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This instruction for use has been prepared for the purpose of registration of the medical device
in The Russian Federation. Information in the file corresponds to the requirements of the
Resolution ofthe Government of the Russian Federation dated December 27,2012 No. 1416
“Rules for Registration of Medical Products”.

1. Product Name
“Applicator for BioGlue Surgical Adhesive.” (Hereinafter: “product”, “applicator”, “tip”).

Manufacturer: CrvolLife, Inc., USA

Manufacturer's Address: 1655 Roberts Blvd., NW, Kennesaw, Georgia, 30144 USA
Tcleohone: +1 (770)419 33 55

E-mail: ushioKlue®cryolife.com

Place of production: CryolLife, Inc., USA

1655 Roberts Blvd., NW, Kennesaw, Georgia, 30144 USA

Type of contact with the body: short-term contact with the contact with soft tissue.
Method of application: in accordance with instructions for use.

Conditions of use: intended for use in hospitals and clinics, is to be used only by qualified
medical personnel.

2. Intended use:
The product is intended for mixing two components of BioGlue Surgical Adhesive and applying
to the surgical field.

3. Special properties of the product

These applicators are intended only for use with BioGlue Surgical Adhesive, which is registered
on the territory of the Russian Federation (RU No. FCZ 2010/07172 dated June 09,2010). The
range of applicators * and extensions ** is intended for use with a standard applicator. They are
worn on standard applicators for applying surgical glue according to the instructions for using
BioGlue Surgical Adhesive.

*in this case and hereinafter, the assortment of applicators refers to all options for the
performance of applicators, except for the standard applicator.

** common name for:

- Delivery Tip Extension 10cm;
- Delivery Tip Extension 27 cm;
- Delivery Tip Extension 35 cm;

4. Technical specification

4.1. Product Variants:

Applicator for BioGlue Surgical Adhesive.
. Inthe following variants:

1. Syringe Standard Applicator Tip;

2. Syringe Spreader Tip 12 mm; *

3. Syringe Spreader Tip 16 mm; *

4. Syringe Extender Tip 10 cm; **
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5. Syringe Extender Tip 27 cm; **

Il. Accessories

- Delivery Tip Extension 10 cm; ***
- Delivery Tip Extension 27 cm; ***
- Delivery Tip Extension 35 cm; ***

* hereinafter: “Spreader Tip”,

LT

** hereinafter: “ Extender Tip ”
+¢¢ hereinafter: “extenders”, “Tip Extension”

applicators with an Spreader Tip”

4.2. Materials used in the product. Type of contact with the body;

Accessory Part
Name

Material Name/ Model
/Grade/ Number/
Colourant Name

SvrioEC Standard AoDHcator Th

Tip Housing

Mixing Element

Retaining Ring

Polypropylene copolymer
ExxonMobil, PP9074

Polyester VectraMT1345
VF3001 (natural)

Polypropylene w/ Green Dye

Bormed RF830MO

Colourant Name: MB 11962

PP Green

Table 4.1 - Materials used in the product

Material
Manufacturer /
Vendor

EXXONMOB
IL
CHEMICAL
COMPANY
Celanese Co.

Borealis

Svrinse Extender Tip 10cm/ Svrinee Extender Tia27 cm

Tubing (External)

Tubing (Internal)

Connector

Polyamide Rilsan Besno
A61297

Polyurethane Thermedics
TT-1055D/Pelicthane
2363-55DENAT
Acrylonitrile-butadiene
styrene (ABS) Lustran
ABS 633WT013003
Colourant Name: White
013003

Arkema Inc.

THE
LUBRJZOL
CORPORATION
INEOS
Styrolution
America LLC

Svrinee Spreader Tip 12mm/ Svrinee Spreader Ti D16mm

Tip
Tip Housing

Mixing Element

Retaining Ring

Spreader tip of 12
mm

Spreader tip of 16
mm

Polypropylene Bormed
RF830MO

Polypropylene copolymer
Bormed RF830MO
Polypropylene w/ Green
Dye Vectra MTI 345
VF3001 (hatural)
Polypropylene Bormed
RF830MO

Kpacurens: MB 11962 PP
3eneHbii

Polycarbonate (PC) Lexan
HPSI -1125

Polycarbonate (PC) Lexan
HPSI -1125

Deliverv Tin Extension (10 cm. 27 cm. 35 cm)

Proximal Flare

Soft polyether block amide

Pebax 4033 SA 01 MED
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Borealis
Borealis

Celanese Co.

Borealis

Sabic Innovative
Plastics

Sabic Irmovative
Plastics

Arkema Inc.

Patient Contacting

Short-term soft tissue
contact

Not in contact

Short-termsoft tissue
contact

Short-termsoft tissue
contact
Not in contact

Short-term contact witfi
soft tissue is possible

Short-term soft tissue
contact

Short-term soft tissue
contact

Not in contact

Short-term contact with
soft tissue is possible

Short-term soft tissue
contact

Short-term soft tissue
contact

Short-term contact widi
soft tissue is possible

BioGlue
Surgical
Adhesive
cootacdne

Yes

Yes

No

Yes

Yes

Yes

Yes
Yes

Yes

No

Yes

Yes

Yes



Extrosion Tube Polyurethane Isoplast*530 THE Short-term soft tissue Yes

NAT LUBRIZOL contact
CORPORATION
Distal Tip Soft polyether block amide ~ Arkema Inc. Short-termsoft tissue Yes
Pebax 4033 SA 01 MED contact
Packases
Primary packaging Tyvek 1073B; Poly, TPF-  Oliver-Tolas Short-term soft tissue No
0501A contact

4.3. Product Image

Fig. 4.1 - Syringe Standard Applicator Tip

Fig. 4.2. - Syringe Extender Tip 10 cm

Fig. 4.2. - Syringe Extender Tip 22 cw

Fig. 4.3. - Syringe Spreader Tip 12 Mm
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Fig. 4.4. - Syringe Spreader Tip 16

Fig. 4.5.- Delivery Tip Extension 10cw

Fig. 4.6.- Delivery Tip Extension 27 ¢ m =
*the appearance ofthe Delivery Tip Extension 27 an and the Delivery Tip Extension

35 cm is completely identical exceptfor the length.

4.4, Design and dimensions of the product
Drawing 4.1.-Drawing of Syringe Spreader Tip 12 mm
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Size A Size B Size C SizeD /SizeE SizeF

imml (mm) (mm) (mm)  (mm)
01.6+0. 02.25+0. 0255+O. 105+0. 3.840. 0.2+0.0
1 1 1 5 1 5

Drawing 4.2.- Drawing of Syringe Spreader Tip of 16 mm

Size A Size B SizeC SizeD SizeE SizeF

(mm) (mm) (mm) (mm) (mm)  (mm)
01.6+0. 02.25+0. 02.55+0. 105KD 38+0. 0.2+0.0
1 1 1 5 1 5
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Size G SizeH
(mm)  (mm)
1540. 6.6+0.
1 1
SizeG SizeH
(mm)  (mm)
15+0. 6.6+0.
1 1

Size |
(mm)

18.3+0.

5

Size |
(mm)
18.3+0.
5

SizeJ SizeK
(mm)  (mm)
1240.  4.7+0.
5 1
SizeJ SizeK
(mm)  (mm)
16+0.  4.7+0.
5 1
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Sie A Size  SizeC  SizeD SizeE  SizeF Size G SizeH Size Size J Size K
(nrT) B (mm) (mm) (mm) (mm) (mm) (mm) (mm) (mm) (mm)

013.6+0.1 52 04+0.I 02.25+O.1 85+0.1 67.9+01 011.8+0. 050501 038+0.07 026+0.07 0.7+0.05
0.1
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7425
K B

A
h
C9B
D
0275 C
o\ A
SizeA SizeB SizeC SizeD (mm) Size E Size F Size G (mm) SizeH Size |
(mm) (mm) (mm) (mm) (mm) (mm) (oun)
01+O. 74.25+0.7 03.25+O.1 09.8+tO.5 136105 02.6+0.1 103.8+0.l 04.520.1 01.5+0.1
Drawing 4.5.-Drawing of Syringe Extender Tip 10cm/ Syringe Extender Tip 27 cm
E C 5 D la
1
F
Size A Size B (mm) SizeC (mm) Size D (mm) Size E (mm) Size F (mm)
(mm)
48101  0L,02+0.08 02.39+0.08 05.2+0.1 0 25+0l [e.00) 1000
Drawing. 4.6.-Drawing of Delivery Tip Extension 10 cm / Delivery Tip Extension 27 cm /
Delivery Tip Extension 35 cm
EE3E 2 T
—C
Size A Size B (mm) Size C (mm) Size D (mm) Size E (mm)
(mm)
01,5+0.1 100+0.5 1270405 i 35005 04.5x0. 05.2+0.5 05+0.5
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4,5. Primary packaging characteristics

The number ofproducts in the primary packaeim, the dimensions o fthe primary
packasim. net wei2ht and sross weight o fthe primary packarwe:

- Syringe Standard Applicator Tip:

Dimensions of the primary packaging: 30.50 x 16.50 cm + 5%

Number ofproducts: 4 pcs.

Net weight: 6g+ 0.5¢

Gross weight: 16.5g+ Ig

- Syringe Spreader Tip 12 mm:

Dimensions of the primary packaging: 30.50 x 16.50 cm + 5%
Number of products: 3 pcs.

Net weight: 5.4g + 0.59

Gross weight: 16.1g+ Ig

- Syringe Spreader Tip 16 mm:

Dimensions of the primary packaging: 30.50 x 16.50 cm + 5%
Number of products: 3 pcs.

Net weight: 5.7g £ 0.5g

Gross weight: 16.4g+ Ig

- Syringe Extender Tip 10 cm:

Dimensions of the primary packaging: 60.96x17.78cm * 5%
Number of products: 4 pcs.

Net weight: 11.6g+lg

Gross weight: 34.9g+ 19

- Syringe Extender Tip 27 cm:

Dimensions of the primary packaging: 60.96x17.78cm * 5%
Number of products: 4 pcs.

Net weight: 149+ Ig

Gross weight: 40.9g+ Ig

- Delivery Tip Extension 10 cm:

Dimensions of the primary packaging: 32.08 x 11.43 cm = 5%
Number of products: 2 pcs.

Net weight: 7g £+ 0.5g

Gross weight: 14.3g+ Ig

- Delivery Tip Extension 27 cm:

Dimensions of the primary packaging: 56.8325x11.43cm + 5%
Number of products: 2 pcs.

Net weight: 14.6g £ Ig

Gross weight: 23.2g = Ig

- Delivery Tip Extension 35 cm:
Dimensions of the primary packaging: 56.8325x11.43cm + 5%
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Number of products: 2 pcs. y

Net weight; 18g+ 19

Gross weight: 28.2g = Ig

Qiaracteristics of primary packaging materials Tyvek 1073B; Poly TPF-0501 A:

Parameter Material Tvvek 1073B Material Poly TPF-0501A
Tensile strength (sealing > 87.56 N / m for the left and right sides of the individual
strength) packagmg.
From 87.56 to 700.51 N / m for the seam.
Density 74,7 g/m* 63.5 g/m*
Tensile strength 205 H (longitudinal) 544,69 kPa (longitudinal)
219 H (transverse) 43 kPa (transverse)
Thickness deviation 199 mkm 63,5 mkm
Breathabilitv 540 ml/min 69.8 (cmVm*)/dav
Punching strength 10324 D w -

5. Labelling and packaging

Standard and extended applicators are packaged in primary packaging of4
pieces. Applicators with an expanded tip of 12 mm / applicators with an expanded tip of
16 mm are packed in primary packages of 3 pieces. Applicator extenders 10 cm /
applicator extenders 27 cm / Applicator extenders 35 cm are packed in primary
packages of 2 pieces.

