuHBalome-pexywmi MEC255 (yanunennniit), 255 MM
MIRUS™, B cocrase:

15.1 Crenuniep nuHeitHEi 3HA0CKONMYeCKKH clumuBatowe-pexcymuii MEC25S (yarunennnii), 255 MM
MIRUS™

15.2 TpexpaaHbie CMECHRBE KacceTh co ckobkamu MIRUS™:

- MECRB60 (user sepuuiif), ana tkavei Tonumnoii 2,0-2,5 mm, AnnHa pana ckobok 60 MM, BrcoTa
HeaakpuiTo# ckobku 4.5, 4.5, 4.8 MM, 20 12 mT.

- MECRW435 (user Oennlif), uapHupHo-cocyAHCTas, ANHHA psaa CKOOOK 45 MM, BHICOTA HE3aKPHITOM
ckobku 2.6, 2.6, 3.0 MM, A0 12 WiT. (NPH HEOOXOAUMOCTH).

- MECRP45 (uper ¢uonerostiit), 14 TkaHeil TonunuHo# 1,5-2,0 MM, annHa paza ckobok 45 MM, BHICOTa
He3akprITo# ckobkH 3.5, 3.5, 4.0 MM, Ao 12 wT. (NpH HEO6XOAUMOCTH).

- MECRW60 (uget Geanit), ans tkanel tommunoit 1,0-1,5 mm, anura pana ckobok 60 MM, BecoTa
He3akphIToll ckobku 2.6, 2.6, 3.0 MM, o 12 T, (npu HEOOXOAHMOCTH).

- MECRP60 (uset ¢puoneroBmif), 4na Tkaseit Tonuunoif 1,5-2,0 MM, annta paga ckobok 60 MM, BbicoTa
He3akpsIToit ckobku 3.5, 3.5, 4.0 MM, g0 12 mT. (npn HeoOXOAUMOCTH).

15.3 Huctpykuus no npuMerenuto | .

3. IOKA3AHHA K IPUMEHEHHIO
OTKpHTHE HI¥ MUHUMAILHO MHBA3WBHEIEC OOIIKE, THHEKONOTHYECKHE, YPONOrHYECKHe, TOpaKanbHEe,
abnOMHHANBHBIE,  NEAMaTpUYECKMe,  XMPYprHYecKMe  BMelIaTenscTBa  WIA  GmicTporo

nepepe3aHuA/McceyeHnA TKaHeH K CO3NaHKUA aHACTOMO3a.

4. TIPOTHBOIIOKA3AHHA
1. Bupockonuyeckuit NHHEHHEIH peXYIUHMA HHCTPYMEHT He CIeAYET HCMOAL3OBATE HA TaKHX

TKAHAX, KaK TMeYeHb HIHN Cele3CHKA, rZie CXKHMACMOCTbL TAKOBa, YTO 3AKPHITHE HHCTPYMEHTa MOXET
NPHBECTH K PaspylLICHHIO.

2. He npumensiiTe cTeniep Ha MIICMU3HPOBAHHOH WIH HEKPOTHIHPOBAHHONA TKaHH.

3. He npumensiiTe 3HR0CKONHYECKHiA MUHEAHEIA cTENACP MPH HATHYHK NPOTUBONOKA3aHUHA K
HAJIOXKEHHIO XUPYPTrHUECKHX CKOG

4. He ucnonn3yiite 3SHROCKORHYECKHI TMHCHHLLA CTeMIep HA BOCNANCHHON, OTCYHOK CITM3HCTOM
WA OMYXONEBOH TKAHMX.

5. He ucnonp3yiiTe 3RA0CKONMYECKHH AMHeHHBIH cTennep, ecn €CTh NORO3PEHUE, YTO B 0OnacTH
paspe3a OCTAETCH M3MEHEHHAA TKaHb 3/I0Ka4eCcTBEHHOI0 HOBOOOPA3OBAHNA.

e JlaHHbIf cTenaep He NPHMEHACTCA IPH HAIWYHH NPOTHBOMOKA3AHMA K HANOXKEHHIO

XHPYPrudecKux ckoGoK.

5. IOBOYHBIE AEHCTBUSA:
-MoXeT NPHBECTH K KPOBOTEUEHHIO HIIH NOBPEKACHUIO TKAHESH

- Henonsoe cuMsanie/oTKa3 cluMBaHHA/OIMOKS CLIHBAHUA.
Bo3Moxuble 0CRONHEHHS
- KposoTeuenue
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- Cocyaucrast TpasMa/oOpa3opaHHe reMaToOMbl
-[noxas pereHepaLus paHs
-Anneprudeckse peakuyu

Boamoxnbie nocaeonepaunoHnbie ocnoxHenus (BoiMoxHEE OCIOKHEHHA, CBA3aHHHE C
onepauueit):
- TpaBma TxaHei

- Boap/orex

- Knuieunas HenpoxoauMocTsb

- [TpoGneMel ¢ MouencnyckauueM (TPaBMa MOUEBOTO Ny3LIPA, PeTeHUMA)

- Undexuma/PacxoxaeHue WBOB

~ PeunauBapYIOIMiA niponanc

- UHopoaHit MaTepuan

- YutemieHHaa rpsbxa

6.ITOJIB3OBATEJIb - cneumansio oOyuennnt#t MexuumHcKui nepcowan (Bpad). Usnenue aomxHo
HCTIONTb30BATECA TONBKO KBATHGHLIMPOBAHKBLIMH CTICUMATHCTAMH.

7. OIEHKA PHCKOB.

Puck NOBTOPHOTO HCNOALIOBAHMA:

[MpoayKT npeaHasHa4YeH IS HCMONb30BAHMA Toiabke oanWH pas. [Ipu  MHOrokparHom
MCMOAL30BAHUH 3TO MOXET TPHBECTH K [MEPCKPECTHOMY 3arpsa3HeHuio / MHPEKUMM, a Takke
¢Noco6CTBOBATL HECOOTBETCTBHIO HasHayeHHIo. CHENOBATENLHO, Ha 3THKETKE YKA3aHO NPCAnNHcaHue
TONLKO AJIA OAHOPA3OBOTO NPHMEHEHUA, a TAKKe 3Ta WHGOpMALMA OTPaKEHA B MHCTPYKLUMHM 0O
NPUMEHEHHRIO, AN HCKMOYCHHUA BO3MONKHOCTH BOSHHKHOBEHHA JaHHOIO PHCKA.

Onenka npremMaeMocTH 06111€ro 0CTATOMHOTO PHOKAS

- B pesynbraTe nmpouecca YNpaBieHHs PHCKaM# MAaKCHMANBHO COKpailleHa YacToTa BO3MOXKHBIX
PHCKOB A/l KXAOTO C/Iyuas PHCKa M MPOBEPEHO, HE CO3ZIABANM JIH MEDPA! M0 KOHTPOMIO PHCKOB
AONOAHHTENbHBIHR pUCK.
- OcxoBHue noGounble 3(ppexTn, BCTPERAOTC HEUACTO, H CBA3AHE ¢ MPOLIECCOM NPOBEACHHA
XMPYPrH4eCKHX BMEIIATCALCTB BO BPEM HCMONBL3OBAHKA H3/IS/INA W MOCIIE €r0 UCTIOAL30BAHMA.
- 061K ocTaTOYHEIH PHCK NIOCAE HALIMX MEP MO KOHTPOJTIO PHCKA MOXHO CYKTATH NIPHEMIIEMBIM,

B pesynbTare BHILCYKa3aHHOH OLEHKM, NOCKONBKY CYMMa NPHEMIEMBIX PHCKOB MHHHMANBHA, a
HETIpHeMNEMbIH PUCK OTCYTCTBYET, ACNACTCH BHIBOA O TOM, HTO JOCTMTHYTO cTabwibHOE
ynpaBleHHe PHCKAMM.
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8. TPEBOBAHMS BE3OINIACHOCTH

4.1 Crennepul 6e3onacusl NpyH coSMOACHUN YKa3aHHil MHCTPYKLKM N0 NPUMEHEHHIO, HE OKA3HLIBAIOT BPEAHOIO BO3ACHCTBHA Na OPTaHH3M YenoBeka.

PaGota ¢ u3nennem BLIMOAHAETCA CTPONO B COOTBETCTBHH C MHCTPYKLHMEH MO NPUMERSHUIO,

4.2 Crennepw 6nonornuecku 6ezonacHi M coorserctayior [SO 10993-1 no noxazarenam

- CEHCHOMNU3ALNA;

- PA3AP@KEHHE HIH BHYTPHKOXHAA PEAKTHBHOCTD;

- 00111as TOKCHYHOCTD;

- MHPOPEHHOCTD.

4.3 Crennepn nomkHb CHaGXEHHN GIOKHPYIOUIMM YCTPOHCTBOM, 00ecneyHBaloUM BO3MOKHOCTD KX CHATHS C OPraHa WilH TKaHH TONBKO NOCAE OKOHYAHMA
NpoLHBAHAA.

Brnoxupytomee yctpoticTo He gonyckaeT cpabaThiBaHUs NPH OTCYTCTBMM CKODOK B KaccerTe.

4.4, He ponyckaetcs Hcnonb3oBaHHe H3ASAMI NPH HapylIeHHOW HHAMBUAYANBHON YNAKOBKe.

KPHTEPHH HENIPHTOAHOCTH
v TloBpexaeHa HHAHBUAYAIHHAA YNIAKOBKA
v TlospexaeH cremuep
v TloppexaeHa Kaccera

9. YKAZAHMA NNO 3KCILIYATALIHH

Crenniephl M XacCeThl JOMKHE NPUMEHATHCA B UEMAX, YCTAHOBNCHHBIX HACTOSIIHM TEXHUYECKHM JIOKYMEHTOM, B CTPOIOM COOTBETCTBHH ¢ HRCTpYKUHel no
NPHMEHEHHIO H3TOTOBHTENA.

Crennep aomxen 66T YCTOHYHE K BO3ACHCTBHIO KIHMATHYECKUX YCIOBHH, NPH TEMNEPATYpPE BO3AYXa OT -45 go +45 °C, saaxuocty Bo3ayxa xo 100%
OTHOCHTENBHOM JaRieHHu Bo3ayxa oT 84,0 xIla no 106,7 klla.
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IMpy nocraske B 3UMHUIE NEPHOA ANA BLPABHNBAHHA TEMNEPATYPH HIEHI C TEMNEPaTYpOi NOMEILICHUA UX HAANEKHT BHAECPKATD B YIIAKOBKE MPU
Temneparype He Hipke 18 °C 1 oTHOCHTENbHO BaaxHOCTH BO3aYyXa (6515) % He MeHee 12 yacos.

MosTopHOMY NPHMEHEHHIO CTEMUIEPE! H KACCETH! He NoAnexat. Usaenans oaxokparHoro npuMexenms. Ilocne KCNONLIOBAHNS YTHAHIHPOBATD.

floeTOpHaA CTEpHAN3AUMS HE AOITYCKAETCA.

HMIAaHTHPYEMLIMH HaCTAMY ABAAIOTCA THTAHOBRLIE CKOOKH, KOTOpBIE He 06nanaloT MarHuTHRIME cBoficTsamu. [Tposenenne MPT, KT 1 apyrux supos
CKAHHPYIOWUX YCTPOFCTE HUKRK HE BIHAIOT HA YCTAHOBACHHbIC CKODKK BRYTPH OpraHn3Ma yesioBeka. B pexkux ciyuasx Habmonaercs noBbllleHHE
TEMAEPaTYpbl THTAHOBBIX CKOO MeHee yem Ha 2°C°, Tlpu naHHBIX 06cneaoBaHUAX CKOOKH Jterko 0GHAPYKHBAIOTCA HA NOBYHMEHHLIX CHHMKAX.

