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INSTRUCTIONS FOR USE OF MEDICAL DEVICE
Revision 2

B-Lite mammary prosthesis (B-Lite mammary implant) sterile in different
versions

2023
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1. NAME OF THE MEDICAL DEVICE

B-Lite mammary prosthesis (B-Lite mammary implant) sterile in different versions

B-Lite mammary prosthesis (B-Lite mammary implant) sterile in different versions (further the following
shortenings are allowed in the text: mammary prosthesis, B-Lite mammary prosthesis, B-Lite, B-Lite
prosthesis, medical device, device).

2. INFORMATION ABOUT THE MANUFACTURER / DEVELOPER AND PRODUCTION
SITE

Manufacturer / Developer of the medical device:

Name: G&G Biotechnology Ltd.

Address: Ben Gurion str., 4, 3541415, Haifa, Israel

E-mail: dacl@gg-bio.com

Tel.: +972-54-797-4141

Fax: +972-4-855-0929

Production site:

G&G Biotechnology Ltd.

Address: Ben Gurion str., 4, 3541415, Haifa, Israel
E-mail: dael@gg-bio.com

Tel.: +972-54-797-4141

Fax: +972-4-855-0929

POLYTECH Health & Aesthetics GmbH

Address: D-64807, Altheimer Strasse, 32, Dieburg, Germany
E-malil: info@polytechhealth.com

Tel.: +49 - (0)6071-98630

Fax: +49 -(0)6071-986330

3. PURPOSE OF THE MEDICAL DEVICE AND PRINCIPLE OF OPERATION

B-Lite mammary prosthesis (B-Lite mammary implant) sterile in different versions is designed for the use
in aesthetic and reconstructive surgery for the placement below the mammary gland or pectoral muscle
with the aim to change the size and shape of the breast, breast endoprosthetics, breast reconstruction with
the aim to replace mammary tissue,

Conditions of use: the product can be used in healthcare facilitics for surgical intervention in the
operating room only by trained plastic surgeons with experience in breast reconstruction and
augmentation.

0| tion
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B-Lite mammary prosthesis (B-Lite mammary implant) sterile in different versions (further in the text
B-Lite prosthesis, B-Lite, mammary prosthesis) is designed to increase the volume of the breast (i.c. to
fill the breast tissues) while maintaining natural appearance and structure. In this case, three properties of
mammary prosthesis can be deemed to be key ones: tissue filler function, natural appearance and
structure to the touch, and lightweight compared to the breast prosthesis made of silicone gel of a similar
volume, which does not contain microspheres.
The mammary prosthesis structure is specifically designed for the above three features. The gel mixture
combines microspheres and silicone gel {concentration may vary depending on the B-Lite mode{), which
significantly reduces weight and maintains volume and mechanical properties of the prosthesis, including
natural fesling to the touch. So, the mammary prosthesis ensures the required volume, tactile and external
properties of the breast and also significantly lightens the weight.

B-Lite isa smgle-lumen mammary prosthesis (round or anatomical). B-Lite technology is applied in the
filler material in the whole prosthesis based on silicone gel containing hollow borosilicate microspheres
that are chemically bonded with the silicone gel filler and, therefore, called "silicone gel coated
microspheres”. Concentration of the microspheres in a prosthesis is uniform. This prosthesis is much
hghterﬂlmordnmrysnhconegelpmstheses The shell is closed with a patch made of the same silicone
elastomers as the shell and glued using an adhesive component, with a small silicone cap on the inside of
ﬂaepatchusedtofillmththegel The structure is shown in Figures 1 and 2. B-Lite shape is determined
using the same parameters as the standard breast prosthesis with the silicone filler (volume, base, profile

type, projection, etc.)
Outoer shell

Gel filler

Prosthesis base
Fig. 1. Schematic representation of the B-Lite prosthesis
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B-Lite - Filler:
' silicone gel with
- microspheres

Fig. 2 Schematic representation of the microspheres concentration in the gel of B-Lite prosthesis

4, INDICATIONS AND CONTRAINDICATIONS FOR USE

Indications

o Primary reconstruction (to replace breast tissue removed due to cancer or injury, or improperly
developed due to a serious breast anomaly)

* Repeated reconstruction (revision surgery to correct or improve the resuit of initial breast reconstruction
surgery)

* Primary augmentation (to increase breast size for cosmetic reasons)

* Repeated augmentation (revision surgery to correct or improve the result of initial breast augmentation
surgery)

Contraindications

Every patient should undergo preliminary examination of health condition including all diagnostics
advised as necessary by the treating doctor, responsible, after all, for taking into account as the below
mentioned possible contraindications and those, that are connected with the planned procedure of
anesthesia;

+ Patients with any chronic infectious diseases in acute form;

* Pregnant and lactating women;

* Diseases, that worsen blood coagulability or immune system or medical therapy that influences those
factors;

* Processes, to some extent, capable of worsening the wound healing, such as radiation skin therapy, acute
or chronic vascular abnormalities of skin blood supply;
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« Insufficient tissue coverage in the intended implantation site (for example, after previous breast
reduction), radiation damage or reduced vascularization;
» Availability of abscesses, cysts or tumors in the prostheses implantation area, cancer and distant
metastases (persistent or intermittent breast cancer), systemic diseases of connective tissue;
» Predicted allergy or unusual immune response to prostheses;
* After bum scars in the intended implantation site;
* Impaired wound healing;
= Existing rib injuries.

L4

5. SIDE EFFECTS

Possible complications caused by prostheses can be related to individual history, medication, surgical
technique and surgical nursing. Intra- and postoperative risks associated with prostheses are listed befow:
« Skin necrosis, flaking, and extrusions can occur due to excessive skin tension covering the prosthesis
(e.g., oversized prosthesis relative to the pocket intended for prosthesis) or due to interrupted or decreased
skin vascularization (e.g., trauma to the skin flap during surgery). Treatment with steroids can also cause
necrosis. Smokers are the high-risk patients, since blood circulation in the area of the skin covering the
prosthesis may be disturbed. Repeated operations may be required.

» Hematomas may be caused by trauma to the blood vessels during surgery. Large postoperative edema or
hematomas can, if not treated, induce extrusion or displacement of prostheses. Non-sbsorbable
hematomas may require immediate removal of the prosthesis. Hematomas should be treated immediately.
Thorough hemostasis during surgery is the best prevention.

* Due to injury or excessive mobility after surgery, seromas can cause swelling and pain. Possible
therapies: immobilization, compression, drainage or prosthesis removal, if necessary.

» Excessive swelling may be caused by serous fluid.

* Double capsule is a rare phenomenon, mainly associated with the textured prostheses, when the capsule
is separated from surrounding tissues, seroma or hematoma develops, and the second capsule is formed
during their resorption. Causes leading to the double capsule development are still being discussed, but
moﬁofﬂwmdmcesupmmmdmwhanlcalcause,mm&mmwmemumpum
regarding biofilm involved in this process.

* Displacement, asymmetry, or prolonged pain may occur due to incorrect sizs or fitting of the prostheses.
Such symptoms can be induced by large prostheses, capsular contracture, and irritation due to excessive
mobility of the prosthesis. The patient may feel pain in the surgical field, and in the thoracic and shoulder
areas after breast surgery.

» Folding (also called "waviness" in the medical literature): noticeable edges or distortions of the
prosthesis may be caused by mismatch in the size of the prosthesis and cavity, or insufficient tissue
coverage.

* Incorrect positioning of prosthesis is a rare complication, usuaily requiring surgical procedure.

* Infections associated with breast prostheses are very rare. Infections of unclear etiology should be
treated immediately after prosthesis fitting. Antibiotics or drainage may be required. Not all infections
can be treated with the prosthesis in place, so removal of the prosthesis may be required. Wound culture
sample should be taken for testing. A "toxic shock” syndrome has been occasionally reported involving
breast prostheses.
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» Skin redness, described as a "rash” in the literature, can be observed with specific indications with
varying frequency of occurrence, depending on the surface structure (approximately 1-5% for
MICROTHANE-coated prostheses). This skin redness should not be confused with infection. It differs
from infection by itching and no symptoms of systemic infection. It usually occurs 7 to 10 days after
implantation and can last for 2 to 3 weeks. The need for treatment should be considered by the surgeon.
» Capsular contracture/fibrosis: formation of a fibrous capsule around the prosthesis is a normal response
of the body to the prosthesis. The shape and position of the prosthesis may change due to capsular
contracture. Clinically significant (Baker Grade III, IV) capsular contracture can cause aesthetic
disturbances and pain. Aclosedcapsulowmyzsnotreoommendedasnmaydmnagethepmduct.ltms
suggested in the literature that radiation therapy may increase the probability of capsular contracture
occurence, necrosis, and prostheses extrusion.
* Increased or decreased breast and/or nipple sensitivity may occur temporarily or permanently. There
may be changes in the sensitivity with prostheses, especially when a peri- or transareolar incision was
made.
* Rupture or leakage of the prosthesis are indications of its removal. After rupture of a gel-filled
prosthesis, the consistency of the silicone gel prevents the gel from migrating into surrounding tissues.
However, this does not guarantce that the gel will remain completely intact. Ruptured prosthesis should
be replaced or removed.
» Penctration of silicone: penetration of low molecular weight silicone oils cannot be completely
excluded. Usually small amounts of gel remain in the capsule. Granulomas of unknown genesis are an
indication of biopsy or prosthesis removal.
» Cancer risk: epidemiological studies of women with prostheses show that the risk of breast cancer is not
higher for them than for the control groups.
* Risk of Anaplastic Large Cell Lymphoma Associated with Breast Prostheses: the World Health
Organization (WHO) recognized Anaplastic Large Cell Lymphoma associated with the breast
as a rare T-cell lymphoma that can develop following breast implantation. The U.S. Food and Drug
Administration (FDA) agrees with the WHO designation and concludes that while it is difficult to
determine the exact number of cases, it is a very rare disease. As of May 2017, the FDA has prepared the
most comprehensive data, and additional agencies have also reported their data. Contact your local health
authority for more information and visit the following websites (information on websites may change
over the time)

https/Awvww fda.gov/medicaldevices/productsandmedicalprocedures/implantsandpros
thetics/breastimplants/ucm239995.htm (USFDA)
https://www.tga.gov.aw/alert/breast-implants (Australian USFDA)

- Note that the FDA does not recommend prophylactic removal of breast prostheses in patients without
symptoms or other disorders. However, the possibility of Anaplastic Large Cell Lymphoma Associated
with Breast Prostheses should be considered for the patient with periprosthetic persistent seroma with a
late onset, but for the patient with suspected Anaplastic Large Cell Lymphoma Associated with Breast
Prostheses, refer the patient to appropriate specialist for evaluation. When testing for Anaplastic Large
Cell Lymphoma Associated with Breast Prostheses, take fresh serous fluid and representative portion of
the capsule and send for pathologic testing to exclude Anaplastic Large Cell Lymphoma Associated with
Breast Prostheses. Diagnostic evaluation should include cytologic evaluation of serous fluid with Jenner-
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Giemsa stained smears and immunohistochemical examination of cell blocks for Cluster Designation
(CD) and Anaplastic Lymphoma Kinase (ALK) markers.
- Report all confirmed cases of Anaplastic Large Cell Lymphoma in women ‘with breast prostheses to the
local health authorities.
» Autoimmune and connective tissue diseases shall be discussed in connection with breast implantation.
However, there is no evidence of a cause-and-effect incidence
« It is possible a benign calcification around the prosthesis. Additional surgery to remove and investigate
the calcification may be necessary.
* Breast surgery may affect the ability to breastfeed, regardless of the breast prostheses. Impaired
breastfeeding has been reported following breast surgery, including breast reduction and augmentation.
Periareolar sutglcal access may further increase the probability of breastfeeding difficulties. The
inframammary incision is associated with less breastfeeding difficulty than the periareolar incision.

* Axillary adenopathy — to exclude reactive inflammation, infections, prosthesis rupture, gel leakage, or .
malignancy differential diagnosis is required.
» There is no evidence that breast prostheses can cause injury to the health of children.
* Screening diagnosis: silicone prostheses can interfere with screening methods and have a distorting
effect on its results. Therefore, patients should inform the medical staff about prostheses. Most
contemporary radiologic techniques and equipment for breast prosthesis imaging should be used for
satisfactory mammography. Patients should be instructed themselves and should inform their radiologist
of the presence, type, and location of their prostheses. Common additional imaging methods include
ultrasound or MRI scanning. MRI scanning can be performed when B-Lite prostheses are fitted.
Preoperative and postoperative mammography can be performed for augmentation patients to prepare the
control plan for follow-up regular mammography.
* Unexplained pain should be immediately tested.
*» Cosmetic results can be unsatisfactory that is usuelly associated with surgical techniques. Careful
surgical planning is the responsibility of the surgeon, but it cannot always prevent such events.

6. INFORMATION ABOUT POTENTIAL USERS
Any medical device may be used by appropriately qualified medical personnel.

7. CONDITIONS OF USE, STORAGE AND TRANSPORTATION

Conditions of use
Temperature from +32 to +42°C.
Relative humidity 100%.

Storage conditions
Temperature: Medical device should be stored in a dry room at temperature from +1 °C to +35 °C and
relative humidity not exceeding 70%.

Do not expose the packaging to steam or gas.
Prostheses should be stored horizontaily.
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Transport conditions
Temperature: -40°C, to +50°C,

The product should be resistant to mechanical effects during transportation:
- vibration loads within the range of 10-55 Hz and displacement amplitude 0.15 mm;
- impact resistance at a peak acceleration of 100 m/s? (10 g) with a duration of 16 ms.

8. CLASSIFICATION OF A MEDICAL DEVICE.

Classification of the potential risk of any medical product use according to 2b
European Directive 2003/12/EC

Classification of the product according to the medical non-electrical waste in Class B
accordance with SanPiN 2.1.3684-21

.9 MAIN TECHNICAL SPECIFICATIONS OF THE MEDICAL DEVICE
Hereinafter, the allowable error of the product specifications is 5%, unless different value is specified. In
this section, the word "approximately” refers to permissible error.

The outer surface of the shell:

- smooth

- microtextured POLYtxt

- microtextured MESMO

- micro-polyurethane (MPU) surface covered with MICROTHANE foam

Prosthesis shape:

round
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Base PROJECTION
Style Moderate High Extra High

1y

Prostheses of anatomical shape with round base

Base PROJECTION
Style Moderate High Extra High
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Prostheses of anatomical shape with short base

Base PROJECTION

Style Moderate High Extra High

Complete set

1. B-Lite mammary prosthesis with a smooth surface sterile, round shape, moderate profile
(Article; volume, ml x weight, g)
-10625-065LW25:65 x48;
-10625-080LW25;80 x59;
-10625-095LW25:95 x70;
-10625-110LW25:110 x81;
-10625-130LW25:130 x96;
-10625-150LW25:150 x111;
-10625-175LW25:175 x 129;
-10625-200LW25;200 x 148;
-10625-215LW25:215 x 159;
-10625-230LW25:230 x170;
-10625-245LW25:245 x181;
-10625-260LW25:260 x192;
-10625-275LW25;275 x 203,5;
-10625-290LW25;290 x215;
-10625-305LW25:305 x226;
-10625-325LW25:325 x241;
-10625-345LW25;345 x 255,5;
-10625-365LW25:365 x270;
-10625-385LW25:385 x285;
-10625-405LW25:405 x300;
-10625-450LW25;450 x333;
-10625-495LW25:495 x367;
-10625-545L.W25:545 x404;
-10625-600LW25:600 x445.
- in assembly with:

- prosthesis of one article in a double blister package - 1pc.;

10
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— instructions for use — 1 pc.;
— patient identification card (prosthesis passport) — 1 pc.;
— information label for attaching into the patient’s medical records — 8 pes.;

2. B-Lite mammary prosthesis with a smooth surface sterile, round shape, high profile

{Article: volume, ml x weight, g)

-10626-080LW25: 80 x 59;

~10626-100LW25: 100 x 74;

~10626-115LW25: 115 x 85;

~10626-140LW25: 140 x 103;

—10626-165LW25: 165 x 122;

@\  -10526-190LW25: 190 x 140;

-~10626-215LW25: 215 x 159;

-10626-235LW25: 235 x 174;

-10626-250LW25: 250 x 185;

-10626-270LW25: 270 x 200;

—10626-285LW25: 285 x 211;

~10626-300LW25: 300 x 222;

—-10626-325LW25: 325 x 241;

-10626-345LW25: 345 x 255,5;

-10626-365LW25: 365 x 270;

~10626-385LW25: 385 x 285

~10626-410LW25: 410 x 304;

-10626-435L.W25: 435 x 322,5;

—10626-460LW25: 460 x 341;

- 10626-485LW25: 485 x 359,5;

~10626-510LW25: 510 x 378;

-10626-565LW25: 565 x 419;

—10626-625LW25: 625 x 463;

-10626-690LW25: 630 x 512;

-10626-760LW25: 760 x 563.

— in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
— instructions for use -~ 1 pc,;
— patient identification card (prosthesis passport) — 1 pc.;
— information label for attaching into the patient’s medical records — 8 pes.;

3. B-Lite mammary prosthesis with a smooth surface sterile, round shape, extrahigh profile
(Article: volume, ml x weight, g)
-10627-095LW25: 85 x 70;
-10627-115LW25: 115 x 85;
-10627-140LW25: 140 x 103;

11
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—-10627-165LW25: 165 x 122;
-10627-195LW25: 195 x 144;
—10627-225LW25: 225 x 166,
-10627-260LW25: 260 x 192,
-10627-280LW25: 280 x 207,
-10827-300LW25: 300 x 222,
~10627-320LW25: 320 x 237,
~10627-345LW25: 345 x 256,
-10627-365LW25: 365 x 270,
—10627-390LW25: 390 x 288;
—10627-415L.W25: 415 x 307,
~10627-440LW25: 440 x 326;
—10627-465L W25: 465 x 344 5;
-10627-495LW25: 495 x 367,
-10627-525LW25: 525 x 389;
—10627-555LW25: 555 x 411;
~10627-585LW25: 585 x 433.5;
-10627-615LW25: 615 x 456;
—10627-685LW25: 685 x 508;
~10627-755LW25: 755 x 560;
-10627-835LW25: 835 x 619;
-10627-920LW25: 920 x 682.
- in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
- instructions for use—1 pc.;
— patient identification card (prosthesis passport) — 1 pc.;
~ information label for attaching into the patient’s medical records — 8 pcs.

4. B-Lie mammary prosthesis with microtextured MESMO surface sterile, round shaps, moderate profiie
(Articte: volume, mi x weight, g)
~15625-065LW25: 65 x 48;
—15825-080LW25: 80 x 59;
—15625-095LW25: 95 x 70;
-15625-110LW25: 110 x 81;
—15625-130LW25: 130 x 96;
—-15625-150LW25: 150 x 111;
~15626-175LW25; 175 x 129;
—15625-200LW25: 200 x 148;
- 15625-215LW25; 215 x 159;
- 15625-230LW25: 230 x 170;
- 15625-245LW25: 245 x 181;
- 15625-260LW25: 260 x 192,

12
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—15625-275LW25: 275 x 203,5;
—156265-290LW25: 260 x 215;
-15625-305LW25: 305 x 226;
—15625-325LW25: 325 x 241;
—15625-345L.W25: 345 x 255.5;
~15625-365LW25. 365 x 270;
-16625-385L.W25: 385 x 285;
—15626-405L.W25: 405 x 300;
—15625-450LW25: 450 x 333;
- 15625-495LW25: 495 x 367,
—15625-545LW25: 545 x 404;
@  -15625600.W25: 600 x445.
- in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
- instructions for use — 1 pc.;
— patient identification card (prosthesis passport) — 1 pc.;
— information label for attaching into the patient’s medical records - 8 pes.;

§. B-Lite mammary prosthesis with microtextured MESMO surface sterile, round shape, high profile
{Article: volume, ml x weight, g)
—15626-080LW25: 80 x 59;
-15626-100LW25; 100 x 74;
—-15626-115LW25; 115 x 85;
—15626-140LW25; 140 x 103;
—15626-165LW25: 165 x 122
—-15626-190LW25: 190 x 140;
-15626-215LW25: 215 x 159;
—15626-235LW25: 235 x 174;
—15626-250LW25; 250 x 185;
~-15626-270LW25: 270 x 200;
-15626-285LW25: 285 x 211;
~15626-300LW25: 300 x 222;
—15626-325LW25: 325 x 241;
—15626-345LW25: 345 x 255,5;
~15626-365LW25: 365 x 270;
—15626-385LW25; 385 x 285;
—-15626-410LW25: 410 x 304;
—15626-435.W25: 435 x 322,5;
—15626-460LW25: 460 x 341;
-15626-485LW25; 485 x 359,5:
~15626-510LW25: 510 x 378;
~15626-565LW25: 565 x419;
—15626-625L.W25: 625 x 463,

13
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—15626-690LW25; 690 x512;

-15626-760LW25: 760 x 563.

- in assembly with:
- prosthesis of one article in a double blister package — 1 pe.;
- instructions for use — 1 pc.;
~ patient identification card (prosthesis passport) - | pc.;
- information label for attaching into the patient’s medical records — 8 pcs.;

6. B.Lite mammary prosthesis with microtextured MESMO surface sterile, round shape, extrahigh profile

(Article: volume, ml x weight, g)
-15627-095LW25: 95 x 70;
—15627-119LW25: 115 x 85;
—16627-140LW25: 140 x 103;
—15627-165LW25: 165 x 122,
~15627-195LW25; 195 x 144;
—15627-225LW25. 225 x 166;
-15627-260LW25: 260 x 192,
—15627-280LW25: 280 x 207;
—156627-300LW25: 300 x 222,
-15627-320LW25; 320 x 237,
~15627-345LW25: 345 x 256;
—15627-365LW26: 365 x 270;
—15627-390LW25: 390 x 288;
—-15627-415LW25: 415 x 307,
—-15827-440LW25: 440 x 325,
-15627-465LW25: 465 x 344,5;
-15627-495LW25: 495 x 367,
—15627-525LW25: 525 x 389,
—15627-555LW25: 555 x411;
—15627-585LW25: 585 x433,5;
~15627-615LW25: 615 x 456;
—156827-685LW25: 685 x 508,
—15627-755LW25: 755 x 560;
-15627-835LW25: 835 x619;
~15627-820LW25; 920 x 682,
— in assembly with:
— prosthesis of one article in a double blister package - 1 pc.;
~ instructions for use - 1 pc.;
~ patient identification card (prosthesis passport)— 1 pc.;
— information label for attaching into the patient’s medical records — 8 pes.;

14
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T. B-Lhmauumprouhuiswithnﬂmtmm MESMO surface sterile, anatomical shape, round bass, moderste
peofile
{Article: volume, mi x weight, g)
—15635-060LW25: 60 x44;
~15635-070LW25: 70 x 52,
~15635-085LW25: 85 x63;
-15635-100LW25: 100 x74;
-15835-115LW25: 115 x 85;
-15635-135LW25: 135 x 100;
-15635-155LW25: 155 x 115;
~15635-175LW25: 175 x 129;
-15635-100LW25: 190 x 141;
-15635-200LW25: 200 x 148;
-15635-215LW25: 215 x 159;
-15635-230LW25: 230 x 171;
-15635-240LW25: 240 x 178;
—15635-255LW25: 255 x 189;
—~15635-270LW25: 270 x 201;
-15635-200LW25: 200 x 215;
-15635-305LW25: 305 x 226;
-15835-320LW25; 320 x 237,
~15635-340LW25; 340 x 251;
-15635-355LW25: 355 x 262
—15635-375LW25: 375 x 277,
-15635-395LW25: 395 x 292;
—15635-435LW25: 435 x 322;
~15635-480LW25: 480 x 356;
-15635-5250LW25: 525 x 389.
—in assembly with:
— prosthesis of one article in a double blister package — lpc,
— instructions for use —~ 1 pc.;
- patient identification card (prosthesis passport) - 1 pc.;
— information label for attaching into the patient’s medical records — 8 pcs.;

8. B-Lite mammary prosthesis with microtextured MESMO surface sterile, anstomical shape, round bass, high profile
(Article: volume, ml x weight, g)

—15836-070LW25: 70 x 52,

—15636-085LW25: 85 x 63;

—-15636-105LW25: 105 x 77;

~15638-120LW25: 120 x 83;

-15636-145LW25: 145 x 107,

~15636-165LW25: 165 x 122

-15636-180LW25: 190 x 141;

15
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-15638-205LW25: 205 x 152,

—15636-220LW25: 220 x 163;

-15636-235LW25: 235 x 174;

—15636-250LW25: 250 x 186;

—15636-270LW25; 270 x 200;

-15636-285LW25: 285 x 211;

—15636-300LW25: 300 x 222;

-15636-320LW25: 320 x 237,

—15636-340LW25; 340 x 252;

—15636-360LW25: 360 x 267,

—15636-380LW25: 380 x 281,

~15636-405LW25: 405 x 301;

-15636-426L W25: 425 x 315;

~15638-450LW25: 450 x 335;

—15636-500LW25: 500 x 370;

—15636-550LW25; 550 x 408;

-15636-610LW25: 610 x 453;

—15836-670LW25: 670 x 498.