The labeling of the primary packaging contains the following information in English:
-Product name;

- Information about the version of the product;

-Symbol "Manufacturer" and information about the manufacturer 411 ;

-Symbol “Authorized Representative in the European Union”

-Symbol "No reuse"

-Symbol “Do not use if packaging is damaged’

-Symbol “Caution! Refer to the instructions foruse " A ;

-Symbol "Refer to the instructions for use"
- Information on non-toxicity;

-Symbol “Mark of conformity” Cg;
-Image ofdie product;

-Number of products in a package;

- The symbol "Radiation sterilization" qj- "Sterilization with ethylene oxide"
(depending on the model of the product);
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-Symbol “The purchase of this product is available exclusively for doctors and other qualified

Rx  Only
medical personnel and in accordance with their requirements

-Symbol "Docs not contain latex"

A sticker with information in Russian containing the following information is
also glued to this individual package.
- Product name;
minformation about the version of the product;
- Information about AR;
- Information about RU;
-REF;
-LOT;

- Date of manufacture ;

- Expiration date 2 ;
-Symbol "Manufacturer” and information about the manufacturer

-Symbol "No reuse" ® ;

-Symbol “Do not use if packaging is damaged’

-Symbol “Caution! Refer to the instructions for use "

-Symbol "Refer to the instructions for use"
- Information on non-toxicity;

- The symbol "Radiation sterilization" or "Sterilization with ethylene oxide"

(depending on the model of the product);
-Symbol “The purchase of this product is available exclusively for doctors and other

rx ~Onl
qualified medical personnel and in accordance with their requirements’ | Y

-Symbol "Does not contain latex" K

- REFs vary depending on the variants:
-BGAT-IO-SYfor Syringe Extender Tip Went;
-BGAT-27-SYfor Syringe Extender Tip 27 cm;
-BGAT-SYfor Syringe Standard Applicator Tip;
-BGDTE-10for Delivery Tip Extension 10cm;
-BGDTE-27for Delivery Tip Extension 27 cm;
-BGDTE-35for Delivery Tip Extension 35 cm;
-BGST-12for Syringe Spreader Tip 12 mm;
*BGST-16for Syringe Spreader Tip 16 mm;
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Individual packaging in thc-amount of 10 pcs. packed in consumer packaging.
Dimensions and mass of consumer packaging:
- Standard Applicator Tip:
Dimensions: Length: 16.5 cm £ 0.5 cm Width: 1.9375 cm + 0.5 cm Height: 25.4 cm %
0.5cm
Gross weight: 294.8g + 20g

- The applicator with an spreader tip 12 mm:

Dimensions: Length: 16.5 cm £ 0.5 cm Width: 7.9375 cm + 0.5 cm Height: 25.4 cm +
0.5¢cm

Gross weight: 294.8g + 20g

- The applicator with an spreader tip 16 mm:

Dimensions: Length: 16.5 cm = 0.5 cm Width: 7.9375 cm £ 0.5 cm Height: 25.4 cm +
0.5 cm

Gross weight: 295.1g £ 20g

* The applicator, extended tip by 10 cm:

Dimensions: Length: 62.23 cm + 0.5 cm Width: 18.415 cm + 0.5 cm Height: 10.16 cm
+05cm

Gross weight: 725.7 g+ 20 g

- The applicator, extended tip by 27 cm:

Dimensions: Length: 62.23 cm + 0.5 cm Width: 18.415 cm + 0.5 cm Height: 10.16 cm
+0.5cm

Gross weight: 739.49g+ 20 g

- Delivery Tip Extension of applicator 10 cm:

Dimensions: Length: 32.0675 cm £ 0.5 cm Width: 6.35 cm + 0.5 cm Height: 11.43 cm
+0.5cm

Gross weight: 362.9 g + 20g

- Delivery Tip Extension of applicator 27 cm:

Dimensions: Length: 56.8325 cm £ 0.5 cm Width: 6.35 cm + 0.5 cm Height: 11.43 cm
+ 0.5cm

Gross weight: 589.7g+ 20 g

- Delivery Tip Extension of applicator 35 cm:

Dimensions: Length: 56.8325 cm + 0.5 cm Width: 6.35 cm + 0.5 cm Height: 11.43 cm
+0.5cm

Gross weight: 612.3 g = 20g
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Puc 5.3. Consumer package of the product

Consumer packaging design contains:

-Name of the product in various foreign languages and a briefinformation about it;
- The name ofthe manufacturer in English, as well as information about it;

-Date of expiration;

-Symbol "Prohibition of reuse”
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-Symbol "Refer to the instructions for use"

-Symbol “Mark of conformity”
-Image of products;

-Equipment;

- The symbol "Radiation sterilization" or "Sterilization with ethylene oxide"
(depending on the model ofthe product);

-Lot number (LOT);

Product Code (REF);

A sticker is also glued on consumer packaging with information in Russian, containing the
following information:

-Product name;

-Variant of execution;

- Information about AR;

- Information about RU;

-REF;*

-LOT;

-Date of production /-a—”';

-Date of expiration 2 ;

-Symbol "Manufacturer” and information about the manufacturer VS

-Symbol "Prohibition of reuse"

-Symbol “Do not use if packaging is damaged

-Symbol “Caution! Refer to the instructions foruse = A :
-Symbol "Refer to the instructions for use"

- Information on non-toxicity;

- The symbol "Radiation sterilization" or "Sterilization with ethylene oxide"

(depending on the model of the product);
-Symbol “The purchase of this product is available exclusivelyjo doctors and other qualified

Only
medical personnel and in accordance with their requirements

-Symbol "Not made with natural rubber latex"

Consumer packaging is packaged in one shipping package.
Sizes of transport packaging:
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Shipping packaging

290,51x239,71x311

425,4x174,6x2635,5(x10 Mm

889x269,9x177,8 (£10 mm
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Information on the number of products in
transport packaging

3 pcs. consumer packaging: either a
Standard Applicator Tip , or an applicator
with an spreader tip 16 mm, or an applicator
with an spreader tip 12 mm.

5 pcs. consumer packs of either a Standard
Applicator Tip , or an applicator with an
spreader tip 16 mm, or an applicator with an
spreader tip 12 mm.

8 pcs. consumer packs of either a Standard
Applicator Tip , or an applicator with an
spreader tip 16 mm, or an applicator with an
spreader tip 12 mm.



568,3x368,3x4770+10 mm

685,8x571,5x635 MM
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16pcs consumer packs of either a Standard
Applicator Tip , or an applicator with an
spreader tip 16 mm, or an applicator with an
spreader tip 12 mm.

20 pcs. consumer packs of either a

Standard Applicator Tip , or an applicator
widi an spreader tip 16 mm, or an applicator
with an spreader tip 12 mm.

46pcs consumer packs of either a Standard
Applicator Tip , or an applicator with an
spreader tip 16 mm, or an applicator with an
spreader tip 12 mm.

Or 15 pcs. consumer packs of the
applicator, extended tip by 10 cm; or the
applicator, extended tip by 27 cm



813,2x203,2x203,2 MM (£10 mm)

2 pcs. consumer packs of the applicator,
extended tip by 10 cm; or the applicator,
extended tip by 27 cm.

Labelling of transport packaging contains:
-Product name;

-Variant of execution;

-Lot number (LOT);

-Number of products in transport packaging;

- Information about the manufacturer (name and address)

-Date of expiration

|
- The symbol "Fragile, handle with care” *

-Symbol "Avoid exposure to sunlight” -«

-Symbol “Keep away from moisture”
Catalog number (REF);

-Symbol "Refer to the instructions for use" « i
I - Information on SCP;
- Information about the registration certificate;

6. Compliance with the standards of the Russian Federation.
GOST R 50444-92 “Medical devices, apparatus and equipment. General

specifications. "

GOST ISO 11737-2-2011. “Sterilization of medical devices. Microbiological
methods. Part 2. Sterility tests carried out during validation of sterilization processes ”

GOST ISO 11607-2011. "Packaging for medical devices subject to final
sterilization."

GOST 31814-2012. “Conformity assessment. General rules for sampling for
product testing in conformity confirmation.”
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GOST 31214-2003. “Medical products. Requirements for samples and
documentation provided for toxicological, sanitary and chemical tests, sterility and
pyrogenicity tests. ”

GOST R 52770-2007. “Medical products. Safety requirements. Methods of
sanitary-chemical and toxicological tests. "

GOST ISO 10993-1-2011. “Medical products. Assessment ofthe biological
effects of medical devices. Part 1. Assessment and research. "

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

GOST ISO 10993-3-2011 “Medical devices. Assessment of the biological
effects of medical devices. Part 3. Studies of genotoxicity, carcinogenicity and toxic
effects on reproductive function. ”

GOST ISO 10993-4-2011. “Medical products. Assessment ofthe biological
effects of medical devices. Part 4. The study of products that interact with blood."

GOST ISO 10993-5-2011. “Medical products. Assessment ofthe biological
effects of medical devices. Part 5. Cytotoxicity test: in vitro methods. "

GOST ISO 10993-6-2011. “Medical products. Assessment of the biological
effects of medical devices. Part 6. Investigation of local action after implantation. "

4N GOST ISO 10993-9-2015 “Medical devices. Assessment of the biological
effects of medical devices. Part 9. Basic principles of identification and quantification of
potential destruction products.”

GOST ISO 10993-10-2011. “Medical products. Assessment of the biological
effects of medical devices. Part 10. Studies of irritating and sensitizing effects. "

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

GF RF edition XLU. OFS.1.2.4.0003.15. Sterility.

GFRF edition XI1l. OFS.1.2.4.0005.15. Pyrogenicity.

7. General indications, contraindications, potential complications, precautions
7.1. Indications

The product is intended for mixing oftwo components of BioGlue Surgical Adhesive
and applying to the surgical field.

7.2. Contraindications
- Not for intravascular use.
- Do not use in patients with known hypersensitivity to materials.

7.3. Potential complications
- Allergic reactions are possible.

7.4. Precautions

-The assortment of applicators and extension cords is intended for use in one patient
only. Do not re-sterilize.

- Do not use if packaging has been opened or damaged.

- BioGlue Surgical Adhesive quickly polymerizes. The tip should be filled quickly, and
then immediately apply BioGlue Surgical Adhesive to the fabric. The delay in applying
glue to the fabric after filling the tip can lead to its polymerization in the tip.

8. Directions for use
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(applicable in conjunction with BioGlue Surgical Adhesive, which is registered on the
territory of the Russian Federation (RU No. FSZ 2010/07172 dated June 09, 2010)

The BioGlue Surgical Adhesive delivery system is ajoint use of the BioGlue Surgical
Adhesive applicator and BioGlue Surgical Adhesive. The syringe and piston are part of
the BioGlue Surgical Adhesive, which is registered on the territory of the Russian
Federation (RU No. ®C3 2010/07172 dated June 09, 2010

8.1. Preparation

NOTE. Read the information in the instructions for use of BioGlue Surgical Adhesive,
which is registered in the Russian Federation (RU No. ®C3 2010/07172 dated June 09,
2010

1. Remove the syringe, piston, and applicators from the packaging. Take the syringe
with BioGlue Surgical Adhesive in your hand, lifting it with the tip up, and tap it
several times so that the air bubbles in the BioGlue Surgical Adhesive collect at the top
of the syringe.