Ipu narsoeHun, HECOCTOATENLHOCTH LIBOB MOKA3aHO NOBTOPHOE onepaTHBHOE nevenne, HeoGxoauMocTb B H3BNEYEHHWH, 3aMEHbLI HMILIAHTATA HIH BLIGOp
MHOH XUPYpPrutecKkol TAKTHKH NPUHHMAETCA HHANBHAYAIBHO ONEPUPYIOLIIHM XHPYPTOM.

Tlocite fpaBUALHOTO HANOXKEHHUN THTAHOBBIX k06 H GOpPMUPOBaHNS UMNIAHTATA TOCAEAYIOWMH YXOA 32 HMITIAHTATOM He Tpelyercs.

Tlocne 3aBepuieHns cpoka cnykOb CKOOKH OCTAIOTCA Y NALMEHTA HA BCIO XH3Hb HAH MOTYT GbITh yAGNEHBI NOCTE 3XHUBACHHA BO BPEMA HOPMaJbHOMO
0OHOBJICHHA KJIETOK HH, €CMTH BPay COYTET 3T0 HeoOxoauMbiM. UMnnanTHposatHeie CkoOB MOTYT GHITE yAaneHb 100 BO BpeMA ONepaLH, o nocae
OnepaLHK XHPYPrHYecKUM MeToZOM. [TocTORHEbIE XHpYpriYecKne cKOOKH H3 THTAHOBOTO CILIABA OTHOCKTCA K LWHPOKO H3BECTHRIM TEXHOJIOTHAM C OGILMPHBIMY
AAHHBIMH NO OE30NacHOCTH 3a NEPHOA XKU3IHM NAUNEHTA.

He ncnonsayitre tpexpsaaniie kaccerst MECRW45 1 MECRW60 8 2HA0CKONHYECKOM JIMHERHOM cTenepe Ama MobkX TkaKe#, ToauuHoll cios
nepecexaeMoil H cuinsacMoil TkaHH Menee 1,0 MM 1 Gonee 1,5 mum.

He ucnons3ayitre tpexpaanbie kaccettt MECRP45 ¥ MECRP60 8 sHaockonnyeckoM nuHeiHOM cTenaepe Ana MiobuX TkaHeH, TonumHo#i cros
nepecexaemoif H ciuupaeMoit TkaHu Meree 1,5 MM 1 6onee 2,0 mm.

He ucnons3yiite Tpexpastsie kaccerst MECRB60 B ana0ckonnueckom nunelinom crennepe ana nodbix Tkaueld, ToxuuHoil cnos nepecexae-mMoil u
cuinBaeMofi TKanu Menee 2,0 mm u Gonee 2,5 MM.

He ucnonesyitre sugockonidecknil aunelinwii crennep Tam, rae aicKBATHOCTh N'EMOCTa3a NOC/IE NPUMEHEHHS HE MOXKET ObITh MPOBEPEHA BH-3YalIbHO.

He npumennihe CTCTUICPh) C HOMKOM Ha KPYNMHBIX COCYAax 0e¢3 ofecneyenns NPOKCHMANAGHOIO H RUCTANBHOTO KOHTPONA.
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Tepen npoiHBaHKEM CTENNEPOM HEOOXOAHMO TILATENBHO OLICHHTD TONLLMHY TKaHH. CMOTpHTE TabaHLly KOLOB CMEHHBIX KaCCET OTHOCH-TEJILHO
Tpebopanuii. Ecnu Tkaub He noanagres Ge3 ocoGbX YCHIHRI K CKATHIO A0 BBICOTHI 3aKPBITOH CKOOH, NpHBeAEHHOIM B TAGMILE, HIIM XK€ NEFKO CKHMAETCS A0

TONWIMHEI MEHBLIEH, YeM BbICOTA 3aKPEITO# CKoORI, NprBeAEHHOI B TabaKUe, Takas TKaHb He NOKA3aHA AN NPOLIHBAHKA CKOGaMH BhI-GpaHHOro pasMepa, TaK Kak
OHa MOYKET OKA3ATHCA CAMLIKOM TONACTOM MK TOHKOM.

NOPANOK HCITOJTb30OBAHUA

(Ilppmevanne: TMpueeseHnble HAaHHBIE HE MOTYT HCTOJB3OBATHCH B KAYECTBE TEXHHYECKOTO PYKOBOACTBA AAA XHPYPruveckux onepawiit no HanoxeHwo

anacTomMo3a.) Ilpu seibope moaxoazamedi kaccers! co ckobkamu Beeraa yuuTbiBaiiTe 0GWMYI0 TONUMHY TKaHM W MOOOIC WCTONB3YEMOTO MATEDHANA JUIS
apMHPOBAHUS NTHHHM CKPENICHHA.

3APSIAKA

1. YroOu 3apaauTs 3HACCKONMYEcKHR nNuHEHHBIA cTensep cooTBeTcTBYlOLIEH KacceToM, BCTaBbTe WTHPT, PACHONOKEHHBH Ha AMCTABHOM KOHLE LITOKA
MHCTPYMEHTA, B KacceTy. YOeauTech, YTO HHAKKATOP BHIPABHUBAHKA Ha KACCETE COBNALAET ¢ HHAMKATOPOM BHIPABHHBAHKA Ha WToke. (PucyHok 1)

2. IpruxMHuTe KacceTy ¥ MOBSPHHTE €€ MO YACOBOH CTPE/IKE OTHOCHTENBHO CTeriepa, yTobut 3aduxcuposaTs. UHAMKATOp BLIpaBHMBAHKS HA WITOKE CTEMIEpa
BHIPOBHACTCA ¢ HHAKKATOPOM BLIPABHHBAHHUA Ha KacceTe (PHCYHOK 2).

3. Yrobr1 yOeauruca B NnpaBUNLHOCTY 32pAAKH, BRNONHUTE LUK paboTsl cTENIEpa NOCe YCTAHOBKH KacceThl. COXMUTE PYYKY OAMH pas3, YToGk! 3aKpHTh ryGKH
KacceTHl. [loTanure Hasan yepHbIe pyuxu so3spara B yOeaMTECh, YTO ryOKH KACCETBI OJIHOCTHIO OTKPEITH (PHCYHOK 3)

Pucynok 1.
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PucyHok 3.
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PA3PSAAKA

1. Yrobet BEINPY3uTH KacceTy M3 CTeniepa, pbivar QHKCaTOpa AOMKEH HAXOAWTHCA B HEHTPANLHOM TONOKEHHW. YOeauTech, UTO FyOKM KACCETH OTKPHITSI,
NONHOCTBIO NOTAHYB YEPHBIC PyYKH BO3BpATa Hasai. (PHcyHok 4).

2. lotanute kuonky PA3I'PY3KH/PA3BJIOKHPOBKH (pacnonoxeHnyio Ha HIKHe#H CTOpOHE WITOKa) 0GPAaTHO K CTETLIEPY, NIOBEPHUTE KACCETY NPOTHB YacoBoi
CTpeNKH Ha 45° U CHUMHTE KacceTy ¢ wroka crennepa (Pucynok 5)

*

Pucynok 4.
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Pucyuox 5.
YKA3ZAHHA IO IIPHMEHEHHIO.

BeraseTe 3na0CKONMUECKRIE THHEHANIE CTeNACp B TPOaKapHYIO BTYJKY COOTBETCTBYIOWIENO pasMepa Win Gonbluero pasmMepa.
[Ipumevanne: JHAOCKONHYECKHHA NUHEHHLIN cTenaep ¢ Genoit, puonerosol, KacceTol NpeAHA3HAYCH A1 BESACHHA W UCIIONB30BAHNA YEPE3 TPOAKAPHYIO BTYJIKY
AuaMmeTpom 12 MM Win Gonsiue (BTyNKa He MOCTABAAETCR CO CTEMUIEPOM).
[pn ucnoas3oBaHuK 2HAOCKONUYECKOro AHKEHHOTO cTennepa ¢ YepHoil KacceToi ero Heo6X0AHMO BCTABKTD B 1 5-MUMIHMETPOBYIO TPOAKAPHYIO BTYNKY (BTY/IKa
HE MOCTaBASETCA CO cTenyiepoM). Creniep MokeT OHITh nepezapaxeH M 3amyieH 1o 12 pas 3a oaHy npouenypy.
Texnnyeckue XapaKTepHCTUKH TPOAKAPHHIX BTY/IOK:

TpoakapHas BTY/IKa, ¢ BHYTPCHHHM JHaMeTpoM 12+1 Mm.
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[viaveT|3 py™icu

[nameTp TpyoKku
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TpoakapHas BTY/Ka, C BHYTPEHHUM gnameTpom 15+1 mm.

% [MaMeTp pyyKkn

OnameTtp TpyoKun

Stzz<gw O

I. Tybkn KacceTbl LOMKHbI ObITb 3aKpbITbl Mepej BBefeHVWEM WHCTPYMeHTa B TPOaKapHyl BTY/NKY. 18 3TOro coXmute pyyky (puc. 6). MOTAHUTE KHOMKY
PA3IrPY3KWM/PA3BJTOKNPOBKW (pacnosioXXeHHYK Ha HWXHeR CTOpOHe Basia) 06paTHO K NMpubopy, MOBEPHMTE KacCeTy MPOTMB 4YacOBOI CTPenku Ha 45° u
CHUMWTe KacceTy co cTBos1a npubopa. (PUCYHOK 6)
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PucyHok 6.
2. Beens cTennep B NonocTs TeNa, OTKpoiiTe rybkH KacceThl, NOMHOCTHIO MOTAHYB YEPHEE PyYKH BO3BpaTa Hasaa. (PucyHok 7)
Baamanue:

1. He HaxxHMaliTe Ha pyyKy cTeniepa, OTTATHBAA Ha3a YEPHYIO PyMKY BO3BparTa.
2. [lpnnoxute 3HROCKONHUECKKIT AHHERHKI cTennep nonepek oGpabaTeiBaemoli TKkaHM.

Buumanue: Ybeautecs, uto B 3mKuMMax CTeIUIepa HeT NpenaTcTsuii (Hanpumep, ckol). OGpaboTka yepes NPENATCTBHE MOXKET NPHBECTH K HEMOIHOMY CPE3aHHIO
Wunu HenpasuabHO chopMHPOBAHHBIM CKOOKAM,

Pucynok 7.
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3. Otperyaupyiite HHXKHEe NOBOPOTHOE KOJbLO, YTOOBI WITOK cTemnepa Bpauancs Ha 360° (puc. 8). [osepHuTe BepxHee MOBOPOTHOE KOJLLO, YTOOBI MOBOPOTHbLIE
yCTpOicTBa noBopaurBanuch Ha 35° B oboux HanpaBieHusx. (PucyHok 9)

PucyHok 9.
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4. ComkHutTe ryGKkM HHCTpYMEHTA MONIEPEK TKAHH, NOANEXAIICH PACCEUCHHIO, MIONHOCTHIO CXaB pyuKy. CTeniiep OCHAINEH NPEeAOXPAHUTENbHON 6NOKHPOBKOH,
YCTPOHCTBO HE 38NYCTHT CTEILIEP H HE PA3PEKET TKaHb, NOKa He Gyaer HaxaTa senenas kHonka. (Pucyxok 10).
BuuManue:

1. [IpeaycmoTpena npeaoxpaHnTeNbHas GIOKHPOBKA, KOTOPas NPEAOTBPAIAET MOBTOPHLIA 3aNyCK MYCTOro OAHOPa30BOi KACCETHI.
He neiraiiTecs oTKMIOUHTD NpeAOXpaHHTENLHYIO GNOKHPORKY.