- in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
—~ instructions for use — I pc.;
— patient identification card (prosthesis passport) — 1 pc.;
— information label for attaching into the patient’s medical records — 8 pcs.;

9. B-Lite mammary prosthesis with microtextured MESMO surface sterile, anatomical shape, round bass, extrahigh
profile

(Article: volume, ml x weight, g)
—15637-085LW25: 85 x 63;
—15637-100LW25: 100 x 74;
~15637-120LW25: 120 x 89;
~15637-145LW25: 145 x 106;
—15637-170LW25: 170 x 125;
~15637-200LW25: 200 x 147;
-15837-230LW25; 230 x 170;
-15637-245LW25: 245 x 161;
—15637-265LW25: 265 x 196
-~ 15837-285LW25: 285 x 211;
—15637-300LW25: 300 x 222
-15637-320LW25: 320 x 237;
—15637-345LW25; 345 x 256,
—15637-365LW25; 365 x 270;
—15837-385LW25: 385 x 285;
—15637-410LW25: 410 x 304;
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—15637-435LW25: 435 x 322,
—15637-460LW25: 460 x 341;
—15637-485LW25: 485 x 359;
—15637-515LW25: 615 x 38t;
—15637-545LW25: 545 x 404;
—15637-605LW25: 605 x 448;
~15637-665LW25; 665 x 493;
-15637-735LW25: 735 x 545;
—~15637-810LW25: 810 x 602,
— in assembly with:
— prosthesis of one article in a double blister package - 1 pe.;
— instruetions for use — 1 pc.;
— patient identification card (prosthesis passport) — 1 pc.;
— information label for attaching into the patient’s medical records — 8 pes.;

10, B-Lite mammary prosthesis with microtextured MESMO suxface sterile, anatomical shape, short bass, moderate
profile
(Article: volume, ml X weight, g)
—15645-055LW25: 55 x 40.4;
~15645-0680LW25; 60 x 44;
—156845-070LW25: 70 x 52,
—15645-085LW25: 85 x 63;
-~15845-095LW25; 95 x70,3;
~15645-115LW25: 115 x 85;
-15645-130LW25: 130 x 96,3;
~15645-150LW25: 150 x 111,3;
—15645-170LW25: 170 x125,3;
—15645-190LW25: 190 x 141;
~15645-215LW25; 215 x 158,
—15645-240LW25; 240 x 178
—15645-255LW25: 255 x 189;
-15645-270LW25: 270 x 201;
~15845-285LW25: 285 x 211,3;
-15645-300LW25: 300 x 222,3;
—-15645-315LW25: 315 x 233.3;
—15645-330LW25; 330 x 243,6;
-15645-350LW25: 350 x 268.3;
-15645-365LW25: 365 x 269.,6;
—15645-385LW25: 385 x 284.4;
-15645-405LW25; 405 x 299,4;
—15645-445LW25: 445 x 3294;
~-15645-490LW25; 490 x 363 4.
— in assembly with:
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- esmofonearﬁcleinadwblebliswrpackaga-lpc.;

~ instructions for use ~ 1 pc.;

- patient identification card (prosthesis passport) — 1 pc.;

- information label for attaching into the patient’s medical records — 8 pes.;

11. B-Lite mammary prosthesis with microtextured MESMO surface sterile, anatomical shape, short base, high
profile

(Articie: volume, mi x weight, g)

—15648-065LW25: 65 x 48,2,

~15648-070LW25: 70 x 52;

—15646-085LW25: 85 x 63;

~15646-105LW25: 105 x 77,

—15646-120LW25: 120 x 89;

—15646-140LW25: 140 x 103,3;

-15646-160LW25: 160 x 118,3;

~15646-185LW25: 185x 137,3;

—15646-210LW25: 210 x 155,7;

—15646-225LW25: 225 x 166,7,

—15846-240LW25; 240 x 177,7,

—15648-255LW25: 255 x 189,7;

~15646-270LW25: 270 x 200;

—15646-285LW25: 285 x 211;

~15646-305L.W25; 305 x 225,7;

-15646-320LW25: 320 x 237;

—15646-340LW25: 340 x 252,

-15646-360LW25: 360 x 267,

~15646-380LW25: 380 x 281;

—15646-400LW25; 400 x 297,3;

—-15646-420LW25: 420 x 311,3;

—15648-465LW25: 465 x 346,2;

—15648-510LW25: 510 x 377,4;

- 15646-560LW25: 560 x 415,4;

~15646-615LW25: 615 x 456,7.

- in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
~ instructions for use — 1 pc.;
— patient identification card (prosthesis passport) — 1 pe.;
~ information label for attaching into the patient’s medical records — 8 pes.;

12. B-Lite mammary prosthesis with microtextured MESMO surface sterile, anatomical shape, short base,

extrahigh profile
{Article: volume, ml x weight, g)
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—15647-075LW25: 75 x 55,6

—15647-085LW25: 85 x 63

-15647-105LW25: 105 x 77,7

-15647-120LW25: 120 x 89

~15647-145LW25; 145 x 106

—15647-170LW25: 170x 125

—15647-195LW25: 185 x 143,3

-15647-220LW25: 220 x 1624

=15647-235LW25; 235 x 173,7

—~15647-255L.W25: 256 x 1884

—15647-270LW25: 270 x 198,7

—15647-200LW25; 200 x 214,7

~156847-305LW25: 305 x 226,7

—15647-325LW25: 325 x 240,7

-15647-345LW25: 345 x 256

-15647-365LW25: 365 x 270

—15647-385LW25: 385 x 285

-15647-410LW25: 410 x 304

-15647-455LW25: 455 x 337,3

—15647-510LW25: 510 x 377,3

—15647-560LW25: 560 x 415,1

- 15847-620LW25: 620 x 459,1

—15647-680LW25: 680 x 504,1:

—15647-750LW25: 750 x 556,1.

- in assembly with:
— prosthesis of one article in a double blister package — 1 pe.;
— instructions for use — 1 pc.;
— patient identification card (prosthesis passport) - 1 pe.;
— information labe! for attaching into the patient’s medical records — 8 pcs.;

13. B-Lite mammary prosthesis with microtextured POLYtxt surface sterile, round shape, moderate profile
{Article: volume, mi x weight, g)
- 20625-065LW25: 65 x 48,
- 20625-080LW25: 80 x 59;
— 20625-095LW25: 95 x 70;
— 20625-110LW25: 110 x 81;
— 20625-130LW25: 130 x 96;
- 20625-150LW25: 150 x 111;
— 20825-175LW25: 175 x 128;
- 20825-200LW25; 200 x 148;
- 20825-215LW25: 215 x 159;
- 20825-230LW25: 230 x 170;
— 20625-245LW25: 245 x 181;
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- 20625-260LW25: 260 x 192,
~ 20625-275LW25: 275 x 203,5;
— 20625-290L.W25: 290 x 215;
20625-305LW25: 305 x 226,
20526-325LW25: 325 x 241,
20625-345LW25; 345 x 255.,5;
20625-365LW25: 365 x 270;
20625-385LW25: 385 x 285;
20625-405LW25: 405 x 300;
20625-450LW25: 450 x 333,
20625-495LW25: 495 x 367,
20625-545L.W25: 545 x 404;
20625-600LW25: 600 x 445.
— in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
~ instructions for use— 1 pe.;
- patient identification card (prosthesis passport) — 1 pc.;
— information label for attaching into the patient’s medical records — 8 pcs.;

14. B-Lite mammary prosthesis with microtextured POLYtxt surface sterile, round shape, high profiie
(Article: volume, ml x weight, g)
-20626-080LW25: 80 x 59;
—20826-100LW25: 100 x 74;
—20626-115LW25: 115 x 85;
—20626-140LW25: 140 x 103;
-20626-165LW25: 165 x 122,
—20626-190LW25: 190 x 140;
—20626-2150LW25: 215 x 159;
—20826-235LW25; 235 x 174;
—20626-250LW25: 250 x 185;
—20626-270LW25: 270 x 200;
—20626-285LW25; 285 x 211;
20826-300LW25: 300 x 222
20626-325LW25: 325 x 241;
20826-345LW25: 345 x 255,5;
20626-365LW25: 365 x 270;
20626-385LW25: 385 x 285;
206264 10LW25: 410 x 304;
20626-435LW25: 435 x 322,5;
20626-460LW25; 460 x 341;
20628-485LW25: 485 x 359,5;
20826-510LW25: 510 x 378;
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—20&26-5&“!25. 565 x 418;
—20826-625LW25: 625 x 463;
—20626-690LW25: 690 x 512;
—20626-760LW25: 760 x 563.
~in assembly with:
~ prosthesis of one article in a double bllster package — 1 pe.;

—~ instructions for use - 1 pe.;
— patient identification card (prosthesis passport) — 1 pc.;
— information label for attaching into the patient’s medical records ~ 8 pcs.;

15. B-Lite mammary prosthesis with microtextured POLYixt swface sterile, round shape, extrahigh profile
(Article: volume, ml x weight, g)
- 20627-095LW25: 85 x 70;
— 20627-115LW25: 115 x 85;
- -140LW25; 140 x 103;
- -165LW25: 165 x 122;
- -195LW25; 195 x 144;
~ 20827-225LW25: 225 x 166;
— 20627-260LW25; 260 x 192;
~ 20827-280LW25: 280 x 207;
— 20627-300LW25: 300 x 222,
— 20627-320LW25: 320 x 237;
~ 20627-345LW25; 345 x 256;
- 20627-365LW25: 365 x 270;
— 20627-380LW25: 390 x 288,
— 20827-415LW25: 415 x 307;
— 20027-440LW25: 440 x 326;
— 20627-465LW25; 465 x 344.5;
— 20627-495L.W25:; 495 x 367,
- 20827-525LW25: 525 x 389;
~ 20627-555LW25: 565 x 411;
— 20827-585LW25: 585 x 433,5,
- 20827-615LW25: 615 x 456,
— 20627-685LW25; 685 x 508;
- -755LW25: 755 x 560;
- 20627-835LW2S5; 835 x 619;
- 20627-920LW25: 920 x 882
— in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
~ instructions for use — 1 pc.;
— patient identification card (prosthesis passport) - 1 pc.;
— information label for attaching into the patient’s medical records — 8 pcs.;
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16. B-Lite mammary prosthesis with microtextured POLYtxt surface sterile, anatomical shape, round base,

moderate profile

(Article: volume, ml x weight, g)

-20635-060LW25: 60 x 44;

—20635-070LW25: 70 x 52;

—20835-085LW25: 85 x 63;

—20635-100LW25: 100 x 74;

—20635-115Lw25: 115 x 85;

~20635-135LW25: 135 x 100;

~20635-155LW25: 155 x 115,

—~20835-175LW25: 175 x 128;

—20835-190LW25: 190 x 141;

—20635-200L W25: 200 x 148;

-20635-215LW25: 215 x 158;

—20635-230LW25: 230 x 171,

~20835-240LW25; 240 x 178;

—20835-255LW25: 255 x 188;

~20635-270LW25: 270 x 201;

~20635-280LW25: 290 x 215;

20835-305LW25: 305 x 226;

20635-320LW25: 320 x 237,

20635-340LW25: 340 x 251;

20635-355LW25: 355 x 262,

20635-375LW25: 375 x 277,

20835-395LW25: 395 x 282;

20835-435LW25: 435 x 322,

20635-480LW25: 480 x 356,

20635-525LW25; 525 x 389.

- in assembly with:
- prosthesis of one article in a double blister package — 1 pe.;
~ instructions for use ~ 1 pc.;
— patient identification card (prosthesis passport) — 1 pc.;
- information label for attaching into the patient’s medical records — 8 pcs.;

;II'II B';Lmlgbmmmaryptosﬂmb with microtextured POLYixt surface sterile, anatomical shape, round base,
gh

(Article: volume, mi x weight, g)

—20636-070LW25: 70 x 52,

~20836-085LW25: 85 x 63;

—206836-105LW25: 105 x 77;

—20636-120LW25: 120 x 89;

-20638-145LW25: 145 x 107;
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-20636-165LW25: 165 x 122;

~20636-190LW25; 190 x 141;

-20836-205L.W25: 205 x 152,

-20836-220LW25; 220 x 163;

—-20636-235LW25: 235 x 174;

~20636-250LW25: 250 x 186;

-20636-270LW25: 270 x 200;

~20636-285LW25: 285 x 211;

-20836-300LW25: 300 x 222;

20636-320LW25: 320 x 237;

20636-340L W25: 340 x 252;

20636-360LW25: 360 x 267,

20636-380LW25: 380 x 281;

—20636-405LW25: 405 x 301;

-20836-425LW25; 425 x 315;

—20636-450LW25: 450 x 335;

—20636-500LW25: 500 x 370;

—20836-550L.W25: 550 x 408;

—20636-610LW25: 610 x 453;

—20636-670LW25: 670 x 498.

— in assembly with:
— prosthesis of one article in a double blister package — 1 pe.;
~ instructions for use — 1 pc.;
— patient identification card (prosthesis passport) — 1 pc.;
— information label for attaching into the patient’s medical records ~ 8 pcs.;

18. B-Lite mammary prosthesis with microtextured POLYtxt surface sterile, anatomical shape, round base,
extrahigh profile
{Article: volume, ml x weight, g}
~20637-085LW25: 85 x 63;
~20637-100LW25; 100 x 74;
-120LW25: 120 x 89,
-145LW25: 145 x 1086;
- -170LW25: 170 x 125;
—20837-200LW25: 200 x 147;
~20637-230LW25: 230 x 170;
—20637-245L.W25: 245 x 181,
~20837-265LW25: 265 x 196;
- -285LW25: 285 x 211;
—20637-300LW25: 300 x 222;
~20637-320LW25: 320 x 237,
~20837-345LW25; 345 x 256;
—20637-365LW25: 365 x 270;
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—20637-385LW25: 385 x 285;
—20637-410LW25: 410 x 304,
—20637-435LW25: 435 x 322,
—20637-460LW25: 460 x 341,
—20637-485LW25: 485 x 359;
-20637-515LW25: 515 x 381;
-20637-545LW25: 545 x 404;
~20837-605LW26: 605 x 448;
-20837-665LW25. 665 x 483;
—20637-735LW25:735 x 545;
- 20637-810LW25: 810 x 602.
~ in assembly with:
— prosthesis of one article in a double blister package - 1 pc.;
- instructions for use — 1 pc.;
— patient identification card (prosthesis passport) - 1 pc.;
~ information label for attaching into the patient’s medical records — 8 pcs.;

19. B-Lite mammary prosthesis with microtextured POLYtxt surfacs sterile, anatomical shape, short base, moderate
profile
{Article: volume, ml x weight, g)
20645-055LW25: 55 x 40,4;
206845-060LW25: 60 x 44;
20645-070LW25: 70 x 52;
20845-085L.W25: 85 x 63;
20845-005LW25: 95 x 70,3;
--20645-115LW25: 115 x 85;
-20645-130LW25; 130 x 96,3;
- 20645-150LW25: 150 x 111,3;
0 ~20645-170LW25: 170 x 125,3;
—20645-190LW25: 190 x 141;
—20845-215LW25: 215 x 159;
—20645-240LW25: 240 x 178;
—~20645-255LW25: 265 x 189;
-20845-270LW25: 270 x 201;
—20845-285.W25; 285 x 211,3;
~20645-300LW25: 300 x 222,3;
~20645-315LW25; 315 x 233,3;
~20645-330LW25: 330 x 243,6;
~20645-3501.W25: 350 x 258,3;
—20645-365.W25: 365 x 269,6;
—20645-385LW25: 385 x 284 4;
—20645-405LW25: 405 x 299 4;
—20645-445LW25: 445 x 329,4;
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~20645-490LW25: 490 x 363 4.
- in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
— instructions for use - 1 pe.;
— patient identification card (prosthesis passport) — 1 pc.;
- information label for attaching into the patient’s medical records — 8 pes.;

20, B-Lite mammary prosthesis with microtextured POLYixt surface sterile, anatomical shape, short basa,

high profile
{Article: volume, ml x weight, g)
~20646-0651 W25: 65 x 48,2;
—20646-070LW25: 70 x 52,
—20646-085LW25: 85 x 83;
—20646-105LW25: 105 x 77,
~20646-120LW25: 120 x 89;
—20646-140LW25: 140 x 103,3;
~20646-160L.W25: 160 x 118,3;
—20646-185LW25: 186 x 137,3;
—20646-210LW25: 210 x 155,7;
~20646-225LW25: 225 x 166,7;
—20846-240LW25: 240 x 177,7;
—20646-255LW25: 255 x 189,7;
—20646-270LW25: 270 x 200;
-20646-285LW25: 285 x 211;
—20648-306LW25: 305 x 225,7;
—20646-320LW25; 320 x 237,
—20646-340LW25: 340 x 252;
—20648-380LW25: 360 x 267,
~20646-380LW25: 380 x 281;
—20648-400LW25: 400 x 297,3;
=20646-420LW25:420 x 311,3;
—20848-465LW25: 465 x 346,2;
—20646-510LW25: 510 x 377,4;
—20846-560LW25: 560 x 415.4;
—20646-615LW25. 615 x 456,7.
- in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
— instructions for use — 1 pc.;
— patient identification card (prosthesis passport) — 1 pc.;
— information label for attaching into the patient’s medical records — 8 pes.;

ym&mmmqmnmnmmmwmmmmmmmmm
.
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(Article: volume, ml x weight, g)

—20647-075LW25. 75 x 55,6,
-20647-085LW25: 85 x 63;
—20647-105LW25: 105 x 77,7,
—20647-120L.W25: 120 x 88;
—20847-145LW25: 145 x 106;
—20847-170LW25: 170 x 125;
—20647-195LW25: 195 x 143,3;
~20847-220LW25: 220 x 162.4;
—20847-235LW25: 235 x 173,7,
-20647-255LW25: 255 x 188.4;
—20647-270LW25: 270 x 199,7;
—20647-290LW25: 2680 x 214,7;
~20647-305L.W25: 305 x 225,7;
~20647-325LW25: 325 x 240,7,
—20847-345LW25: 345 x 256;
—20847-365LW25: 365 x 27(;
—20647-385LW25: 385 x 285;
—20647-410LW25: 410 x 304;
—20847-455LW25: 455 x 337,3;
—20847-510LW25: 510 x 377.3;
—20647-560LW25: 560 x 415,1;
—20647-620LW25: 620 x 459,1;
—20647-650LW25: 680 x 504,1;
—~20647-750LW25: 750 x §56,1.
- in assembly with:

~ prosthesis of one article in a double blister package — 1 pc.;

— instructions for use — 1 pc.;

- patient identification card (prosthesis passport) ~ 1 pc.;

— information label for attaching into the patient’s medical records — 8 pes.;

22. B-Lite mammary prosthesis with micropolyursthane foam Microthane surface sterile, round shape, moderate

profile
(Adticle: volume, mi x weight, g)
~30825-065L W25: 65 x 48;
-30625-080LW25: 80 x 58;
-306825-095LW25:95 x 70;
-30625-110LW25: 110 x 81;
- 30625-130LW25: 130 x 96;
-30625-150LW25: 150 x 111;
-30625-175LW25: 175 x 129;
-30625-200LW25: 200 x 148; :
—30625-215LW25: 215 x 159;
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-30625-230LW25. 230 x 170;
—30825-245LW25: 245 x 181;
—30625-260LW25: 260 x 192;
—30625-275LW25: 275 x 203,5
~30625-280L.W25: 290 x 215;
—~30625-305LW25: 305 x 226;
—-30625-325LW25: 325 x 241;
—30625-345LW25: 345 x 255.5,
—30625-385LW25: 365 x 270;
-30625-385LW25: 385 x 285;
-30625-405LW25: 405 x 300;
-30625-450LW25: 450 x 333;
-30625-495LW25: 495 x 367;
—30625-545LW25: 545 x 404;
—30625-600L.W25: 600 x 445.
— in assembly with:
- prosthesis of one article in a double blister package — 1 pc.;
- instructions for use—1 pc.;
— patient identification card (prosthesis passport) — 1 pc.;
~ information label for attaching into the patient’s medical records — 8 pcs.;

23. B-Lite mammary prosthesis with micropolyurethane foam Microthene surface sterile, round shape, high profile

(Article: volume, mi x weight, g)
—30626-080LW25: 80 x 59;
~30626-100LW25: 100 x 74;
—~30626-1 15LW25: 115 x 8S5;
-30626-140LW25: 140 x 103;
-30626-165LW25; 165 x 122;
-30626-190LW25: 190 x 140,
—30826-215LW25: 215 x 159;
-30626-235LW25: 235 x 174;
-30626-250L.W25: 250 x 1885;
-30626-270LW25; 270 x 200;
—30626-285LW25; 285 x 211;
—-30626-300LW25: 300 x 222
—30626-325LW25; 325 x 241;
—30626-345LW25: 345 x 255,5;
—30626-365LW25: 365 x 270;
—30626-385L.W25: 385 x 285;
—-30626-410LW25: 410 x 304;
-30626-435LW25: 435 x 322.5;
-30626-460LW25:460 x 341;
- 30626-485LW25:485 x 359,5;
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~30626-510LW25: 510 x 378;
-30626-565LW25: 565 x 419,
—30626-625L.W25. 625 x 463;
—-30626-690LW25: 690 x 512
—30626-760LW25: 760 x 583.
— in assembly with:
— prosthesis of one article in a double blister package — 1 pe.;
- instructions for use — 1 pc.;
— patient identification card (prosthesis passport) — 1 pc.;
—~ information label for attaching into the patient’s medical records — 8 pcs.; .