Fig. 8.1

NOTE: Hold the syringe in this position until all components of the BioGlue Surgical
Adhesive delivery system are fully assembled so that air bubbles remain at the top of
the syringe.

2. Remove the applicator fixjm its packaging. Inspect the circlip: the pointer should
be directly above the large hole. Otherwise, turn the ring on the tip body until the
pointer is positioned opposite the large hole.

NOTE: Continue to hold the applicator upright while assembling the BioGlue
Surgical Adhesive Delivery System and removing air from the applicator.

Meeas0 HIPersD

Fig. 8.2

3. Hold the syringe firmly with the tip up, rotate the cap 90 ° counterclockwise and,
slightly swaying from side to side, remove it.
Align the applicator with the syringe along the notches on them and slide the applicator
onto the syringe.
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Fig. 8.3
ATTENTION: Try not to spill the solution from the syringe during assembly of the
BioGlue Surgical Adhesive delivery system.
4. Lock the tip against the syringe and lock it by turning the tip retaining ring 90 °
clockwise.

Fig. 8.4

5. Continue to hold the syringe with the applicator up. Match the piston heads to the
large and small openings of the syringe body, and insert the piston into the syringe until
you feel resistance. The syringe is now ready for use.

Fig. 8.5
WARNING: Do not lay the syringe on its side until all air has been removed from it.
6. When using an elongated applicator, the tip can be given the desired angle by

M r bending it in the right place at the right angle and holding it for 3 to 5 seconds. The
created angle will last up to 5 minutes.

7. To remove the clogged tip, turn the tip retaining ring counterclockwise and
remove the tip from the syringe, swaying it from side to side.

8.2 Attaching an extension of the applicator
1 While inside the sterile zone, carefully remove the extension cord from the
individual packaging.
2. Slide the wide end of the extension onto the standard applicator and press until it is
full The extension cord is considered fully worn when the tapered end of the standard
applicator fits into the inside of the tapered extension, as shown in Figure 1.
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Fig. 8.1 - Fully attached

Fig. 8.2 - Notfully attached
ATTENTION! Do not press the piston while attaching the extension cord to the
applicator. Pressing the piston can be avoided: (1) removing the piston before attaching
the extension cord and returning it to its place after attaching, or (2) carefully taking
care not to touch the piston and not to press it against any surface.

Fig. 8.4-Right
8.3 Preparing and filling applicators

1. Before applying BioGlue Surgical Adhesive, the applicator must be filled. The
surgeon must press the plunger and release a narrow strip of BioGlue glue
(approximately 3 cm long) onto a sterile disposable surface (such as a swab, gauze ball
or tissue).

2. The surgeon should inspect the material that came out of the tip during filling, and
make sure that the material is uniform yellow or amber in color and does not contain air
bubbles. If this material is colorless or contains bubbles, repeat the filling until the
product provides a homogeneous liquid without bubbles.

ATTENTION! Avoid direct contact with material extruded fi-om the tip when filling it.

3. After filling the tip correctly, proceed immediately to the application of glue.
ATTENTION! BioGlue Surgical Adhesive cures very quickly. The surgeon must apply
BioGlue immediately after filling the tip. The delay in applying glue to the fabric after
filling the tip can lead to its polymerization in the tip itself If this happens, replace the
tip / extension with a new one and repeat the filling procedure.

Do not press the piston if the applicator is clogged.
NOTE. The extension cord is designed to simplify the delivery of BioGlue Surgical
Adhesive and cannot be used as a surgical tool (i.e. to compress, raise, or hold tissue)

9. Transportation, storage and operation

Storage conditions: This product should be stored in a well-ventilated room with
a humidity of not more than 80% at a temperature o f+15 to + 25 ° C. Handle with care.
Store the product in the manufacturer’s packaging in a dry, clean place, away from heat
and direct sunlight, at a controlled temperature. Shelf life is indicated on the packaging
of each product.

The product is transported by all types of vehicles in accordance with the
conditions:

Transportation conditions: This productshould be stored in a well-ventilated room
with a humidity ofnot more than 80% at a temperature of +25 to + 35 ° C.
Operating conditions: air temperature from + 25 ° C to + 42 ° C at relative humidity fiom
35% to 65% (non-condensing) and atmospheric pressure 500 - 1060 hPa.
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10. Information on the sterility of the product

Standard applicators and extended-tip applicators are sterilized by gamma
radiation and are intended for use in a single procedure and in only one patient. Elongated
applicators and appUcator extensions are sterilized in primary packaging with ethylene
oxide gas and are intended for use in a single procedure and in only one patient. Standard
applicators, extended-tip applicators, elongated applicators, and applicator extensions are
used for a short time and do not involve permanent implantation into the patient’s body.

Sterility level not less than 10

The value of the minimum absorbed dose of 25 kGy.

11. Disposal information

Dispose the product in accordance with SanPiN 2.1.7.2790-10 for class B waste
(epidemiologically hazardous waste). After hardware-based disinfection methods using
physical methods and changing the appearance of the waste, which excludes the
possibility of their reuse, class B waste can be accumulated, temporarily stored,
transported, disposed of and disposed oftogether with class A waste (epidemiologically
safe waste in composition close to MSW). The packaging of Class B medical disinfected
medical waste must be labeled to indicate that the waste has been decontaminated. In case
of non-use of the product, damage to the individual packaging and expiration of the
storage period, dispose in accordance with San PiN 2.1.7.2790-10 for class A waste.

12. Warranty

The manufacturer makes no warranties, either express or implied, including, but not
limited to, the warranties of merchantability or fitness for a particular purpose. The
manufacturer assumes no liability for incidental or consequential damages. If this
statement is declared invalid or invalid, for any reason: (i) any action related to the
violation of this guarantee must be started within one year after the occurrence of the
event that constitutes the basis for the claim, and (ii) liability limited to product
replacement. Prices, specifications and availability are subject to change without notice.
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Guaranteed shelf life is 5 years, the shelf life of sterility products is 5 years.

Manufacturer: CryoLife, Inc., USA

Manufacturer Address: 1655 Roberts Blvd., NW, Kennesaw, Georgia, 30144 USA
Phone: (770)419 33 55

Email: usbioglue@ cryolife.com

Authorized representative ofthe manufacturer in the Russian Federation:
Firm Finco Limited Liability Company

Actual address: 123007, Moscow, 4th Magistralnaya st., bld.5, p. 5, 0 f406.
Tel: 8 (495) 640-34-55

Email: info@ finco-med.com

IPi
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MHpopmaynoHHas cnyxba cekpetapeil BbiCWNX cypos WITATA fxopaxus
HoTtapuyc n OTaen npoBepoK NOAMHHOCTH
ATnaHTa, wrart xopaxusa 30345,
BynbBap 1875 Beka, othuc 100
(404)327-6023

AnocTtunb
(Faarckasa KoHBeHUMs 0T 5 0KTA6ps 1961 roga)

. CrpaHaCOEAVWHEHHBIE WUTATbLI AMEPUKN
1 [JaHHbIA rocyaapCTBEHHbIN 4OKyMeHT nognucaH XM3EP P CEMOTAH
3 feiictBytowero/weii B kayectee FTOCYJAPCTBEHHOITOHOTAPUYCA, WUTAT OXKOPLAXWNA
4 CkpenneH nevatbto/witamnom XU3EP P CEMOTAH
FOCYJOAPCTBEHHbLIV HOTAPUYC
01CPYT NONAWVHI, WTAT OXXOPOXNA

3ABEPEHO

BATnaHTe, WTat JxKopaxus 6.9-ro noHda 2021 roga
7.VIH(hopMaLMOoHHON cny>X60i cekpeTapeil BbICWINX cypos LWITATa [KOPAXKUs
1Ne1-635251

9 Meyatb/wramn W rata Axopmxua

10 Moagnuck OxoH WN. Spnun
McnonHnWTenbHbIA AupekTop
noAnucaHo

Mevams «LTat Jpkopmkus, KoHectutyuma 1776»

ﬂ,aHHbIVI AnocTusb noATBepXAaeT TO/IbKO NOA/IMHHOCTbL NOANNCKU, MOJTHOMOYNA A0/KHOCTHOIO nua
nognucasLLUEro AOKYMEHT, a TaKXXe neyvyatb UM WwtaMmn Ha JOKYMEHTE. ﬂaHHbIVI ANOCTUNL He MOATBEPXAAET

cofep>kaHue AOKYMeHTa, ANsi KOTOPOro OH Obl BbLLaH.
LaHHbIli AnocTunb HegecTBMTeNeH B npegenax CoeAnHeHHbIX LLITaToB AMepuku.
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LUTam. YTBepXAeHO

XW3EP P CEMOTAH o
. Bnaagncnasa 3anueBa
rOCYOAPCTBEHHbLIN HOTAPPIYC A 4

LITATA JKOPIKMS /nognuce/ OnpeKTop no
CPOK UCTEYEHWSA MOUX BOrpocam perynpoBaHuns
MO/THOMOYIMIN 4 CEHTABPA 2022 «04» noHa 2021

MHCTPYKUWNA no MPNUMEHEHWIO
AnnaMkaTop Ansa Knes XMpypruyeckoro
6uonornyeckoro BioGlue
CryoL.ife, Inc., USA
(«Kpuosang, MHkK.», CLLIA)

Bepcusa 04-2021
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HacToawasa MHCTPYKLMUA MO NPUMEHEHWIO NOATOTOBAEHA ANA NPELOCTABNEHUS
CBeAEHMWIA B Lenax pernctpauum MegULUHCKOTO U34eNns Ha TeppuTopumn Poccuiickoii
Pepepaynn. CeefeHns npefcTaBneHbl B 06beMe, COOTBETCTBYHOLWEM Tpe6OBAHUAM
noctaHosfeHunda NpasuTtenbctea P® o1 27.12.2012 Ne 1416 «[lMpaBuna permcrpaumm
MEeANLUHCKUX U3QeNnit».

1. HasBaHune nspgenns
«ANNAnkKaTop 4Ns Knea xupypruyeckoro 6uonornyeckoro BioGlue.» (Qanee no

MpounssoanTens: CryolLife, Inc., USA
(«KpnoJlaind, NHK.», CLLA)

Afpec npous3BoauTeNS: 1655 Roberts Blvd., NW, Kennesaw, Georgia, 30144
USA

j-l TenedoH: +1 (770)419 33 55

dNeKTpOHHas noura: ushioRlue(2),cryolife.com

MecTo Npon3BOACTBA: CryoLife, Inc., USA («Kpuofaidg, NHk. », CLUA)
1655 Roberts Blvd., NW, Kennesaw, Georgia, 30144
USA

Bua KOHTAKTa C OPraHM3MOM: KPaTKOBPEMEHHbI KOHTAKT C MATKUMU TKaHAMMU.
Cnoco6 NpUMEHeHUs: B COOTBETCTBUU C MHCTPYKLMEA MO MPUMEHEHUIO.
YCcnoBus NpUMeHeHWs: npefHasHa4YeHo AN UCMONb30BAHNA B 6ONbHULAX U
KAVHUKAX, MOANEXMUT NPUMEHEHUIO TONbKO KBATU(MULMPOBAHHBIM MEAULUHCKNM
nepcoHasom.