2. 'ybxs MHCTPYMEHTa MOXHO NEPEMECTHTE HAa TKaHb MEPER 32MTyCKOM, TIONHOCTHIO TIOTAHYB YEPHYIO PYUKY BO3BPATA HA3a/, NO3BONSA TYGKAM OTKPHITHCA.

Pucynoxk 10.

3. Y061 BKNIOYHTD CTENEP, HAXKMHTE 3ENEHYI0 TyckoBylo KHORKY. [TochenoBatensHo cxxumaiite pyuxy 20 TEX NIOP, NOKA OBAILHAA KPBIIIKA 30KHMA He JOCTHTHET

AHCTAILHOIO KOHLIA FHe3Ja KacceTw K pydka He 3aduxcupyerca. Jina nonHoro cpabaThiBaHKUA KacceThl TPeOYIOTCA NOCNEAOBATENbHEIE HAXKATHS HA PYKOATKY
(pneynok 11).
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Pucynox 11.

4. Kak TOAbKO HHCTPYMEHT OYAET MONHOCTHIO PaspAKEH, OTKPOHTE 3aXHMBI, TIONHOCTHIO MOTAHYB YCPHYIO PYYKY BO3BparTa Hazall. AKKYPaTHO W3BJICKHTE
HHCTPYMEHT U3 TKaHH. [Tociie yaaneHHs HHCTPYMEHTA CIEAYET NPOBEPHTL MECTO remMocTasa. HesHauuTenbHoe KpoBoTeYeHHe MOXKHO KOHTPOJIIMPOBATE C IOMOILLIO
3NEKTPOKOATYNALMH HIH PYYHBIX 1BOB (pucyHOK 12).
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[pumeyanue:
1. He nrraiiTecs BCTaBUTH MM H3BAEYD HHCTPYMERT U3 TPOAKAPHOH BTYJIKH, €C/TH HHCTPYMEHT HAXOANTCA B APTHKYAHPOBEHHOM NONOKEHNH.
2. 3TOT UHCTPYMEHT MOKHO Nepe3apAXaTh W 3aMycKaTh A0 12 pas 3a ogHy onepaumio.

! NIPEAOCTEPEXXEHHA H MEPH IIPEAOCTOPOXHOCTH!

- NPOLCAYPH AOMKHBI BHINONBATLCA TONILKO XHPYPraMH, NIPOILCAIIMMH COOTBETCTBRYIOWIEE 00yyeHHe 1 06NANAIOIMMMY OCTATOYHBIMY 3HAHHAMH B 3TOH 06aacTH.
Ilepen BhinonieHHEM MOGOrO ONEPATHBHOIO BMEWATENHCTEA PEKOMEHAYETCH O3HAKOMHTHCH ¢ MCAHLINHCKOH AIHTEPATYPOH, KacaloweHca TEXHHKH BHITONHCHNUA
NPEACTOAICTO BMCIIATENLCTBA, BO3MOXKHBIX PHCKOB H OC/IOXHEHHHA.

= YCTAHOBKA B CTCINICP RENOAXOAALMX MO THIY HIIH PASMEPY CMEHHBIX KACCET MOXKET NPHBECTH K PACCEHCHHIO TKaHN 6e3 npolWHBaHNA
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- TIpH NPOBEACHHH NMPOLICAYPH He nbiTaliTech ONMPATHCA Ha MEPEAHION YACTh F'YOOK KACCETH], MOCKOJLKY 2TO MOYKET NPHBECTH K MOBPEKASHHIO K TPABMATH3ALIMI
TKaHeil.

- TpY PacCeueHMH KPYMHBIX COCYROB cobmiOAaiiTe OCHOBHbIC XHUPYPTHYECKHE NPHHUMIE KOHTPONA IeMOCTa3a MPOKCHMAnbHEE M AUCTANbHEE XOHUA
BMELLIATENLCTBA.

- yOeauTechs B TOM, YTO TKAHH IEKAT POBHO U pasMellieHbl MEXAY ryOKaMH KacceTh npaBHnsHO. JIio6as cKAaa4aTOCTE TKAHH BAONB CMEHHOM! KACCETH, 0COBEHHO
B MECTE COEAWHEHHA TYDOK, MOXKET NPHBECTH K HECOCTOATENIBHOCTH MEXaHHYCCKOTO LIBA,

- NIpH HaknaaeiBaHuM rybox Ha BuibpanHyio obnacts, yGeauteck B TOM, WTO MEXAY ryOKaM# HET NPENATCTBHHA B BHAC KIMIC, CTCHTOB, NPOBOJAHUKOR M Ip.
IIpouirsanue NPy HATUYHH TPENATCTBUA MOXKET MMPHBECTH K HENOHOMY PACCEYCHUIO TKaHEH, HEMPaBUILHOMY (OPMHPOBAHHIO MEXAHHYECKOTO CKOOOYHOIO 1iBa
W/HIM HEBO3MOXKHOCTH PACKPRITHA TYOOK.

- B CJIyYae HEHCMPABHOCTH MEXaHKH3MA TIPOLIKHBAHKA He NPEANIPHHUMAITE TOBTOPHEIX NOMBTOX HCTIOALIOBAHUA CTENNEpa.

- Ecny Mexann3m CMBIKaHuA ryGOK HeMCTIpaBeH, M OHH HE 3aXBATHIBAIOT TKAHM, He NPEANPHUHUMAITE NONKITOK NPOIKBaHKA TKaHeiH. OTI0XKHTe U He HCNONL3YHTE

3TOT CTERJEP.

Knunauecxuii noapasgesn:
TlpuMepit npotieayp, NPH KOTOPHIX MOTYT NPUMEHATLCA CTENAEPH! CO CMEHHBIMM KaCCETaAMM €O CKOOKaMH:
Tabauua 1.

O6wexupypruveckue | I'mnexonornueckue Yposiornueckue TopakanbHbie

- AHacTOMO3H -Bnaranuuinas - [TpoctaTakromMua - Pesexuus u 6uoncua

-Yacruunas FHCTEPEKTOMMS -Hedporromus nerkoro

racTpoNNacTHKA - l{ucrakromus -Knunosuanan

- ANNEHAEKTOMNA Pe3eKLHA JIETKOTO

Crpannua 23 u3 59
& 000 LMPMU 2] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU



10.XPAHEHHE H CPOK T'OJHOCTH

VYcnoBus XpaHeHus:

Temnepatypa: ot -45 po +45 °C

BnaxHnocts Bo3ayxa no 100%

OtHocuTensHoe nasneHun Bo3ayxa ot 84,0 xI1a no 106,7 lla.

Ha paccToanumn He meHee | M OT HarpeBaTteNbHbIX IPHOOPOB, U NOKHBI ObITH 3aLUMLIEHBI OT 3arpsA3HEHHH U BO3JCHCTBUS arpeccUBHBIX Cpell.
Cpok roqHocTH (CpoK XpaHeHHs)— 3 rojia ¢ AaTbl CTEPUIU3ALMH.

HUcnonb3osanue CTENJICPOB MO HCTEHCHHUIO CPOKA XPAaHCHHUA HE NONMYCKAETCA.
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11.TPEBOBAHHS OXPAHHI OKPYXXAIOIEH CPEJBI

Marepuane: crenniepos H CMEHHBIX KacceT He 00NafaloT cnocoBHOCTLIO 06PA30BHIBATL TOKCHUHBIE COSAUHEHHS B BO3AYIIHOH CPEAie M B CTOYHLIX BOJAX.
Obpasytotieca NPH NPOUIBOACTBE TBEPABIE OTXOB MOANEKAT NEpepaboTKe HIH 3aX0POHEHHIO.
OcHoBHLIM BHIOM BO3MOXHONO ORACHON0 BO3ACHCTBHA HA OKPYXKAIOULYIO CPeAy ABISETCH 3arpA3HEHHE ATMOCHEPHOTO BO3AYXA HACSNEHHBIX MECT, MOYS W
BOJ{ B pe3yiLTaTe
- apapHitHBIX yTeuek (pocchineii) NPOU3BOACTBEHHBIX MAaTepHAIOB;
- HEOPraHW30BAHHOTO 3aXOPOHEHUA OTXO0J0B HA TEPPHTOPUH MPEATIPUATHA-UITOTOBUTENA HIIH BHE €r0;

- NPOH3BOABbHOI CBAJIKH HX B HE NPEHAa3HAYEHHBIX ANA 3TOH Henelt MecTax.
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12.KOHCTPYKIHA H TEXHHYECKHWE TPEBOBAHHSL.

Pucynox 13.
17
b
—
t
|
l.pom:a HOXA
Pucynok 14.
1. Kacceta co cxoGxamu 6. [Topatowas BTynKa
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~

. Cynnopr xacceTss 7. Lok
3. llabor

8. Perynupyiowian pyuxa

4. Kpbika 3a%HM 9. BepxHaa NOBOPOTHAsA YacTh NOBOPOTHOIO KOJbLA

5. LlTox kaccersi 10. Huxxaa noBOpOTHAA YacTL NOBOPOTHOMO KONbLA

11. Myckosas xHonka (3encHan) 14. [lyckoBoit puiyar

12. Pyuxa Bo3sparta (4epHEIM UBETOM 0003HAYeH nas) 15. Hanpasastoumit knun
13. HenoasmxHaa pyuka 16. Cxobxu.

17. Hox

3-w=ol-um yctpoiicmo
Ly
PucyHok 15

Tabauua 2.
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Haumenosanue TexHnueckn napaMeTps
MECRW45 u MECRP45 MECRW60, MECRP60, MECRB60
Kaccerta co ckobkamu (a*1*s), MM 74*10%6 +1 89%11*7x1
1laGot (a*w*B),MM 51%9%3,2+] 67*10%3,2x1
Yron nogvema wabora, ° 13° &1 13° £1
CynnopT KacceTsl (n*m*B), MM 73*10%5 £1 89%11*8 1
Yron cpeaa, ° 29° %1 29° x1
Kpsiuka sakuma (1*w*s),Mm 24%11%9 +2 24%13*%10 £2
Hanpasnmowmmit kaun (a*w*B), MM 6*4*4 +0.1 6*4*4 0.1
BLACK
Thick Tissue

A7 Vascular o Medium Tiasue

Pucynox 16
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MprHLWMN 4eACTBMSA; BbIMOMHSET LWUBbI NMYTEM YCTAHOBKM CTPOEHHOT0 psiga TUTAHOBbLIX CKOBOK B LLIAXMATHOM MOPsiKe Y O4HOBPEMEHHO pasfensieT TKaHb
MeXay psigamu.

CTennepbl KnaccuPUUUPYOTCA KakK PyYHOl OAHOPA30BbIA XUPYPTrUYECKUA WHCTPYMEHT, CLUMBAIOWMIA, PEXYLIW/, MHOFOCKOGOUYHbIA, AN MOSyYeHUs
MHOTOPSIAHbIX JIMHEHbIX LUBOB, 06pa3yemMblX B LULAXMATHOM MOPSAKe, OCHALAEMbIM J1Ie3BUEM (HOXOM) M PYUYHbIM K/IMHOBUZAHBIM NMPUBOAOM.