24, B-Lite mammary prosthesis with micropolyurethane foam Microthane surface sterlle, round shape, |
extrahigh profile
(Article: volume, ml x weight, g)
- 30827-0051.W26: 95 x 70;
- -1 15LW25: 115 x 85;
- 30627-140LW25: 140 x 103;
- -165LW25: 165 x 122;
- -195LW25: 195 x 444,
— 30627-225LW25: 225 x 166;
- -260LW25: 260 x 192,
- -280LW25: 280 x 207
- 30627-300LW25: 300 x 222
- 30827-320L.W25: 320 x 237;
— 30627-345LW25: 345 x 256,
- 30627-365LW25: 365 x 270;
— 30627-390LW25: 300 x 288;
- 30627-415LW25: 415 x 307;
~ 30627-440LW25: 440 x 326,
— 30627-465LW25: 465 x 344.5; .
- 30627-495LW25: 495 x 367;
~ 30627-525LW25: 525 x 389;
~ 30627-655LW25: 555 x 411;
- 30627-585LW25; 585 x 433,5;
~ 30627-615LW25. 615 x 456;
— 30627-685LW25: 685 x 508,
— 30627-755LW25: 755 x 560;
- 30627-835LW25: 835 x 619;
- 30627-920L.W25: 920 x 682,
— in assembly with:
— prosthesis of one article in a double blister package - 1 pc.;
— instructions for use — 1 pc.;
= patient identification card (prosthesis passport) — 1 pc.;
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- information label for attaching into the patient’s medical records — 8 pcs.;

25. B-Lite mammary prosthesis with micropolyurethane foam Microthane surface sterile, anatomical shape,

round base, moderate profile

(Article: volume, ml x weight, g)

-30835-060LW25: 60 x 44;

~30635-070LW25. 70 x 52;

—30635-085LW25: 85 x 63,

~30635-100LW25: 100 x 74;

—30635-115LW25: 115 x 85;

—30635-135LW25: 135 x 100;

~30635-155LW25: 155 x 115;

-30635-176LW25: 175 x 129,

—30635-190LW25: 190 x 141;

—30635-200LW25: 200 x 148;

—30635-215LW25: 215 x 159,

-30635-230LW25: 230 x 171;

-30635-240LW25: 240 x 179;

—30635-255LW25: 255 x 189;

—306835-270LW25: 270 x 201;

—30635-290LW25: 290 x 215;

~30635-305LW25: 305 x 226;

-30635-320LW25: 320 x 237;

~30635-340LW25: 340 x 251;

~-30635-355LW25:; 355 x 262,

-30635-375LW25: 375 x 277;

—30635-395LW25; 395 x 292;

—30635435LW25. 435 x 322;

—30635-480LW25: 480 x 356;

—30835-525LW25: 525 x 389,

- in assembly with:
- prosthesis of one article in a double blister package — 1 pc.;
~ instructions for use — 1 pc.;
— patient identification card (prosthesis passport) — 1 pc.;
— information label for attaching into the patient’s medical records — 8 pcs.;

26. B-Lite mammary prosthesis with micropolyurethane foam Microthane surface sterile, anatomical shape,
round base, high profile

{Article: volume, mi x weight, g)

-30636-070LW25: 70 x 52;

-30636-085LW25: 85 x 63;

-30636-105LW25: 105 x 77;

—30636-120LW25: 120 x 89;
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—30636-145LW25: 145 x 107;

-30636-185LW25; 165 x 122;

—30636-190LW25: 190 x 141;

—30636-205LW25: 205 x 152;

—30636-220LW25: 220 x 163;

~30636-235LW25: 235 x 174;

—30636-250LW25: 250 x 186;

-30638-270LW25: 270 x 200;

-30636-285LW25: 285 x 211;

~30636-300LW25: 300 x 222;

—30636-320LW25: 320 x 237,

-30836-340LW25: 340 x 252;

~30636-360LW25: 380 x 267,

—30636-380LW25: 380 x 281;

—30836-405LW25. 405 x 301;

30636-425LW25: 425 x 315,

30836-450LW25: 450 x 335;

30636-500LW25: 500 x 370;

30636-550LW25: 550 x 408;

—30636-610LW25: 610 x 453,

~30636-670LW25: 670 x 498,

— in assembly with:
- prosthesis of one article in a double blister package — 1 pc.;
— instructions for use — 1 pc.;
— patient identification card (prosthesis passport) - 1 pc.;
— information label for attaching into the patient’s medical records — 8 pcs.;

27, B-Lite mammary prosthesis with micropolyurethane foam Microthane surface sterile, anatomical shape,
round base, extrahigh profile
(Article: volume, mi x weight, g)
~30837-085LW25: 85 x 63;
—-30637-100LW25: 100 x 74;

- -120LW25: 120 x 89;
~30837-145LW25: 145 x 108;
—30637-170LW25: 170 x 125;
-30637-200LW25: 200 x 147,
—30637-230LW25: 230 x 170;

- -245LW25: 245 x 181;
~30637-265LW25: 265 x 196;
—30837-285LW25: 265 x 211;
~30637-300LW25: 300 x 222;
—30837-320LW25: 320 x 237:
~30637-345LW25: 345 x 256;
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-30637-365LW25: 365 x 270,
~30637-385LW25: 385 x 285,
~30637-410LW25: 410 x 304;
—30837-435LW25: 435 x 322;
~30837-460LW25:460 x 341;
~30637-485LW25: 485 x 359,
—30837-515LW25: 515 x 381,
~30837-545LW25: 545 x 404;
-30637-605LW25: 605 x 448,
~30637-865LW25: 665 x 493;
-735LW25: 735 x §45;
-30837-810LW25: 810 x 602.
- in assembly with:
- prosthesis of one article in a double blister package — 1 pc.;
—~ instructions for use — 1 pc.;
— patient identification card (prosthesis passport) — 1 pc.;
~ information label for attaching into the patient’s medical records — 8 pes.;

28. B-lite mammary prosthesis with micropolyurethane foam Microthane surface sterile, anatomical shape,
short base, moderate profile
(Article: volume, mi x weight, g)
—30645-055LW25: 55 x 40.4;
—30645-060LW25: 60 x 44;
~30645-070.W25: 70 x 52;
~30645-085LW25: 85 x 63;
-30645-085LW25: 95 x 70,3;
-30645-115LW25: 115 x 85;
—30645-130LW25: 130 x 98,3;
~30645-150LW25: 150 x 111,3;
-30845-170LW25: 170 x 125,3;
~30645-190LW25: 190 x 141;
—30645-215LW25: 215 x 159;
~30645-240LW25: 240 x 178;
~30645-255LW25. 255 x 189,
~30645-270LW25: 270 x 201;
~30645-265LW25; 285 x 211,3;
~30645-300LW25; 300 x 222,3;
~30645-315LW25: 315 x 2333,
—30645-330LW25: 330 x 243,6;
—30845-350LW25: 350 x 258,3;
~30645-365LW25: 365 x 269,6;
~30845-385LW25: 385 x 284 4;
—30645-405LW25: 405 x 299.4;

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU




@.

Yiotpiww
~30845-445LW25: 445 x 329.4;
—30645-490LW25: 490 x 363,4.
— in assembly with:
~ prosthesis of one article in a double blister package — 1 pe.;
- instructions for use - 1 pc.;
— patient identification card (prosthesis passport) — 1 pc.;
~ information label for attaching into the patient’s medical records — 8 pcs.;

29. B-Lite mammary prosthesls with micropolyurethane foam Microthane surface sterile, anatomical shape,
short base, high profile
{Articie: volume, ml x weight, g)
~30846-065LW25; 65 x 48,2; :
-~ 30646-070LW25: 70 x 52; ~
—30646-085LW25: 85 x 63;
—30646-105LW25:; 105 x 77,
—30646-120LW25: 120 x 89;
—30646-140LW25: 140 x 103,3;
-30646-160LW25: 160 x 118,3;
—30646-185LW25: 185 x 137,3;
—30646-210LW25: 210 x 155,7,
~30646-225LW25::225 x 168,7;
—30646-240LW25: 240 x 177,7,
—30646-255LW25: 255 x 189,7;
~30646-270LW25: 270 x 200;
—-30646-285L.W25: 285 x 211;
~30646-305LW25: 305 x 225,7;
~30646-320LW25: 320 x 237;
~306468-340LW25: 340 x 252;
~30646-360LW25: 360 x 267,
~30646-380LW25: 380 x 281; _;'
—30646-400LW25:400 x 207,3;
—30646-420LW25: 420 x 311.3;
—30646-465LW25: 465 x 346,2;
—-30646-510LW25: 510 x 377 .4;
~30646-560L.W25: 560 x 415,4;
~30646-815LW25:615 x 456,7.
— in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
— instructions for use— 1 pc.;
— patient identification card (prosthesis passport) — 1 pc.;
- information label for attaching into the patient’s medical records — 8 pcs.;
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30. B-Lite mammary prosthesis with micropolyurethane foam Microthane suiface sterlle, anatomical shape,
short base, extrahigh profile
(Article: volume, mi x weight, g)
—30647-075LW25: 75 x 55,6;
~30847-085LW25: 85 x 63;
-30647-105LW25:105 x 77,7,
—30647-120LW25: 120 x 89;
-30647-145LW25: 145 x 1086;
—30647-170LW25: 170 x 125;
—30647-195LW25: 195 x 143,3;
~30647-220LW25: 220 x 162,4;
~30847-235LW25: 235 x 173,7;
—30647-255LW25: 255 x 1884,
—30647-270LW25: 270 x 198,7;
~30647-290LW25: 200 x 214,7;
-30647-305LW25: 305 x 225,7;
—30647-325LW25: 325 x 240,7;
—30647-345LW25: 345 x 256;
~30647-365LW25: 365 x 270;
—30647-385LW25: 385 x 285;
—30647-410LW25: 410 x 304;
~30647-455LW25: 455 x 337,3;
-30647-510LW25: 510 x 377,3;
-30647-560LW25: 560 x 415,1;
—30647-620LW25: 620 x 459,1;
—30647-680LW25: 680 x 504,1;
—30647-750LW25: 750 x 556,1.
- in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
— instructions for use — 1 pec.;
— patient identification card (prosthesis passport) - 1 pc.;
~ information label for attaching into the patient’s medical records — 8 pcs.;

General description of the microspheres use in the medical and technical industry.

Microspheres are used for a variety of medical applications, such as dermal fillers for aesthetic
applications, volume-forming agents for soft tissues, vascular and vascular-embolizing agents, or as drug
delivery systems. Although in some cases microspheres are metabolized relatively rapidly in the body
(e.g., when used as drug delivery agents), in other cases microspheres are actnally indestructible
prostheses (e.g., when used as dermal fillers or for embolization purposes). Microspheres used in
aesthetic surgery are used to fill and maintain tissues. The particle size ranges from 25 to 45 microns in
Radiesse (manufactured by Merz North America Inc. and used to correct lipoatrophy and expression Jines
and wrinkles) and 30 to 50 microns in ArteFill (manufactured by Artes Medical Inc, and used to correct
nasolabial folds).
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B-Lite breast prostheses, which use B-Lite technology, are designed for augmentation and reconstructive
mammoplasty.

Physical properties of mammary prosthesis have been optimized so that they affected body tissues,
making B-Lite prostheses ideal for use in aesthetic, corrective or reconstructive surgery.

Prosthesis shells

B-Lite prostheses have chemically and mechanically resistant, soft silicone elastomer shell consisting of
several layers of polydimethylsiloxane. One inner layer consists of a barrier Iayer used throughout the
shell, including the patch (100% barrier layer).

The outer surface of prosthetic shell can be smooth [ref # 10XXX], microtextured POLYtxt [ref #
20XXX], microtextured MESMO [ref # 15XXX], or MICROTHANE coated [ref # 303XX]. The risk of
capsular contracture occurence is minimized with MICROTHANE (medical-grade micro-polyurethane
foam by POLYTECH) surface-coated prostheses.

MICROTHANE surface is connected to elastomeric shell by vulcanization. The wall thickness of the
shell depends on the type, surface and size of the products: for prostheses with MICROTHANE surface
the thickness is approximately 1.25-2.4 mm, for microtextured POLYtxt prostheses 0.45-1.2 mm, for
microtextured MESMO prostheses 0.35-1.0 mm and for smooth prostheses - 0.3-0.9 mm,

The surfaces of prostheses are characterized by the average surface roughness (Ra) acconding to the
international standard specification for mammary prostheses EN ISO 14607:2018:

e Smooth; Ra <10 gm
e Microtextured: MESMO: Ra =207 um
* Microtextured: POLYtxt: Ra= 357 um

Maximum height from the peak to valley (Rt):

s Microtextured (MESMO): approximately 150 um
e Microtextured (POLYtxt): approximately 250 pm

B-Lite mammary prosthesis (B-Lite mammary implant) sterile in different versions
Vesions:

1. B-Lite mammary prosthesis with a smooth surface sterile, round shape, moderate profile

(Article: volume, ml x weight, g)
—10625-065LW25: 65 x 48;
-10625-080LW25: 80 x 59;

34

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

~



" Biojecno™
-10625-095LW25: 95 x 70;
-10625-110LW25: 110 x 81;
—10625-130LW25: 130 x 96;
—10625-150LW25: 150 x 111;
-10625-175LW25: 175 x 128;
-10626-200LW25: 200 x 148;
~10625-215LW25: 215 x 159;
-10625-230LW25: 230 x 170,
-10625-245LW25: 245 x 181;
~10625-260LW25: 260 x 192;
~10625-275LW25: 275 x 203,5;
—-10625-290LW25: 290 x 215,
-10825-305LW25: 305 x 226; W,
-10625-325LW25: 325 x 241;
~10625-345LW25: 345 x 255.5;
-10625-365LW25: 3685 x 270, |
~10625-385LW25: 385 x 285; :
—~10625-405LW25: 405 x 300; |
~10625-450LW25: 450 x 333; ‘
—-10625495LW25: 495 x 367,
—10625-545L W25 545 x 404;
- 10625-600LW25: 600 x 445,
— in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
— instructions for use - 1 pc.;
- patient identification card (prosthesis passport) — 1 pc.;
— information label for attaching into the patient’s medical records — 8 pcs.;

2. B-Lite mammary prosthesis with a smooth surface sterile, round shape, high profile

(Articte: volume, ml x weight, g)
-10626-080LW25: 80 x 59;
~10626-100LW25: 100 x 74;
-10626-115LW25. 115 x 85,
—-10626-140LW25: 140 x 103;
-10826-165LW25: 165 x 122;
~10626-190LW25: 190 x 140;
-10626-215LW25: 215 x 159;
-10626-235LW25: 235 x 174;
-10626-250LW25: 250 x 185;
- 10626-270LW25: 270 x 200;
- 10626-285LW25: 285 x 211;
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—10626-300LW25: 300 x 222,
-10628-325LW25; 325 x 241;
-10626-345LW25: 345 x 255,5;
—10626-365LW25: 365 x 270;
—10626-385LW25: 385 x 285
-10626-410LW25: 410 x 304;
—10626-435LW25: 435 x 322.5;
-10626-460LW25: 460 x 341;
-10626-485LW25: 485 x 3595,
—10626-510LW25: 510 x 378,
—10626-565LW25: 565 x 419;
-10626-625LW25: 625 x 463;
—10626-890LW25: 690 x 512, v .
—10626-760LW25: 760 x 563.
— in assembly with:
- prosthesis of one article in a double blister package ~ 1 pc.;
- instructions for use — 1 pe.;
- patient identification card (prosthesis passport) — 1 pc.;
~ information label for attaching into the patient’s medical records — 8 pes.;

3. B-Lite mammary prosthesis with a smooth surface sterile, round shape, extrahigh profile
(Article: volume, ml x weight, g)
-10627-095LW25: 95 x 70;
-10627-115LW25: 115 x 85;
~10627-140LW25: 140 x 103;
-10627-165LW25: 165 x 122;
-10627-195LW25: 185 x 144;
-10627-225LW25: 225 x 166;
—10627-260LW25: 260 x 192;
~10627-280LW25: 280 x 207,
-10627-300LW25: 300 x 222;
-10627-320LW25: 320 x 237,
-10627-345LW25.: 345 x 256;
- 10627-365LW25: 365 x 270;
-10627-390L W25: 390 x 288;
~10627-415LW26: 415 x 307,
—10627-440LW25: 440 x 326,
-10627-465LW25: 465 x 344.5;
-10627-495LW25: 495 x 367;
-10627-525L.W25: 525 x 389;
—10627-555LW25: 555 x 411;

- 10827-585LW25: 585 x 433,5;
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-10627-615LW25: 615 x 456;
—-10627-685LW25: 685 x 508;
-10627-755LW25: 755 x 560;
—-10827-835LW25: 835 x 819;
-10627-920LW25: 920 x 682.
— in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
- instructions for use — 1 pc.;
— patient identification card (prosthesis passport) - 1 pc.;
- information label for attaching into the patient’s medical records — 8 pcs.

4, B-Lite mammary prosthesis with microtextured MESMO surface sterile, round shape, moderate profile

(Article: volume, ml x weight, g}
-15625-065LW25: 65 x 48;
- 15625-080LW25: 80 x 59;
—15625-085LW25: 95 x 70;
~15625-110LW25: 110 x 81;
- 15625-130LW25: 130 x 96;
— 15625-150LW25: 150 x 111;
- 15625-1765LW25: 175 x 129;
-15625-200LW25: 200 x 148;
-15625-215LW25; 215 x 159;
-15625-230LW25: 230 x 170;
—15625-2450LW25: 245 x 181;
- 15625-260LW25: 260 x 192;
~15625-275LW25: 275 x 2035,
- 15625-200LW25: 290 x 215;
~15625-305LW25: 305 x 228;
-15625-326LW25: 325 x 241;
—15625-345LW25: 345 x 255.5;
-15625-365LW25: 365 x 270;
- 15625-385LW25: 385 x 285;
- 15625-405LW25: 405 x 300;
-15625-450LW25: 450 x 333;
—15625-495LW25: 485 x 367,
-15625-545LW25: 545 x 404;
- 15625-600LW25: 600 x 445,
- in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
- instructions for use — ! pe.;
— patient identification card (prosthesis passport) — 1 pc.;
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— information label for attaching into the patient’s medical records — 8 pcs.;

5. B-Lite mammary prosthesis with microtextured MESMO surface sterile, round shape, high profile

(Article: volume, ml x weight, g)
—-15626-080LW25; 80 x 59;
~15626-100LW25: 100 x 74,
—-15626-115LW25: 115 x 85;
—-15626-140LW25: 140 x 103,
—-15626-165LW25; 165 x 122,
—-15626-190LW25: 190 x 140,
-15626-215LW25: 215 x159;
—-15626-235LW25: 235 x 174;
-15626-250LW25: 250 x 185;
—15626-270LW25: 270 x 200;
—-15626-285LW25; 285 x 211;
—-15626-300LW25: 300 x 222;
—~15626-325LW25: 325 x 241;
—15626-345LW25: 345 x 255,5;
—-15626-365LW25; 365 x 270,
—15626-385LW25; 385 x 285;
-15626-410LW25: 410 x 304;
-15626-435LW25: 435 x 322,5;
—-15626-460LW25; 460 x 341;
~15626-485LW25: 485 x 359,5;
—15628-510L.W25: 510 x 378;
~15626-585LW25: 565 x 419;
~15626-625LW25: 625 x 463;
—15626-600LW25: 690 x 512
~15626-760LW25: 760 x 563.
~ in assembly with:

— prosthesis of one article in a double blister package — 1 pc.;

- instructions for use — 1 pc.;

— patient identification card (prosthesis passport) - 1 pc.;

— information label for attaching into the patient’s medical records — 8 pes.;

6. B-Lite mammary prosthesis with microtextured MESMO surface sterile, round shaps, extrahigh profile

(Article: volume, ml x weight, g)
—15627-095LW25: 95 x 70;
-~15627-115LW25: 115 x 85;
—15627-140LW25: 140 x 103;
-15627-165LW25: 165 x 122,
-15627-195LW25: 195 x 144;
-15627-225LW25: 225 x 166;
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—15627-260LW25: 260 x 192;
—15627-280LW25: 280 x 207,
-15627-300LW25: 300 x 222;
-15627-320L W25: 320 x 237;
—15627-345LW25; 345 x 256;
—15627-365.W25: 365 x 270;
—15627-390LW25: 390 x 288;
—15627-415LW25: 415 x 307,
—15627-440LW25: 440 x 326,
—15627-465LW25: 465 x 344.5,
—15627-495LW25: 495 x 367,
~15627-525LW25: 525 x 389;
—15627-555LW25: 555 x411;
~15627-585LW25: 585 x4335;
-15627-615LW25: 615 x 456,
—15627-885LW25: 685 x 508;
~15627-755LW25: 755 x 560;
—15627-835LW25: 835 x 6189,
—15627-020LW25: 920 x 682,
— in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
- instructions for use —1 pc.;
— patient identification card (prosthesis passport) - 1 pc.;
- information label for attaching into the patient’s medical records — 8 pcs.;

7. B-Lite mammary prosthesis with microtextured MESMO surface storile, anatomical shape, round base, moderate

profile
(Aticle: volume, ml x weight, g)

-15635-060L.W25: 60 x44;
-15635-070LW25: 70 x52;
—15635-085LW25; 85 x63;
—~15635-100LW25: 100 x 74;
-15635-115LW25: 115 x 85;
—15635-135LW25: 135 x 100;
-15635-155LW25: 155 x 115;
~15635-175LW25: 175 x 129;
-15635-150LW25: 190 x 141;
—15635-200LW25: 200 x 148;
—-15635-215LW25: 215 x 159;
—15635-230LW25: 230 x171;
~15635-240LW25; 240 x 178;
—-15635-255LW25: 255 x 189;
—15635-270LW25: 270 x 201;
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—15635-200LW25: 260 x 215,
-15635-305L.W25: 305 x 226,
-15635-320LW25: 320 x 237,
—15635-340LW25: 340 x 251;
—15635-355LW25: 355 x 262,
~15635-375LW25: 375 x 277;
-15635-395LW25: 395 x 292
—15635-435LW25: 435 x 322;
—15635-480LW25: 480 x 356;
- 15835-525LW25: 525 x 389.
— in assembly with:
— prosthesis of one article in a double blister package —1 pc.;
~ instructions for use -1 pc.; Y,
— patient identification card (prosthesis passport) — 1 pc.;
— information label for attaching into the patient’s medical records — 8 pcs.;

8. B-Lite mammary prostheais with microtextured MESMO surface sterile, anatomical shape, round base, high profile |
(Article: volume, ml x weight, g)
—15636-070L.W25: 70 x 52; |
—-15636-085LW25: 85 x63;

-15636-105LW25: 105 x 77,

-15636-120LW25: 120 x 89; |
—15636-145LW25: 145 x 107, |
-15636-165LW25: 165 x122; ‘
—-15636-190L.W25: 180 x 141;

—15836-205LW25: 205 x 152 ‘
—15636-220LW25: 220 x 163;

—15636-2365LW25: 235 x 174; |
—15636-250LW25: 250 x 186;

-15636-270LW25: 270 x 200; -
-15636-265LwW25: 285 x211; )
—15636-300LW25: 300 x 222;

—15836-320LW25: 320 x 237, ‘
—15636-340LW25: 340 x 262; .
—-15636-360LW25; 360 x 267; |
—-15636-380LW25: 380 x 281;

-15636-405LW25; 405 x 301; |
~15636-425LW25: 425 x 315; ‘
—156836-450LW25; 450 x 335; |
—15636-500LW25: 500 x 370; ‘
—15636-550LW25: 550 x 408; .
-15638-810LW25: 610 x 453; \
—15836-670LW25: 670 x 498. ‘
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— in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
— instructions for use — 1 pc.;
— patient identification card (prosthesis passport) — 1 pc.;
- information label for attaching into the patient’s medical records — 8 pcs.;

9. B-Lite mammary prosthesis with microtextured MESMO surfacs sterile, anatomical shape, round base, extrshigh
profile

(Article: volume, mi x weight, Q)
—15637-085LW25: 85 x 63;
—16637-100LW25: 100 x74;
=15637-120LW25: 120 x 89; W,
—15637-145LW25: 145 x 106;
—~15637-170LW25: 170 x125;
—15637-200LW25: 200 x 147,
—15637-230LW25: 230 x 170;
- 15637-245LW25; 245 x 181;
~15637-265LW25: 265 x 196
~15637-285LW25: 285 x 211,
- 15637-300LW25: 300 x 222;
- 16637-320LW25: 320 x 237,
~15637-345LW25: 345 x 256;
—15637-365LW25: 365 x 270;
—15637-385LW25: 385 x 285;
—15637-410LW25: 410 x 304;
—15637-435LW25: 435 x 322;
—15637-460LW25: 460 x 341,
-15637-485LW25: 485 x 359;
-15637-515LW25: 515 x 381;
~15637-545LW25; 545 x 404; _—
—15637-605LW25: 605 x448;
—15837-665LW25: 665 x 493;
—15837-735LW25: 735 x 545, |
-15637-810LW25: 810 x 602, |
- in assembly with:

— prosthesis of one article in a double blister package - 1 pc.;

— instructions for use ~ I pc.;

— patient identification card (prosthesis passport) — 1 pc.;

~ information label for attaching into the patient’s medical records — 8 pes.;

10. B-Lite mammary prosthesis with microtextured MESMO surface sterils, anatomical shape, short base, moderate
profile

41

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

o



~ \}&
Biotgcted®™

(Article: volume, ml x weight, g)
-15645-055LW25: 55 x404;
~15645-060L.W25: 60 x 44;
-15645-070LW25: 70 x 52;
—15645-085LW25: 85 x 63;
—15645-095LW26: 95 x70,3;
—15645-115LW25; 115 x 85;
-15645-130LW25: 130 x96,3;
—15645-150L.W25: 150 x 111,3;
- 15645-170LW25: 170 x 125,3;
—15645-190LW25: 180 x 141,
-15645-215LW25: 215 x 159;
—15645-240L.W25: 240 x 178
—15645-255LW25: 255 x 189;
—15645-270LW25: 270 x 201;
—15645-285LW25: 285 x 211,3;
-15645-300LW25: 300 x 222,3;
~15645-315LW25: 315 x 233.3;
—15645-330LW25: 330 x 2436;
—15645-350LW25: 350 x 258,3;
- 15645-365LW25: 365 x 269,6,
—15645-385LW25: 385 x 2844,
~15645-405LW25: 405 x 299.4;
-15645-445LW26: 445 x 3204;
-156845-490LW25: 490 x 383 4.
- in assembly with:

—~ prosthesis of one article in a double blister package — 1 pc.;

—~ instructions for use - 1 pc.;

— patient identification card (prosthesis passport) — 1 pc.;

- information label for attaching into the patient’s medical records ~ 8 pcs.;

11. B-Lite mammary prosthesis with microtextured MESMO sutface sterile, anatomical shape, short base, high
profile

{Article: volume, ml x weight, g)
~156846-065LW25: 65 x 48,2,
~15646-070LW25. 70 x 52,
—15646-085LW25: 85 x 63;
—15646-105LW25: 105 x 77,
—15648-120LW25: 120 x 89;
—15646-140LW25: 140 x 103,3;
—15646-160LW25: 160 x 118,3;
—15646-185LW25:; 185 x 137,3;
-~ 15646-210LW25: 210 x 155,7;
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—15646-225LW25: 225 x 166,7,
—15646-240LW25: 240 x 177,7,
-~ 158468-255LW25: 255 x 189,7,
—15646-270LW25: 270 x 200;
—15646-285LW25; 285 x 211;
—15646-305LW25: 305 x 225,7,
—15646-320LW25: 320 x 237;
—15648-340LW25: 340 x 252,
—15648-360LW25: 360 x 267;
—15646-380LW25: 380 x 281;
—15646-400L.W25: 400 x 287,3;
~15646-420LW25: 420 x 311,3;
—15646-465LW25: 465 x 346,2;
—15646-510LW25: 510 x 377,4;
—15646-560LW25: 560 x 415,4;
—15646-815LW25: 615 x 456,7.
- in assembly with:
- prosthesis of one article in a double blister package ~ 1 pc.;
— instructions for use— 1 pc.;
- patient identification card (prosthesis passport) - 1 pc.;
~ information label for attaching into the patient’s medical records — 8 pcs.;

12, B-Lite mammary prosthesis with microtextured MESMO surface sterile, anstomical shape, short bass,
extrahigh profile .