2. Ha3HaueHune
M3penne npegHasHayeHo ANd CMelWlUBaHUS ABYX KOMMNOHEHTHOTrO Kfied BioGlue u
HaHeCeHWs Ha onepawLMoOHHOe Mone.

3. Ocobble cBOMCTBA U3genns

[JaHHble annanKaTtopbl NpegHasHauYeHbl TOIbKO A1 COBMECTHOIO
MCMONb30BaHWNA C XUpypruyecknm kneem BioGlue, KOTOpbIil 3apermMcTpupoBaH Ha
Tepputopun P® (PY Ne ®C3 2010/07172 oT1 09 nioHsa 2010 roga). ACCOPTUMEHT
annankKaTopoB* M yANUHUTENeN™** npefHa3HayeH ANA UCMOb30BaHWNA CO CTaHAAPTHbLIM
annavkaTtopoMm. OHM HafeBalOTCA Ha CTAaHAAPTHbIE annaAnKaTopbl A4NA HAHECEHUA

XUPYPrUYeCcKOro icaes COrnacHo MHCTPYKL UM N0 NPUMEHEHUIO n3gennii BioGlue.
*B [JAaHHOM Clyyae 1 Aasee No TeKCTY Nog acCopTUMEHTOM anm/MKaTOPOB MOHVMAOTCSA BCE
BapuaHTb! VCMOJHEHNA annnMKaTOPOB, KPOME CTaHAap THOro annvKaTopa.
** 0fLLiee Ha3BaHWe Ang:
- YowHuTens annavkaTopa 10 cv:
- YmHuTenb annaukaTopa 27 cw;
- YamHuTenb annaukaTopa 35 ¢,

4. TexHu4yeckas cneyngpukaumnsa

4.1. ACCOPTUMEHT n3fenns:

Annavkartop ANA Knes Xxupyprmuyeckoro 6muosormnyeckoro BioGlue
I. B BapuaHTax UCMNoJIHEHUS:

1. ANnAnKaTop cTaHLapTHbI;

2. ANNANKaTop C pacClWMpPeHHbIM KOHYMKOM 12 Mm; *
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3. AnnauMkartop ¢ pacClWlMPEeHHbIM KOHYUKOM 16 mm; *
4. Annnnkatop, YANUHEeHHbIA Ha 10 cm; **

5. Annankatop, YA4NUHEHHbI Ha 27 CM; **

Il. TpuHagnexHocTtu

-YpanuHutens annavkaropa 10 cm; ***

- YANUnHUTeNb annankKaTopa 27 cm; ***

- YannHutens annamkartopa 35 cm; ***

*nanee Mo TeKCTY: «PaclUMpeHHbIe anmIMKaTOopbI», «anmMKaTopbl CPaCLLUMPEHHBIM KOHUMKOND.
-* flanee Mo TEKCTY: «anmiMKaTopbl y/IMHEHHbIE.

< [1371€E M0 TEKCTY: «YIMHUTENMY, «YIIMHATENM anryIKaTOpPOB».

4.2. MaTepuanbl, NPMMeHsIEMbIe B U3Ae/TUK, BUJ KOHTaKTa C OpraHM3MOoM:

HanmeHoBaHue Martepuan, MpounssoguTtens  Bupg KoHTakTa KoHTakT ¢
COCTaBHOI YacTu Kpacutenb maTepuana opraHvu3MomM XVPYPrnyecKnmM
n3genus Kneem BioGlue
ANNIMKaTop CTaHAAPTHbIN
Kopnyc Coronumep EXXONMOBIL  KpaTkoBpemeHHbIli Ja
nonunponuieHa CHEMICAL KOHTaKT C MArKUMA
COMPANY TKaHAMM
CwmeLLmBaroLLniA YKungkokpuctannyecknin - Celanese Co. He KoHTakTVpyeT Ja
aneMeHT (BHYTpeHHSA nonnmMep
YacTb)
CTONOpPHOE KO/bLIO MonunponuneH Borealis KpaTKoBpeMeHHbIi Het
KpacuTesnb; 3eneHbIi KOHTaKT C MArKUMA
TKaHAMU
AnnankaTtop, yA/IMHeHHbIR Ha 10 cM / ANNANKATOP YA/IMHEHHbIV Ha 27 cm
Tpy6ka (BHeLuHAs) Monvamng, Arkema Inc. KpaTKoBpeMeHHBbI Oa
KOHTaKT C MATKUMM
TKaHAMN
Tpy6Ka (BHYTpeHHsS) MonunypetaH THE He KoHTakTVpyeT Ja
LUBRIZOL
CORPORATION
CoenHuTeNb AKPUNOHUTPU- INEOS BosmoxxeH Ja
OyTagneK-CTUPO/bHbINA Styrolution KPaTKOBPEMEHHBII
Kpacutenb: Benbiii America LLC KOHTaKT C MArKMMA
TKaHAMM
ANNANKaTOp C paclUMpeHHbIM KOHYMKOM 12 MM / ANMNIMKATOpP € paclUMpPeHHbIM KOHUMKOM 16 MM
HakoHeuHVK MonvnponuneH Borealis KpaTkoBpeMeHHbII [La
KOHTaKT C MArK/MA
TKaHAMN
Kopnyc Cononunmep Borealis KpaTKoBpeMeHHbIA Oa
nonMNponueHa KOHTaKT C MArKUMA
TKaHAMM
CwmeLumBaroLLmiA XXupkokpuctasmyeckuii - Celanese Co. He KoHTaxkTUpyeT Ja
3MleMeHT nosvmMep
CTOnopHoe KosbLo MonunponuneH Borealis Bo3moxeH Het
KpacuTenb; 3efeHblin KpaTKOBPEMEHHB I
KOHTaKT C MArKUMA
TKaHAMN
PacLumpeHHbIii KOHUMK Monmkap6oHat (PC) Sabic Innovative  KpaTKoBpeMeHHbIi Oa
12 vm Plastics KOHTaKT C MArK/MM
TKaHAMN
PacLumpeHHbIA KOHUMK Monnkap6oHat (PC) Sabic Innovative  KpaTKoBpeMeHHbIi Oa
16 Mm Plastics KOHTaKT C MATKUMMA
TKaHAMN
Yanuuutens annavkartapa (10 cm, 27 cm, 35 cm)
MpoKcnMabHb Il Markwii Arkema Inc. BosmoxkeH [Ja
HaKOHEYHMK nonvathnpboKammg, KpaTKOBPeMEHHb I
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BbITankusaroLLas
Tpybka

[AvicTanbHbli
HaKOHEUHMK

YnakoBKa
NepBMYHas ynakoBka

[MonuypeTtaH

Msirkui
nonmatmpbnokammng,

Tyvek 1073B; Poly,
TPF-0501A

4.3. N306paxeHne nsgenni

THE

LUBRIZOL
CORPORATION
Arkema Inc.

Oliver-Tolas

KOHTaKT C MArK/MMA
TKaHAMU
KpaTKoBpeMeHHb I
KOHTaKT C MArKUMU
TKaHsIMM
KpaTKoBpemeHHb I
KOHTaKT C MArKUMM
TKaHAMU

KpaTkoBpemeHHb I
KOHTaKT C
HEMoBPEXXaEHHOM
KOXel

Puc. 4.1 - AnnnMkaTop cCTaH4apTHbl

Puc. 4.2. - AnnamkaTop, YAAUHEHHbIA Ha 10 cm

Puc. 4.2. - AnnnukaTop, Y4AUHEHHbIA Ha 27 CM

Puc. 4.3. - AnnaMKkaTop cpaclwMpeHHblM KOHYUKOM 12 MM
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Puc. 4.4, - ANNAMKaTOpP C paclWpPeHHbIM KOHYNKOM 16 MM

Puc. 4.5.- YannHuTens annankaTopa 10 cm

Puc. 4.6.- YamHuTeENb annamkaTopa 27 cm*
*BHEWHWIA BMA YANMHUT €A annankaTopa 27 cM U yannHUTensa annankaTopa 35
MOMHOCTbLI0O UAEHTUYEH 38 UCKNIOYEHUEM ANNHBI.
4.4. KOHCTPYKUMA U rabapuTHble pa3mepbl U34enuvs
UepT. 4.1.-HepTe>KpacWMPEeHHOro KOHYMKa 12 MM anniMKkaTopa C paclMpeHHbIM

KOHYMKOM 12 MM
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Pasvep  Paswvep Pa3viep
A(mm) B (Mm) C (Mmm)

01.6+0. 02.25+0. 02.55+0.
1 1 1

KOHYMKOM 16 MM

Pasvep  Pasmep Pasmep
A (Mv) B (Mwv) C (Mwv)

01.6+0. 02.25+0. 02.55+0.
1 1 1
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Pasmep
D (mm)

10.5-HO.

5

Pasmep
D (Mwm)

10510
5

Pa3me
pE
(M)
3.840.
1

Pazmve
pE
(Mm)
3.8+0.
1

Paswvep
F (mm)

0.2+0.0
5

Pasvep
F (Mm)

0.2+0.0
5

Pasve
pG
(Mm)
1.540.
1

Pasme
pG
(M)
1.5+0.
1

Pasve
pH
(M)
6.6,
1

Pasmve
pH
(Mm)
6.6+0.
1

Pasvep

1 (Mm)

18.3+0.

5

Paswviep
1 (Mm)

18.30.
5

Pasve  Paswve
PJ pK
(Mv)  (vm)
1240.  4.7+0.
5 1

OUA ®2.55C
Paave Pa3wve
PJ pK
(Mv)  (Mm)
16+0.  4.7+0.
5 1



UepT. 4.3.-UepTe>k HaKOHEYHMKa anninkaTopa c pacllMpeHHbIM KOHYMKOM 12 MM /
annamKkaTopa cpacwnupeHHbiM KOHYUKOM 16 MM

J .
Pasm Pasm Pasm  Pasmep
epA epB epC D (vwv)
Mm)  (Mm)  (Mw)
013. 52 04+O0 02.25+
0 ) 6 +0.1 1 0.1

0.1
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Pa3v
epE
(Mm)
8.5+0
1

Pazve
pF
(Mm)
67.9+
0.1

Pasmep
G (mm)

011.8+
01

Pasmep
H(mm)

05.05+
01

Pasmep
1 (Mm)

03.8+0
.07

Paswmep
J (Mm)

02.6+0
.07

Pa3wve
pK
(M)
0.7+0.
05

Pazm
epL
(Mm)
2.1+0
1



UepT. 4.4.-UepTe>k annamkaTopa cTaHgapTHOro

745
B
VI 1
C
froo1

Pasvep PasvepB PasmepC  Paswvep D Pasvep E  Pasmep F Pasvep G Pasvep H  Pasmep |
A (MM)  (Mmm) (Mm) (Mm) (M) (Mm) (Mm) (Mm) (Mm)

01+O.1 74.25*0.7 03.25*0.1 09.8*0.5 13.6*05  02.6*0.1 03.8*0.1 045*0.1  01.5*%0.1
UepT. 4.5.-UepTexk anninkaTopa, yanuHeHHoro Ha 10 cm/annnmkaTopa,
YAAMHEHHOTO Ha 27 CM

i
UepT. 4.6.-UepTexx yannunrena annamkaTopa 10 cm lyanuHuTena annankarTopa 27
cM!yanmHuTena annaukaTopa 35 cm
B
L E ~e r

Pasmep A Pasvep B (Mm) Paswvep C (Mm) Pasmep D (Mm) Paswmep E (Mm)
(Mwm)

01,5%0.1 100*0.5 1270*0.5 1350*0.5 04.5*0.1 05.2*0.5 05*0.5

4,5. XapaKTepucTWUKa NepBUYHON yNaKoBKM
KonnyecTBO U3ennii B NepBMUYHON ynakoBKe, rabapuThbl NEPBUYHOI YyNaKOBKK, Macca
HeTTO MMacca 6pyTTO NMepPBUMYHOI YNAKOBKU:
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J |

-AnnankaTtop CTaHAapTHbIN:

Ma6apuTbl NepBMYHON ynakosku: 30,50x16,50 cm £5%
KonnyecTBo nagenuin: 4 wr.