B 3aBMCMMOCTHK OT ANUNHbI pa60qe|7| 4acTun CTensiepbl BblIMYyCKaKOTCA Mo,u,ene|7|:

BbicoTa

PucyHok 16.1
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Tabnuua 3.1 k Pucynky 16.1

OITHCAH | OBLLIAA | BLICOTA { MAKCUMAJIBH | UIMH | AUAMETP MACCA MACCA B | PASAMEP YIIAKOBKH
MOJEJ | HE JUIMHA | CTEIUIEP { OE A LLITOKA BE3 YMMAKOB | (NTUHA*LLIMPHHA*BbIC
b CTEIIIEP | A KOJIMYECTBO | LLUTOK YIIAKOB | KE(r) OTA) (Mm)
A (BE3 I[MYCKOB A KU (r)
KACCET
bl)
MEC06 | yxopouenn |290+5mM | 150+ 5 12 655 |1240mm+0.3 | 235+30 405+ 30 HhausuayanpHas yrnakoeka
5 3]} MM MM mm (Onucrepnmii 10TOK):
520*216*70 (=15 mm)
Bropuynas notpebuTensckas
ynaxoBKka:
544*217*75 (£15 mm)
MECI16 | cranaaprtib | 380t5mMm | 1505 12 160+ 5 | 12.40mm+0.3 | 263+ 30 433+ 30 HuauenayaneHas ynakoska
0 ] MM MM mm (6nncTepHmtit noTok):
520*216*70 (15 mm)
Bropuunas notpeburensckas
ynakoBka:
544*217*75 (£15 mm)
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MEC25 | ywmeEnun | 480+5mMm | 15025 12 255+ 5 | 12.40mm+0.3 | 290+ 30 460+ 30 HuausnayaibHas ynakoeka
5 i MM MM mm (GnucTepHmIit TOTOK):
520%216*70 (£15 Mm)
Bropuunas notpeburennckan
yNaKkoBKa:
544*217*75 (215 mm)
Tabnuua 3.2 x Pucynky 16.1
TABAPUTHBIE | JUAMETP | TABAPUTHbI | AMAMET | FTABAPUTH | FTABAPUTH | TABAPUTHBIE | TFABAPUTH | BHYTPEHH
MOJIE | PASMEPbBI BXOJHOI" | EPASMEPBI | P bIE blE PA3MEPLI bIE AA A1
Jib PET'YJIUPYIOLL | O [TOBOPOTHO | [TYCKOB | PABMEPbI | PASMEPbI | HEMOJABWXXH | PASMEPBI
EX PYUKH OTBEPCT |# YACTH o PYUYKH MA3A OM PYUKH, |MYCKOBOI
(A*UI*B) UA JU1A [TOBOPOTHO | KHOIIKH | BO3BPATA, | PYYKH (A*LLU*B) O PBIUATA,
IUTOKA O KOJIbLIA, (A*1LU*B) BO3BPATA, (OBLLAS
(A*10*B) (A*1i) A1)
MEC06 | 60*7*12 £2 MM | @111 MM | 86%47%28+6 ©4,5+0,1 23*%15%15¢1 | 85%2+1 MM 150%35*27£2 87*37£2 MM | 57%2042 MM
5 MM MM MM MM
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MECI6 | 60*7%12 £2 MM | @111l mm | B6*47*28+6 94,5:0,1 | 23*15*15%1 | 85*2+]1 mm 150*35%27+2 87*37x2 MM | 57%20+2 MM
0 MM MM MM MM
MEC25 | 60*7*12 2 MM | D111 mm | 86%47*2846 94,520,1 | 23*15*15x1 | 85%2+1 mm 150%35%27+2 87*37x2 Mm | 57%20£2 Mm
5 MM MM MM MM
Jlna oCHAWICHHUA CTEMIEPOB AOJDKHEI HCMOL30BATECA OAHOPA3OBAIE KACCETHI CO CKOOKAMH:
TaGnuua 4.
TPEXPAAHBIE KACCETbI J14 S9HAOCKOIMUUYECKOI0 JINHEHHOTO CTEIUIEPA
Koa | Liger Jnuna HAnuna HMnnsa | Konn | BeicoTa Hnuna Bsicora | Koau | Macc | Macc | Pasmep ynakoekn (anu-
pana ckob | paspesa JIHHAH | YeCTB | Hezakpbitoli | He3akphITOR | ckoOm B | yecTB |aGes |as Ha*WHPHHA*BHICOTA)
{MM) 1 (MM) CIHBa | O ckobOb ckobul (MM) | 3akphiTO | © ynako | ynak | (MM)
onucaHue HHs cko0 M pROoB | BKM | OBKe
(Mm) MoNOKEH r )]
1M (MM)
ME | Benuiit | Lllapuupn | 4025mMm | 45£2m | 66 1-pit paa; 1-bifi paa: 1.0£03m |2 03 | 605 |92% | Mugusuayanshas
CR o- 2.60.1mM, | 2.620.2mM,
W45 o1 M M pAna 10 ynaxoska (6aucTepHnIi
co;ynu 2-oii pan: 2-0i paa: )
N 2.60.1mm, | 2.640.2mm, JIOTOK):
Kaccera Juipan | 3-uik pan: 265%472%20 (£5 Mm)
4542 MM 3.0£0.ImMm | 3.00.2mm
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Bropuusas
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noTpebuTENbCKAN
yNaKoOBKa:
280*105%80 (5 mm)
ME | ®uorner | Kaccera | 40+5mm 45+2m | 66 1-biii paa: 1-b1¥ pap: 1.6£0.3m | 203 | 605 |92+ | HuauBnayansHan
ESRP oBbii | Ana M 3.5+0.1mM, [ 3.5+0.2um, M pana 10 ynakoBka (6aucrepHbidi
. 2-o# paa: 2-0if pan: .
PeaRKX 3.540.1mM, | 3.520.2mm, TIOTOK):
" 3-uit pan: | 3-mit pan; 265*72*20 (£5 MM)
TONCTHIX 4.0:0.lmm | 4.0:0.2mm
BropuyHas
TKaHeH
4542w noTpedHTEALCKAN
YTIaKOBKa:
280*105*80 (£5 mm)
ME | Benuii | Kaccera | 55&5mm 60+2m | 90 1-biii pan: 1-bti pan: 1.0£03m |2no 3 | 6245 | 98+ | HunuBnayansHas
CR 2.6£0.1mMM, | 2.6+0.2MM, "
W60 s M M psaa 10 ynakoska (6nucrepHbIi
c 2-ofl pan: 2-oit pan: .
peAHuX 2.6+0.1MM, | 2.620.2mm, BOTOK):
TKAHEH M 3-nii pag: | 3-wii pan: 265%72%20 (£5 mm)
COCYA0B 3.0£0.Imm | 3.020.2Mm
60 L2 Bropuunas
noTpeburensckas
YNakoBKa:
280*105*80 (5 mMm)
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ME | ®uoner | Kaccera | 55£5mm 60+2m | 90 1-biii paa: 1-waii pan; 1.640.3m | 2R03 | 6245 |98+ | UnauBuayanbas
ggu' oBuilt | mia M 3.50.Tmm, | 3.5+0.2mm, M paaa 10 ynakoBka (Gancrephbiii
2-oif pan: 2-oii pan: .
CPEAHMX 3.580.1um, | 3.5£0.2mm, ROTOK):
u 3-uii pan; 3-uii pan: 265%72*%20 (5 mm)
TOJICTBIX 4,0£0.1mm | 4.0+0.2mM
Bropnynas
TKaHEH
60520 noTpeduTenscKan
yNakoBKa:
280*105*80 (£5 mm)
ME | Yepust | Kaccera |55+5mm 60+2m | 90 1-wiif pan: 1-w1it pan: 20£03m |2n03 | 82+5 |98+ | Huausuayanshan
CRB 4.520.1mM, | 4.5£0.2mMm,
60 # ans M M paza 10 ynaxkoBxa (GaucrepHsiit
2-oft pan: 2-0ii pan: .
ToneThIX 4.5:0.1Mm, | 4.5+0.2mm, NOTOK):
TRaKeH 3-mipam: | 3-ntif pan: 265%72*20 (£5 MM)
60:2MM 4.8+0.1mm | 4.8+0.2mMm
Bropuunas
notpebuTenscKas
ynaxoBKa:
280*105*80 (&5 mm)

Crennep ycranaBnMBaeT THTAHOBBIE CKOOBI B IAXMATHOM NOPAAKE 1 OAHOBPEMEHHO PA3ACNACT TKAHD MOXKAY PALAMH.
Illupuua pexymeit KPOMKH HOXA KacceThl AOIKHA OBITh He Gonee 8 MKM, BHICOTA HEPOBHOCTEH HA MOBEPXHOCTH HOXA — He Gonee 10 MkM.

Paauycsl npHTyIUieHus paboueit wacTn ckobok — He Menee 0,3 Mm.
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Ha noBepXHOCTH cTenAepoB He A0DKHO ObITh TPEWHH, 3a60KH, UAPaNKH, 3ayCEHLEE, PAKOBMH, NOP, BHIKPOLICHHBIX MECT, PacCoeHN i, NPHXOros H APYTrUX
3arpA3HeHUi (OKaNHH, YacTHU MATCPHANOB WAHPOBKH, NOAUPOBKY H CIEAOB CMA3KH).

JlesBue HOXa OKHO OBITH OCTPLIM O€3 3a3yOpHH, TPEWKH, BHIKPOLEHHBIX MECT H BMATHH.

Hapyx#bie 10BEPXHOCTH AOMKHE OLITh ONCCTAIIMMM HAH MATHPOBAHHBIMH.

(lasnnele H CBAPHEIC WBL (RPH HANKYHK) AOMKHE! GBITE NNOTHEIMM, HE HMETH TPELHMH, PAKOBHH, CNEA0B HeNpoBapeHHOro. B caapHbix LiBax AonycKaeTca
oTaenbhbie nopy rnyGuHoil A0 0,2 MM H nioutansio o 0,08 Mm? B konuuecTse He Gonee 3 Ha y4acTke AnuHO# He Gonee 5 MM.

B xoHCTpYyKUMH HE 20MKHO OHITH HeDYHKUHOHANBHLIX OCTPBIX KPOMOK.

ToBepXHOCTH MOAUMEPHBIX COCTABHBIX HACTEH HE AOMKHEI HMETH H3NOMOB, 3a60MH, BMATUH, LUAPANHH, 3aYCEHLIEB, BLIKPOIIEHHbBIX MECT, IOCTOPOHHHX
BKOYCHMUH, 3arpaSHEHKA U NATEH, 3aMETHBIX HEBOOPYIKEHHBLIM rnasom.

Ynopst 474 NansueB He AO/KHE! HMETH 3aYCEHLEB H OCTPLIX Kpads.

Pex;yume KPOMKH ROKHBI ORTH OCTPHIMHU NO Beel ANuMNe.

Crennep pomuxeH ObITh YCTOHYMB K BO3AEHCTBUIO KIMMATHYECKHUX YCIIORW, NPH TeMNepaType Bo3ayxa ot -45 ao +45 °C, pnaxnocTh Bo3ayxa ao 100% u
OTHOCHTE/IbHOM ABNeHHH Bo3ayxa ot 84,0 xIla ao 106,7 klla.

Kaccera co ckoGKkami ¢ 1LITOK CTeiLIepa A0MKHB ObITh YCTOHYHEBR K BO3ACHCTBHIO aNpeccHBHBIX GHOMOMMYECKHX XHAKOCTei (KpOBb, MOYA, IKENYAOUHbIH
COK).