! (Article: volume, mi x weight, g}
—15647-075LW25: 75 x 55,6
—15647-085LW25: 85 x 63
—15647-105LW25: 106 x 77,7
-15647-120LW25; 120 x 89
—15647-145LW25: 145 x 106
—15847-170LW25: 170 x 125
—15647-195LW25: 195 x 143,3
—-15647-220LW25: 220 x 162,4
-15647-235.W25: 235 x 173,7
~15647-2551. W25 255 x 188,4
—15647-270LW25; 270 x 199,7
- 15647-200LW25: 290 x 214,7
-15647-306LW25: 305 x 225,7
—15647-325LW25; 325 x 240,7
- 15647-345LW25: 345 x 256
—15647-365LW25: 365 x 270
—15647-385LW25; 385 x 285
~15647-410LW25: 410 x 304
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—15647-455LW25: 455 x 337,3
-15647-510LW25: 510 x 377,3
—15647-560LW25: 560 x 415,1
—15647-620LW25: 620 x 459, 1
—15647-680LW25: 680 x 504,1:
—15647-750LW25: 750 x 556,1.
- in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
— instructions for use - 1 pc.;
— patient identification card (prosthesis passport) — 1 pc.;
— information label for attaching into the patient’s medical records — 8 pcs.;

13. B-Lite mammary prosthesis with microtextured POLYxt surface sterile, round shape, moderate profile

(Ariicle: volume, mi x weight, g)
— 20625-0685LW25: 85 x 48;
- 20625-080LW25: 80 x 58;
- 20625-095LW25: 95 x 70;
— 20625-110LW25: 110 x 81,
- 20625-130LW25: 130 x 96;
~ 20625-150LW25: 150 x 111;
~- 20625-175LW25: 175 x 128;
— 20625-200LW25: 200 x 148,
- 20625-215LW25: 215 x 159, ‘
— 20825-230LW25: 230 x 170; |
— 20625-245LW25: 245 x 181;
— 20625-260LW25; 260 x 192,
— 20025-275LW25; 275 x 203,5;
- 20825-290LW25: 290 x 215;
- 20625-305LW25:; 305 x 226; s
- 20625-325LW25; 325 x 241;
— 20625-345LW25: 345 x 255,5;
~ 20625-385LW25: 385 x 270;
— 20625-385.W25: 385 x 285,
— 20625-405LW25; 405 x 300;
- 200825-450LW25; 450 x 333;
~ 20625-495LW25; 495 x 367,
- 20625-545LW25: 545 x 404, |
- 20625-6001.W25: 800 x 445. |
— in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
— instructions for use — 1 pc.;
- patient identification card (prosthesis passport) ~ 1 pc.;
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~ information label for attaching into the patient’s medical records — 8 pcs.;

14. B-Lite mammary prosthesis with microtextured POLY(xt surface aterlle, round shape, high profile
(Article: volume, ml x weight, g)
—20626-080LW25: 80 x 58;
—20626-100LW25: 100 x 74;
~20626-115LW25: 115 x 85;
—20626-140LW25: 140 x 103,
—20626-165LW25: 165 x 122;
—20626-190LW25: 180 x 140;
—~20626-215LW25: 215 x 159;
—20626-235LW25: 235 x 174; _J
~20626-250LW25: 250 x 185;
—20626-270LW25: 270 x 200,
—20626-285LW25: 285 x 211;
20626-300LW25: 300 x 222;
20826-325L.W25: 325 x 241,
20626-345LW25: 345 x 255,5;
20626-365LW25: 385 x 270;
20626-385LW25: 385 x 285;
—20626-410LW25: 410 x 304;
—20626-4365LW25; 435 x 322.5;
20626-460LW25: 460 x 341;
20626-485LW25: 485 x 358,5;
20626-510LW25: 510 x 378;
20626-565LW25: 565 x 419,
206826-625LW25: 625 x 463,
20626-690LW25: 690 x 512,
—20626-760LW25: 760 x 563.
— in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
— instructions for use — 1 pc.;
~ patient identification card (prosthesis passport) — 1 pc.;
- information label for attaching into the patient’s medical records — 8 pcs.;

I i 1 t 4

15, B-Lite mammary prosthesis with microtextured POLYtxt surface sterile, round shape, extrahigh profile
{Atticle: volume, mi x weight, g)

~ 20827-095LW25: 95 70;

- 20827-115LW25; 115 x 85;

- -140LW25: 140 x 103;

- -165LW25: 165 x 122;

-~ 20627-195LW25; 195 x 144;
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— 20627-225LW25: 225 x 166;

— 20627-260LW25: 260 x 192;

— 20627-280LW25: 280 x 207,

~ 20627-300LW25: 300 x 222,

- 20827-320LW25: 320 x 237;

- 20627-345L.W25: 345 x 256;

~ 20627-365LW25: 365 x 270;

- 20627-390LW25: 390 x 288;

- 20627-415LW25: 415 x 307,

— 20827-440LW25: 440 x 326;

~ 20627-465LW25: 465 x 344,5;

~ 20827-485LW25: 495 x 367,

— 20627-525L.W25: 525 x 389;

— 20627-555LW25: 555 x 411;

— 20627-585LW25: 585 x 433,5;

— 20827-615LW25: 615 x 456,

- 20627-685L.W25: 685 x 508;

— 20627-755LW25: 755 x 560;

— 20627-835LW25: 835 x 619;

— 20827-920LW25; 920 x 682

— in assembly with:
- prosthesis of one article in a double blister package ~ 1 pc.;
~ instructions for use — 1 pe.;
— patient identification card (prosthesis passport) — 1 pc.;
— information label for attaching into the patient’s medical records — 8 pcs.;

16. B-Lite mammary prosthesis with microtextured POLYtxt surface sterile, anatomical shape, round base,
moderate profile

(Article: volume, ml x weight, g)
—20635-060LW25: 60 x 44;
~20835-070LW25: 70 x 52;
—20635-085LW25: 85 x 63;
—20835-100LW25: 100 x 74;
—20835-115LW25: 115 x 85;
—20635-135LW25: 135 x 100;
—20635-155LW25: 155 x 115;
-20635-175LW25: 175 129;
~20635-190LW25: 190 x 141;
-20635-200LW25: 200 x 148;
—20635-215LW25: 215 x 159,
-20635-230LW25: 230 x 171;
-20635-240LW25: 240 x 178;
~20635-256LW25: 255 x 189;
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—20635-270LW25: 270 x 201,
~20635-290LW25: 280 x 215;
~20635-305LW25: 305 x 226;
—20635-320LW25: 320 x 237,
—20635-340LW25: 340 x 251;
—20635-355LW25; 355 x 262;
—20835-375LW25: 375 x 277,
—20635-395LW25: 385 x 292;
—~20635-435LW25: 435 x 322,
—20835-480LW25: 480 x 356;
—20835-525L.W26: 525 x 389,
— in assembly with:
— prosthesis of one article in a double blister package — 1 pc.; i,
— instructions for use — 1 pc.;
— patient identification card (prosthesis passport) — 1 pc.;
— information label for attaching into the patient’s medical records — 8 pcs.;

17. B-Lite mammary prosthesis with microtextured POLYtxt surface sterile, anatomical shape, round base,
high profile

(Article: volume, ml x weight, g)
—20836-070LW25: 70 x 52,
—20636-085LW25: 85 x 63;
-20636-105LW25: 105 x 77;
—20636-120LW25: 120 x 89;
—20836-145LW25: 145 x 107,
—20636-165LW25: 165 x 122,
—20636-190LW25: 190 x 141;
—~20636-205LW25: 205 x 152;
-20836-220LW25: 220 x 163;
—20636-235.W25: 235 x 174; -
—20636-250LW25: 250 x 186,
~20836-270LW25: 270 x 200;
~20836-285.W25: 285 x 211;
—20636-300LW25: 300 x 222;
—20836-320LW25; 320 x 237;
—20636-340LW25: 340 x 252;
~20636-360LW25: 360 x 267;
-20636-380LW25: 380 x 281;
—20636-405LW25:405 x 301;
~206368-425LW25:425 x 315,
—20636-450LW25: 450 x 335,
—20636-500LW25: 500 x 370;
—20636-550LW25: 550 x 408;
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~20636-610LW25: 610 x 453;
—20636-670LW25: 670 x 498,

— in assembly with:
- prosthesis of one article in a double blister package — 1 pc.;

~ instructions for use — 1 pc.;
— patient identification card (prosthesis passport) - 1 pc.;
- information label for attaching into the patient’s medical records - 8 pcs.;

18. B-Lite mammary prosthesis with microtextured POLYtxt surface sterile, anatomical shape, round bass,
extrahigh profile
(Article: volume, ml x weight, g)
~20637-085LW25: 85 x 63; ,
~20637-100LW25: 100 x 74;
—20637-120LW25: 120 x 89;
-145LW25: 145 x 106;
—~20637-170LW25: 170 x 125;
-200LW25: 200 x 147,
—20637-230LW25: 230 x 170;
-245LW25: 245 x 181;
~20837-265LW25: 265 x 196,
-285LW25: 285 x 211;
—20837-300LW25: 300 x 222;
—20637-320LW25: 320 x 237;
~20637-345LW25: 345 x 256;
~20837-365LW25: 385 x 270;
—20637-385LW25: 385 x 285;
—20837-410LW25: 410 x 304;
—~20637-435LW25: 435 x 322,
—20637-460LW25: 460 x 341;
—20637-485LW25: 485 x 359; ~
—~20637-515LW25: 515 x 381;
—20637-545LW25: 545 x 404;
~20637-605LW25: 605 x 448;
—20637-665LW25: 665 x 493;
-735LW25: 735 x 545,
—20637-810LW25: 810 x 602.
- in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
— instructions for use — 1 pc.;
— patient identification card (prosthesis passport) — 1 pe.;
- information label for attaching into the patient’s medical records — 8 pcs.;
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19. B-Lite mammary proathesis with microtextured POLYhxt surface sterile, anatomical shape, short base, moderate

profile

{Article: volume, ml x weight, g)
—20645-055LW25: 55 x 40 ,4;
—20645-060LW25: 60 x 44;
—20645-070LW25:70 x 52,
~20645-085LW25: 85 x 83;
—20645-095LW25: 95 x 70,3;
—20645-115LW25: 115 x 85;
—20645-130LW2S: 130 x 96,3;
—20645-180LW25: 150 x 111,3;
—20645-170LW25: 170 x 125,3;
—~20845-190LW25: 190 x 141;
—~20645-215LW25: 215 x 159;
~20845-240LW25: 240 x 178;
-~20645-255LW25: 255 x 189;
—206845-270LW25: 270 x 201;
—20645-285LW25: 285 x 211,3;
—20645-300LW25: 300 x 222,3;
—20645-315LW25: 315 x 2333,
-20845-330LW25: 330 x 243.6;
—20645-350LW25: 350 x 258,3;
—20645-385LW25: 365 x 269,6;
—-20645-385LW25: 385 x 2844,
~20845-405LW25: 405 x 2994,
—20645-445 W25: 445 x 329 4;
—20645-490LW25: 490 x 363.4.
~ in assembly with:

~ prosthesis of one article in a double blister package — 1 pc.;
=~ instructions for use — 1 pc.;

- patient identificati

on card (prosthesis passport) — 1 pc.;

— information label for attaching into the patient’s medical records — 8 pos.;
20. B-Lite mammary prosthesis with microtextured POLYtxt surface sterile, anatomical shape, short base,

high profile

{Article: volume, mi x weight, g)

—20846-065LW25: 65 x 48,2,
~20646-070LW25: 70 x 52;
~20646-085LW25: 85 x 63;
—20648-105LW25: 105 x 77,
—20646-120LW25: 120 x 89;
—20646-140LW25: 140 x 103,3;
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—20646-160LW25: 160 x 118,3;
-20646-185LW25: 185 x 137,3;
—20646-210LW25; 210 x 155.7;
—20846-225 W25: 225 x 166,7;
—20646-240LW25.240 x 1777,
~20646-255LW25: 255 x 189,7;
-20646-270LW25; 270 x 200;
—20646-285LW25; 285 x 211;
-20646-306L W25, 305 x 225,7;
- 20848-320LW25: 320 x 237,
—206846-340LW25; 340 x 252;
—20646-360LW25: 360 x 267;
-20646-380LW25: 380 x 281;
—20646-400LW25: 400 x 297,3;
—-20646-420LW25: 420 x 311,3;
—20646-465LW25. 485 x 348,2;
—20646-510LW25:510 x 377 4;
- 20646-580LW25; 560 x 415,4;
-20846-615LW25: 615 x 456,7.
- in assembly with:

— prosthesis of one article in a double blister package — 1 pc.;

~ instructions for use — 1 pc.;

— patient identification card (prosthesis passport) — 1 pc.;

— information label for attaching into the patient’s medical records — 8 pcs.;

21, B-Lite mammary prosthesis with microtextured POLYtxt surface sterile, anatomical shape, short base, extrahigh

profile

(Article: volume, mi x weight, g)
~20847-07T5LW25: 75 x 65,6;
—206847-085LW25: 85 x 63;
- 20847-105LW25: 105 x 77,7,
—20647-120LW25: 120 x 89;
—20647-145L.W25; 145 x 106;
-20047-170LW25; 170 x 125;
~20847-185LW25. 195 x 143,3;
—20847-220LW25; 220 x 162,4;
—-20647-235LW25: 235 x 173,7;
~20647-265LW25: 255 x 188 4;
—20647-270LW25: 270 x 199,7;
—20647-200LW25: 200 x 214,7;
-20647-305LW25; 305 x 225,7;
—20647-325LW25: 325 x 240,7:
—20647-345LW25: 345 x 256;
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-20647-365LW25: 365 x 270;
—20647-385LW25: 385 x 285;
—~20847-410LW25:410 x 304;
—20847-455L.W25. 455 x 337,3;
~20847-510LW25:610 x 377,3;
~20847-560LW25: 560 x 415,1;
—~20647-620LW25: 620 x 459,1;
—20647-680LW25: 680 x 504,1;
—20647-750LW25: 750 x 556,1.
— in assembly with:
— prosthesis of one article in a double blister package — 1 pec.;
- instructions for use — 1 pe.;
- patient identification card (prosthesis passport) — 1 pc.;
-~ information label for attaching into the patient’s medical records — 8 pes.;

22, E-Lite mammary prosthesis with micropolyurethane foam Microthane surface sterile, round shape, moderate

profile _

(Articie: volume, ml x weight, q)
~30825-065LW25. 85 x 48;
~30625-080LW25: 80 x 589;
-30625-005LW25: 95 x 70;
—-30625-110LW25: 110 x 81;
—30625-130LW25: 130 x 96;
~30625-150LW25; 150 x 111;
-30625-175LW25: 175 x 129;
~30625-200LW25: 200 x 148;
-30625-215LW25: 215 x 159;
~30625-230LW25: 230 x 170;
—30625-245LW25: 245 x 181;
-30625-260LW25:; 260 x 192,
-30625-275LW25: 275 x 203,5
—~30625-290LW25: 290 x 215,
—30625-305LW25: 305 x 226,
—30626-325LW25: 325 x 241;
-30625-345LW25: 345 x 265,5;
-30625-365LW25: 365 x 270;
—30625-385LW25: 385 x 285;
—~30825-405LW25: 405 x 300;
—30625-450LW25: 450 x 333;
~30625-495LW25: 495 x 367;
—30625-545L.W285: 545 x 404;
—30625-600LW25: 600 x 445.
- in assembly with:

51

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



Mtnm‘wﬁ

— prosthesis of one article in a double blister package ~ 1 pc.;

-~ instructions for use - 1 pc.;

~ patient identification card (prosthesis passport) — 1 pc.;

— information label for attaching into the patient’s medical records — 8 pes.;

23, B-Lite mammary prosthesis with micropolyurethane foam Microthane surface sterie, round shape, high profile
{Article: volume, ml x weight, g)
-30826-080LW25: 80 x 59;
—30626-100LW25; 100 x 74;
-30626-115LW25: 115 x 85;
—~30626-140LW25: 140 x 103;
~30626-165LW25; 165 x 122, '
—30826-190LW25: 190 x 140; ~/
—-30626-215LW25: 215 x 159;
~30626-235LW25; 235 x 174;
—30626-250LW25: 250 x 185;
—-30626-270LW25: 270 x 200;
—~30626-285LW25: 285 x 211;
- 30626-300LW25: 300 x 222;
-30626-325LW25: 325 x 241,
—30626-345LW25: 345 x 2555,
~30626-365LW25: 365 x 270;
—30626-3851.W25: 385 x 285;
—-30826-410LW25: 410 x 304;
—-30626-435LW25: 435 x 322,5,
~30626-4680LW25: 460 x 341;
-30626-485.W25: 485 x 369,5;
~30626-510LW25: 510 x 378;
~30626-565LW25: 565 x 419;
—-30626-625LW25: 625 x 463; .
~30626-690LW25:690 x 512,
-30626-760L.W25: 760 x 563.
- in assembly with:
— prosthesis of one article in a double blister package - 1 pc.;
— instructions for use— 1 pe.;
- patient identification card (prosthesis passport) — 1 pc.;
- information label for attaching into the patient’s medical records — 8 pes.;

24, B-Lite mammary prosthesis with micropolyurethane foam Microthane surface sterile, round shape,
extrahigh profile
{Article: volume, mi x weight, g)

— 30627-095LW25: 95 x 70;

- -115LW25: 115 x 85;
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- -140LW25: 140 x 103;

- -165LW25: 165 x 122;

- -195LW25: 185 x 144;

- 30627-225L.W25: 225 x 166;

— 306827-260LW25: 260 x 192,

- -200LW25:; 280 x 207,

- 30627-300LW25: 300 x 222,

- 30627-320LW25: 320 x 237,

— 30827-345LW25: 345 x 256;

— 30627-365LW25: 365 x 270,

— 30627-380LW25: 390 x 288;

— 30827-415LW25:415 x 307;

~ 30627-440LW25: 440 x 326;

— 30627-465LW25: 465 x 344.5,

—~ 30827-495LW25; 495 x 367,

- 30627-525LW25; 525 x 389;

— 30627-555LW25: 555 x411;

— 30627-585LW25; 585 x 433,5;

~— 30627-615LW25: 615 x 456;

~ 30627-685LW25: 685 x 508;

— 30627-755LW25: 785 x 560;

— 30627-835LW25: 835 x 619;

- 30627-920LW25: 920 x 682.

- in assembly with:
- prosthesis of one article in a double blister package — 1 pc.;
- instructions for use — 1 pc.;
— patient identification card (prosthesis passport) — 1 pc.;
- information label for attaching into the patient’s medical records — 8 pes.;

25. B-Lite mammary prosthesis with micropolyurethane foam Microthane surface sterile, anatomical shape,
round base, moderate profile
{Article: volume, mi x weight, g)
-30635-060LW25: 60 x 44;
—30635-070LW25: 70 x 52;
~30835-085L.W25: 85 x 63;
—-30635-100LW25: 100 x 74;
—30635-115LW25: 115 x 85;
-30635-135L.W25; 135 x 100;
-30635-155LW25: 155 x 115;
—30835-175LW25: 175 x 129;
—30635-190LW25; 190 x 141;
~30635-200LW25: 200 x 148;
-30635-215LW25: 215 x 158;
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- 30835-230LW25: 230 x 171;
~30635-240LW25: 240 x 178;
-30635-265LW25: 255 x 188;
~30635-270LW25: 270 x 201,
~30635-200LW25: 200 x 215;
—30635-305LW25: 305 x 226;
30635-320LW25: 320 x 237,
30635-340LW25: 340 x 251;
30635-355LW25: 355 x 262;
30635-375LW25: 375 x 277,
—30635-395LW25: 395 x 292;
—30635-435LW26:435 x 322;
—30635-430LW25: 480 x 356; - -
—30635-525LW25: 525 x 369, ~
- in assembly with:
— prosthesis of one article in a double blister package — 1 po.;
— instructions for use — 1 pc.;
— patient identification card (prosthesis passport) — 1 pc.;
— information label for attaching into the patient’s medical records ~ 8 pes.;

28, B-Lite mammary prosthesis with micropolyurethane foam Microthane surface sterile, anatomical shape,
round base, high profile
(Article: volume, mi x weight, g)
—-30636-070LW25. 70 x 52,
~30636-085LW25: 85 x 63;
-30638-105LW25: 105 x 77;
-30636-120LW25: 120 x 89,
-30836-145LW25: 145 x 107;
-30636-165LW25: 185 x 122
—30636-190LW25: 190 x 141,
=30636-205LW25; 205 x 152;
~30836-220L.W25. 220 x 163;
-30636-2350W25: 235 x 174;
—30836-250LW25: 250 x 186;
-30636-270LW25: 270 x 200;
-30836-285LW25: 285 x 211;
-30636-300LW25; 300 x 222,
- 30636-320LW25: 320 x 237;
~30636-340L.W25: 340 x 252;
- 30636-360LW25: 360 x 267,
-30836-380LW25: 380 x 281;
-30636-405LW25: 405 x 301;
-30636-425LW25: 425 x 315;
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—30636-450LW25: 450 x 335;
-30636-500LW25: 500 x 370
~30838-550LW25: 550 x 408;
—30636-610LW25:610 x 453;
~30636-670LW25: 870 x 488.
— in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
- instructions for use — 1 pc.;
— patient identification card (prosthesis passport) - 1 pc.;
~ information label for attaching into the patient’s medical records — 8 pcs.;

Z7. B-Lite mammary prosthesls with micropolyurethane foam Microthane surface sterile, anatomical shape,

round base, extrahigh profile
{Articie: volume, mi x weight, g)
-30637-085LW25: 85 x 63;
—30637-100LW25; 100 x 74;
- -120LW25: 120 x 88;
- 30637-145LW25: 145 x 106;
-30637-170LW25: 170 x 125;
~30637-200LW25: 200 x 147;
—30637-230LW25: 230 x 170;
—30637-245LW25: 245 x 181;
—30637-265LW25: 265 x 196;
—30637-285LW25. 285 x 211;
—30637-300LW25: 300 x 222,
~30837-320LW25; 320 x 237,
—30637-345LW25: 345 x 256;
-30637-365LW25: 365 x 270;
—30637-385LW25:; 385 x 285;
~30637-410LW25: 410 x 304; N
-30637-435LW25: 435 x 322,
-30637-460LW25: 460 x 341;
—30837-485.W25: 485 x 359;
~30837-515LW25: 515 x 381,
—30637-545L.W25: 545 x 404;
—30637-605LW25; 605 x 448;
—~30637-665LW25: 665 x 493,
- -735LW25: 735 x 545;
--30637-810LW25; 810 x 602.
- in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
- instructions for use - 1 pc.;
— patient identification card (prosthesis passport) — 1 pe.;

~/
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— information label for attaching into the patient’s medical records — 8 pes.;

28. B-Lite mammary prosthesis with micropolyurethane foam Microthane surface sterile, anatomical shape,

short base, moderate profile

(Article: volume, mi x weight, g)

-30645-055LW25: 55 x 40,4,

-30645-060LW25: 60 x 44,

—30645-070LW25: 70 x 52;

—30645-085LW25: 85 x 63,

-30645-095LW25: 95 x 70,3;

—30645-115LW25: 115 x 85;

—30645-130LW25: 130 x 96,3;

—30645-150LW25: 150 x 111,3; v

—30645-170LW25; 170 x 125,3;

—~30645-190LW25: 190 x 141;

—30645-215LW25: 215 x 159;

—30645-240LW25: 240 x 178,

—30645-255. W25: 255 x 189,

~30645-Z70LW25: 270 x 201,

—30645-285LW25: 285 x 211,3;

—30645-300LW25: 300 x 222,3;

-30645-315LW25: 315 x 2333,

—30645-330LW25: 330 x 243.6,

—30645-350LW25: 350 x 258,3;

~30645-365LW25: 365 x 269,6;

—30645-385LW25: 385 x 2844,

—30845-405LW25: 405 x 298,4;

~30845-445LW25: 445 x 329 4,

—30645-400LW25: 490 x 363,4.