Macca HeTTOo: 6T 0,5 T

Macca 6pyTTOo: 16,5r+1 r

-ANNANKaTop C pacClWpPeHHbIM KOHYMKOM 12 MM:
MabapuTbl mepBMyYHOW ynakoBku: 30,50x16,50cm £5%
KonunuyectBo nagennii: 3 wr.

Macca HeTTO: 5,4r £0,5r

Macca 6pyTTO: 16,1r+1 1

-ANnNanKaTtop C paclWUPeHHbIM KOHYNKOM 16 MM:
MabapuTbl NnepBMYHON ynakoBkmu: 30,50x16,50cm +5%
KonunuecTtso nsgenuit: 3 wr.

Macca HeTTO: 5,71 +0,5 1

Macca 6pyTTOo: 16,4r£1 r

-Annankatop, YANUHeHHbI 1 Ha 10 cwm:

MabapuTbl MePBUYHON ynakoBku: 60,96x17,78cm +5%
KonunuyectBo n3gennii: 4 wr.

Macca HeTtTOo: 11,671 1

Macca 6pyTTOo: 34.9r+1 1

-AnNnankaTtop, YANUHEHHbIA Ha 27 cM:

FabapuTbl NeEPBUYHON ynakoBKK: 60,96x17,78¢cm 5%
KonuyecTtBo n3gennii: 4 wr.

Macca HeTTO: 14rx1 r

Macca 6pyTTO: 40,9r 1 r

-YanuHntens annnmkatopa 10 cm:

MabapuTbl MepBUYHON ynakoBku: 32,08x11,43cm +5%
KonunyecTBo n3genunin: 2 wr.

Macca HetTO: 710,51

Macca 6pyTTo: 14,3rtl r

-YOANVMHWUTENb annankartopa 27 cMm:

Mab6apnTbl MepBUYHON ynakoBku: 56,8325x11,43cm +5%
KonunyecTBo nsgenuii: 2 wr.

Macca HeTTO: 14,611 1

Macca 6pyTTO0: 23,2rx1 r

-Y4nvHuTenb annaunkatopa 35 cMm:

Ma6apuTbl MepBMYHOM ynakoBku: 56,8325x11,43cm 5%
KonunyecTBo n3genunin: 2 wr.

Macca HeTtTo: 18 r 1 r

Macca 6pyTTO0: 28,2rx1 r

XapaKTepucTMKM maTepmnanos nepBuUHol ynakoskn Tyvek 1073B; Poly TPF-0501A:
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MapameTp MaTtepuan Tyvek 1073B Martepuan Poly TPF-
0501A
Mpepen NPOYHOCTM > 87,56 H/m gns neBoit n npaBoii CTOPOH
(NTPOYHOCTb repMeTn3aLmn) MUHANBUAYANbHON YyNakKoBKMN.
OT 87,56 g0 700,51 H/m gnsa wea.

MnoTHOCTL 74,7 r/m” 63.5 r/m”

MpoyHOCTbL Ha pacTaxeHune 205 H (npogonbHoe) 544,69 klMa (npofonbHOe)
219 H (nonepeyHoe) 43 klMa (nonepeyHoe)

OTK/IOHEHWEe MO TONIWNHE 199 MKMm 63,5 MKM

Bo34yXonpoHMLaemMocCTb 540 mn/MuH 69,8 (cmVm” cytkh

Mpo4YyHOCTL Ha 10324 fx/mA” -

npofaBnuBaHue

5. MapKnpoBKa 1 yrnakoBKa

AnnavkaTopbl CcTaHfapTHble W anniukKaTopbl YANWHEHHbIe YynakoBaHbl B
NepBUYHBbIE YNaKOBKMU
no 4 nnyke. ANNAWKatopbl C pacWMpPeHHbIM KOHYUKOM 12 mMm/ annamkaTtopbl C
pacWwWmnpeHHbIM KOHYMKOM 12 MM ynakoBaHbl B MepBUYHbLIE YNaKOBKWU B KOfMyecTse 3-X
WTYK. YanuHutenn annankatopa 10 cm/ ygnnHuTtenn annnmkatopa 27 cm/ Y gnnHutenn
annnukatopa 35 cM ynakoBaHbl B NEPBUYHbLIE 3LLAKOBKMK MO 2 WTYKE.

MapKnpoBKa NepBMYHON YNaKOBKMN COAEPXUT B cebe CnefyloLyio
MH(pOPMaLUIO Ha aHTTMACKOM A3bIKE:
-HanmeHoBaHue nsgenus;
-MHopmaumsa o BapuaHTe UCMONHEHUSA U3JeNns;

-CuMBON «M3roTOBUTENb» N CBEAEHUA 06 nsrotoeBuTene

-CUMBON «Y NONHOMOYEHHbIl NpeACcTaBUTeNb B EBponeiickomM coobujecTse» © REP

-CuMBON «3anpeT Ha NOBTOPHOE MPUMEHEHMNE

-CuMBON «He 1cnonb3oBaTb NPU NOBPEXAEHUN YNAKOBKN»'

-CumBoN «OCTOPOXHO! O6paTUTECh K MUHCTPYKLMM MO MPUMEHEHU IO » 1,

-CnmBon «O6paTuTecb K MHCTPYKLUMU MO MPUMEHEHUIO»P®.
-CBefileHNe 0 HETOKCUYHOCTMK;

-CumBON «3HaK cooTBeTcTBUA» CH,

-N306paxeHne nsgenus;

-KonnuectBo n3gennii B ynakoske;

-CumBon «PagunaunmoHHas cTepunmsauma» «CTepunmsauma OKCuaom

3TuneHa»""37(B 3aBUCMMOCTMN OT MOAENUN N3LeNns);
-CumBon «Mpuo6GpeTeHne 4aHHOT0 U3AeNns JOCTYMHO UCKNOYUTENLHO Bpayam U
LPYTOMY MEANLMHCKOMYKBALI AMLMPOBAHHOMY MEPCOHaNy U B COOTBETCTBUU C UX

npeanncaHnamm »

-CvMBON «He COfEepPXUT naTekc»
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TakK XXe Ha fJaHHY UHAUBUAYA/IbHYO YNaKOBKY KNenTca CTUKeEp C
MHpopMaLneldh Ha PyCCKOM A3blKe, COAep Kalluini B cebe cnegyouyo nHpopmaymnio:
-HanmeHoBaHue nsgenus;

-BapuaHT ncnofHeHus;
-CBefeHuns 06 YIM;
-CBefieHuns o PY;
-REF; *

-LOT;

-Oaty npous3BoacTBa ;
-[laTy ncTeyeHnsa cpoka rogHocTu
-CuMBON «M3roToBUTENb» U CBEAEHUSA 00 N3rOTOBUTENE

-CMMBON «3anpeT Ha NOBTOPHOE MPUMEHEHUE»

-CvMBON «He UCNoNb30BaTh NPU MNOBPEXAEHUN YNAKOBKN»

-CumBon «OcTopoxHOo! O6paTnTech K MHCTPYKLUKN NO npmmeHeHmm>>A,

-CumBon «O6GpaTUTECh K MHCTPYKL UMW MO npmmeHeHmo».Da

-CBefileHNe 0 HETOKCUYHOCTU;

-CumBon «PajnaumoHHaa crepunmnsauua» KV pap «CTtepunmsayna oKcuaom

3TUNeHa» 3aBUCMMOCTU OT MOAENUN U3[enuns);
-CumBon «MpuobpeTeHne LAHHOTO U3A4ENNS LOCTYNHO UCKJKYUTENBHO Bpayam u
APYTOMY MEAULUHCKOMY KBaMULMPOBAHHOMY NePCOHaNy 1 B COOTBETCTBUMN C UX

| KX Onfy |
NPEANUCAHUAMUD p- oo e

-CvmMBON «He COfEPXUT naTekc» :

- REFMeHA0TCA B 3aBUCUMOCTW OT W3aenus:
-BGAT-10-SYgna annnvkaTopa, yAnnmHeHHoro Ha 10 cw;
-BGAT27-SY ons annnvkaTopa, YAIMHEHHOr O Ha 27 cM;
-BGAT-SYana annivkaTopa CTaHapTHOro;

-BGDTE~JO ghayannHmuTens annnvkaTopa 10 cw;

-BGDTE-27 gnaypivHuTens annavkaTopa 27 cM;

-BGDTE-35 gnayanuHuTens annnvkaTopa 35 cw;

-BGST-12 gna annivkaTopa C pacLluMpeHHbIM KOHYMKOM 12 MMm;
-BGST-16 gna annimkaTopa CpacLuvpeHHbIM KOHUMKOM 16 MM;

MHpnBnayanbHble YyNakoBKN B KonnyecTse 10 WwWT. ynakoBaHbl B
noTpebuTENbCKMUE YNAKOBKMN.
PasMmepbl 1 Macca NOTPebUTENLCKNX YNAKOBOK:
PasMmepbl 1 Macca NOTPeOUTENbCKUX YNAKOBOK:
-ANnNAnKaTop CTaHAAPTHbIN:
Pasmepsbl: AnnHa:16,5 cm = 0,5 cm WnpuHa: 7,9375 cm £ 0,5 cm BoicoTa: 25,4 ¢cm £ 0,5
CM
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Macca 6pyTTO0: 294,8r = 20r

-ANNAnKaTop C pacWMpeHHbIM KOHYNKOM 12 MM:
Pasmepbl: AnnHa:16,5 cm £ 0,5 cm WupuHa: 7,9375 cm £
CM

Macca 6pyTTO: 294,81 + 20T

-ANNAnMKaTop C pacllMPeHHbIM KOHYMKOM 16 MM:
Pasmepbl: AnnHa:16,5 cm + 0,5 cm W mpuHa: 7,9375 cm £
cMm

Macca 6pyTTOo: 295,1r = 20r

( -Annaukatop, YanuHeHHbI Ha 10 cMm:
Pasmepsbl: AnunHa: 62,23 cm £ 0,5 cm W unpuHa: 18,415 cm
0,5 cm

Macca 6pyTTO: 725,7 r £ 201

-ANNAukKaTop, YANWHEHHbI Ha 27 CM:

Pasmepsbl: AnnHa: 62,23 cm £ 0,5 cm W unpuHa: 18,415 cm
0,5 cm

Macca 6pyTT0:739,4 1 = 201

-YaonuHuutenb annnnkatopa 10 cm:

Pasmepsbi: OnnHa: 32,0675 cm = 0,5 cm W npnHa: 6,35 cm
0,5 cm

Macca 6pyTT0: 362,9 r £ 201

-YANVHWUTeNb annaukatopa 27 CM:

Pasmepsbl: AnunHa: 56,8325 cm = 0,5 cm W mpuHa: 6,35 cm
0,5 cm

Macca 6pyTT0o: 589,71 + 20r1

-YAnumHuTenb annnunkartopa 35 cMm:

Pasmepsbl: AnnHa: 56,8325 ¢cm £ 0,5 cm WnpuHa: 6,35 cm
0,5cm

Macca 6pyTTO: 612,31 £ 201
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0,5 cm BbicoTa: 25,4 cm = 0,5

0,5 cm BbicoTa: 25,4 cm+ 0,5

0,5 cm BbicoTa:

0,5 cm BbicoTa:

0,5 cm BbicoTa:

0,5 cm BbicoTa:

0,5 cm BbicoTa:

10,16 cm

10,16 cm

11,43 cm

11,43 cm

11,43 cm

I+

I+

I+

I+

I+
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Puc 5.3. MoTpebunTtenbckas ynakoBka nsgenms
Ha noTpebuTenbCKMX yNnaKoBKax cofepxarca:

-HanmeHoBaHue n3gennsa Ha pa3IM4YHbIX NHOCTPaHHbIX A3bMCaX N KPAaTKOE CBEAEHUE O
HEM;
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-Ha3BaHWe KOMNaHWM NMPOWN3BOAUTENS HA aHTNNACKOM fi3blKe, a TaKXe MH(popmayus o
HEM;
-[laTa UCTeuyeHMs cpoKa FOAHOCTH;

-CUMBON «3anpeT Ha MOBTOPHOE NPUMEHEHUEY

[1a.

-CumBoN «O6paTnTECh K MHCTPYKLUWU NO NPUMEHEHUNIO».!
-CUMBON «3HaK COOTBETCTBUA»

-N306paxeHne n3genni;

-KomnnekTayus;

-CumBon «PagmauunoHHas cTepuamsaumnsa» nnnm «CTepunnsaumns OKCcUaoM

3TUNeHa»1"MM™AH (B 3aBUCUMOCTU OT MOJENUN U3genuna);
-Homep naptum (LOT);
-Kopg n3pgenus (REF);
TaK )Xe Ha NOTPeOMTEeNbCKY0 YNaKOBKY HakKfenBaeTca CTUKep, C UHpopmaLymnein
Ha PYCCKOM f3blKe, COepXalinin B cebe cnegyrowyo nHhopmaymnio:
-HaumeHoBaHMe n3genus;
-BapuaHT ncnonHeHus;
-CBefeHus 06 Y,
-CBefieHunsa o PY;
-REF;*
-LOT;

-faTty npomussopnctea N
-[aTy ncteyeHuns cpoka rogHocTu 2 ;
-CumBon «MN3roToBUTENb» U CBELEHUS 06 U3TOTOBUTENE

-CumBON «3anpet Ha MOBTOPHOE NPUMEHEHUE» N

C -CumBONn «He ncnonb3oBaThb npn noBpexageHnnm ynakoBkum»

-CumBon «OcTopoxHo! O6paTnTeCh K MUHCTPYKLUUK NO NPUMEHEHUIO

-CUMBON «O6PATUTECH K MHCTPYKL MW MO npuMeHeHunto» WY
-CBefleHNe 0 HETOKCUYHOCTH;
-CumBOoNn «PagnaumoHHas cTepuansaLus» unn «CTrepunusaums OKCUOM

aTuneHa»K™ LY (B 3aBUCUMOCTN OT MOAENN n3genns);
-Cumson «MpuobpeTeHne JaHHOT0 U34eNna JOCTYNHO UCKIOYUTENbHO Bpayam u
APYTOMY MEANLUWHCKOMY KBAMW@MLMPOBAHHOMY NMEPCOHaNy M B COOTBETCTBUM C UX

Rx .gnl
npegnucaHuamum »

-CMBON «He cofepXUT naTtekc» :

MoTpe6UTENbCKME YNAKOBKMU, yNaKoBaHbl B 0HY TPAHCMOPTHYO YNaKOBKY.
Pasmepbl 1 BEC TPAHCMOPTHOW YyNaKOBKU:
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1MpaHCNOPTHMN yNaKoBKa m

425,4x174,6x2635

889x269,9x177,8
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0 Konin4dyecTtBe nsgennmn B

3WT. NOTPebUTENbCKMX YNaKOBOK: N1M60
CTaHAapTHOro annaukaTopa, NMMbo
annamkaropa ¢ pacliMpeHHbIM KOHYNKOM
16 MM, TM60 annamMkKaTopa ¢ paclipeHHbIM
KOHUYMKOM 12 MM.

5WT. NoTpebUTENBCKUX YNAKOBOK MO0
CTaHAapTHOro annnaukaropa, 11M6o
annamkaropa ¢ pacllMpeHHbIM KOHYUKOM
16 MM, NTM60 annanKaTopa ¢ pacliMpPEeHHbIM
KOHUYNUKOM 12 MM.

8LWT. MOTPeObUTENLCKNX YNAKOBOK NGO
CTaHAapTHOro annauMkartopa, N1M6o
annaukaropa ¢ pacLuMpeHHbIM KOHYNKOM
16 MM, 160 annanKaTopa ¢ pacllnpPeHHbIM
KOHUYMKOM 12 MM.
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16WT. N0TPe6bnTeNbCKUX YNAKOBOK M60
CTaHAapTHOro annaukaTtopa, 1Mbo
annaukaropa ¢ pacluiMpeHHbIM KOHYMKOM
16 MM, NM6O annanKaTopa ¢ pacluUpeHHbIM
KOHYMKOM 12 MMm.

20 WT. NOTPebnTENbCKMX YNaKOBOK 160
CTaHAapTHOro annaukaropa, MM6o
annankatopa c paclinMpeHHbIM KOHYNKOM
16 MM, NM60 anniMKaTopa ¢ pacLUMPEHHbIM
KOHYMKOM 12 MM.

46WT. NOTPebUTENbCKMX YNAKOBOK 160
CTaHAapTHOro annaukaTopa, NM6o
annaukaTopa ¢ paclunMpeHHbIM KOHYUKOM
16 MM, 60 annankKaTopa ¢ paclMpeHHbIM
KOHYMKOM 12 mM.

Mnun 15 WwT. NnoTpebunTenbCKUX ynakoBok
annaukaropa, ya/MHeHHoro Ha 10 cm; nn6o
annaukaropa, YANMHEHHOro Ha 27 CM



2 WT. NOTPebMUTENbCKMX YNAaKOBOK
annaukartopa, yannHeHHoro Ha 10 cm; nn6o
annaukKatopa, yaJIMHeHHOro Ha 27 cMm

MapKnpoBKa TPAaHCNOPTHOW yNakoBKW COAepXuUT B cebe:
-HanmeHoBaHne usgenus;
-BapuaHT ncnosiHeHus;
-Homep naptum (LOT);
-KonnuecTBo usgennii B TPAaHCMNOPTHON YNakKoBKe;

-MIiHpopmayus o npoussognTene (Ha3BaHue u agpec);

-[laTa ucTeuyeHus cpoka ro,qucm@H:

-CuMBON «XpynKoe, 06pawiaTbCs 0CTOPOXKHO»

-CuMBON «He gonyckaTb BO3/eliCTBMUSA CONHEYHOTO CBETa»

-CumBon «bepeub oT Bnaru» |
d -Homep no katanory (REF);

T
-CumBon «O6paTtuTech K MHCTPYKLUM MO NPUMEHEHMNIO»
-CBefieHne 06 YTLU;

-CBe/leHNs 0 PerncTpaLuoHHOM YA0CTOBEPEHWUN;

6. CooTBeTCcTBME CTaHZapTam Poccuiickoin Pefepaumnm

FOCT P 50444-92 «Mpubopbl, annapatbl 1 060pyL0BaHne MeAULUHCKNKE.
Obuw e TEXHUYECKUNE YCNOBUA».

FOCT ISO 11737-2-2011. «CTepunnsaumnsa meguunHCKNX n3genni.
Mukpobuonornyeckme metoabl. YacTb 2. VicnbiTaHMA Ha CTEPUIBHOCTbL, MPOBOAVMbIE
npu sanujaynun NpoLeccos cTtepunnsaynm»

FOCT ISO 11607-2011. «¥YnakoBKa AN MEANLUHCKUX U3LeNUiA, MOANEXaLnxX
DUHNIWHON CTepuamnsaLnm»,

FOCT 31814-2012. «OueHka cooTBeTcTBMA. ObLWMe npaBuna oT6opa 06pasLoB
4N UCNbITAHUIA NPOAYKLUMM NPU NOATBEPXLEHUN COOTBETCTBMAY.
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roct 31214-2003. «N3genns meanunHckue. Tpe6osaHus K o6pasuam u
LOKYMeHTauuu, npesoctaBnsieMblM Ha TOKCUKONOTMYECKME, CAHUTAPHO-XUMUYECKUME
UCMbITaHUA, UCMbITAHUA Ha CTEPUIBHOCTb U MUPOTEHHOCTbY.

FOCT P 52770-2007. «N3penna meguumnHckne. TpeboBaHusa 6e30NacHOCTU.
MeToabl CAHUTAPHO-XUMUNYECKNX N TOKCUKONOTUYECKUX UCNBITAHUN».

FOCT ISO 10993-1-2011. «M3penuna megnumnHckme. OueHKa 6MONOTMYECcKOro
LedcTBUA MeANLUHCKUX n3gennii. Yacte 1. OueHKa n nccnefoBaHuns».

FOCT P MNCO 10993-2-2009. «N3pgennda megnuymHckne. OLeHkKa
6MONOrMYEcKOro geicTBNA MeANLMHCKUX usgennii. YacTtb 2. TpeboBaHunA K
06paLeHNI0 CXXUBOTHLIMUY.

FOCT ISO 10993-3-2011 «W3genums meguumnHckne. OLeHKa 6MONOTrMYeCcKOro
LeACTBUA MeANLMHCKNX n3genunin. Yacte 3. iccnefoBaHna reHOTOKCUYHOCTH,
KaHLEepOreHHOCTN U TOKCMYECKOTO AENCTBUA Ha PENPOAYKTUBHYI (DYHKLUMNIO».

FOCT ISO 10993-4-2011. «MN3genna megnumHckme. OueHKa 6MONOrMYecKoro
JeNcTBNA MegNLMHCKUX n3gennin. YacTb 4. ViccnegoBaHne nsgenui,
B3aMMO[LENCTBYH LI MX C KPOBbHO».

FOCT ISO 10993-5-2011. «M3genna megnunHckme. OueHKa 6MONOrMYeCcKoro
feicTBUA MeAULMHCKUX usgennii. Yactb 5. MccnegoBaHne Ha LMTOTOKCUYHOCTb:
MEeTOAbl in vitro»

FOCT ISO 10993-6-2011. «M3aennsa megnymHckme. OLueHKa 6MONOrMYecKoro
AEeACTBMA MeAUUUHCKNX n3genunin. Yactb 6. MiccnegoBaHne MECTHOTO AeACTBUSA nocne
MMONaHTaLUmn».