CoeauHeHue cOCTaBHLIX HacTeil ZOMKHO OLTL NPOUHBIM.

He nonyckaerca BeposTHOCTL CAMONPOHIBONLHOIO PaCCOEAMHEHHA COCTABHLIX YacTeii.

LllepoxoBaTocTh MOBEPXHOCTH PEkYLINX KPOMOK Rs RokHA 6biTh B npeaenax ot 0,05 ao 0,63 mxwm. Mapamerp
WEPOXOBATOCTH R OCTANBHBIX NOBEPXHOCTEH cTENNEpoB Ao/mkeR ObiTh He Gonee:

= 0,32 MKM — HAPYXXHBIX;

Ycuane, Heobxoaumoe ANS OCYILECTBACHHS NPOLINBAHHA C OZHOBPEMEHHBIM NPOPE3aHHEM, 10JIKHO ObITh He Gonee:

- 200 H (20 krc) ~ nepenapaeMoe KUCTBKO PYKH;

- 100 H (10 krc) — nepepasaemMoe nanbLamu.
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Ycunne, HeoOxoanMoe ANA yCTaHOBKM KacceTsl, A0kHO GuThk He Gonee 35 H (3,57 kre).

[1pn npotMBaHUH CKOOKM SOMKHE TIONIHOCTBIO BHTANKHBATECSK H3 NA30B,

Cxolku He AO/KHE! BEINAAATD H3 CKOBOUHBIX 11a30B NOA AcHCTBMEM COGCTBEHHON MacCH. CKOGKY He ZOJDKHB BINAnaTh MPH PACKAYHBAHHH,

Cxobka aomkHa 06pa3soBbIBATH 3aMKHYTYIO dopMy NeTan «Bx» rpu BbicTpeae.

Kaccera He Ao/mkHa BLINAAATD W3 FHE3AA NOA AeiicTBHeM cOOCTBCHHOH MaccCH B Clly4ae, ecH TONLKO HeoOX0AMMOCTL BuNaaaHua obycioBneHa
KOHCTPYKTHBHBIMH M 9KCIINYaTAUHOHHBIMH OCOOEHHOCTAMH CTEMIEpAa.

®ukcaTop KacceTh! A0/HKEH 0GecneyMBaTh BXO/ TONKATENA B Na3K MarasnHa 6e3 3aeaaHus.

Xona Spanu aomkeH obecneunBaTLCS NEKHM M TLIABHBIM.

JBioxeHue cTennepa A0JLKHO OHTH MATKHM, 63 GNOKHPOBKH.

[Myckosas KHONKA CTEMIEPOB IOSDKHA OHITH OKpallieHa B 3en8Hbil 1seT.

Crenneps! Z0MKHE NOCTABARTHCA CTEPHALHBIMY (CTEPHAK3ALMS OCYLIECTBARETCH FA20BBIM METOAOM C NIPHMEHEHHEM ITHIEHOKCHAA coracko ISO 11135, ¢
MOATBEPXKAECHHEM YPOBHA cTeprnbHocTH (SAL) 1075,

KoncTpykuua KacceT 10/mkHa o6ecneyuBars B3aHMO3aMEHAEMOCTD MX MOZENeH B Ipeienax COOTBETCTBYIOLIErD THIOPA3MEPa M NPH CTAHAADTHOM AUAMETpe
nogatowei Bryaxu 12 Mm,
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Crennep 0/keH WIrOTABMBATLCS U3 CREAYIOWMX MATEPHANOB:

TabGnuua 5.
Haumenosanne yacTu | Matepnan Mapka nau Bua xonTakra ¢
OPOH3BOANTEIb OpraHM3MOM
MaTepHana YeJIoBeKa
Privar ¢pukcaropa Turan, 1 UNSRS50250 OTCyTCTBYE KOHTAKTA
1ok Twran 1 UNSR50250 KpatkoBpemeHnsiii
KOHTaKT (MeHee 24
4acoB) ¢ MATKHMH
TKaHAMM
Perynupytowas pyuka | [nacruk ABS+SS BM [pecuxu Ko., Jita. | OrcyrcTeue KonTakra
Bepxnee noeopotHoe | [Taactux ABS+SS BM Tlpecuxn Ko., JIta. | OTcyTcTBHE KOHTaKTA
KOJIbLIO
Hmnxnee nosopoTHoe [nacruk ABS+SS BM Ilpechxku Ko., JIta. | OtcyTeTBHe KOHTaKTa
KONbLO
IMyckomas kHOMKa [TnacTuk ABS+SS BM Ilpecinxu Ko., Jlta. | OrcyrcTeue koHTakTa
Pyuka Bo3spara IMnacTuxk ABS+SS BM Ilpecuxn Ko., JIta. | OTCYTCTBHE KOHTaKTa
Henonsuxuas pyuka [Inactux ABS+SS BM Ilpecuxu Ko., JIta. | OrcyrerBue koHTaKTa
IlyckosHax KHOMNKa [Inactuk ABS+SS BM Ilpecuxn Ko., JIta. | OrcyTcTBie KOHTaKTa
IlycxoBoii poivar [Inactuk ABS+SS. BM Ipecuxu Ko., JIta. | OTcyTcTBHE KOHTaKTa
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KpacHTenH, KOTOpLIE HCMONB3YIOTCA NPH HANOTOBNCHHH CTENNEpa: YepHElit, Genuit, 3enensiii, npoussoacTsa Waston International Co.Ltd.

Kaccera 1 ckoGKH A0NKHB H3rOTABIMBATECA H3 CACAYIOIMX MATEPHATIOB:

TaGnuua 6.

HaumenoBanse uacTH | MaTepnan H Mapka MaTepuana Bua xoHTaKTa ¢ OPraHAIMOM
4eI0BeKa

Cxobkn Turan, mapka | UNSRS50250 HNMnnanTHpyemble HIZCAHA, HMEIOLIHE
aoarocpounnlii kontakr (bosnee 30
CYTOK) ¢ MATKHMH TKaHAMH

Kaccera Turan, mapka 1 UNSRS50250, [Tnactuk | KparkospemeHHEIH KOHTaKT (MeHee 24

ABS+SS YacoB) ¢ MATKHMH TKAaHAMH

Kpacurenan, KOTOpbie HCIONB3YIOTCA NPH U3TOTOBIEHHH MUIACTUKOBBIX YacTeil kaccet: yepHmit, Genslit, puoneTosnii npouzeoactea Waston International

Co.Ltd.).

XAPAKTEPUCTHKA MATEPHAJIA (Twran, mapka 1| UNSR50250):

Xumuueckuit cocTas (¢ NPOLEHTHLIM COACPKAHNEM AETANBHOTO XMMHHECKOTO COCTABa)
OcHoBuoli MaTtepuan: Turat, mapka | UNSRS50250

Tabsmua 7.
BUA U TBEPAOCTb METAJLJIA
Mapxa 1 UNSRS50250 Ounncanue MeTanaa Teepaocts, HB
1 UNSR50250 | Turan YscThii THTAH 140 (£10)

MEXAHHYECKHUE CBOUCTBA MATEPHAJIA Tutan, mapka 1 UNSRS50250:

Ipeaen Texyuecrn 0,2%, Mlla - 170...310
Tlpeaen npounocrr npu pactaxeHnu, MIla — 240
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OrHocHTENbHOE yanuHeHue, % — 24

OHINUYECKHE XAPAKTEPHCTHKH:
— Bce NoBepXHOCTH HIACHA HE A0DKHBI MMETh OCTPHIX KPAeR U 3ayCEeHLEB.
— Bee dpopmoBaHHbIE AETANH HE AOJDKHBI HMETH HEPOBHOH MOBEPXHOCTH.

— Ha Bcei noBepXHOCTH He AOMKHO ObITH TOYEYHOH KOPPOZHH, TPELUHH K T. A,

MnorHocTs MeTanna, ricm’

Monayns FOnra, I'Tla

Y pensuan Tennoémkocts, Jx/xr*K
Koadduument nuneitnoro pacmmpenus, 10° m/mK
Tennonpoeoanocts, Br/m*K

DneKTpHuecKoe conpoTusnene, Q*cm* 104

CeoiicTsa npH nosbienHsIX TeMneparypax: JauHeii metann obnanaet xopoleif cTORKOCTHIO K 00pa30BaHuio OKaNHHE! BINIOTS Ao 700°C.

MuauenayanbHad ynakoska crennepa (MoABEpralowiascs CTepHAH3ALMA) A0DKHA H3TOTABNHBATECA H3 CICAYIONIHX MaTepPHANOB:

Tabnnua 8.

Haisanne ynakosxn | Marepuan u mapkxa Texnuuyeckne
MATEpHANA napaMeTpbl

Bawncrepumii notok Oymara Mapku TYVEK | Tonuwpuua 750 Mxm
1059 B OtknoHerue no
3T npouzsoactea TomuuHe 33 %
Bacron Uurepronmn | MpounocTts Ha
Ko., Jta. NpoAABANBAHKE -
BuyTpennss otukera: | 360+100 xIla
bymara [pouHocTh
caMoKAeALancsa
MIRRORCOAT cknenpaiua 4.4 H/2.54
JTHKeTKa cM - 19.0 H/2,54 cm
CHITHKOHH3HPOBAHHAS
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H 3epKanbHas
CaMOKAAIOLLANCS
6ymara SILVASSA
FLEXIBLE
PRINTERS PVT LTD

Bropuunas notpeburensckan ynakoBka cTenepa H3roToBeHa 3 5-TH cnoiinoii rodposoit kopobku, npoussonctsa Iexumx Muaactpuc.,

HupusrayansHas ynakoBka kacceT co ckoOkaMy (MOABEPraloltascs CTEPHIM3ALMK) JO/DKHA HITOTABTUBATHCA K3 CCAYIOUINX MATEPHANOB:

Tabnwnua 9.
Ha3isanue ynaxosxn | Marepraa u mapka Texnuueckne
MATepHANA napaMerpsl
Baxcrepuuiit noTok 6ymara mapku TYVEK | Tomupmna 750 mxm
1059B OrxnoHeHue no
19T npoussoacTea Tonuue 33 %

BactoH Uuarepuaiusn
Ko., JITa.

BHyTpeHHsa aTukeTa:
Bymara
CaMOKNERIANCS
MIRRORCOAT

3THKETKa
CHJIMKOHH3HPOBAHHAS
H 3epKanbHas
CaMOKICIOLAACS
Oymara SILVASSA
FLEXIBLE
PRINTERS PVT LTD

IpousocTs Ha
NpoAaRAMBAHME -
360100 xI1a
[TpouHocTs

ckneusauns 4.4 H/2.54
cM -19.0 H2,54 cMm

Bropxuuas notpebnTensckas ynakoBka ¢ KacceToi co ckobkaMy npeacrasaseT coboi kopoGKy U3 5-Th cnoliHoro kaproHa, npoussoactsa [Texnmx

Hupacrpwc.
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MaTepHannl A0TKHbE COXPAHATE CBOM CBOHCTBA NOC/IE CTEPHIN3ALMM M SOMKHH OBITH YCTOHUMBLIMM K BO3ASHCTBUIO GHONOrHUECKOH Cpeabl OpraHH3mMa.

Hszenne He COAEPXUT MATEPHANOB YENIOBEUECKONO HIH XHWBOTHOTO NMPOHCXOMACHHS.