- in assembly with:
— prosthesis of one article in & double blister package — 1 pc.; -/
~ instructions for use— 1 pc.;
- patient identification card (prosthesis passport) — I pc.;
— information label for attaching into the patient’s medical records — 8 pcs.;

29. B-Lite mammary prosthesis with micropolyursthane foam Microthane surface sterile, anatomical shape,

short base, high profiie |

(Article: volume, mi x weight, g) ‘

—30846-065LW25: 65 x 48,2,

—306846-070LW25: 70 x 52; |

~30646-085LW25: 85 x 63; ‘

—30646-105LW25: 105 x 77,

~30646-120LW25: 120 x 89; |
|
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—30646-140LW25: 140 x 103,3;
~—30646-160LW25: 160 x 118,3;
—30646-185LW25: 185 x 137,3;
-30646-210LW25: 210 x 155,7,
—30646-225LW25::225 x 166,7;
~30646-240LW25: 240 x 177,7;
~30646-255LW25: 255 x 189,7;
~30648-270LW25: 270 x 200;
~30846-285LW25: 285 x 211;
—30646-305LW25: 305 x 225,7,
—30646-320.W25: 320 x 237,
—30646-340LW25: 340 x 252;
—30646-360LW25: 360 x 267,
—30646-380LW25: 380 x 281,
—30646-400LW25: 400 x 297,3;
~30648-420LW25: 420 x 311,3;
~30646-465LW25:465 x 346,2;
-30646-510LW25: 510 x 377 4;
—30646-560LW25: 560 x 4154,
—30646-615LW25: 615 x 456.7.
— in assembly with:
— prosthesis of one article in a double blister package — 1 pc.;
- instructions for use — 1 pc.;
— patient identification card (prosthesis passport) — 1 pc.;
— information label for attaching into the patient’s medical records — 8 pcs.;

30. B-Lite mammary prosthesis with micropolyurethane foam Microthane surface sterile, anatomical shape,
short base, extrahigh profile
(Article: volume, mi x weight, g)
~30847-075LW25.75 x §5,6;
~30647-085LW25:. 85 x 63,
-30647-105LW25: 105 x 77,7,
—30647-120LW25; 120 x 89;
—30647-145LW25: 145 x 106;
—30647-170LW25: 170 x 125;
-30647-195LW25:; 195 x 143,3;
—~30647-220LW25: 220 x 162,4;
—30847-2351W25: 235 x 173,7;

- 30647-265LW25: 255 x 188,4;
—30647-270LW25; 270 x 199,7;
-30647-200LW25: 290 x 214,7;
—30647-305LW25: 305 x 225,7;
—30647-325LW25: 325 x 240,7;
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—30647-345LW25: 345 x 256;
—-30647-365LW25; 365 x 270;
~30647-385LW25: 385 x 285;
~30647-410LW25: 410 x 304;
-30647-455LW25: 455 x 337,3;
—30847-510LW25: 510 x 377.3;
—30847-560LW25: 560 x 415,1;
—30647-620LW25: 620 x 459,1;
—-30647-680LW25: 680 x 504,1;
—-30847-750LW25: 760 x 556,1.
— in assembly with:

~ prosthesis of one article in a double blister package - 1 pe.;
— instructions for use — 1 pc.;

— patient identification card (prosthesis passport) — 1 pc.;

— information label for attaching into the patient’s medical records - 8 pcs.;

Filler material

The filler material is a complex of cohesive silicone gel and hollow borosilicate microspheres that are
chemically bonded to the silicone gel throughout the prosthesis. Borosilicate mi
possible to significantly reduce the weight of the B-Lite compared to traditional breast prostheses of
similar volume (weight reduction from 25% to 30%).

Below are shown the volumes and corresponding weights of the silicone gel-filled B-Lite versions.

The tolerance according to the weight is + 2.5%.

MATERIALS FOR DEVICE PARTS MANUFACTURE. MAMMARY PROSTHESES

make it

Prostheses with a smooth surface
No. Part Material — . | Supplier
Addition cure, high-strength silicone dispersion | MED-6640Part A | NuSil
1 Sheil _ MED-6640 Part B NuSil |
Addition cure, silicone dispersion MED-6600 Part A NuSil
2 MED-6600 Part B NuSil
Cap with Silicone Elastomer MED-4211 Part A | NuSil
sealing MED-4211 Part B NuSil
Sheeting High viscosity silicone elastomer MED-4750 Part A | NuSil
MED-4750 Part B NuSil
Addition cure, high-strength silicone dispersion | MED-6640 Part A | NuSil
_ MED-6640 Part B NuSil
Addition cure, silicone dispersion MBD-6600 Part A NuSil
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[internal disk _ MED-6600 Part B | NuSil
3 Addition cure, high-strength silicone dispersion, | MED-6640 Part A | NuSil
Patch External _ MED-6640 Pert B | NusSil
disk Addition cure, silicone dispersion MED-6600 Part A NusSil
MED-6600 PartB | NusSil
3 Filler MED3-6311 (Silicone gel) MED3-6311 Part A | NuSil
Filler ) MED3-6311 PartB | NuSil
s Filler SID-160Z-AS-NTS Trelleborg
supplement Hollow borosilicate microspheres
6 Bonding High viscosity Silicone Elastomer MED-4750 PartA | NuSil
Supplements | _agent MED-4750 PartB | NuSil
7 Marking MED-4800-7 (Silicone) NuSil
{blue ink
Prostheses with MESMO surface
No. Part Material Sapplier
Addition cure, high-strength silicone dispersion] MED-6640 Part A | NuSil |
1 Shell _ MED-6640 Part B | NuSil
Addition cure, silicone dispersion MED-6600 Part A | NuSil
2 _ MED-6600 Part B | NuSil
Cap with Silicone Elastomer MED-4211Part A | NuSil
sealing _ MED-4211Part B | NuSil
Sheeting High viscosity silicone elastomer | MED-4750Part A | NuSil
MED-4750 Part B | NuSil
Addition cure, high-strength silicone dispersi: MED-6640 Part A | NuSil _
_ . _ MED-6640 Part B | NuSil
Internal disk Addition cure, silicone dispersion MED-6600 Past A | NuSil
3 _ MED-6600 PartB | NuSil
Patch Addition cure, high-strength silicone MED-6640 Part A | NusSil
External disk _ dispersion MED-6640 Part B | NuSil
Addition cure, silicone dispersion MED-6600 Part A | NuSil |
_ MED-6600 Part B | NuSil
Filler MED?3-6311 (Silicone gel) MED3-6311 Part A | NuSil
4 "MED3-6311 Part B | Nusil
5 Filler Filler SID-160Z-AS-NTS Trelleborg
supplement Hollow borosilicate microspheres
6 Texturizing Ammonium carbonate ROTH |
agent —_ - —
7 | Supplements Bonding Silicone Elastomer high viscosity MED-4750 Part A | NuSil |
agent _ MED-4750 Part B | NuSil
8 Marking MED-4800-7 NusSil
(blue ink) (Silicone)
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Prostheses with POLYtxt surface
No. Part Material Supplier
Addition cure, high-strength silicone dispersion | MED-6640 Part A | NuSil
1 Shell MED-6640 Part B | NusSil
Addition cure, silicone dispersion MED-6600 Part A | NuSil
2 MED-6600 Part B | NuSil
Cap with Silicone Elastomer MED-4211 Part A | NuSil |
sealing _ . MED-4211 Part B | NusSil
High viscosity silicone elastomer MED-4750 Part A | NuSil
Sheeting _ _ MED-4750 Part B | NuSil
Addition cure, high-strength silicone dispersion | MED-6640 Part A | NuSil
_ MED-6640 Part B | NusSil
Internal disk Addition cure, silicone dispersion MED-6600 Part A | NuSil
3 MED-6600 Part B | NuSil ™
Paich Addition cure, high-strength silicone dispersion | MED-6640 Part A | NuSil
External disk MED-6640 Part B | NusSil
Addition cure, silicone dispersion MED-6600 Part A | NuSil
MED-6600 Part B | NuSil
4 MED?3-6311 (Silicone gel) MED3-6311 Part A| NuSil
Filler [MED3-6311 Part B| NuSil
S Filler Filler SID-160Z-AS-NTS eborg
supplement Hollow borosilicate microspheres
6 Texturizing Ammonium carbonate ROTH
Supplements Bonding Silicone Elastomer high viscosity MED-4750 Part A | NuSil
7 agent MED-4750 Part B | NuSil
8 Marking MED-4800-7 NusSil
{blue ink) (Silicone)
Prostheses with Microthane surface
No. Part Material _ _ Supplier
Addition cure, high-strength silicone MED-6640 Part A NuSil
1 dispersion MED-6640 Part B NuSil
Addition cure, silicone dispersion MED-6600 Part A NuSil
2 Shell MED-6600 Part B NuSil
Foamtec
3 Polyurethane foam HT42xx* Internationsl
__ - Wilshire
Cap with Silicone Elastomer MED-4211 Part A NuSil
sealing MED-4211 PartB | NuSil
Sheeting High viscosity silicone elastomer MED-4750 Part A | NuSil
MED-4750 Part B NuSil
Addition cure, high-strength silicone MED-6640Part A | NuSil
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Intemal disk dispersion MED-6640 Part B | NuSil |
Patch Addition cure, silicone dispersion MED-6600 Part A NuSil
MED-6600 Part B | NuSil
4 Addition cure, high-strength silicone | MED-6640 Part A |  NuSil
External disk dispersion MED-6640 Part B |  NuSil
Addition cure, silicone dispersion MED-6600 Part A NuSil
___ _ _ MED-6600 Part B NuSil
5 Filler MED3-6311 (Silicone gel) MED3-6311 Part A| NuSil
_ _____|MED3-6311 PatB| NuSil
6 Filler Filler SID-160Z-AS-NTS Trelleborg
[ supplement Hollow borosilicate microspheres _
7 Marking MED-4800-7 NuSil
Supplements | (blue ink) (Silicone) -
3 Bonding Silicone elastomer high viscosity MED 4750 Part A Nusil
agent MED 4750 Part B NuSil
10. METHOD OF MEDICAL DEVICE APPLICATION.
INSTRUCTIONS FOR THE DOCTOR
Patient counseling

It is the responsibility of the surgeon 1:0 perform medical examination to determine the pmem's
suitability for prosthetics and decide which surgical technique shall be appropriate for the patient given

the prosthesis selected, including its type and design.

This document should be reviewed prior to counseling the patient about G&G Biotechnology's B-Lite
breast prosthesis and prosthetic breast implant surgery. Like any surgical procedure, breast prosthesis has
certain risks. Breast prosthesis is a selective procedure, and patients should be well advised and
understand the risk / benefit ratio, Before deciding on surgery, the surgeon should instruct the patient,

read the patient's information booklet and discuss the warnings, precautions, important factors to
consider, complications, and outcomes listed with the patient. The doctor should inform the patient of :
possible complications and that medical treatment of serious complications may include additional ~
surgeries and prosthesis removal.

Justification for decision-making
Each patient should obtain all relevant information during the initial consultation to have enough time

before surgery to read and adequately understand important information about the risks, subsequent

recommendations, and benefits associated with B-Lite implantation surgery. Give the patient at least 1-2 |
weeks after its examination and this information review before deciding on initial breast surgery. In case |
of a surgical revision, it may be medically necessary to have surgery earlier. ‘
To document the process for successful informed decision-making by both the patient and the surgeon, ‘
the document on Risk Acceptance and Consent to Surgery should be signed and then saved in patient’s |
file. |
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Information for the patients
Each patient who needs to undergo surgery, or any person authorized to act on his/her behalf in case of
surgery, should be informed by the attending physician of any surgical or postoperative risks in general,
and of the risks connected with prostheses.
The patients should take consultation with the utmost professionalism and responsibility to avoid
unrealistic expectations in terms of options and cosmetic results. The patients should know that prostheses
are not intended for lifelong use and may need to be replaced over time.
A thorough discussion with the patient, using appropriate visual aids such as imaging, prostheses sizing,
or other options, is recommended to clarify the goals and reduce the frequency of repeated operations for

resizing.
Patients should consuit with their doctor regularly (every 6-12 months) to review the prostheses and
surrounding tissues. In addition, they should be informed that excessive strain, excessive movement, or
trauma to surrounding tissues can cause prosthesis to rupture under the skin and therefore cause preterm ._/
repeated operation and prosthesis removal.

Patients should be informed that rupture of any silicone-filled breast prosthesis is most often silent (i.e.,
neither patient nor the surgeon can detect the rupture most of the time), and therefore routine screening
examinations should be made to detect asymptomatic rupture (e.g., MRI, USI).

Attending physician should advise the patients on how to distinguish the prosthesis from the tissue after
surgery and how to self~examine the tumors.

Patients should be advised to inform their physician, surgeon, or other caregiver of breast prostheses,

before any surgery or treatment (including mammography or other imaging procedures) in the breast area

to be planned.

Patients should be informed of any anticipated risks of all potential local complications, and general

health effects associated with the breast prostheses, and potential unwanted effects. The patient should be
instructed of any complications that require medical attention. In addition, they should be informed to
consult with the doctor or pharmacist before using topical medications in the breast area.

Surgical practice varies with recommendations for prophylactic antibiotics before scheduled procedures
with a risk of bacteremia, such as denta] treatment.

ID Card of a prosthesis -
ID Cards of prostheses are provided in each package of B-Lite prostheses as 2 method for product

tracking. This ID Card should be filled in and provided to the patients to ensure the prosthesis date and

type, when needed. The patient should be recommended to carry identity card to facilitate medical

emergencies.

Surgical procedure.

- Mammary prosthesis is intended to be used by trained surgeons who are familiar with breast
augmentation/reconstruction techniques.

- Mammary prosthesis can be implanted through the lower breast, areola, or axillary region.

- Mammary prosthesis shall be implanted under the pectoral muscle or under the mammary gland.
- Mammary prosthesis shall be implanted according to the general surgical practice of breast
augmentation/reconstruction using commercially available silicone gel breast prostheses.
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Implant procedure

Similar to the procedure for the standard silicone gel breast prostheses implantation and includes the
following steps:

» Anesthesia shall usually imply intravenous sedation or general anesthesia.

* Incision — common incision sites: under the breast, near the areola, or in the axillary region.

« Breast prosthesis insertion and fitting — standard, under the pectoral muscie or mammary gland

* Incision closure

o

Products, as supplied, are exclusively intended for implantation by surgeons skilled in aesthetic or
reconstructive surgery.

Do not use more than one prosthesis per breast pocket.
The product is intended for single use only. Do not reuse explanted prostheses.

The package should be observed for integrity. Sterility is not guaranteed if one of the components of the

sterile double package is damaged or opened. In the operating theatre, product sterility is ensured before

the expiry date as long as the sterilized inner package has neither been damaged nor opened.

Do not use a product whose package was damaged or opened.

Prior to use, examine the breast implant for evidence of any particulate contamination, damage, or loss of

shell integrity.

DO NOT implant any device that may appear to have particulate contamination, damage, or loss of shell

integrity. A sterile back-up prosthesis must be readily available at the time of surgery.

Implantation may be performed by a variety of surgical techniques. |
It is up to the surgeon to decide on the technique which should best meet the medical requirements as well
as the individual needs of the patient. Pressure, traction or other stress factors to which prosthesis and
incision area may react, must be avoided.

Implantation must be performed carefully. Prostheses can be damaged by excessive manual strain, |
manipulation needles or surgical instruments. Should the outer shell be damaged, filler ,
material might leak from the prosthesis. ~
Incisions should be sufficiently large to facilitate insertion without excessive manipulation and handling

of the device and to avoid damage to the device. Inadequate pocket dissection increases the risk of rupture

and prosthesis malposition.

Haemostasis should be carried out meticulously. Cauterizers may damage the prosthesis shell. |
Prosthesis size should be selected carefully. It is recommended to store different sizes of prostheses in

order to have the appropriate size available,

Prosthesis cavity should correspond to prosthesis size.

Appropriate tissue covering must be ensured or, if necessary, preference should be given to submuscular

placement of prostheses.

11. MATERIALS OF THE MEDICAL DEVICE DIRECTLY OR INDIRECTLY
CONTACTING THE HUMAN BODY
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Materials used to manufacture the product parts and their technical specifications are shown in the Article
9 “MAIN TECHNICAL SPECIFICATIONS OF THE MEDICAL DEVICE".

12, TYPE OF CONTACT WITH THE HUMAN BODY
Permanent (more than 30 days) continuous contact with soft tissues and intertissue liquid.

13. THE LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN FOR DRUGS,
PREPARATIONS AND PHARMACEUTICAL SUBSTANCES

This medical device does not contain materials of animal and (or) human origin, drugs, preparations or
pharmaceutical substances.

14. PACKAGING AND LABELING o

Packaging

All prostheses made by CMO are packed inside a double sterile packaging, composed of CMO produced
polycarbonate blisters sealed with Tyvek sheets, supplied by “TOLAS healthcare packaging” comply
with the international standards ISO 11607-1 and I1SO 11607-2.

It is validated, that the packaging is compatible with the packed products and that the packaging is able to
maintain sterile conditions inside the packaging for at least 5 years. (Please refer to Packaging validation
report). The sterile packaging is then placed inside a standard cardboard box for transport and storage.

Outer blister package:

. Type 1.0: 229 x 229 x 85 mm
. Type 2.0: 192 x 192 x 70 mm
. Type 3.0: 192 x 192 x 86 mm

Inner blister package, type 1.0:
. Type 1.0 : 201 x 201 x ,variable*: 33.0 —76.0 mm

Inner blister package, type 2.0: i,
. Type 2.0: 166.7 x 166.7 x ,variable*: 21.1 - 57.6 mm

Inner blister package, type 3.0:
. Type 3.0: 166.7 x 166.7 x ,,variable": 59.6 - 65.8 mm

Tolerance dimensions for all valuers: +/- 2.5%.

. The example of technical properties of blister package type 1.0 stated below, taking into account outer
dimensions:
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Seams strength: more Gonee 1,5 N/15 mm (more than 0, 07 kN/m)
Seams width: no less 6 mm

Sealed double packages are placed into individual cardboard box.
Cardboard box has 3 size types, depending on the prosthesis volume:

- box for prostheses in blister package type 1.0 has dimensions 238 mm x 234 mm x 93 mm, tolerance +
5 mm.

- box for prostheses in blister package type 2.0. has dimensions 201 mm x 198 mm x 77 mm, tolerance
+ 5 mm;

- box for prostheses in blister package type 3.0 has dimensions 201 mm x 197 mm x 90 mm, tolerance +
5 mm.

The company name “G&G Biotechnology Ltd.” is imprinted on the box. The carton is sealed with a
label, which is fixed head-on on the carton.
The carton is shrink wrapped in clear plastic foil.

Technical characteristics of the packaging materials
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Material _Indiecator Specification
Density 83,6-94,4 g/m*
Thickness 0,089-0,282 mm
Tyvek TPT-0282, type 10738 Tensile strength in axial direction >4 kN/m
Tensile strength in lateral direction >4,8 KN/m
Air permesbility 0,35—2.50 pm / Pas
Labeling
The general labeling of the product contains the following information:
- manufacturer’s logo;
- manufacturer’s name, address, telephone, fax, e-mail;
- name of the medical device;
- model designation;
- catalog number;
- batch code;

- serial number;

- "Use before” symbol;

- prohibition on reuse;

- *Caution” symbol!

- symbol "Sterilization with steam or dry heat";

- symbol for the upper storage temperature limit;

- volume of the product;

- weight of the product;

- bar code;

- instructions for storage in a horizontal position;

- note about the prohibition to return the product if the integrity of its packaging was damaged;
- symbol "Authorized Representative of the European Community”;

- schematic representation of the medical product and its overall dimensions;

nned labeling for the an F ti
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Mammary Implant
B-Lite

STTRIE 14

RTF J11647 OHS

SN 1234567890

VOL 8S ml

VOL 85 m

WT 63 gr

BLite B-Lite

REF 20637-085LW25 REF 20637-085LW25
SN 1234567890

VOL SSm | VOL 85 ml

WI  G3gr WT 63 ¢g?

Ih) G&G Biotechnology Ltd mi GStG Biotechnotogy Itd

Inforgg'bio.com

MedNet GmbH
Borkstrasse 10, 48153
Muenster, Germany
Tel: +49 251 322660
Fax: +49 251 3226622

info@gg*bio.com

fc MedNet GmbH
Borkstrasse 10, 48163
Muenster, Germany
Tel:+49 251 322660
Fax: +49 251 3226622

Symbols used in the labeling of this medical device.

Value

Symbol
Prohibition on reuse
LOT Batch code
R E F Catalogue number
SN Serial Number

Best before
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Symbol Value

A Cautiong

STERLE | | | Dry heat sterilization

35°C
1"c _,r Temperature range for storage

d Manufacturer
-

EC |REP | | Authorized representative to the European Community

Draft of labeling for consumer package for the Russian Federation

B-Lite mammary prosthesis (B-Lite mammary implant) sterile in different versions

Version: B-Lite mammary prosthesis with a smooth surface sterile, round shape, extrahigh profile
Model: see on the package

Shell material: silicone elastomer

Surface: smooth )
Filler: silicone gel with hollow borosilicate microspheres |
Volume: see on the package ‘
LOT number see on the package
STERILE (dry heat)

For single use

Expiry date: see on the pcakge -
Disposal: see Instructions for Use |
Storage conditions: at temperature from + 1 °C to 35 °C and relative humidity not exceeding 70%.
Manufacturer: G&G Biotechnology Ltd. Address: Ben Gurion str., 4, 3541415, Haifa, Israel
Manufacturing sites G&G Biotechnology Ltd. Address: Ben Gunon str., 4, 3541415, Haifa, Israel;
POLYTECH Health & Aesthetics GmbH. Address: D-64807, Althelmer Strasse, 32, Diecburg, Germany
Authorized representative on the territory of the Russian Federation: Beauty Matrix LLC, legal address:
RF, 119002, Moscow, Kaloshin pereulok, 4, building 1, 3" Floor, office 3-K3, tel. +7 (499) 918-77-70;
www.bmatrix.ru
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15. DISINFECTION AND STERILIZATION OF THE MEDICAL DEVICE
The device is supplied sterile, Sterilization method is a dry heating method Sterilization shall be made by
CMO in accordance with the CMO procedure approved to ensure SAL 10, CMO manufactures and
sterilizes commercially available breast prostheses (such as Meme).

tyges of sterilization cycles are used: "regular sterilization cycle" for ptostheses below the volume
750 cm® and “extra sterilization cycle” for prostheses above the volume 750 cm?, which last 36 hours and

72 hours, accordingly. Each cycle type is tested separately on an annual basis.

Each sterilization cycle is based on two parameters: determination of inactivation kinetics of the reference
infectious agent strain (especially heat-resistant bacteria) and precisely known contamination level of the
product being sterilized. Prior to the sterilization testing, test prostheses shall be loaded with sterilization

test strips filled with particularly heat-resistant bacteria and then placed inside the sterilizer. aad

The sterilization cycle involves three phases:

* Heating phase, during which the temperature reaches 121°C

» Holding phase at 121°C

* Cooling phase during which the temperature reduces to room temperature. ;

For the cycle of testing, the holding phase lasts half the time required for a normal sterilization cycle

(Table 1).
Table 1. Characteristics of the sterilization and validation cycle.
Prostheses up to 750 cm” 3
(standard) Prostheses over 750 cm” (extra)
Sterilization cycle 36 hours 72 hours
Validation cycle 18 hours 36 hours ‘
To ensure the possibility to use B-Lite prosthesis in the sterilized breast prostheses family for CMO ‘

sterilization, it was conducted an analysis to determine equivalence between the B-Lite prosthesis and the
key CMO product with respect to sterilization parameters. B-Lite breast prosthesis is produced in CMO's
clean premises and in accordance with CMO's standard production procedures and methods. The B-Lite
breast prosthesis shell is the same shell used for other CMO breast prostheses. Any filler for prosthesis,
which is silicone gel in both mammary prosthesis and CMO silicone-filled prostheses, has the same |
thermal conductivity, and dimensions of the B-Lite prosthesis are within the same range of CMOQ
prostheses. Consequently, the main difference is the borosilicate microspheres. To ensure B-Lite
prosthesis compliance with the CMO breast prostheses in terms of sterilization efficiency, two parameters
were examined: initial contamination level of non-sterile B-Lite breast prosthesis (bioload test) and
temperature profile inside the prosthesis during Sterilization Protocol. Based on the outcomes of these
testings (Summarized in the report: Sterilization Equivalence Report, DD-110), it was determined that the
standard sterilization procedures used by CMO for their family of sterile breast prostheses were also
suitable for the B-Lite prosthesis.
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In addition, to ensure bioburden introduced by the microspheres to be pre-treated below 1,000 CFU/unit,
the microsphere initial control shall include bioburden testing.