FOCT ISO 10993-9-2015 «M3pgenna meguunHckue. OueHKa 6MONOTMYeCcKOro
pecTBUA MeAUUMHCKUX nagennii. Yactb 9. OCHOBHbIe MPUHLMNNbI UAEHTUHUKALNMN 1
KO/NIMYEeCTBEHHOrOo onpeAeseHnUs NOTEHULNANbHbLIX NPOAYKTOB AECTPYKLUN».

FOCT ISO 10993-10-2011. «3pgenus meguumnHckmne. OLeHKa 6MONOrMYECcKOro
feicTBUA MegnumMHckux nsgenunin. Yacte 10. iccnegoBaHuns pasgpaxarWwero u
CEHCMOMIN3NPYIOLWEro AeNCcTBUA»

FOCT ISO 10993-12-2015. «M3genuns meanymHckume. OLueHKa 6M0N0rMY4ecKoro
AeACTBUA MeAUUMHCKUX n3genunii. YacTte 12. NMpurotoBneHne npob u KOHTPONbHbIE

d o6pasybl».

Fe PO nspganume Xl1ll. 09 C.1.2.4.0003.15. CTepunbHOCTb.

Fo PO nsganHune XIll. OPC.1.2.4.0005.15. MTMPOTreHHOCTb.

7. O6I.Ll,l/le NMoKasaHu4, NMpoTmnBonoKasaHMA, NOTEHUNa/IbHbIE OCNOXHEHUA, MEPbI
NpPegocToOpPOXHOCTU
7.1. MNoka3aHna

M3genue npefHa3HayeHo ANA CMeLWMBaAHUA ABYX KOMMNOHEHTHOro Knes BioGlue

M HAaHeCeHNs Ha onepaLvoHHOE none.

7.2. TpoTnBONOKasaHuA
-He gna BHYyTpUCOCYANCTOTO UCMNONb30BaAHMA.

-He NpUMeHSATb ¥y NaLUeHTOB C W3BECTHOW MOBbLMNMUEHHON YYBCTBUTENbHOCTbIO K
mMatepuanam.

7.3. NoTeHUMasibHble O0CNOXHEHUA
-B03MOXHO NosBeHME aneprnyeckKnx pearou.|,|7|.
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7.4. Mepbl NpefoOCTOPOXHOCTH

-ACCOPTUMEHT annaAuKaTtopoB W YANWHUTENN nNpefHasHayeHbl TONbKO [N
NPUMeEHEHWUSA y O4HOTO NauneHTa. He cTepnan3oBaTb NOBTOPHO.

-He ucnonb3oBaTh, ecv ynakoBKa 6bl/ia OTKpbITa UAK MOBPEXAEHA.

-Knein BioGiue 6bICTPO nonumepusyetca. HakKOHEYHWUK cnefyeT HanonHATb
6bICTPO, U MOCAEe 3TOF0 HEMeANleHHO HaHOCUTb kneih BioGlue Ha TkaHb. 3afgepxka B
HaHeCeHMMN KNes Ha TKaHb MOC/e Hamno/HEHWA HAaKOHEYHMKA MOXET MPMBECTU K €ro
noMMepmn3aLnm B HAKOHEYHUKE.

8. Y KasaHuga No NPUMEHEHWIO
(MPUMEHUMO COBMECTHO C XMpypruyeckum kneem BioGlue, KoTopbIii 3aperncTpupoBaH
Ha Tepputopum P® (PY Ne ©@C3 2010/07172 o1 09 utoHda 2010 roga))
Cuctema foCcTaBKU xupypruyeckoro kned BioGlue — 310 coBMecTHOe MCMNONb30BaHue
Annaukartopa 4na Knesa XMpypruyeckoro 6uonormyeckoro BioGlue n xupyprmyeckoro
Knes BioGlue
Wnpuy M nopweHb BXOAAT B COCTaB Xupypruyeckoro knes BioGlue, koTopblii
3apernctpupoBaH Ha Tepputopuu P® (PY Ne ®C3 2010/07172 ot 09 noHa 2010 roga
8.1.NMoarotoBkKa
MPUMEYAHWME. O3HakoMbTeCb C WH(OpMaLuWeid B MHCTPYKLUM MO NPUMEHEHUIO
Knea xupypruyeckoro BioGlue, KoTopblil 3apernctpupoBaH Ha Tepputopun PP (PY Ne
®C3 2010/07172 o1 09 nioHa 2010 roga

1.M3BNeKknUTe WNPUL, NOPWEHL N annanKaTopbl U3 YNakoBKW. Bo3sbmuTe wnpuy,
C Xupypruyeckum kneem BioGlue B pykKy, NOLHAB ero HaKOHEYHWKOM BBepX, MU

NOCTY4YNTe NO HEMY HECKONbKO pa3, YToObl Ny3blpbKN BO3AYyXa B XUPYPrMYeCcKOM Kiee
BioGlue cobpanuch BBepxy W n p u U a

Puc. 8.1

MPUMEUYAHWE: YaepxunBainte WNpUL B 3TOM MOJIOXEHUN A0 MONHON COOPKK BCEX
COCTABNAKLWMNX CUCTEMbI LOCTaBKWM Xupypruyeckoro knesa BioGlue, 4To6bl Ny3bipbKy
BO3/4yXa 0CTaBaNuCb BBEPXY Wnpuua.

2.BblHbTe annnukKatop U3 ynakosku. OCMOTPUTE CTONOPHOE KOMbLO: yKa3aTesb
Ha HeM [0JI)KeH HaXOANTbCA HEMOCPEACTBEHHO Haf 60/bWINM OTBEpPCTUEM. B NPOTUBHOM
cnyyae — NoBOpayvyMBainTe KOMbLO Ha Tefe HAKOHEYHWKA A0 TeX MNop, NOKa yKaszaTeNb He
OyaeT yCTaHOB/IEH HAMPOTUB 60NbLIOI0 OTBEPCTUSA.

MPUMEYAHWE: MpogonxaiiTe gepXxaTb annjinKaTop BEPTMKaNbHO BO BpPeEMS
cOOpKN cucTeMbl AOCTaBKWM Xupypruyeckoro knesa BioGlue un ypanenus Bosgyxa u3
annaukartopa.
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[paBunbHO  HenpasuibHO
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Puc. 8.2
3.Kpenko gep>xunte WwWnpuy KOHYNKOM BBEPX, MOBEPHUTE KPbIWKY Ha 90® npoTus
4aCcoBOW CTpPenkKu u, cNerka NnokKkauymeas U3 CTOPOHbI B CTOPOHY, CHUMUTE ee.
CoBMecTUTe annauMkaTop CO WMNPULOM MO HaceykaM Ha HUX W HajeHbTe
annavkKaTop Ha WnpuL.

Puc. 8.3
BHVUMAHWE: CrapaliTecb He NpOAUTb PacTBOP M3 WNPULLa BO BPEMS COOPKU
CUCTEMbI JOCTaBKM XUpyprmnyeckoro knes BioGlue.
4.MpeTpuTe HAKOHEYHUK K WNPULY U 3addMKCUPYIATe ero, NOBEPHYB CTOMOPHOE
KOMbLO HaKOHeYHMKa Ha 90® no 4acoBOIi CTPenkKe.

Puc. 8.4
5.MpoaonxaiiTe yaepXwuBaTb WNpUL annaMkatopom BBepx. ConocTaBbTe
rONTOBKN NOpLWwHA C 6ONbWIKUM U ManblM oTBeEpCTUAMKU Kopnyca wnpuua, n BCTaBnAnTe
NOPLWEHbL B WNPUL A0 TEX MOP, NOKA HE MOYYBCTBYeTe CONMPOTUB/EHME. Tenepb WnpuL
rOTOB K MPUMEHEHMWIO.

Puc. 8.5
BHUMAHWE: He knagute wnpuy Ha 60K, MOKa He ygannTe U3 Hero Becb BO3AYX.
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6.Mpn MCNoNb30BAHUW YANUHEHHOTO anniukatopa , HAKOHEYHWKY MOXHO
npuaaTb Tpe6yemMblil yron, COrHyB ee B Hy>XHOM MecTe Noj HYXXHbIM YI/10M W YAepXunpas
Tak B TedeHne 3-5 cekyHp. Co3faHHbIA yron 6yaet cOXpaHATHCS 40 5 MUHYT.

7.4T06bl CHATb 3aKYMOPEHHbIA HAKOHEYHWK, MNOBEPHUTE CTOMPHOE KO/NbLO
HaKOHeYHWKa NPOTUB YaCOBON CTPENKN U CHUMUTE HAKOHEYHUK CO ML puKLa, moKaymsas
€ro M3 CTOPOHbI B CTOPOHY.

8.2. lMpucoegnHeHne yaonnHeHNTeNna annamkKaropa

1. Haxogacb B npegenax CTEPUNbHOW 30HbI, OCTOPOXHO U3BNEKUTE YAIMHUTEND
M3 NHAUBUAYaNbHON YyNaKoBKU.

2. HapeHbTe WMPOKMIA KOHew YANWHUTENS Ha CTaHAapTHbIA annaukaTop u
HaXumaliTe [0 OKOHYaTeNbHOr0 3anofHEHWSA. Y ANUHWUTENb CUYMTaeTCqd MONHOCTbIO
HafleTblM, KOrfa 3ayXeHHbIi KOHel, CTaHAapTHOro anmniauMkatopa CTbncyeTca C
BHYTPEHHE 3ayXXEHHOW YacTblo YANUHNUTENs, KaK MOKa3aHo Ha puc.7.1.

Puc. 8.1 - TTonHOCTbLIO Hagert

Puc. 8.2 - He nonHoCTbO HageT
BHUMAHWE! He HaxxumaiiTe Ha MOPLWEHb BO BPeEMS MPUCOEANHEHNSA YANMUHNTENS K
annaukaTopy. HaxaTus Ha nopleHb MOXHO M3bexaTb: (1) yAaanue noplueHb nepep
npucoeguHeHneM YANVUHUTENS U BEPHYB €ro Ha MecTO Moc/je MPUCOEANHEHUA, unu (2)
TWaTeNbHO Cnefs 3a TeM, 4T0o6bl He MPMKacaTbCA K NOPLWHIO M He NPUXUMaTb ero K
KaKoW-n1n60 NOBEPXHOCTH.

Puc. 8.3 - HenpaBunbHO

Puc. 8.4 —[MpaBnnbHoO
8.3. lMoparoToBKa M 3aMN0fIHEHWE anninKaToOpoOB

1. Mepep HaHeCEHUEM XUPYypruyeckoro knesa BioGlue annankatop A40/MKEH BbITh
3anofiHeH. XWpypr LO/DKEH HaXaTb Ha MOPLWeHb U BbINYCTUTb Y3KYIO MONOCKY Kies
BioGlue (anvHoW npub6nn3nTenbHo 3 cM) Ha CTEPUNbHYI OAHOPA30BYH MOBEPXHOCTb
(Hanpumep, TaMNOH, MapNeBbIA WapUK UNN cCandeTKy).