TutanoBsie CkoObl 061aAA10T BLICOKOH M3HOCOCTOAKOCTBIO H GHONOIHYECKOH HHEPTHOCTHIO. MaTepuantl, KOHTAKTHPYIOWME C TENOM YelOBEKa He HMEIOT
HEraTUBHOMO BO3ACHCTBHA HA OPraHU3M YenoBeKa,

Kouctpykuua notpeburensckoil ynakosks 10/mkHa obecneunBaTh FepMETHIHOCTD, HE AOMYCKATH NPOHHKAHNA MHKPOOPraHH3MOB M H3MEHEHHS TOKCHKOJIOMHYECKUX
CBOMCTB H3R€NHH, 2 TAKOKe 0DECNEUMBATD 3AIIHTY HINCIIHI OT BHELHMX MEXaHHYECKHX NOBPEIKACHHIA.

HupueuayaneHas ynakoska He AOKHa H3MEHATh TOKCHKOJOTHYECKHX CBOHCTS H3Aenuil.

13.MAPKHPOBKA
Ha nHauBnAyanbHYIO YIIAKOBKY CTEN/Iepa HAHOCAT CBEACHHS, BKIIOYAIOLIHe:
- HAMMEHOBAHNE K AJIPEC U3rOTOBHTENS ¢ yKasaHHeM cumBona no 'OCT P UCO 15223-1;
- TOproBAas MapKa H3rOTOBHTENA;
- HaHMCHOBAHME CTeIIepa;
- rpapHueckoe uzobpaxenue crennepa;
- cumBon «koa napthn» (LOT);
- HoMep no karanory (REF);
- BAPHAHT HCTIOJIHEHNS;
- ZIaTa POH3BOJCTBA H COOTBETCTBYIOLIHE CHMBO,
- Haanucs «CTEPHUJIBHO» u meToa crepunuszaunn;
- Haanwuew «Hetokcuuxon;
- HAANHCh «AMMPOreHHO» M COOTBETCTBYIOWHIE CHMBOI;
- CHMBOJI «3anpeT Ha NOBTOPHOE NPUMEHEHHEY;

= AaTa OKOHYAHHA CpOKa XpaHEeHUA H CHMBOJ «HCNIONB30BATDL A0,
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- CHMBOI «00paTHTeCh K HHCTPYKLHH NO NPUMEHEHHUION;

- CHMBOJ1 «HE CTEPHAH30BATb NOBTOPHO;

- CHMBON «Oepedsb OT BIATHY;

- CHMBON «HE MOABEPraTh BO3ACHCTBHIO CONHEYHBIX JIyyeitn;

- CHMBOJ «HE HCTIONB30BATH NMPH NOBPEXKACHHHN YIIAKOBKMY;

- 3Hak «Mapkupoeka EC ¥ uaeHTHHUKALMOHHEI HOMEP YBEAOMIAEMOro OpraHan;
- cumBon «OcropoxHo!»;

- CHMBOJI «TIpeZieNl TEMNEPaTypPhi»,

- YC/OBHA IKCIUTYATAUNH, XPaHECHHSA U TPAHCTIOPTHPOBAHMUA,

- MAHHNYRALMOHHKIH 3HaK «Bepx»;

- QR-xoz;

- Homep nuuensun (Lic.No);

- 3HaK 1 aaHHHe «OduuuansHbli npeacrasuTens B EBpocoiosen;
-~ HAANHCb «TONBKO AN SKCMOPTAM;

= KONIMYECTBO UIAEITHA B YIIAKOBKE;

- CBCACHUA 00 YTHAH3AUMM;

- HOMEP H naTa BHAA4YH PCrYCTPALHOHHONO YAOCTOBECPCHHA PD.

Ha pononnurensHylo 3THKETKY cTennepa HAHOCAT CBEICHUA, BKIIOMaOLIE:
- “HAHMEHOBAHHE H3TOTOBUTENA U AIPEC H3IrOTOBHTENA © YkasaHueM cuMBona no F'OCT P UCO 15223-1;
~ TOProBas MapKa H3roTOBUTes;

- HQHMCHOBAHHE CTEIICPA B COOTBETCTBHH € PETHCTPALWORHBIM YAOCTOBEPEHNEM;
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- BAPHAHT HCTIONHEHHSA;

- cumBon «kog naptun» (LOT);

- HoMep no Karanory (REF);

- aTa MPOU3BOACTBA H COOTBETCTBYIOWMIE CHMBON;
- CPOK TOAHOCTH # CUMBON «TOJCH AO»;

- Haanuck «CTEPUJIDHO» u MeTon crepHnnsaiuy.

Ha sroprunyio notpeGHTENbCKYIO YNaKoBKY CTEIIEpa HAHOCAT CBEACHUA, BKAIOYAIOIUME:
- HAMMEHOBAHUE U a/PeC UITOTOBHTENA ¢ yKasaHneM cumeona no I'OCT P UCO 15223-1;
- TOProBas Mapka W3roTOBHTENS;

- HAaUMEHOBaHMHE CTerepa;

- rpaduueckoe H3obpaxeHue cTennepa;

- cuMBon «xox naptun» (LOT);

- Homep no katanory (REF);

- BAPHUAHT HCMONHEHUS,

- JaTa NPOH3BOACTBA H COOTBETCTBYIOIIHA CHMBOT,

- naanucs «CTEPWIIBHO» n meTon crepunusaumu;

- HaanuchL «HerokcuuHo»;

- HAAMKCH KANHPOTreHHO» W COOTBETCTBYIOLIHI CHMBON;

= CHMBOJ «3anpeT Ha NOBTOPHOE NPUMEHEHHEY;

- AATa OKOHYAHUA CPOKA XPAHEHHA H CHMBO/ «HCNONB30BATD 0]

- CHMBOJ/1 «O6paTHTECh K MHCTPYKIIHHK MO NPHMEHEHHION;
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- CHMBOJI KHE CTEPHAH30BATH MOBTOPHOY;

~ CHMBOJ «Oepeyb oT Baru»;

- CHMBOJ1 «He€ ITOABEPraTh BO3AESHCTBHIO CONHEHHBIX Ayyei»;

- CHMBOJ «KOJIMYECTBO H3AENHIA B yNaKoBKe»;

-~ CHMBOJI «HE HCTIONB30BATH NIPH ROBPEXAEHHM YIAKOBKHY;

- 3HaK «Mapkuposka EC n uaeHTHOHKALUMOHHBIA HOMED YBEOMNAEMOTO OPraHay;
- cumpon «OcTopoxKHO!»;

- MAHHNYTALUHOHHBINA 3HaK «Bepx»;

CHMBOJ «Npeiesl TEMIEPATYPhI»;

- YCHIOBHSA SKCNNYaTalHH, XPAHCHUA | TPAHCTIOPTHPOBAHHS,

- QR-xon;

- Homep nuueH3kn (Lic.No);

- 3HaK U AaHAble «Oduunancueii npeacrasurens B Espocotoser.
- HAAMHCD KTONBKO 1A IKCHOPTa»;

= KOIKYECTBO M3JCHI B yNAaKOBKE;

- CBE/ICHHA 00 YTHIH3ALMH;

- HOMEP H JaTa BRIAAYH PErHCTPALMOHHOrO YAOCTOBepeHus PO,

Ha unausuayansHylo yNakoBKy KacceT ¢0 CKOOKAMH HAHOCAT CBEACHUA, BKIIIOHAKOIME:
- HAHMEHOBAHHE H aipeC M3rOTOBHUTENA ¢ yKasaHueM cumsona o 'OCT P UCO 15223-1;
- TOprOBaA MapKa H3rOTOBHTENS;

= HAHMCHOBAHHC MCAHLIMHCKOTO M31C/THA;
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- HAMMEHOBAHHE KACCETH CO CKOOKAMY H BAPHAHT HCHONHEHNS;
- cumBosn «xoA napruny» (LOT);

- Homep no karanory (REF);

- aTa NPOM3BOACTEA H COOTBETCTBYIOIMIE CHMBOJ;

- Haanues «CTEPUJIBHO» n meToa crepuansaimu;

- Haanuch «HeroxchyHom,

- HAZMKCh KATIHPOTCHHO» H COOTBETCTBYIOWMIA CHMBO;

=~ CHMBOJ «3anpeT Ha NOBTOPHOE MPHMECHEHHEY;

- AATa OKOHYAHUA CPOKA XPaHEHUA W CHMBOJ HCIIONB30BATH A0%;
- CHMBON «0OpaTUTHCA K HHCTPYKLIHH (10 [IPHMEHECHHION;

= CHMBOJI «HE CTEPHIIN30BATL NOBTOPHOM;

- CHMBOJ «bepeyb oT Braru»;

= CHMBON «He TIOABEPraTh BO3ACHCTBHIO CONHEYHBIX Nyueiin;

- CUMBOJT «HE HCTIONB3OBATH NPH MOBPEKACHNH YIIAKOBKHY,

- 3HaK «Mapkuposka EC u uaeHmdukauygoHHbi HoMep yBenoMASeMOro Oprasay;
- cuMBon «OcTopoxHo!»;

CHMBOJI «TIpeAeN TeMNepaTyphi»;

- YCAOBHS 3KCNNYaTaluH, XPAHCHUA H TPAHCTIOPTHPOBAHKS,

- QR-xoz;

- HoMep nuuensrn (Lic.No);

- 3HaK M nanHble «Oduunanbislii npeacrasurens B EBpocotozen.

= HAAITHCh «TOJIBKO ANA 3KCNOpTa»;
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- KONIH4ECTBO H3aenuil B YIIaKOBKe,
- CBeACHKA 00 YTHIN3ALHH,

- HOMEP K J1aTa BbIAa4H PpErucTpaLMoOHHONO yaoctoBepenus PO,

Ha RononHUTeNbHYIO 3TUKETKY KacceT €O cko0kaMy HAHOCAT CBeeHMs, BKIIOYAIOWMHE:

- ~HAUMEHOBAHHE M3TOTOBHTENS W aiPEC H3NOTOBHTENA ¢ yKasauueM cumsona no 'OCT P UCO 15223-1;
- TOProBas MapKa U3roTOBHTENS;

- HAHMCHOBaHHE MEIHLIHHCKOTO H3AE/NA;

- HAUMEHOBAHHKE KAaCCEeTh! CO CKOOKAMH H BAPHAHT HCTIOJIHCHMA;

~ cuMBoa «ko naptuu» (LOT);

- Homep no xaranory (REF);

- AaTa NPOM3BOACTBA U COOTBETCTBYIOWIHA CHMBO;

- CPOK FOKHOCTH B CUMBOJI «IOJEH J0»;

- nagnuce «CTEPHUJIBHO» n MeTOx cTEpUAH3aLMH;

Ha sTopHUuHYIO NOTPeGHTENLCKYIO YNAKOBKY KACCETH CO CKOOKAMH HAHOCAT CBEACHUS, BKIIOYAIOIME:
- HAHMCHOBAHHE H afipec H3NrOTOBUTENS ¢ YKazaHuem chimBona o 'OCT P UCO 15223-1;

- TOProBas MapKa H3rOTOBHTES;

- HAHMCHOBAHHE MEIULIWHCKOTO M3IeUA;

- HAHMEHOBAHHE KACCETH CO CKOOKAMH ¥ BAPHAHT HCIONHEHNS;

- cHMBON «xoa napruw» (LOT);

- Homep no katanory (REF);
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- BATa MPOH3BOACTBA H COOTBETCTRYIOUIMH CHMBO;

- Haanuce «CTEPHJIBHO» u meTon crepunnzaumn;

- Haanuch «Hetoxcnuron;

- HAANHCh KANHPOreHHO» W COOTBETCTBYIOLUMI CHMBOJ;

- CHMBOJ1 «3anper Ha MOBTOPHOE MPHMEHEHHEY;

- JIaTA OKOHYAHUS CPOKA XPAHCHUA ¥ CHMBOJI KHCIIONB30BATH 10N,
- CHMBON «OOPATUTLCA K HHCTPYKUHH N0 NPHMEHEHHION;

- CHMBON «HE CTCPHAH3OBATH NOBTOPHOY;

- CHMBOT ¢ b OT BRATHY;

= CHMBOA «He NOABEPraTeL BO3ACHCTBUIO CONHEYHLIX Nyydeiin;

= CHMBOJ «KONIKYECTBO H3AACTHIT B YAaKOBKE»;

- CHMBOI «HE HCNOMNb30BATh NIPH NIOBPEXACHHH YNIAKOBKHY;

- 3Hax «Mapkuposka EC H HacHTUHKALMOHHBIH HOMEp YBEAOMAAEMOTO OPraHay;
- cumBon «OcropoxHo!»;

CUMBOJ KMIPEALH TEMICPATYPLI»;

- YCNOBUS SKCIUTYaTaLUH, XPAHEHHA H TPAHCIOPTHPORAHNA,

- QR-koz;

- HoMep auueH3un (Lic.No);

- 3HaK K aanHbie «OpuunaneHeii npeacrasutens B EBpocotozer.
= HAZNKCH CTONIBKO JUIA IKCTIOPTAY;

- KOIHYECTRO U3ACAUNA B YNIAKOBKE;

- CBeicHHA 00 yTHNH3aLMH;
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- HOMEP W 21aTa BBJ34H PErHCTPALIHOHHOTO YAOCTOBEpeHus Pd.