16. COMPATIBILITY. POSSIBILITY AND WAYS OF INTEGRATION WITH OTHER

MEDICAL DEVICES
B-Lite prostheses are checked for biocompatibility and comply with medical quality standards.

17,  PROCEDURE AND CONDITIONS FOR MEDICAL DEVICE DISPOSAL OR
DESTRUCTION

Any medical device should be disposed on the territory of the Russian Federation in accordance with
SanPin 2.1.3684-21 "Sanitary-epidemiological requirements to the handling of the territories of urban and
country places, to waterbodies, drinking water and water supply of the population, natural air, soils, living
room spaces, use of manufacturing, public places, organization and carrying out sanitary-antiepidemic
(preventive) activities” as class B waste.

18. SHELF LIFE OF THE MEDICAL DEVICE.

Shelf life is 5 years.

Shelflife

The shelf life of each sterilized B-Lite prosthesis packaged in the final package is 5 years, based on the
package sterility data and test resuits in the procedure for artificial shelf life acceleration. The shelf life is
indicated on the product package with a waming that sterility is maintained as long as the double pack is
intact and closed. S-year shelf life is also checked in real time.

19. SAFETY REQUIREMENTS AND PRECAUTIONS

» Pevice is intended for single use only.

= Avoid damage during surgery.

» Care should be taken to avoid excessive force and to minimize handling of prosthesis during surgical
insertion.

Carefully avoid any local finger pressure that can weaken or damage prosthesis shell. Maximize the
contact surface area for the fingers when in contact with prosthesis and be patient to avoid focal pressure.
Similar principles are applied when relocating prostheses in a pockez.

» Incision required to implant silicone-filled breast prostheses will be longer than incision made in breast
augmentation with a saline prosthesis. This longer incision will reduce the probability of the overstrain
on the prosthesis and surrounding tissues during insertion.

* Mammary prosthesis is highly cohesive. To accommodate this, as well as the style, size, and profile of
the prosthesis, an incision should be made of appropriate length. A review of the published literature
indicates that prostheses forcing through too small opening may result in localized weakening of the
breast prosthesis shell, potentially leading to shell damage and possible prosthesis rupture.

* Care should be taken when using surgical instruments in proximity with the breast prosthesis, including
scalpel, sutures, and dissection instrumentation. Silicone gel-filled breast prostheses are prone to
unintended instrument trauma during implantation or during explantation. Failure can result from damage
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" Siotodun®
by scalpels, suture needies, hypodermic needles, hemostats, retractors, needle holders and forceps and has
been observed in explanted prostheses shells using scanning electron microscopy.
*« Do not treat capsular contracture by closed capsulotomy or forceful external compression, which will
likely result in prosthesis damage, rupture, folds, and/or hematoma.
+ Use care in subsequent procedures such as open capsulotomy, breast pocket revision, hematoma/seroma
aspiration, and biopsy/lumpectomy to avoid damage to the prosthesis. Re-positioning of the prosthesis
during subsequent procedures should be carefully evaluated by the medical team and care taken to avoid
contamination of the prosthesis. Use of excessive force during any subsequent procedure can contribute to
the localized weakening of the breast prosthesis shell potentially leading to decreased device
performance.
» Do not contact the prosthesis with disposable, capacitor-type cautery devices.
» Do not alter the prostheses or attempt to repair or insert a damaged prosthesis.
* Do not immerse the prosthesis in Betadine solution. If Betadine is used in the pocket, make sure it is
thoroughly rinsed so there is no residual solution left in the pocket.
* Breast prostheses are for single use only. Do not reuse or sterilize previously implanted product.
» Do not place more than one prosthesis on the breast pocket.
* Do not use the periumbilical approach to place the prosthesis.
» Prostheses larger than 800 mL may be associated with an increased risk of complications and are
available only by referral

Precautions
Safety and efficiency of breast prostheses were not established in patients with the following specifics:

* Autoimmune diseases (e.g., lupus and scleroderma).

» Impaired immune system (e.g., currently taking immunosuppressive therapy).

* Pathological condition or medications that interfere with wound healing and blood clotting.

* Reduced blood supply to mammary gland tissues.

* Breast irradiation in the area of prosthesis.

* Clinical diagnosis of depression or other psychiatric disorders, including dysmorphophobia and eating
disorders. Please discuss any history of mental problems prior to surgery.

20. ENVIRONMENTAL REQUIREMENTS FOR MEDICAL DEVICE USE
This medical device has no negative impact on humans and the environment when used, transported and
stored.

2. WARRANTY OBLIGATIONS

The manufacturer's warranty covers B-Lite mammary prosthesis (B-Lite mammary implant) sterile in
different versions up to the shelf life expiration indicated on the package, provided that the package is
intact and conditions of transportation and storage are observed.

22. LIST OF STANDARDS USED BY THE MANUFACTURER

| Standards |

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




N

“
Bicried) \1‘\0\‘*\

Standards
1SO 10993-5
USP <87>
ISO 10993-11
ISO 10993-12
ISO 10993-10
ISO 10993-12
ISO 10993-10
ISO 10993-12
ISO 10993-3
1SO 10993-12
OECD 471
ISO 10993-3
ISO 10993-12
OECD 476
ISO 109934
ISO 10993-12
ASTM F 756-08
ISO 10993-6
ISO 10993-6

o

23. AUTORIZED REPRESENTATIVE OF THE MANUFACTURER ON THE TERRITORY
OF THE RUSSIAN FEDERATION

Beauty Matrix LLC, 119002, Moscow, Kaloshin pereulok, 4, building 1, 3 Floor, office 3-K3;

tel. +7 (499) 918-77-70; www. bmatrix.ru.

03/07/2023

G&G BIOTECHMOLOGY LID.
——— ‘5 No. £13823120

Prap

P
Dael Govreen-Segal
CEO
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/noonucs/
INeuyars: AP ABPUIJIb * HOTAPUYC

/noonuce/
MMeuats: APH ABPU3JIb * HOTAPHUYC

/noonuce/
ITeyats: APU ABPUDJIb * HOTAPUYC

3aperucTpupoBano s peectpe 3a Ne 61/ 2023

OBE E BEPHOCTH K

S, HUXKENOANMCABIUMICA HOTapHyc ApH ABpHInb, nuueHsus Ne 29937, Hactodmum
YAOCTOBEPAIO, MTO MHE NMPEIbABHIN:

OPHTHHAJ JOKYMEHTA, COCTABJNEHHEIN Ha aHTHNACKOM A3BIKE, KOTOPHIM 5 CBOGOAHO BIAAEIO.

IToarsepxaalo, CTaBA CBOKO MOAMKUCH M NeYaTh, YTO MPHIAraeMulit JOKYMEHT ¢ OTMETKOH A’
ABJIseTCS BEPHON KOMUel OpHIHHANa A0KYMEHTa, NpeICTARICHHOro MHe ceroana, 03.07.2023.

Horapuanpnas nownusa 267 HOBBIX H3paHALCKHX miekeneli (amoctunb ais Poccun — oauH
IK3IEMILIAD).

/nodnuce/

[Nomuce
MMeuars: APH ABPUDJIb * HOTAPHYC
Ortruck neuatn: APU ABPUDJIb * HOTAPHYC

OTTHCK NevyaTH Ha KpacHol Haxnelike: APH ABPUDJIb * HOTAPUYC
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Yerupe wramna: UWIAHUT DJIbBAXAPHU
04.07.2023
(1) XAHDA

AINIOCTUIb
(Iaarckas konsenuus ot 5 oxrabps 1961 r.)

1. FTOCYIAPCTBO H3IPANID
Hacroammit oprunansusiit AOKyMenT
2. NOANKCaH
ampoxaToM Apu Aepuans
3. AcHicTBYIOIUHMM B KaUE€CTBE HOTAPRYCa
4. CKpeIUleH Ne4aThio/ITaMNoM
BHIUICYKa3aHHOTO HOTapHycCa

YaocToBepeno

5. PervonanbHeIM CYAOM 110 TPYAOBBIM Bonpocam 1. Xatida
6. lara: 04.07.2023
7. OPBUBATEHEM JTHIOM, YNOTHOMOYEHHEIM MHHHCTPOM FOCTHLIHH
Ha OCHOBaHHMH 3aKoBa o HoTaphare 1976 roga
8. Cepuiinnit Ne 391304/]
9. IleyaT/IUTamn
[FepGopas neuarh: PernonampHulif CyA MO TPYAOBBIM BONpPOCaM
r. Xaltpa
10. Hoanwce /nodnuce/
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Kpyrnas nesats HOTAPHYC (A)
APHU ABPHUIJIb
NMOAINIUCAHO

HHCTPYKIMA 110 NPHMEHEHHIO

MEJUIIHHCKOI'O H3AEJIHUA
Pedaxuun 2

IIpoTe3 Mosiounoii xene3nl B-Lite (B-Lite mammary implant)
CTEPHJIbHBIH B BADHAHTAX HCNOJIHEHHS

2023
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1. HAMMEHOBAHHE MEJUIHHCKOI'O H3AEJIHSA
IpoTe3 MON0IHOI xenesbs B-Lite (B-Lite mammary implant) crepuabnstii B papaanTax
HCOTHEHHS

Tpotes monounoti xenesst B-Lite (B-Lite mammary implant) crepunsHesit 8 Bapuanrtax nCnonHeHHs
(nanee no TEKCTY AOMYCKAIOTCA CREAYIOUIHE COKPALLEHHS: NPOTE3 MOJIOYHOH XKENAC3hl, NPOTE3
MonouHoii xenesw B-Lite, B-Lite, npores B-Lite, MeAUUHMHCKOE H3AENHE, U3AENHE)

2. CBEJEHHS O TPOU3BOJHTEIE / PA3PABOTYMKE H MIPOH3BOACTBEHHOH
TVIOMAZAKE

Mpoussoautens / PaspaboTuuk MEANLIHHCKOTO H3ACNHA:

Haumenosanue: G&G Biotechnology Ltd. («Ixu&xu Buorexuonomxu Jita.»)

Anpec:3541415, Yn. Ben 'ypuon 4, Xaiida, Uspanns

E-mail: dael@gg-bio.com

Ten.: +972-54-7974141

dakc: +972-4-855-0929

Ipou3BOACTBEHHAA NIOIAAKA:

G&G Biotechnology Ltd. («xné& Mxu buorexHonomkn Jita.n)
Anpec:3541415, Ya. Ben 'ypuon 4, Xatida, Uspauns

E-mail: dael@gg-bio.com

Ten.: +972-54-797-4141

daxc: +972-4-855-0929

POLYTECH Health & Aesthetics GmbH (TIOJIMTEX Xanc aua Dereruke I'M6X)
Appec: D-64807, Yn. Anvxaiimep Wlrpacce, a. 32, HuGypr, l'epmanus

E-mail: info@polytechhealth.com

Ten.: +49 - (0)6071-98630

dakc: +49 -(0)6071-986330

3. HA3SHAMEHHE MEAMIIMHCKOI'O H3/IEJIHS H MPHHLIAN AEHCTBUS

IMpoTtez Monouno# xenesnt B-Lite (B-Lite mammary implant) cTepuabHEIi B BAPHAHTAX HCTIONTHEHHA
npeaHazHaded ANA NMPHMEHEHHA B 3CTETHUECKOH W PEKOHCTPYKTHBHOH XHPYPrH AN YCTAHOBKH NOA
MOMIOYHYIO JKENE3y WAHW [PYAHYI0 MbilMlly C UENBI0 H3MCHCHHM pasmepa M QopME  rpyan,
3HAOMPOTEINPOBAHHA MOMOUHBIX XKEJe3, PEKOHCTPYKLMH FPYAH C LENBIO 3aMEIMCHHS FPYAHON TKAHH.

Yenosns npumenennn: Higenue MOXeT NPHMEHATECA B NEHEOHBIX YYPEXKACHMAX B pamkax
XHPYPrHUeCKOTO BMELIATENLCTBA B YCJHOBUAX  ONEPAUMOHHOR TOABKO  MOAMOTOBACHHBIMH
NNACTHYECKHMH XUPYPraMu, HMCIOLIIMMHU ONIBIT Onepauuil Mo PEKOHCTPYKUHM U YBENHUEHHIO TPYAN.
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IMpores MonouHo#H xkene3n B-Lite (B-Lite mammary implant) crepunenuiit 8 BapuanTax HCHONHEHHA
(manee no Texcry - npotes B-Lite, B-Lite, npore3 monouuoil xene3n) npeaHasHadeH 1 yBETHYCHUA
o6hEMa rpyau (T.e. ANS 3aNONHCHNA TKAHCH rPyan) ¢ NOAAEPKAHHEM ECTECTBEHHONO BHEWHEro BHAA H
cTpykTypht, Takum o6pa3oM, MOXKHO CUHMTATL KINIOYEBLIMH TPH CBOHCTBA NPOTE3a MONOYHOH JKEAE3bi:
yHKUHA HANONMHUTENA TKaHeH, eCTeCTBeHHBIR BHEIWHHH BHA ¥ CTPYKTYpPa HA OWLYNb, & TAKKE NErkui
BEC B CPABHEHHH C MPOTE3OM MONIOMHOIR 3Kene3bl U3 CHIWKOHOBOTO refis Noxoxero o0xEmMa, KoTopblii He
COIEPXXHT MHKpochep.
CtpykTypa npore3a MONOYHOI xenesw pa3spaboraHa CneUManbHO NOJA 3TH TPH YEPTH, YNOMAHYTHC
Buiuie. [enepas cMmech coueraer B cefe MHKpocdepH U CHITHKOHOBBIA rejib (KOHUSHTPaUMA MOXET
OTAMYATLCA B 3aBHCHMOCTH OT MoZenu B-Lite), 4TO 3HAUHTENLHO YMEHBLIUAET BEC, COXPAHAA MPH 3TOM
o0beM M MeXaHHuYeCKHE CBOJCTBa NPOTe3a, BKIIOHAA E€CTECTBEHHOC OULYUICHHE HA OUlynb, TakHM
obpazom, npores MONOYHOW xenesm obecneunpaer TpeGyemmit o6neM, TakTufbHEIE H BHEIIHWE
csoifcTBa FPYAN, B TO XK€ BpeMa 3HAYUTENLHO obneryas sec.

B-Lite npeacraenser coGoif  oaHoKamepHsl npores MonouHo#d keneanl (Kpyraniii MM
aHaToMHueckuil). B MaTepuane HanoMHUTENS MO BCEMY MpPOTe3y MCMONb3yeTes TexHonorua B-Lite,
OCHOBAHHAA HAa CUNMKOHOBOM rejie, cojepxaiieM noabic COPOCHIHKATHBE MHKpocdephl, KOTOpHE
XHMHYECKH CBA3AHEI CHANKOHOBBIM NeIEBLIM HANONHHUTENEM H TO3TOMY Ha3bIBAIOTCA (MHKpocdepamu,
NOKPLITBIMA CHTUKOHOBbIM resieM», KOHUeHTpaUua MEKpochep B NpoTe3e ABASETCA OAHOPOAHON. JTOoT
poTe3 3HAUUTENLHO Nerye OOHKHOBEHHBIX MPOTE308 M3 CHAHKOHKOBOIO rena. Ofonouka 3axkpuipaercs
3anNaToM, H3rOTOBJICHHONH U3 TeX 3Xe CHIMKOHOBBIX 3NACTOMEPOB, YTO # 060/104Ka, H NPHKNEEHHRIX C
NOMOIUGI0 AAre3HOHHONO KOMIIOHEHTA, C HEOONbWWM CHIWKOHOBEIM KONIAYKOM HA BHyTpeHHe#
CTOpOHE 3aMAaThl, HCNONBL3YEMBIM /A 3aNOTHEHHA reNeM.

Crpykrypa npotesa uzoGpakeHa Ha Pucynkax |1 u 2. ®opma B-Lite onpenensercs TemMH xe
NapamMeTpaMy, YTO M CTAHIAPTHHIH NPOTE3 MONOMHOMR Kefe3bl ¢ CHAHKOHOBHIM HanonnuteneM (06beM,

OCHOBAHME, THN NPOPHUNA, NPOEKUHA U T, R.)

BrewHAR 08ON0uKE

lNenesuéd

—~ Ocxoaanne npoTesa
Puc. 1. Cxemamuyecxoe usobpaxcenue npomesa B-Lite
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Muxpoceparu
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Puc.2. Cxemamuuecxoe 06o3navenue Konyenmpayuu muxpocep e zene npomesa B-Lite

4. MOKA3AHHS H NTIPOTHBOIMOKA3ZAHHA K NIPHMEHEHHIO

Nokazauns

* TepBuynas PeKOHCTPYKUUA (ANA 3aMeHb! TKAHH MONOYHOH Xene3w, koTopas Gwna yaaneHa Ws-3a
paKa MW TPaBMbY, UK He Pa3BHBANACE AOMKHBIM O0Pa3OM H3-38 CEPHEHOH aHOMATHN IpY.IM)

* [ToBTOpHaA PEKOHCTPYKUHA (PEBH3MOHHAA ONEPALHA ANA HCNPABNCHUA WAX YNY4lWIeHUA pesynbTara
nepaoHaYaNbHOM Onepaluy No PEKOHCTPYKLHH MONOYHOM] XKene3nl)

* [lepeHuHas ayrmMeHTauus (A4 YBeAHYCHHA PA3MEPA rPYAH NO KOCMETHYECKHAM NOKA3aHHAM)

o [ToBTOpHas ayrMeHTalMs (peBH3HOHHAA ONepatus ANA HCNpABJIEHUA HAH YTyHUIEHHA pe3ynsTara
MepBOHAvANbHOH ONepausn No yBeaHHEHHIO MOMIOYHOM XKeNne3n)

IIpoTHBONOKA3AHNKS

’ Kaxapiit nauneHT 0643aH nNpoiiTy NpeABapHTENBHOES 0OCNEA0BAHHE COCTOANUA 3A0POBLA, BKNIOYAR BCE
MCCMENOBAHHA, KOTOPHIE NOCHHTAET HEOOXOAMMBLIMK JIeYalliHii Bpay, OTBETCTBEHHBIA, B KOHEMHOM
CYETE, 34 YUeT KaK YKa3aHHMX HHXe NOTeHUHANLHLIX NPOTHBONOKA3aHHWIA, TaK U TeX, KOTOPile CBA3AHLI
€ 3aNNaHHPOBAHHON MPOLEAYPOA AHECTEIHH:
* [TanueHTsl ¢ NIOGLIMI XPOHHUECKHMK HH(eXUHOHHLIMH 3a60N1eBaHUAMH B OCTpO#l opme;
* bepeMeHHBIE ¥ KOPMAIUHE XKESHIUHEE;
* 3aboneBaHus, yxXyaIWaiolWue CBEPTHIBAEMOCTD KPOBH HAH HMMYHHYIO CHCTEMY, HAH JE€KBPCTBEHHAA
Tepanua, BAMAIONIAs Ha 3TH (aKTOpbI;
* [Ipouecch, cnocoGHmEe B onpeAentHHON CTENEHH YXYAUWHTh 3aXKHB/CHHE paHbl, KAaK-TO Jiyuenoe
ofyueHHe KOXH, OCTPbIE HIIHM XPOHHYECKHE COCYANCTHIE HAapYILICHHR KPOBOCHAGKEHHA KOXKH;
» HepocraTrouHoe TKaHEBOE NMOKPLITHE B MpeAnonaraeMoli 061acTH WMMNAHTAUMK (HanpHUMep, nocie
NPEAUICCTBYIOMEr0 YMEHbWEHHA TPYAH), PaaHAaUMOHHOS MNOBPEXACHHE HJIH  CHHXXEHHAA
BACKYAAPH3aLIHA;
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» Hannune aGcneccoB, KHCT HAH onyxonedl B o6nacTH yCTAHOBKM NpOTE30B, paK U OTAANEHHE
MeTacTasel (MEPCHCTHPYIOIMIA ¥ MHTEPMHTTHPYIOIUWH PpaK MONOYHOH XKene3bl), CHCTEMHBIC
3a60NeBaHHA COCANHHTENbHOMN TKAHY;

« TTporHo3upyemas anneprua Han HEOOLYHLIA HMMYHHBIH OTBET HA NPOTE3sI;

* [Tocneoxorosnie py6usl B npeanonaraeMoi oGnacTi yCTaHOBKY NpoTe3a;

» HapywieHna npouecco 3aXXKHBNCHHA paH;

* CymecTsyiomue Tpasmel pEfep.

5. NMOBOYHBIE 3®PEKTHI

B03MOXHbBIE OCITIOXKHEHHA, CBA3AHHBIE € NMPOTE3aMH, MOTYT OhITh CBA3AHLI ¢ HHAHBHAYANLHBIM
aHAMHEIOM, NPUEMOM NIEKAPCTB, TEXHUKOIH ONepaliuK U NOcCoNepalnoHHEM yxoaoM. Nurpa- k
NOCNEONEPAUMOHHBIE PUCKH, CBA3AHHBIC C MPOTE3aMH, YKA3aHE! HHXE!

» Hekpo3s KoM, WenyuleHHe W SKCTPY3HH MOTYT BO3HHKaTh M3-32 UPE3IMEPHON0 HATAKEHHS KOXH,
nokphiBalowelt npoTe3 (HanpUMEp, YpPE3MEPHOro pasMepa MPOTe3d OTHOCHTENLHO KapMaHa,
OTBEACHHOTO NOR NPOTE3) UM H3-33 MPEPBAHHOH MIIH CHWKCHHON BaCKYAAPH3ALIMM KOXH (Hanpumep,
TPaBMHPOBAHHE KOXHOTO NOCKYTa BO BPEMA XHPYPruuecKoro BMELWATenLCTEa), Jicuenne creposaaMn
TAKKE MOXKET CMPOBOLMPORATL HeKpo3. KypHabiiuky ABASIOTCA NAUMEHTAMH BBICOKONO PHCKA, TaK Kak
kposoofpawieHne B OONaCTH KOXH, mokpuiBalolledl npores, moxer OniThb HapyuwieHo. Moxer
noTpefoBaTLCA NPOBEACHHKE MOBTOPHLIX ONEpauHii.

o T'eMaToMbl MOTYT OBITh BbI3BAHBI TPABMOH KPOBEHOCHBIX COCYAOB BO BpeMst onepaudu. bonsiune
NOCNCONEPaLHOHHBIE OTEKH WUAM NEMETOMbI MOTYT, €CIM MX HE JICHHTH, CMPOBOLUPOBATD IKCTPY3IHIO
MK CMmellleHue TNpoTe3oB. HepaccacwiBaiomuecs reMaToMbl MOryT NOTPeOOBaTh HEMEANECHHOTO
yaaneHus nporesa. [l'eMaToMbl cnieAyer neumTh HemeaneHHo. TuwarensHuif reMocras Bo Bpems
onepaLuy - Ny4was npoHNaKTHKa.

* M3-3a TPaBMUPOBAHMA WIH YPE3MEPHOH MORBHNKHOCTH NMOCHE ONEPAUHH CEPOMB MOTYT BLI3HBATH
oTekH u 60/ib. BO3MOXHBIE METOAN NIeUEHHA: HMMOOHAN3ALMA, KOMIIPECCHA, JIPEHAK MM yAaleHHe
npoTesa, ecnu HeobXoaAUMO.

* Ypeszmeproe HaGyxaune MoxkeT ObITSL BRIZBAHO CEPO3HOH KHAKOCTHIO.

» JlBoitHas Kancyna - 3TO peAKoe ABJICHHE, B OCHOBHOM CBA3AHHOE C TEKCTYPHPOBAHHBIMH NPOTE3aMH,
KOrAa Kancyna OTACNAETCA OT OKPYXAIOLHX TKaHel, pa3BMBalOTCA CEpOMa HIIK reMaToMa M NIpH HX
pesopbumn ofpasyerca Bropas Kancyna. IIpHyvHel, NpUBOAALIME K CO3ZaHHIO ABOAHON Xancyas, eme
obcyxaaoTca, Ho GONBIUIMHCTBO AOKA3ATENLCTE MOAACPKHBACT BHEIUHIOW MEXAHHUYECKYIO NPHUYHHY,
XOTA €CTh HEKOTOPHIE NPEANONOKEHHA OTHOCHTENLHO YHACTHA GUONAEHKH B 3TOM Npouecce.