2. XMpypr JO/MKEH OCMOTPEeTb MaTepuasn, KOTOPbI BbiWeN U3 HAKOHEYHMKA BO
BpeMS ero 3anofiHeHus, u ybegnuTbca B TOM, YTO MaTepuan OGHOPOLHOTO XENToro nuau
AHTAPHOrO0 LBeTa, W HEe COLEPXMUT nNy3blpbKOB BO34yXa. Ecnm 3aToT Matepuan
6ecUBETHbLIA MAWM COLEPXUT Ny3blpbKW, MOBTOPANTE HaNoSHEHWe, NOKa W3LeNne He
ob6ecneynT HanM4ymMe OAHOPOAHON XMAKOCTM 63 Ny3bipbKOB.

BHUMAHWE! N36erainTe HenocpeaCTBEHHOT0 KOHTaKTa C MaTepuanom,
BbLaB/MIEHHbIM U3 HAKOHEYHUKA NPU €ro 3ano/IHEHUMN.

3. Mocne npaBuUNbHOTO 3anofiHEHMA HaKOHeYHMKa cpasy nepexonunTte K
HaHeceHuto kned. BHVMMAHMWE! Kneit BioGlue nonumepnsyeTrcsi o4YeHb ObICTpO.
Xupypr posmkeH HaHecTu Kneir BioGlue cpasdy nocne 3anofiHEHUA HAKOHEYHMKA.
3ajepXKa B HAHeCEHUU K1esa Ha TKaHb Noc/e 3an0NHEHNA HAKOHEYHM KA MOXET NPUBECTHU
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K €ro mojHMepH3allid B CaMOM HakoHeunHke. Ecnu mojoGHoe ciydaercs, 3aMeHHTE
HAKOHEYHHK/YUIMHUTEb Ha HOBEIH ¥ IIOBTOPHUTE NPOLEAYPY 3aIOTHEHHS.

He naxxmmalite Ha NOPILEHB, €CITH aNIUTHKATOp 3aKyTOpPeH.
IIPUMEYAHHE. Y iHaUTENS IpeaHa3HadeH U1 YIPOMEeHus focTaBku kies BioGlue
H HE MOXET MCNOJBL30BaThCA B KadeCTBE XHPYPrHUECKOro HMHCTpYMEHTa (T.e. WA
C)KaTHA, OAHATHA KM yACP)KaHHA TKaHeik).

9. TpancnopTupoBaHHE, XpaHEHHAE H IKCILTYATALIHA

YcnoBus XpaHeHHs: JlaHHOe H3JeflHe JO/DKHO XpaHMThCS B XOPOIIO
BEHTHJIMPYEMOM IIOMEIEHHH C BIXHOCTBIO He Oonee 80% npu TeMneparype ot +15 o
+25°C. O6pamarteca ¢ OCTOPOXHOCTBIO. XPaHHTh H3JIe/IHE B YIIaKOBKE NpPeANpPHATHSA-
H3rOTOBHTENII B CYXOM, YMCTOM MeECT€, BIaJH OT HCTOYHMKOB TeIUla H MNpPAMBIX

¢ COJIHEYHBIX Jy4el, mNpH KOHTpoldpyeMmo# Temmeparype. CpoK XpaHeHHA yKa3aH Ha
ynakoBKax KaXXJXOro H3AeNms.

Hsnemie TpaHCHOPTHPYIOT BCEMH BHAAMH TPAHCIOPTHRIX CPEACTB B
COOTBETCTBHH C YCIOBHAMM:

YcnoBus TpaHCOpTHpOBaHHA: JlaHHOE H3JieNMe NO/DKHO XPaHHThCA B XOPOIIO
BEHTHJIHPYEMOM NOMEIICHHUH C BIAXHOCTBIO He 6051ee 80% npu Temneparype ot +25 10
+35°C.

YcnoBua IKCILTyaTallHH: TeMmmeparypa Bo3gyxa oT +25°C po +42°C npum
OTHOCHTENLHOM BJIAXKHOCTH OT 35% 1o 65% (HeKOHIEHCHpYyIomasics) H aTMochepHOM
xasnenuH 500 — 1060 rlla.

10. CBeaeHHA 0 CTEPHIBHOCTH H3JEJIHA
ATITUTMKaTOPE! CTAaHAAPTHRIE H aNIUIMKATOPhl C paCIIHPEHHBIM KOHYHKOM
NOABEPraloTCs CTEPHIH3AIIHA raMMa-H3TyYCHHEM H NpeHa3HA4YEHb! U1
HCIIONB30BaHHUA B XO/I€ €AMHCTBEHHOM ITPOLEXYPHI H TOJBKO Y ONXHOrO MallHeHTa.
VY UTHHEHHBIE aNIUIHKATOPHI B YUTMHATEIH allUIMKaTOPOB CTEPHIM3YIOTCA B
IIEpPBHYHOM ymaKoBKe ra3006pa3sHbIM STHICHOKCHIOM H IpeAHa3HavYeHbI Jy1s
. HCNOJIL30BaHHUA B X0Jie €AMHCTBEHHOM MpOLEeNyphl H TOJNBKO Y OAHOrO NallMeHTa.
CraHAapTHLI aNUIMKATOP, alllUIMKATOPH C paClIMPEHHBEIM KOHIMKOM, YUTHHEHHbIE
aniuIMKaTOPEI H YAJITMHHTEIH aNiUIMKaTOPOB HCIONB3YIOTCA KPaTKOBPEMEHHO H HE
NpeNyCMaTPHBAIOT NOCTOSHHOM HMIUIAHTAllMH BHYTPh TeJla MaliMeHTa.
YpoBeHb CTEpPHIILHOCTH He MeHee 10
3HayeHHEe MHHUMAaJILHOM noryiomenHo# no3kl 25 kI'p.
11. Ceeaenus 06 yruamsanuu
YTHIH3aUHMIO H3/IeHsA NpoBOAMTE B cooTBeTcTBHH ¢ CanlInH 2.1.7.2790-10 s
OTXOMOB Kiacca b (3nuaemuonorudeckH omacHeie orxonsl). [locne anmapaTHbX
cnoco6oB obe33apaxuBaHWuA C NPHMEHEHHEM (QHU3HYECKMX METONOB H H3MEHEHH
BHEIIHEro BUAA OTXOJO0B, HCKIIOYAOIIEro BO3MOXKHOCTh HX MOBTOPHOrO NPHMEHEHMUA,
OTXOJBI KJIaCCOB b MOI'yT HakaruIMBaThCs, BpEMEHHO XPaHHTBCS, TPAHCIIOPTHPOBATHCH,
YHHYTOXKATbCA M  3aXOpPaHMBAaTbCA COBMECTHO C  OTXoZaMH kKiacca A
(3mapemuonorudecku 6GesomacHele OTXoApl, MO cocraBy mnpubnmxennsie k TBO).
YnakoBka o6e33apaKCHHBIX MEIHUMHCKMX OTXOZOB KjiaccoB b gomkHa wuMeTs
MapKHPOBKY, CBHJICTEILCTBYIOMYIO O NpoBeAeHHOM o6e33apaxuBaHuH oTX0moB. [lpH
HEHCNONB30BAHHH H3JENHSA, NMOBPEXICHHH WHIMBHAYalNbHOM YNAaKOBKH H HCTEYECHHH
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adan S lnnonner Taeeafs

CpOKa XpAHEHHA YTHIH3AHIO IIpoBoAaTs B cooTsercTBEM ¢ CanllnH 2.1.7.2790-10 ana
OTXOHOB Kiacca A.

12. 'apanTan

[Ipor3pomdTens He NpPeAOCTABNSET HHKAKHX  YCTAHOBACHHBIX  HIH
nDopasyMeBacMEIX TapaHTER BRIIOYAL, NOMHMO MOpPOYErO, YCTaHOBICHHYK HIM
IOApa3yMEBACMYI0 TAPAHTHIO KOMMEPHECKOH HPHIOAHOCTH HIH NPRTONHOCTH NS
onpeaenenHo nemm. IIpomsBomurens He Hecer HHKAKOH OTBETCTBSHHOCTH 38
caydalinedi WM xocbemHHi yumiepb. Ecnm gaHHOe 3asBieHHe Oyaer DpH3HaHO
HEACHCTRATENPHHM HIM He MMEIOmMEM CHIy, N0 Kakoii-ymbo npuumne:(i) mobne
IelicTBAA, CBE3SHHEIC C HapyNIeHHEM AAHHOM rapaHTHH, JOJDKHE! OLITS HadvaTHl B
TCYCHAC OZHOTO NOJa MOC/H¢ HACTYIUICHHA COOBITHS, SBAMIOMErocs OCHOBAHHEM JUIS
HCKa, ¥ (ii) OTBETCTBCHHOCTE OrpaHHMHBAcTCA 3aMeHo wi3geyma. LleHEl, TexamIecKHe
XapaKTepHCTHKH ¥ HATAIAE MOTYT H3MCHATHCA 063 MpeABapHTENLHOTO YBIOMICHHS.

T'apaRTHitHEIE CPOK XpaHeHHA — 5 1T, CPOK COXpaHeHHUs CTEPHIIBHOCTH H3/ACI A
-5 ner.

IIpomsBopnTens: Cryolife, Inc., USA («KpnoJlaiid, Hax.», ClIIA)
Anpec uponspoamrens: 1655 Roberts Blvd., NW, Kennesaw, Georgia, 30144 CIIIA
Tenedon: (770) 419 33 55

ONeKTpOHHAA NTOYTA: usbioglue@cryolife.com

YNonHOMOUEHH B! NpeACTaRHTEIb IPOHIBOJMTELT Ra TeppATOpHA PO:
OGmiecTro ¢ orpaHEycHEON OTEETCTBERHOCTHIO «@HpMa «DPHHEKON»
dakTavecKui aapec: 123007, r. Mocksa, ya. 4-1 MarncTpanssas, i.5, ¢1p. 5, 0.406.
Ten: 8(495)640-34-55
91, nogra: info@finco-med.com
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Poccuiickas ®epepayuns
/vropo,q MockBa
OBafuaTtb BTOPOro Mo na ABe ThiCcAYUM ABajLaTb NepBOro rojga

A, Ocynosa Hanna NapucoBHa, HoTapuyc ropofa MOCKBbI, CBUAETENbCTBYIO MOLNUHHOCTb
noagnucu nepesofynka TamapoBoil Tamapbl ANEKCEEBHBbI.

Moanuch caenaHa B MOEM MPUCYTCTBUMU.

NTnyHoCcTb Noanucaslero 4OKYMEHT YyCTaHOBJIEHA.

3apeructpupoBaHo B peecTtpe: No 77/640-H/77-2021-4-2491.

Bcero npolwHypoBaHo,
NPoHymMep™ 3! XKpenBHP
neyvarbio. : NN
----- N JNINCTOB.
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Poccuiickaa degepauns
ropos MocKsa
[BajLaTb BTOPOro uwNA ABe ThiCAYM ABajuaTb NepBoro roga
A, Ocynosa Hanna NapucosHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYH BEPHOCTH

KONWMW C NPeACcTaB/IeHHOro MHe JOKYMeHTa.

3apeructpupoBaHo B peectpe: No 77/640-H/77-2021-4-2492.

Bcero npouHypoBaHo,
NPOHYMEepOoBaHo, U CKpPeneHo
nevaTbio
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