PacwudpoBka rpadHuecKHX CHMBOIOB:

Tabnuua 9.

CumBon

3Havenue cHMBOIA

Ocropoxro!

He ucnonb3obath ROBTOPHO

HzroTosutens

Bepeus oT Bnaru

He crepuamzoBaTe norTOpHO

Jara npon3ssoacTea

He noaseprats Bo3AeHiCTBHIO CONHEUHBIX Nyyeil

[} o || ®| | B-| D B>

Koa naprum

>
m
n

Howmep no xaranory

O6parnrech K HHCTPYKLMH N0 NPHMEHEHHIO

He #cnonb308aTh NpH NOBPEKACHHA YTIAKOBKH

Konuuecrso uaaennii B ynakoBke crennepa

SIOI@E

KonwuecTro u3aenuii 8 ynakoBke Kaccet

N
-h

o
am

Mapxupoexa EC u uaeHTHOHKaUMOHHBIA HOMEpP YBEAOMAEMOTO
oprana
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T'onen no

s
_lr Tpeaen Temneparyps

CTCPHJ'IHSOBSHO ¢ HCNOABL3OBAHHCM OKCHAA 3THNCHA

Oduunansusiii npeacrasurens B Erpocoioze
X AnHporenro

MI Bepx

14. YIAKOBKA, CTEPHJIH3AIIHA H ITPOLIECC NPOU3BOACTBA

Kaxcamii crennep ynakosaH B CTEpHIbHBEIA OnucTep (MHANBHAYANbHAA YNIAKOBKA), KOTOPHIH 3aLHWACT H3ACNHE OT MOOBIX MEXaHH4ECKHX BO3JeHCTBHI.
LlenocTHocTs ynakosku obecneunsacTca npouHoi Tepmocnaiikoil - mMpuna mea cnaiikg 15 £2 mm.
3aneyatnisaercs Tepmocnaiikoii npu remneparype 105+2 ° C.
HUznenue pomkHO GLITH YI0XKEHO B COOTBETCTBYIOLIEE MHE3/I0 YNIAKOBKH, H GHUKCHPOBATHCA B HEM TIPH [HEPEBO3KE.

Kaxnas kaccera co ckoGxamu ynakosaHa B CTepHIbHLIA OAKCTED (KHAWBKHAYANbHAA YIAKOBKA), KOTOPHIHA 3a1HItaET H3AENHE OT MoOhIX
MEXaHHYECKHX BO3ACHCTBHIH.
LlenoctHocTs ynakoBki obecneunBaeTca NPOYHOH TEPMOCNAAKOH - IMPHHA LIBA CHAHKY 15 £2 MM.
Hspenne gomkHo GHITL YAOXKEHO B COOTBETCTBYIOLICE MHE30 YIAKOBKH, H (PHKCUPOBATHCS B HEM NPH NEpeBO3Ke.

YNakoBKa CO CTENIEPOM H YNakoBKa ¢ KacceTol o cCkoOKaMH, BMECTE ¢ HHCTpYKLWMeit No NpMMEHEHKIO, A0MKHSL OLITH Y/I0KeHa B KOpOOKY
kapToHnyio (Jlokyment Ne QC/FMT/STA/004).

JAna TPaHCMOPTHPOBAHHA 3aKOHCEPBHPOBAHHLIE H3Aenus B kopobkax (lokyment Ne QC/FMT/STA/004) ¢ axennyaraumonHoit AoKyMeHTaLHelH
AOMKHE GBITE YIOKEHB! B ALIMKH A3 JIHCTOBBIX JPEBECHHIX MaTEPHAOB WK JomiaThie. JlowaThie ANMKY A0DKHE! GHITH BHIOXKEHE! BHYTPH
BOAOHCNPOHULIACMBIM MATEPUAIIOM.

YnakoBka JomkHa obecneumBars:

= FCPMCTHYHOCTD,

= NOAACPAKAHAC CTEPHIIBHOCTH CONCPHMUMOTe NPH XPaHEHHH B YCIOBHAX CYXHX, YHCTHIX H XOpOLIO MPOBCTPHBACMBIX noMeeHuit;
= HCKJIIOYCHHE NMPOHUKAHHUA MHKPOOPTaHH3IMOB,

= 3AUKMTY CTEMNNEPOB OT BHELIHKX MEXAHUYCCKHX NOBPEKACHMIA;
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= OTCYTCTBHE PHCKS 3arPASHCHRA COACPKHMOTO BO BPeMs BCKPHITHA M HIBNCYEHHSA H3 YITAKOBKH;
- Haa&KHYIO 3aLUTY COAEPKUMOIO NPH OOBIYHBIX YCIOBUAX TPAHCTIOPTHPOBAHUA H XPAHECHUR;
= HEBOIMOXKHOCTD MOBTOPHOIO 3AMEYATHIBAHKA BCKPHTON YNAKOBKH: (hakT BCKPHITHS YNAKOBKM JOMKEH GHLITL OYCBH/ICH.
HUnausuAyanbHat yNnakoBKa He JA0JDKHA HIMEHATD TOKCHKOMOMHYECKHX CBOHCTB, YNAKOBAHHKIX CTENNCPOB. MUIpauMH KPacoK HHAMBHYaNbHOH YNAKOBKH He
HONYCKAETCA.
Cragnu npouecca Npow3BoACTBA,
Texnonoruueckas cxema (Crennep):

Crpanuua 50 u3 59
& 000 LMPMK @] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Sanycn
l Kaocc 100000
0% NN
Hucms ovrvvracaveans - ,~.. 0% WL
.o - L] t
e + ]
‘ -------- “ee
CoowmaxTayer r-' 4 : ]
E Coopws e ane cesvannd ' -
vt ' - . ¢
e @ranasoasan - Saucrep, Gymers Opelpmm '
[ ' AR du Beoggol | S Tr
: Nepawsan Yronooms  f=s-ssosovacsany I ; Papit
O @rrricnnones ' ¢
Ounymne " - _‘.""mu E l _ He : Srvppenm
ORHSAVHN YREROIME Qeeosucvanan S . T mmm-.ln
‘ S naans, Cranp B Onsd Crmap N

=
Jf Ovens ~°'“"
Soimpcn KA ﬂ
nml:w -
lIwuu-
Ompass
}

TexHonornyeckas cxema (CMEHHBE KaCCeThl):
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15.CBEJEHHA O PEMOHTE
Hanenne peMoHTY He NOAAEKHUT H AODKHO ObITL YTHIHIHPOBAHO TIOCNE NCNONB30BAHKS.
16. XPAHEHHE H TPAHCIIOPTHPOBAHHE HA TEPPHTOPHHU PO
TpancnoprupoBalue OCYWIeCTBAACTCA MOOLIM BHAOM KPHITOIO TPAHCNIOPTA NPH YCIOBUH HMX 3aLIMTH OT 38NPASHEHHA M MEXAHWMECKHX MOBPEXRICHUH, B
COOTBETCTBHM C NPaBUAAMH NEPEBO3KH IPY3I0B, ACHCTBYIOMMMH HA J2HHOM BH/IC TPAHCNOPTA.
Crennephl B ynaxobke NpeAnpHATHI-H3NOTOBHTENS A0IKHB 06MaAaTE

- BHOpPONMPOYHOCTHIO APH BO3ACHCTBMH BHOPaLMOHHOI Harpy3ku ¢ aMnanTyao# 0,26 MM 1 yacToToit 40 INy;

- YAapOnpOYHOCTBIO NPH BO3ACHCTBUH YAAPHOH Harpy3ku ¢ yckopeHueM 50 M/c2, AnHTensHOCTHIO yAaphoro uMnyaesca 10-12,5 mc u dacroroit yaapos 10-
50 B MunyTY;

~ YCTOHYHBOCTBIO K MEXAHHYECKHM BO3ACHCTBHMAM NPH TPAHCNOPTHPOBAHHH H BHIACPXHBATH HCNIBHITAHHUA HA TPACKY B TeueHHe | u ¢ ykopenueMm 30 m/c2 ¢
uncnom koneGanuii 2-3 B ceKyHARY.

YcnoBus TPAHCHOPTHPOBRAHHA:

Temneparypa: ot -45 no +45 °C

Bnaxuocts so3nyxa go 100%

OTtHocHrenbHoe RaBneHnn Bo3ayxa ot 84,0 xIla no 106,7 xIla.

Ycnopua xpanenns:

Temnepatypa: ot -45 no +45 °C

BnaxuocTs Bo3zyxa no 100%

OrHocuTenbHOE AaBieHuu Bo3ayxa ot 84,0 kIla ao 106,7 «lla.

Crenneps ZOAKHBI XPAHHTLCA HA PACCTOSHHY HE McHee | M OT HarpeBaTebHbIX NPHOOPOB, H AOIKHK OBITH 3ALIHLIICHN OT 3arpA3HEHHH H BO3ACHCTBHA

ArPeCCHBHBIX CPEL.
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17.CBEJIEHHS OB YTHIM3ALWA HA TEPPUTOPUR PO

[Mocne McnONE30BaHUA H3NENHS YTHIHIHPYIOT B METUIHHCKHX YUPEXACHHUAX IO KNAcCy OTXOAOB B, a H3REeAUA ¢ HCTEKIIHM CPOKOM XPaHEHUS U He GuiBiIne B
ynotpebaenun — no knaccy A CanlluH 2.1.3684-21.
18TAPAHTHAH H3TOTOBHTEJISA

IpeanpusTie-U3roTOBUTENS FrAPAHTUPYET COOTBETCTBUE M3ETHH TPEOOBAHUAM HACTONILErO TEXHHYECKOrO AOKYMEHTA NPH COBIIOACHHH NPaBII NPUMEHEHHA,
TPAHCTIOPTHPOBAHHA M XPAHEHHA.
TapanTuiinbii CpoK XpaHeHHa (CPOK COXPaHAEMOCTH) — 3 rofia ¢ AATH CTEPHIH3ALMHY,
Hcenonn3osarue cTennepos nNo HCTEUEHUIO CPOKE XPaHEHHR He AOMYCKAETCH.
Crennepsl B HepaspyuieHHOH NOTPeOHUTENLCKOH Tape JOMKHE! GbITH ANMPOTEHHBLIMH, HETOKCHYHBIMH W CTEPWILHBIMA B TCUYCHME rapaHTHIHHOrO cpoka
XpaHeHus.,
B chyvae oOHapyXeHHA HEHCTIPABHOCTH B M3ACNHH, BOSHUKUIEH B TeYeHMEe FapaHTHIHOrO cpoxa, MpUBCAWEH K HAPYMEHMIO X XapaKTEPHCTHK,

HIREIIHA 3AMCHAIOTCA 3aBOJAOM-H3NOTOBUTC/ICM 603303?653}1]{0.