» CMeweHne, aCUMMETPHA HAH NPOAOMKHTENbLHEIE 60AH MOrYT BO3HMKATH H3-33 HENpPaBsHWILHOrO
pa3Mepa MAH YCTAHOBKM NPOTE30B. Takue CHMNTOME! MOrYT OuTh CIPOBOLUPOBAHE MPOTE3aMH
Gonbwioro pasmepa, KancyAApHO#  KOHTPAakTYpoH, a TakKe pasApaKeHMEM H3-3a8 4pesMepHoH
MOGWIBHOCTH mipoTesa. Bons MOXeET BO3HUKHYTL B onepupyemoii  olnacru, a TaKke B FPYAHLIX H
nie4eBslx 06nacTax nocne onepauny Ha MOJIOYHO#H XKeneae.

» O6pasosanye cKNaA0K (B MEAHLMHCKOH JINTEPaType TaKXKe Ha3LIBAEMOE «BOJIHHCTOCTBY): OUIYTHMBIE
Kpas IH UCKRKEHHA NPOTE3a MOTYT GbITh BL3BAHBI HECOOTBETCTBHEM PA3MEpa NPOTE3a ¥ NONOCTH HIH
HEAOCTAaTOYHLIM TKAHEBLIM NOKPHITHEM.
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» HenpasunbHoe MOAOKEHHE NpPOTE3a ABNAETCS pEAKUM OCHOXKHERHeM, 0OwuHO Tpebylownm
XHPYPrHHECKOro BMELWATENbCTRA,
* UHdeKunn, CBA3AHHME C IPYAHBIMM NIpOTe3aMH OueHb penkd. MHdexuny ¢ neacHolt stnonorueit
NOCAE YCTAHOBJIEHHA NpoTe3a clelyeT NCYHTh HememneHHo. Hcnonw3osaHne aHTHOMOTHKOS HAM
ApCHAX MOryT ObiTh Heobxoanmbl. He Bce MHPEKUHH MOXHO NEYNTH NP HATWYHHA yCTAHOBNCHHOTO
npoTesa, No3ToMy MoXeT notrpefoBarbca yaanckue npore3a. Heobxoaumo B3aTh obpasel nocesa
P2HEBOr0 OTAENAEMOI0 Ha NpoBepKy. CHHAPOM «TOKCHHECKOro wioka» Gbun 3aperucTpHpoBaH B
OTACNbHBIX CYYanX B CBA3M C FPYAHLIMKM NPOTE3aMH,
o [NokpacHenue KOXKH, B NTHTEPaType, OMHCHIBAEMOE KaK «CLTLY, MOXKHO HAGMIOAATh ¢ KOHKPETHHMH
NOKA3aHUAMH C Pa3HMHOK 4acTOTOH BO3HMKHOBEHHA, B 3aBMCHMOCTH OT CTPYKTYPH MNOBEPXHOCTH
(npubnusurensno 1-5% ans nporesos ¢ nokpetieM MICROTHANE. 310 nokpacHeHHe KOX# He
cneayer nytate ¢ HHpexumedl, OHO OTNMHAETCA OT WHOEKUMM 3Y/IOM H OTCYTCTBHEM CHUMMTOMOB
cucTeMHON unbexuun. O6LMHO 3TO nMpoucXoauT uepes 7-10 aMeil nocne HMIUIAHTALMH H MOXET
anuTees o1 2 2o 3 veaens. Heobx0aUMOCTh NEHEHHA AOMKHA PACCMATPHUBATHCS XHPYPrOM.
» Kancynapuaa kouTpaktypa / ¢ubpo3s: obpazosanne $pubposHoii xancynn BOKpYr nporesa ABASETCA
HOpPManbHOM OTBeTHOM peakumell opranuimMa Ha npores. QopMa W MNOJMOXKEHHE NPOTE3a MOCYT
M3MEHHTBLCA M3-3a KANCYNAPHOH KouTpakTypel. Knunuuecku 3naunmas (111, IV crenenu no beiixepy)
KONMCYNAPHAA KOHTPAKTYpa MOXET NoBievb 3a coboli ocreTHueckue HapywieHus W Gonb. 3axpeiTas
KancyNOTOMHA He PEKOMEHAYETCA, TAK KaKk 3TO MOXeT NOBpeAHTh H3Aenne. B aurepatype
BGLICKA3LIBRETCA MPEANONIOKEHHE, HTO AyveBas Tepanud MOXET YBCAHHYUTH BEPOATHOCTH
BO3HHKHOBEHHS KancyNSpHOH KOHTPAKTYphi, HEKPO3a H 2KCTPY3HH MPOTE30B.
» [ToBBIIEHHAN WM CHHXKEHHAN MYECTBMTENBHOCTh IPYAH W/HIN COCKOB MOXET BOHHKATL BPEMEHHO
MIH NOCTOAHHO. MoryT GbiTh WIMEHEHMA B YYBCTBHTEALHOCTH NPH HANHYMW NPOTE30B, OCODEHHO
KOrJa Ouifl CACNAH NepH- MK TpaHCApeONAPHoIH pa3pes.
* Pa3puiB npore3a HIH NPOTEKAHHWE NPOTE3a ABIAIOTCH MNOKAIAHUAMH ANA yaaneHua nporesa. [locne
paspbiBa MpoTe3a C reneBbiM HAMONHHTENAEM KOHCHCTEHUMA CHAMKOHOBOIO reilf MNpeAcTBpallaeTr
MUTPALHIO ref B OKpyXalolllue TKaHH. OAHAKO 3TO HE FrapaHTHPYeT, YTO refib OCTAHETCA NOAHOCTHIO
uenocTHuM. TTpotes ¢ paspLiBoM caeAyeT 3aMEHNTD WAH YIANUTS.
* [IpOHUKHOBEHHE CHAHKOHA: MPOHUKHOBEHHE HH3IKOMORCKYNAPHHX CHUIHKOHOBMX MAace/l HE MOXET
6bITh MONHOCTBIO MCKMOHEeHO. OOBIMHO He3HaYHTENbHbIC KOJMYECTBA reAA OCTAlOTCA B Kancyne.
[panyneMsl HEU3BECTHONO reHe3a ABAAIOTCA NOKA3aHHEM JUIR GRONMCHI HANW YAANCHHA NpoTe3a,
* Puck paka: SMHAEMHONOrHYMECKHE HCCAEA0BAHHA KEHIUUH C NPOTEIaMy NOKA3LIBAIOT, YTO PHCK paxa
MOJIOYHOH XKENe3sl 1A HHX HE BhILLIE, Y4€M B KOHTPOABHEIX MPyNNax.
* Puck AccouMHPOBaHHON C rpyAHBIMH npotesamu AHannacruuecxoll Kpynnoknerounoif Jinmpomn:
Bcemupnas opranusauua 3apasooxpanenus (BO3) npusHana accouMHpoBaHHyld ¢ TIpYAHBIMH
NpOTE3aMH AHAMIACTHHMECKYIO KPYMHOKAeTO4HYlo aumdoMmy Kax peakyto T-kaetounyio nnmdomy,
KOTOpas MOXET pa3BHTBCA TOCAE NPOTE3HPOBAHUN MONOMHBIX XKene3. YINpapieHHE MO KOHTPOJIO
Ka4yecTBa NMILEBHIX NPOAYKTOB M nekapceTeeHHuIX cpeacTs CLUA (FDA) cornamaerca ¢ o6o3ravenuem
BO3 4 npuxoaHT K BHIBOLY, HTO, XOTS TOYHOE YMCIO CNYYACB OCTAETCA TPYAHLIM AAA ONpeAeNieHu,
710 oveHb peakoe 3abonesanue. [To cocroanuio Ha mait 2017 rona FDA  moarorosuno HanGonee
NONHLIE JaHHbE, a8 ACTIONHMTEIBHBIC AreHTCTBA Takke CooOWANM CBOM AaHHbie. JlnAa nonyueHHs
AOMIONHUTENBHOR uHGOpMauunW oOpaTHTECh B MECTHLIH OpraH 3[paBOOXpaHEHHA H TNIOCETHTE
cneaywiume caltel (MHpopMaura Ha caliTax MOKET HIMEHATLCA C TCUEHHEM BPEMEHH):
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https://www.fda.gov/medicaldevices/productsandmedicalprocedures/implantsandpros
thetics/breastimplants/ucm239995.htm (YKI1J1)

https://www.tga.gov.au/alert/breast-implants (Asctpanuitckoe YKILT)
- O6parnTe BHuManne, uto FDA He pexomenayer NpoPHNAKTHHECKOE YAANCHHE TPYAHBIX NIPOTE30B Y
nanueHToB Ge3 CUMNTOMOB MAM ApYrHX HapyiieHunil. TeM We menee, BH AO/DKHBI pPacCMOTpPETH
BepoATHOCTs Accounupopanioff ¢ rpyassiMu nporesamn AKKJI, xorza y Bac ecTe NnauweHT ¢
nepunpoTesHoil nepcucTupyomeil cepomoit ¢ nosanum HauanoM, EcaK y Bac ecTh MauMeHT ¢
MOKO3pEHHEM Ha AccOoUMHpoBaHHYIO ¢ rpyassMu nporesamu AKKJL, nanpasuTe naumerTa K
COOTBETCTBYIOUIEMY CITCLHANHCTY ANA oueHKH. [TpH TeCTHpOBaHUK HA ACCOLIMHPOBARHYIO € rPYAHBIMH
nporezaMH AKKJlT coBepHTe cBexylo Cepo3HYIO XKHAKOCTh B PENPE3CHTATHBHYIO YACTH KAliCynsl H
OTNPaBETe Ha MATONOTHYECKHE HCCNCAOBAHHS, YTOOL HCKMIOUHTH ACCOLIMHPOBEHHYK ¢ IPYAHBIMH
npotezamu AKKJI . JlnarHoctiyeckas OLEHKA JOMKHA BKIIOHATh LUATONOTHUYECKYIO OLGHKY Cepo3HOH
KHAKOCTH ¢ OKpaliCHHbIMH MaskaMH Paiita-I'mM3bl H MMMYHOTMCTOXHMHMYECKOE HCCNCAOBAHUE
KneTouHsx 610KOB Ha Mapkephl xnacrepa Audpepenunposkn (CD) u xunasw axHannacrudeckon
nuMpombl (ALK).
- CooBwumte 0G0 Becex noaTeepxaeHHbX cnydasx AKKI y xenutiH ¢ rpyAHbIMH NPOTE3aMH B MECTHElE
OpraHbl 3APaBOOXPAHCHHA.
e AyTOoMMMYHHble 3aGoneBaHHA M 3a0ONEBAHUA COCAMHHTENLHOR TKaHW O0CYXKNAIOTCA B CBAH C
NPOTE3NPOBAHHEM MOMNOYHBLIX Xene3, TeM He MeHee, HET HHKAKHX [AOKa3aTensCTB MPHYHHHO-
CNEACTBEHHOM HHUKAECHTHOCTH
» Bosmoxna JolpokavecTBeHHas KanbuMukaums Bokpyr nportesa. Moxer norpeGoBaTsca
ROMONHATENLHAS ONEPaLUA NO YAANCHHIO M UCCIEAOBAHKIO KanbUMpHKaLMK.
e Onepauus Ha rpyan MOXeT NOBIHATL H8 CNOCOOGHOCTL K KOPMJCHHWIO IPYZALIO, HE3aBUCHMO OT
HaNUYUA rPYAHBIX npoTe3oB. Coollanoch O HApYICHHAX B COCOOHOCTH K rPyAHOMY BCKAPMITHBAHHIO
nocAe onepalMM Ha TpyaM, BKIIOYaR peRyKunio W YyBenWdeHne rpyad. [lepnapeonsphbiii
XHPYPrHUYECKHii AocTYn MoXeT eule Gonblle yBeNHYMTH BEPOATHOCTH 3ATPYAHEHHH NPH KOPMICHWH
rpyasto. UndpamamMmapHsiil paspes CBA3aH ¢ MEHbUWEH CNOXKHOCTHIO MPYAHONO BCKAPMAHBAHHA, YeM
NpH MepuapeonsipHOM paspese.
* TMoametmeunas nuManeHonatns - Heodxoaum andepeHuMaATbHBIN AKarHo3, YTOOH HCKMIOUUTL
peaKkTHBHOE BOCMajicHHe, WH(PEKUMH, pa3pbiB NPOTE3a, MPOTCKAHHE IENA UKW 3/10KAYECTBEHHOE
HOBOOOpaszoBaHKE.
e Her HHKaKMX AOKA3ATENBCTE TONO, YTO TPYAHBIE NPOTE3hL MOTYT MPUHOCHTD BPE 3A0POBLIC RETCH.
e CkpuHUHrOBas AuarnocTHka: CHAMKOHOBBIC NPOTE3R MOTYT MEIUaTh METOAAM CKPHHHHra H
OKa3LIBATH MCKAXAIOIEE BAHAHME Ha pesynstatel, [loaroMy Heobxogumo, 4TOOE MAaLHEHTH)
HHQOPMHPOBANIH MEAMUMHCKHI NepcoHan O HanHdMH npote3os. Jlna  yAoeaeTBOPHTENbHOH
mammorpaguu cnefyer HCNoAb30BaTh GONbIUWHCTBO COBPEMEHHBIX PAAUONOrHUCCKUX METONOB H
ofopynosanne AN BH3YANH3aUWH NPOTE3UPOBAHHLIX MOMOUHBIX Xenes. IlauMeHTH AOMKHB OuiTh
MPOMHCTPYKTHPOBAHB CAMH W ROJKHB NPOMHBOPMUPOBATH CBOCIO PEHTIEHOOra O HANKYKK, THNE U
pacnonokeHnd HX mnpotesoB. OOGWIKE AONONHHTENLHBIE METOAB! BHIYATH3AUMH  BKIOYAIOT
ynbTpazsykosoe wiH MPT uccaegosaune. MPT uccheposalie MOXHO TMPOBOAHTL MPH HAIKHYUHK
ycraHosneHHuX npote3oB B-Lite, Yrobm  cocrasuTh KOHTPOJbHLIA NaaH Ana nocaexyiolek
perynapuoit mamMorpaduu y MaUHEHTOB ¢ ayrMEHTAUHEH MOXXHO NMPOBECTH NPEAOREPAUHOHHYIO U
NOCTONEPALIHOHHY 10 MaMMoTpaduio.
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* Heobwsacuuman 60b A0NXKHAE OBITE HEMEATEHHO UCCNEAOBaHA.
+ MoXeT BOSHHKHYTh HEYAOBNETBOPEHHOCTb KOCMETHYECKHMH pPE3YILTaTaMi, KoTopaa oOnuio
CBA3aHA C XUPYPrUYecKHMH MeroaamH. TmaresbHoe XHPYPrHUecKOe€ NNaHHPOBAHWE SBJIAETCA
06A3aHHOCTHIO XHPYPI'a, HO OHO HE BCETa MOXKET NPEeAAOTBPATHTH TaKWE COOBITHA.

6. HHOOPMALIASA O MOTEHIMAJIBHBIX ITOJB30OBATEJIAX
MeaHLHHCKOE H3ACIHE MOXKET HCMOAL3ORATECA MEAHUMHCKHM NEPCOHANOM, HMEIOLWHM

COOTBETCTBYIOULYIO KBANHPHKAUMIO.

7. YCJIOBHA SKCNJAYATAIINH, XPAHEHHA H TPAHCIIOPTHPOBKH
YeaoBus 3KCNAYATAUKN

Temnepartypa ot +32 °C ao +42 °C.

OTHocHTenbHas enaxHocTs 100%.

Ycnosna xpanenns
Temneparypa: MeAHUMHCKOE H3ACAHE ROMKHO XPAHHTHCA B CYXOM NOMEILCHHH NPH TeMNepaType oT

+1 °C o +35 °C ¥ OTHOCHTENLHONW BIAXHOCTH He Bbie 70 Y.

He noaseprats ynakoBKy BO3ZACHCTBHIO NAPA WM rasa.
INpoTe3bl A0MKHB XPAHHTLCA B FOPH3ONTAILHOM NONIOXKEHHH.

YcnroBus TPAHCNIOPTHPOBKA
Temneparypa: ot -40 °C go +50°C.

Hsnenne Z0NKHO 6bITh YCTOHRYHBO K MEXAHUYECKHM BO3ZCHCTBHAM NPH TPAHCIIOPTHPOBKE:
- suOpaLHOHHLIM HArpy3kaMm B ananasore 10-55 I'u w amnanryae nepemuienns 0,15 mm;
- YASPONPOUHOCTBIO TIPH TMKOBOM YCKOPeHKH yckopennu 100 m/c? (10g) ¢ anurensHocTsio 16 Mc

8. KJACCHO®HKAIINA MEJHIIHHCKOI'O H3EJINA

Knace noreHuyansHoro pucka NpUMEHEHHA MEAMLMHCKONO H3ACIHA B 2b
coorBercTBMi ¢ EBponeiickoli Jinpextnioii 2003/12/EC
Knacc uzaenus no MEAHUHHCKUM HEINEKTPHYECKHM O0TX04aM B COOTBETCTBHH C Knace B
CaulluH 2.1.3684-21

9. OCHOBHbBIE TEXHUYECKHE XAPAKTEPHCTHKH MEAHIIHHCKOT'O H3JEJIHSA
3aeck H aanee JONYCTHMaA MOTPEWHOCTh XaPAKTEPHCTHK H3AENHA COCTABAACT 5%, ecin He yxasaHa
MHAs BenMuuHa. B ITOM pasfene moA CROBaMHM «OKONO» H «NpUGAW3MTENHHO» MOAPA3YMEBACTCA

AONYCTHMan NOrpellHOCTD.

Hapyxuag nopepXHOCTb YKH:
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- MUKpOTeXCTYpHpoBannas POLYtxt

- MUKpoTeKkcTypHpoBanHas MESMO
- MukpononuypetaHosas {MI1Y) nosepxHocTs, nokpuitad neHoit MICROTHANE

®opma npotresa:
Kpyrian

AHATOMHYCCKAR
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MpoTe3bl Kpyrnoi opmMbl C KPYr/ibiM OCHOBaHMEM

MPO®PUIb

Tuvn
Bbicokuii OKCTpaBbICOKUI

MpoTe3bl aHATOMUYECKOI (HOPMbI C KPYT/IbIM OCHOBaHWEM

MPO®NIb

Tun

OCHOBaHUSA CpefHwii Bbicokuii OKCTpPaBbICOKMIA

MpoTe3bl aHATOMUYECKOI (HOPMbl C KOPOTKUM OCHOBaHUEM

NPO®NJ1b

Tvin b ——————— -

ocHOBaHUS  CpeaHwii Bbicokuii SKCTpaBbICOKMI

KomnnekTamusa

1. MpoTe3 MO/IOYHOM Xene3bl B-Lite ¢ rnagkoin NOBepXHOCTbIO CTEPUNbHBIN, KPYT/10iM (OpMbl,
cpefHero npoguis

(ApTukyn: obbem, M X macca, r)

-10625-065LW25: 65 x48;

-10625-080LW25 : 80 x 59;

-10625-095LW25:95 x 70;

10

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



5 4
"()ao‘ “‘ﬂh

—10625-110LW25:
—-10625-130LW25:
—10625-150L W25 :
-10625-175LW25 ;
-10625-200LW25 ;
-10625-215LW25:
-10625-230LW25:
-10625-245LW25:
-10625-260LW25 :
-10625-275LW25 ;
-10625-290LW25 :
-10625-305LW2S:
-10625-325LW25 ;
~-10625-345LW25:
~10625-365LW2S:
~10625-385LW25:
—10625-405LW25 :
—10625-450LW25 :
-10625-495LW25 :
-10625-545LW25 ;
-10625-600LW2S :
- B COCTaBe:

110 x 81;
130 x 96;
150 x 111;
175 x 129;
200 x 148;
215 x 159;
230 x 170;
245 x 181;
260 x192;
275 x203,5;
290 x 215;
305 x 226;
325 x241;
345 x 255.5;
365 x270;
385 x 285;
405 x 300;
450 x 333;
495 x 367;
545 x 404;
600 x 445.

- NPOTE3 OAHOTO apTHKYNa B ABOHOH GancTepHoll ynakoske- | 1T.;

- HHCTPYKUMA N0 NpUMEHeHuto — | UIT.;

- HACHTH(HKALHOHHAN KapTa NauxenTa (Nacnopr npotesa)- | wr,;

- 3THKETKA-NAMATKA N3 BKACHKH B HCTOpHIO GOne3HH nauHenTa — 8 wr.;

2. Ilpores monounoi xene3nt B-Lite ¢ rasako#i nosepxHocTLI0 cTEpRALALIH, KpYraoit dopMul,
BhicoKoOro Npodnas
(Aptuxyn: oOneM, MT X Macea, I)

- 10626-080LW25:
—-10626-100LW25:
-10626-115LW25:
~10626-140LW25:
—10626-165LW25:
-10626-190LW25:
~-10626-215LW25:
-10626-235LW25:
~10626-250LW25:
-10626-270LW25:
-10626-285LW25:
—-10626-300LW25:
-10626-325LW25:
-10626-345L.W25:

80 x 59,
100 x 74;
115 x 85;
140 x 103;
165 x 122;
190 x 140;
215 x 159;
235 x 174;
250 x 185;
270 x 200;
285 x 211,
300 x222;
325 x241;
345 x 255.5;
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- 10626-365LW25:
-10626-385LW25:
-10626-410LW25:
-10626-435LW25:
-10626-460LW25:
-10626-485LW25:
~10626-510LW25:
-10626-565LW25:
-10626-625LW25:
-10626-690LW25:
-10626-760LW25:

= BcCoOCTaee;

365 x 270;
385 x 285
410 x 304;

435 x 322,5;

460 x 341;

485 x 359,5;

S10 x 378;
565 x 419,
625 x 463;
690 x 512;
760 x 563.