Crenennn o pexiamMaiHsx

Bcee obpailieHHa M pexnamMauny OTIIpaBnsTh:

Haumenopanne opHOHANLHOrC NPEACTABATEINA HA TeppuTOpHE PO:
OG6iuiecTso ¢ orpanmieHHol OTBETCTBEHHOCTLIO «Mepun Meaukan»
Appec: Poccus, 108811, r. Mocksa, sH.Tep.r. [Tocenenne Mockosckuii, Kueckoe LLlocce 22-# (n Mockosckuii) xm, a. 4/4, nomeny, 2/1,
Tenedon: +7 495 772 7643.

dnexTponnas noura: tapas.sen@merillife.com
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19. KpaTtxnii 0630p KIHEHMECKHX JAHNLIX.

Ouenka seeit KnHHHYECKOH NUTEPATYPLI NPOAEMOHCTPHPOBANA H(PEKTHBHOCTE CTEMEPOB FHAOCKONHYECKHX NPH PAa3AHYHBIX ONIEPALIMAX KAK Y B3POCIIBLIX,
TaK K y aereil.

Kax ykazano s oTuerte o knunnueckoii ouenke (CLE/REP/015 Rev.06), yctpoiicTBo cooTBeTCTBYET OCHOBHBIM TpeGoBatuaM Ge30MacHOCTH B COOTBETCTBHH
¢ ocHoBHEIMM TpeGosanuamu ER 1. Knuunuecxas auteparypa nokasana, 4To cTeruiepsl A0Ka3anH ¢Bolo 6e30NacHOCTS NPH PA3AHYHEIX ONEPALHAX, TAKHX KAk
abZOMHHANLHAA, THHEKOIOMHYECKas XUPYPris, XUPYPrHA XKeJTyA04HO-KHUIEHHOTO TPAKTa, JIETKHX H TOPAKANIbHON XHPYPTHH JMIA PE3CKLUHH, PACCCMCHHA H
CO3AAHHA AHACTOMO3a H T. /1. KaK Y JieTei, TaK u Y 83pocabix nauneHTos. KpoMe Toro, 661 npoBeAeHb! pasiniHbie NOKAWHUYECKHE MCMBITAHMA QUIKUECKUX H
3KCNNYATAUHOHHLIX XapaKTEPUCTHK, 2 TAKOKE HCIIMTaHKH Ha GROCOBMECTHMOCTS, ¥TO NoATEepAUNO Ge30nacHOCTs H SdpekTuBHOCTS YeTpolicTsa.

[Tpoduns pHcKa U NOAL3LI OB NPHEMAEMBIM B COOTBETCTBHH € OCHOBHLM TpeGosanuem ER1. Ananus puckos, NpoBOAKICA B COOTBETCTBHH CO

crangaproM EN [SO 14971:2012. Ananu3s puckos M N101536) NOKA3LIBAET, YTO NPEUMYILECTBA MPEBLILIAIOT PHCKH.
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IIpumep rapanTnifHOro Ta/I0HA

TAPAHTHAHBIH TAIOH

Kamezopun usoenun
HIpouzeooumens
Bapuanm ucnonnenna [Iramn

Cepuiinorti Homep/apm. 0 npojaxe
Hama npooasicu
Opzanuzayus npoodasey
Ioonucy npoodasya

Hunnsuayanesas ynakoska npobepeHa, NoBpexaeHuil He nmeeT. C HHCTpYKUMeH 10 NPUMEHEHHIO 03HAKOMIEH H COTTIACEH.
IToonucy noxynameasn

lapanTuiALIA CPOK XpaHEeHHA (CPOK COXPAHAEMOCTH) — 3 roaa ¢ AAThl CTEPHITHIALMNU.
o Bonpocam rapanTru ofpauiatbes:  O6uiecTBO ¢ orpaHHYeHHO# oTBeTCTBEHHOCTLIO «Mepun Meaukan»

Aapec: Poccusi, 108811, r. Mocksa, Bu.1ep.r. Flocenchue Mockorcknii, Kuesckoe Lllocce 22-ii (n Mockoscxnii) km, a. 4/4, nomew. 2/1,
Tenedon: +7 495 772 7643.

JnexTponHan mouTa: tapas.sen@merillife.com

BHUMAHHE! Caeoume 3a npasunbHbim 3aGnOAHERUEM 2aparmutinozo manona. Cepuitnuiii HoMep u30eaus COANCEH 8 MOYHOCHU COOMBEMCME0EANS HOMEPY
¢ manone. Ipu HemovHOM N HENONHOM 3GNORHEHUU MAROHA 2APARMUR HQ US0EAUE CHUMAEMCA YMPAYERHOI.
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C‘rermepm W CMEHHBIE KacCETh CO CKODKaMM JOJIKHBI COOTBETCTBOBAThH TPCGOBQHHSM YCTAHOBACHHLIM MPOHIBOAHTE/IEM B COBOKYTIHOCTH C MPHMEHACMEIMH

CTAHJBPTAMH:

Ne HanmenoBanHe cTagaapTa

EN ISO 13485: Medical Devices — Quality Management System Requirements for Regulatory Purpose

? EN 1041 - Information supplied by the manufacturer of medical devices

? EN ISO 15223-1: Medical devices — Symbols to be used with medical device labels, labeling and information to be supplied — Part 1:
General requirements

) EN ISO 10993-1: Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk management process

’ EN ISO 10993-3: Biological evaluation of medical devices — Part 3: Test for Genotoxicity, Carcinotoxicity and Reproductive toxicity

‘ EN ISO 10993-4: Biological evaluation of medical devices — Part 4: Selection of Test for Interactions with Blood

: EN ISO 10993-5: Biological evaluation of medical devices — Part $: Tests for In-Vitro Cytotoxicity

EN ISO 10993-6: Biological evaluation of medical devices — Part 6: Tests for local effects after implantation

9 EN ISO 10993-7: Biological evaluation of medical devices — Part 7: Ethylene oxide sterilization residuals

10
ISO 10993-10: Biological evaluation of medical devices — Part 10: Tests for irritation and skin sensitization
11
EN ISO 10993-11: Biological evaluation of medical devices — Part 11:Tests for systemic toxicity
12
EN ISO 14971: Medical devices - Application of risk management to medical devices
13
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EN ISO 11607-1: Packaging for terminally sterilized medical devices — Part 1: Requirements for materials, sterile barrier systems and

packaging systems
14
EN ISO 11607-2: Packaging for terminally sterilized medical devices -Part 2: Validation requirements for forming, sealing and assembly
processes
15
EN ISO 11135: “Medical Devices — Validation & Routine Control of Ethylene Oxide Sterilization”
16
EN ISO 5832-2: Implants for surgery -- Metallic materials -- Part 2: Unalloyed titanium
17
EN ISO 5832-1: Implants for surgery — Metallic materials — Part 1: Wrought stainless steel
18
ASTM F67: Standard Specification for Unalloyed Titanium, for Surgical Implant Applications
19
ASTM F138: Standard Specification for Wrought 18Chromium-14 Nickel - 2.5 Molybdenum Stainless Steel Bar and Wire for Surgical
Implants (UNS S31673)
20
EN ISO 14644-1: Clean rooms and associated controlled environments — Part 1: Classification of air cleanliness by particle concentration
21

EN ISO 14644-2: Clean rooms and associated controlled environments - Part 2: Monitoring to provide evidence of cleanroom performance
related to air cleanliness by particle concentration

22 | EN ISO 11737-1: Sterilization of medical devices — Microbiological methods — Part 1: Determination o f a population of microorganisms on
products (ISO 11737-1:2006)

23 | ENISO 11737-2: Sterilization of medical devices — Microbiological methods — Part 2; Tests of sterility performed in the definition, validation
and maintenance of a sterilization process

24 | MEDDEY 2.7/1, revision 4 Evaluation of Clinical Data, A guide for Manufacturers and Notified Bodies.

25 | Medical Device Directive 93/42/EEC: Medical devices directive as amended by DIRECTIVE 2007/47/EC
26 | ASTM F 1980: Standard Guide for Accelerated aging of sterile barrier system for Medical Devices

27 | ASTM F 88: Standard test methods for seal strength of flexible barrier materials

28 | ICH Q1A(R2) Stability Testing of New Drug Substances and Products

29 | ASTM D4169: Standard Practice for Performance Testing of Shipping Containers and Systems.
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30

ASTM D5276: Standard Test Method for Drop Test of Loaded Containers by Free Fall

31

ASTM D999: Standard Test Methods for Vibration Testing of Shipping Containers.

32

EN ISO 14630 - Inactive surgical implants - General requirements
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MepeBof AaHHOTO TeKCTa CAenaH MHoii, nepeBogunkom MeTenunoii AHacTacweii MiuxaiinosHoii.

NOAMNCH

Poccuiickas degepauus

"opog Mocksa

BocbMoro thespansa gge Thicauu asagl{aTs YeTBEPTOrO roga

A, KeuTko ®degop AnekcaHgposuyd, HoTapuyc ropoga Mocksbl, CBUAETENLCTBYI MOAANHHOCTb NOAMUCH
nepesoAHMKa HeTenuHoit AHacTacun MuxainnosHol.

Mognuck caenaHa B MOeM NMPUCYTCTBUK.

JInyHocTb nofAnucasLlLero JOKYMeHT yCTaHoBNeHa.

3aperncTpmMpoBaHO B PEECTPL: Nq 62/137-n/77-2024-
YnnaueHo 3a COBepLUEHNe HOTapuanbHoro geiicTansa: 400 py6. 00 kon.

NoANnCh

®.A. KBUTKO

lepboBas nevaTb
HoTapuyca r,Mocksbl
KBUTKO DA

Bcero npolwHypoBaHo, NPOHYMEPOBAHO
W CKpenneHo neyaThbio W, ucT(a)(oB)

HoTapuyc

MoAMNuCh

Poccuiickas ®epgepaumnsa

BocI>moro theupa;lH gue roicaum guagua 4YeTBEPTOIO
A. KBwko degop JinekcaHApoBuUY. HoTapuyc ropoga Mockssl,
CBUAETC/bC'1B>K> BEPHOCTb KOMWUW C NpeAeraBiieHHO0 MHe J1'Aum”~una.
N uctpupoBano B peccipe: Ne 62/137-n/77-2024-\0 - V
ayeno Ya COBEPTEHHEe HOTapuanbHOro AeicTBnA py6. 00 Kou

®..4. KBUTKO

OrlNpowunTo, NPOHYMEPOBAHO, CKPENJIeHo
yatb™M 6 nnuct(a) (oB)

HoTtapu>|(_02",
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