- NPOTE3 OJHOMO apPTHKYNA B ABOHHON GnncTepHo#H ynakoske- 1 wT.;

- HHCTPYKLHA MO NPUMEHEHHIO — 1 WiT.;

~ HACHTHHKAUMOHHASA KapTa NalHenTa (nacnopT nporesa)- | wr.;

- ITHKETKA-NAMATKA ANA BKAelkn B HCTOpHIO GoNe3HH nauHexTa — 8 wt.;

3 Ipores monounodi xenesst B-Lite ¢ raaaxoii mosepxuocTnio cTepnibHbil, kpyriaok gopmu,
IKCTPABLICOKOTO NPOGHIR
(ApTHKYA: 0OBeM, MA X macca, T)

-10627-095LW25:
-10627-115L.W25:
—-10627-140LW25:
-10627-165LW25:
—-10627-195LW25:
~10627-225LW25:
-10627-260LW25:
-10627-280LW25:;
~10627-300LW25:
-10627-320LW25:
—10627-345LW25:
-10627-365L.W235:
-10627-390LW25:
~10627-415LW25:
- 10627-440LW25:
-10627-465LW25:
-10627-495LW25:
-10627-525LW25:
~10627-555LW25:
-10627-585LW25:
-10627-615LW25:
~10627-685LW25:
-10627-755LW25:

95 x 70;
115 x 85;
140 x 103;
165 x 122;
195 x 144,
225 x 166;
260 x 192;
280 x 207;
300 x222;
320 x237;
345 x 256;
365 x 270,
390 x 288;
415 x 307;
440 x 326,

465 x 344,5;

495 x 367;
525 x 389,
555 x 411,

585 x433,5,;

615 x 456;
685 x 508;
755 x 560;
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-10627-835LW25: 835 x 619,
~10627-920LW25: 920 x 682.
- BcOCTaBe:
- IPOTE3 OZIHOrO APTHKYNA B ABoltHON GaKcTepHolt ynakoske- 1 wit.;
- HHCTPYKLIHA NO IPHMEHEHHIO — | 1T}
- ¥AeHTHGHKALMOHHAA KapTa NauHenTa (NacnopT nporesa)- 1 wr.;
- STHKETKA-TIAMATKA ANsA BNk B RCTOPHIO GONe3HA NaunweHTa — 8 wr.;

4. TpoTes monovnol sxene3nt B-Lite ¢ mukporexcTypuposaunoit nosepxaocthio MESMO
cTepuabLHMi, Kpyriaol fopmbl, cpeasero npodpuas
(ApTtHkyn: o0bem, MmN X Macca, T)
-~ 15625-065L.W25: 65 x 48;
- 15625-080LW25: 80 x 59;
~15625-095LW25: 95 x 70;
- 15625-110LW25: 110 x 81;
—15625-130LW25: 130 x 96,
- 15625-150LW25: 150 x 111,
-~ 15625-175LW25: 175 x 129;
- 15625-200LW25: 200 x 148;
—15625-215LW25: 215 x 159;
—15625-230LW25: 230 x 170;
- 15625-2451.W25: 245 x 181;
—15625-260LW25: 260 x 192;
- 15625-275LW25: 275 x 203,5;
- 15625-290LW25: 290 x 215;
—15625-305LW25: 305 x 226;
—15625-325LW25: 325 x 241;
- 15625-345LW25: 345 x 255.5;
- 15625-365LW25: 365 x 270;
- 15625-385LW25: 385 x 285;
- 15625-405LW25: 405 x 300;
—15625-450LW25: 450 x 333,
- 15625-495LW25: 495 x 367,
—15625-545LW25: 545 x 404,
- 15625-600LW25: 600 x 445.
- BCOCTaBRe:
- NpOTe3 ONHOrO apTHKY A B ABOHHON BancrepHol ynakoske- | wT.;
- RHCTPYXLKS 110 MPUMEHEeRHIo — | wit.;
- HACHTHOHKAHOHHAA KapTa nauuenTa (nacropT npotesa)- | wir.;
- 3THKETKA-NAMATKA JUIN BKNEHAKH B HCTOPHIO OonesHu naunenTa — B wiT.;

8. Ipores moaounoit xeaesm B-Lite ¢ MuxpoTexcrypuposanioll nosepxuoctbio MESMO
crepranabiif, kKpyrao# Gopmel, Bricokoro npodpuas
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(Apmxyn. oﬁ'beu, MJI X Macca, )
-15626-080L.W25: 80 x 59;
-15626-100L.LW2S; 100 x 74;
~15626-115LW25: 115 x 85;
~15626-140LW25: 140 x 103;
-15626-165LW25: 165 x 122;
-15626-190LW25: 190 x 140;
~15626-215LW25: 215 x 159;
-15626-235LW25: 235 x 174;
~15626-250LW25: 250 x 185;
-15626-270LW25: 270 x 200,
~15626-285LW25: 285 x211;
—-15626-300LW25: 300 x 222,
—15626-325LW25: 325 x 241,
—15626-345LW25: 345 x 255,5;
—15626-365LW25: 365 x 270;
—-15626-385LW25: 385 x 285;
—15626-410LW25: 410 x 304,
—15626-435LW25: 435 x 322,5;
—-15626-460LW25: 460 x 341,
—15626-485LW25: 485 x 359,5;
-15626-510LW25: 510 x 378;
—15626-565LW25: 565 x 419;
-15626-625LW25: 625 x 463;
—15626-690LW25: 690 x 512;
—15626-760LW25: 760 x 563.
- BCOCTaBe:

- NPOTE3 OAHOrO apTHKYNA B ABOHHON GancTepHO# ynakoske- | wr.;

- HHCTPYKUHA IO npUMeHenuo — 1 wt.;

- HAeHTU(PHKAUHOHHAA KapTa NanHeHTa (Nacnopr nporesa)- 1 wr.;

- ITHKETKA-NAMATKA A1 BKNeHKH B HcTopHio GonesHu naunenta — 8 wr.;

6. Tpores monounoli xkene3ns B-Lite ¢ MukpoTexcTypuposanuoii nosepxuoctiic MESMO
cTeprALHBIL, XpYTAoH $opMal, IKCTPABLICOKOro MPOPHAR
(Apmukysn: o6veM, MIT X Macca, r)

-15627-095LW25: 95 x 70;

-15627-115LW25: 115 x 85;

~15627-140LW25: 140 x 103;

-15627-165LW25: 165 x 122;

~15627-195LW25: 195 x 144,

—15627-225LW25: 225 x 166;

-15627-260LW25: 260 x 192;

—15627-280LW25: 280 x 207,

-15627-300LW25: 300 x 222;
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(.

- 15627-320LW25: 320 x 237,

—15627-345LW25: 345 x 256,

-15627-365LW25: 365 x 270,

-15627-390LW25: 390 x 288;

-15627-415LW25: 415 x 307,

-15627-440LW25: 440 x 326;

—15627-465LW25: 465 x 344,5,

-15627-495LW25: 495 x 367,

-15627-525LW25: 525 x 389,

-15627-555LW25: 555 x411;

-15627-585LW25: 585 x 433,5;

-15627-615LW25: 615 x 456;

-15627-685LW25: 685 x 508,

—15627-755LW25: 755 x 560;

—15627-835LW25: 835 x 619;

-15627-920LW25: 920 x 682.

—  BCOCTase:

- IPOTES OAHOIO apTHKyNa B ABoHHON 6nucTepioil ynakoeke- | wr.;
- HHCTPYKLHSA NO TIPHMEHEHHIO — | WT.;
- HACHTHOHKALWOHHANA KapTa nauyenTa (nacnoprt nporela)- | wr.;
- ITHKETKA-NIAMATKA 1A BKAHKH B HCTOPHIO GoNesHH nauneHTa — 8 wiT.;

7. Ipores moaounoli skenessl B-Lite ¢ MakpoTexcTypnposautoli nosepxnoctsio MESMO
CTepHABLILIL, AHATOMHYECKOH GOPMBL, C KPYTAbIM OCHOBAKHEM, CpeaHero npoguas

(ApTukyn: obbem, MA X Macca, I)
- 15635-060L.W25: 60 x 44;
-15635-070LW25: 70 x 52;
~15635-085LW25: 85 x 63;
-15635-100LW25: 100 x 74,
-15635-§15LW25: 115 x 85,
-15635-135LW25: 135 x 100,
—15635-155LW25: 155 x 115;
~15635-175LW25: 175 x 129;
-15635-190LW25: 190 x 141;
~15635-200LW25: 200 x 148;
—15635-215LW25: 215 x 159;
-15635-230LW25: 230 x 171;
-15635-240LW25: 240 x 178,
-15635-255LW25: 255 x 189;
-15635-270LW25: 270 x 201;
-15635-290LW25: 290 x 215;
-15635-305LW25: 305 x 226;
- 15635-320LW25: 320 x 237,
-15635-340LW25: 340 x 251;
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-15635-355LW25: 355 x 262,

-15635-375SLW25: 375 x 277,

—~15635-395LW25: 395 x 292;

—15635-435LW25: 435 x 322;

-15635-480LW25: 480 x 356,

-15635-525LW25: 525 x 389.

- B COCTaBe:

- IPOTe3 OAHOIO APTHKYNA B ABOHHON Gancrephoil ynakoske- 1 wr.;
- HHCTPYKLA NO NpUMEHeRHIo — | wT.;
- uaeHTHOHKALHMOHHAA KapTa NauyeHTa (macnopt nporesa)- | wt.;
- 3THKETKa-NAMATKA AN BKAeliKH B HCTOPHIO Gone3HM nauHenTa — 8 wir.;

8. [TpoTes moaounoli senesnl B-Lite ¢ MukpoTexerypHpoBannoil nosepxsocTsio MESMO
CTepRABLHBIIN, aHATOMHYEeCKOH GOPMBI, ¢ KPYIIILIM OCHOBRHHEM, BLICOKOr0 NPOgHIS
(Apuxyn: oGveM, MJI X Macca, I)
-15636-070LW25: 70 x S2;
-15636-085L.W25: 85 x 63;
-15636-105L.W25: 105 x 77;
-15636-120LW25: 120 x 89;
—15636-145LW25: 145 x 107,
-15636-165LW2S: 165 x 122;
~15636-190LW25: 190 x 141;
-15636-205LW25: 205 x 152;
-15636-220LW25: 220 x 163;
-15636-235LW25: 235 x 174,
—15636-250LW25: 250 x 186;
-15636-270LW25: 270 x 200;
-15636-285LW25: 285 x 211;
~15636-300LW25: 300 x 222;
-15636-320LW25: 320 x 237;
-15636-340LW25: 340 x 252;
-15636-360LW25: 360 x 267,
-15636-380LW25: 380 x 281;
- 15636-405LW25: 405 x 301;
-15636-425LW25: 425 x 315;
~15636-450LW25: 450 x 335;
-15636-500LW25: 500 x 370;
-15636-550LW25: 550 x 408;
-15636-610LW25: 610 x 453;
-15636-670LW25: 670 x 498.
-= B COCTasc:
- MPOTE3 OAHOTO APTHKYA B ABOHHON Gnuctepsoil ynakoske- | wr.;
- HHCTPYKUMA IO NPUMEHEHUIO — | mT.;
- BACHTHUKALIHOHHAA KapTa NauKenTa (nacnopr nporesa)- | miT.;
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- STHKETKa-NaMATKa ANA BKNelkH B HCTOPHIO Gonesnun naupenTa — 8 wr,;

9. lpoTes monowunol xenesm B-Lite ¢ MuxpoTexcTypuposanuoii nosepxnoctsio MESMO
CTEpPHABLHbI#H, ANATOMHYECKOH $OPMBI, ¢ KPYTrILIM OCHOBAHHEM, FIKCTPABLICOKOrO ipoduas

(Apmkyn: 06beM, MIT X Macca, F)

—~15637-085LW25: 85 x 63;

—15637-100LW25: 100 x 74;

~15637-120LW25: 120 x 89;

~15637-145LW25: 145 x 106;

-15637-170LW25: 170 x 125,

-15637-200LW25: 200 x 147;

~15637-230LW25: 230 x 170;

-15637-245LW25: 245 x 181;

-15637-265LW25: 265 x 196

-15637-285LW25: 285 x 211;

~15637-300LW25: 300 x 222;

-15637-320LW25: 320 x 237,

-15637-345LW25: 345 x 256;

- 15637-365LW25: 365 x 270;

-15637-385LW25: 385 x 285;

-15637-410LW25: 410 x 304,

-15637-435LW25: 435 x 322,

—15637-460LW25: 460 x 341;

—~15637-485LW25: 485 x 359;

-15637-515LW25: 515 x 381;

-15637-545LW25: 545 x 404;

-15637-605LW25: 605 x 448;

-15637-665LW25: 665 x 493;

-15637-735LW25: 735 x 545;

-15637-810LW25: 810 x 602.

— B COCTasE:

- NpoTe3 OAHOIO apTHKyNa B ABOHHOMK GnucTepHoii ynakoske- | wiT.;
- HHCTPYKWUHA 1O NPUMEHEHHIO — | WT.;
- UAeHTHOUKALHOHHAA KapTa nauKenTa (nacnopt npore3a)- 1 wir.;
- ITHKETKA-NaMATKa AnA BKAHKH B McTOpHIO GonesHyu naunenta — § wir.;

10. Ipores monounoii menesn B-Lite ¢ Muxporexerypuposannol nosepxnocroio MESMO
CTepUNLHLIH, AHATOMHBYECKOH POPMLL, C KOPOTKHM OCHOBAHHEM, CPEAHEro NPoPHIS
(ApTHKyn: ob6beMm, Mit X Macca, I)

- 15645-055LW25: 55 x 40,4,

-15645-060LW25: 60 x 44;

—-15645-070LW25: 70 x 52;

-15645-085LW25: 85 x 63;
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—-15645-095LW25: 95 x70,3;

-15645-115LW25: 115 x 85;

—15645-130LW25: 130 x 96,3;

—15645-150LW25: 150 x 111,3;

—-15645-170LW25: 170 x 125,3;

—15645-190LW25: 190 x 141;

~15645-215LW25: 215 x 159,

~15645-2401L.W25: 240 x 178

—-15645-255LW25: 255 x 189;

-15645-270LW25: 270 x 201;

—~15645-285LW25: 285 x 211,3;

- 15645-300LW25: 300 x 222,3,

~15645-315LW25: 315 x 233,3;

—-15645-330LW25: 330 x 243,6;

—15645-350LW25: 350 x 258,3;

—-15645-365LW25: 365 x 269,6;

-15645-385LW25: 385x 284.4;

-15645-405LW25: 405 x 299,4;

—15645-445LW25: 445 x 3294,

—~15645-490LW25: 490 x 363,4.

— B coCTase:

- npoTes OAHOro apTHKYNa B ABoiHOH GnncTepHoil ynakoske- | wT.}
« HHCTPYKUHA NO NpUMeseHnio — | wr.;
- HACHTRPHKALMOHHAA KapTa MauuenTa (nacnopr nporesa) ! wr.;
- ITHKETKA-NaMATKa /U1 BKIeHKY B HeTopuio Gonesuy naunexTa — 8 wir.;

11. IIpores monounoii xenesnt B-Lite ¢ MukpoTexcrypuposanuoii nopepxsocroio MESMO
CTepUALHLIH, AaHATOMHYECKOH (POPMBL, C KOPOTKHM OCHOBAKHEM, BLICOKOTO Npoduis
(Aptukyn: o6beM, M1 X Macca, I)

- 15646-065LW25: 65 x 48,2;

—-15646-070LW2S: 70 x 52;

- 15646-085LW25: 85 x 63;

-15646-105LW25: 105 x 77;

-15646-120LW25: 120 x 89;

—-15646-140LW25: 140 x 103,3;

-15646-160LW25: 160 x 118,3;

—15646-185LW25: 185 x 137,3;

-15646-210LW25: 210 x 155,7,

-15646-225LW25: 225 x 166,7,

-15646-240LW25: 240 x 177,7;

—15646-255LW25: 255 x 189,7;

-15646-270LW25: 270 x 200;

-15646-285LW25: 285 x 211;

-15646-305LW25: 305 x 225,7,
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-15646-320LW25: 320 x 237;
- 15646-340LW25: 340 x 252;
- 15646-360LW25: 360 x 267;
~15646-380LW25: 380 x 281;
- 15646-400LW25: 400 x 297,3;
-15646-420LW25: 420 x 311,3;
- 15646-465LW25: 465 x 346,2;
—-15646-510LW25: 510 x 377.4;
- 15646-560LW25: 560 x 415,4;
-15646-6)1SLW25: 615 x 456,7.
- BCOCTaBe:
- POTE3 OANOTO APTHKYIA B ABOHHOM GanCTepHOli ynakoBke- 1 WT.;
- HHCTPYKUMA IO NPHMEHEHHO — | WT.;

- HACHTHOHKAUHOHHAS KAPTA NauHeHTa (MacnopT nporesa)- | wWr.;
- ITHKETKa-NaMATKa A8 sKAeHku B HCTOpHIo Gone3Hu nanenTa — 8 wir.;

12. Mpoves monounoii xenesst B-Lite ¢ mukpoTexcTypHpoBannoi nosepxnocroio MESMO
CTepHABHLIH, AHATOMNYECKOH GOPMBI, C KOPOTKHM OCHOBAHHEM, IKCTPABLICOKOTO NPOdiLAL
(ApTHKyn: o0bem, MIT X Macca, 1)
~15647-075LW25: 75 x 55,6
—-15647-085LW25: 85 x 63
-15647-105SLW25: 105 x 77,7
-15647-120LW25: 120 x 89
—-15647-145LW25: 145 x 106
—15647-170LW25: 170 x 125
—15647-195LW25: 195 x 143,3
-15647-220LW25: 220 x 162,4
-15647-235LW25: 235x 173,7
~15647-255LW25: 255 x 188,4
-15647-270LW25: 270 x 199,7
- 15647-290LW25: 290 x 214,7
-15647-30SLW25: 305 x 225,7
-15647-325LW2S: 325 x 240,7
-15647-345LW25: 345 x 256
-15647-365LW25: 365 x 270
-15647-385LW25: 385 x 285
—-15647-410LW25: 410 x 304
-15647-455LW25: 455 x 337,3
-15647-510LW25: 510x 377,3
—15647-560LW25: 560 x 413,1
—15647-620LW25: 620 x 459,1
—15647-680LW25: 680 x 504,1:
—15647-750LW25: 750 x 556,1.

- BCOCTaBe:
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- IPOTE3 OAHOro apTHKYNa B ABoHHOMN GanctepHol ynakoeke- | wr.;

- MHCTPYKLHA NO NPHMEHEHKIO - | 1T}

- nAeHTHHKALHOHHAA KapTa NauuenTa (nacnopt npovesa)- 1 wr.;

- ITHKETKA-NAMATKA A4 Bineliku B HeropHio Gonesnn nauienTa ~ 8 wr.;

13. MpoTes Monoutoit xene3nt B-Lite ¢ MuxpoTexcTypnpoBannoii nosepxrocTsio POLYtxt
cTepuabHbLIN, kpyrao# ¢opmul, cpeanero npopnas
(AptHkyn: o6bem, M1 X Macca, I)
- 20625-065LW25: 65 x 48;
— 20625-080LW25: 80 x 59;
- 20625-095LW25: 95 x 70,
- 20625-110LW25: 110 x 81;
- 20625-130LW25: 130 x 96;
- 20625-150LW25: 150 x 111;
- 20625-175LW25: 175 x 129;
- 20625-200LW25: 200 x 148;
— 20625-215LW25: 215 x 159;
- 20625-230LW25: 230 x 170;
- 20625-245LW25: 245 x 181;
- 20625-260LW25: 260 x 192;
- 20625-275LW25: 275 x 203,5;
- 20625-290LW25: 290 x 215;
- 20625-305LW25: 305 x 226:
- 20625-325LW25: 325 x 241;
- 20625-345LW25: 345 x 255,5;
- 20625-365LW25: 365 x 270,
- 20625-385LW25: 385 x 285;
- 20625-40SLW25: 405 x 300;
- 20625-450LW25: 450 x 333;
- 20625-495LW25: 495 x 367,
— 20625-545LW25: 545 x 404;
- 20625-600LW25: 600 x 445,
— BcocTaBe:
- NPOTE3 OAHOro apTHKYNA 8 ABOHHOH Gnucreprol ynakopxe- 1 wT.;
- HHCTPYKUHA N0 TIPHMEHEHNIO — | WIT.;
- HACHTH(PHKALHOHHAA KAPTa NauMenTa (nacnopt nporesa)- 1 wr.;
- HTUKETKAa-NaMATKA ANA BKNeHKY B UCTOPHIO Gonestu naunenTa — 8 wir.;

14. IpoTe3 mMoouHoil xene3sl B-Lite ¢ MukporexcTypspoBannoii nosepxnocTsio POLYtxt
cTepuabnblii, kKpyraoi gopmel, Bricokoro npoguas

(Aprukyn: o6bem, Mn X macca, r)

—20626-080LW25: 80 x 59;

—20626-100LW25: 100 x 74;

-20626-115LW25: 115 x 85,
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~20626-140LW25:
~20626-165LW25:
-20626-190LW25:
-20626-215LW25:
-20626-235LW25:
-20626-250LW25:
-20626-270LW25:
-20626-285LW25:
-20626-300LW25:
-20626-325LW25:
-20626-345LW25:
—~20626-365LW25:
~20626-385LW25:
~20626-410LW25:
—~20626-435LW25:
—~20626-460LW25:
—~20626-485LW25:
~20626-510LW25:
—~20626-565LW25:
~20626-625LW25:
-20626-690L W25:
—~20626-760L.W25:

- B COoCTaBec:

140 x 103;
165x 122;
190 x 140;
215x 159;
235x 174;
250 x 185;
270 x 200;
285x211;
300 x 222;
325 x 241;
345 x 255,5;
365 x 270;
385 x 285;
410 x 304;
435 x 322,5;
460 x 341;
485 x 359,5;
510x 378;
565 x419;
625 x 463;
690 x 512;
760 x 563.

- MPOTE3 OAHOro apTHKYNa B ABOHHOM GancTepHoit ynakoske- 1 wit.;

= HHCTPYKIHA RO NPUMEHEHHIO — | WIT.;

- HACHTH(PHKALHOHKAR KapTa naureHTa (nacnopr nporesa)- | wT.;

- ITHKETKA-NAMATKA AIS BIJIEHKH 8 HCTOPHIO GonesHn naunenTa — 8 wir.;

15. TNpoTes MonouHoii aestesnt B-Lite ¢ MuKpoTexcTypHpoBanuoii nosepxHocrsio POLYtxt
cTepRAbLHLIN, Kpyraoii popmbl, 3KCTPaBbicoKOro npodnas
(Aprukyn: o6beM, M X Macca, r)

- 20627-095LW25:.
- 20627-115LW25:
- 20627-140LW25:
- 20627-165LW25:
- 20627-195LW25:
- 20627-225LW25:
- 20627-260LW25:
- 20627-280LW25:
- 20627-300LW25:
- 20627-320LW25:
- 20627-345LW25:
- 20627-365LW25:
— 20627-390LW25:
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95 x 70;
115x 85;
140 x 103;
165 x 122;
195 x 144;
225 x 166;
260 x 192;
280 x 207,
300 x 222,
320 x 237;
345 x 256;
365 x 270;
390 x 288;
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~ 20627-415LW2S: 415 x 307;
— 20627-440LW25: 440 x 326,
— 20627-465LW25: 465 x 344,5;
— 20627-49SLW25: 495 x 367;
- 20627-525LW25: 525 x 389,
—~ 20627-555LW25: 555 x 411;
- 20627-585LW25: 585 x 433,5;
- 20627-615LW25: 615 x 456,
- 20627-685LW25: 685 x 508,
- 20627-755LW25: 755 x 560,
— 20627-835LW25: 835 x 619,
~ 20627-920LW25: 920 x 682.
— B COCTaBe:
- APOTE3 OAHOTO apTHKY A B ABoHHOH Gancreprolt ynakoske- | wr.;
- HHCTPYKL{HA NO NPHMEHEHHIO ~ | WT.;
- HACHTHOUKALKMOHHAA KapTa RauueHTa (nacnopt nporesa)- 1 wr.;
- ITUKETKA-NAMATKA INR BKACHKH B HCTOpHIO Gonesxu nauxenTa — 8 wr.;

16. Ipotes monounoii axenesnt B-Lite ¢ Mpkporexcrypuposannoii nosepxnocrsio POLYxt
cTepuALHBIA, aHATOMHYECKOH GOpMBL, ¢ KPYTILIM OCHOBAHNHEM, Cpeanere npodpuian
(ApTukyn: 06Bem, Mn X Macca, r)
~20635-060LW25: 60 x 44,
-20635-070LW25: 70 x 52;
-20635-085LW25: 85 x 63,
—20635-100LW25: 100 x 74;
~20635-115LW25: 115 x 85;
-20635-135LW25: 135 x 100;
=20635-155LW25: 155 x 115;
-20635-175LW25: 175 x 129,
-20635-190LW25: 190 x 141;
-20635-200LW25: 200 x 148,
—20635-215L.W25: 215x 159;
—20635-230LW25: 230x 171;
—20635-240L.W25: 240 x 178;
-20635-255LW25: 255 x 189;
—-20635-270LW25: 270 x 201;
-20635-290LW25: 290 x 215;
~20635-305LW25: 305 x 226;
-20635-320LW25: 320 x 237;
~20635-340LW25: 340 x 251,
-20635-355LW25: 355 x 262;
~20635-375LW25: 375x 277,
—20635-395LW25: 395 x 292;
-20635-435LW25: 435 x 322;
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-20635-480L.W25: 480 x 356,
-20635-525LW25: 525 x 389.
- BcCOCTaBe:
- IPOTE3 OXHOTO apTHKY A B ABOHHOR GaucTepHOH ynakoske- 1 wr.;
- HHCTPYKUHA NO NPpHMEHEHRIo — | WT.;
- HaeHTHORKALHONHAA KapTa nauueHTa (nacnopr nporesa)- | wr.;
- 3THKETKA-IAMATKA ANs BKIeHKH B HcTOpHIO Gonestu nauuenTa — 8 wr.;

17. IpoTes Moaounoit xenessnt B-Lite c mukpoTekerypHposaunoll nosepxuocThio POLYtxt
cTepuabHbill, aHaTOMHYeCKOH $OPMBI, ¢ KPYTJIbIM OCHOBRHHEM, BLICOKOTO NPOPHAS
(Aptikyn: o6veMm, Ma x Macea, T)
~20636-070LW25: 70 x 52;
-20636-085LW25: 85 x 63;
-20636-105LW25: 105 x 77,
-20636-120L.W25: 120 x 89;
-20636-145LW25: 145x 107,
-20636-165LW25: 165x 122,
~20636-190LW25: 190 x 141;
-20636-205LW25: 205 x 152;
-20636-220LW25: 220 x 163;
-20636-235L.W25: 235x 174;
—20636-250LW25: 250 x 186;
~20636-270LW25: 270 x 200;
-20636-285LW25: 285x 211;
-20636-300LW25: 300 x 222;
~-20636-320LW25: 320 x 237,
-20636-340LW25: 340 x 252;
-20636-360LW25: 360 x 267,
—-20636-380LW25: 380 x 281;
-20636-40SLW25: 405 x 301;
-20636-425LW25: 425 x 315;
~20636-450LW25: 450 x 335;
-20636-500LW25: 500 x 370;
-20636-550LW25: 550 x 408;
—20636-610LW25: 610 x 453;
-20636-670LW25: 670 x 498.
- BcocTase:
- NPOTE3 OAHOTO APTHKYNA B ABOKHON OnuCTepHOIl ynakosxe- | IHT.;
- HHCTPYKLHA NO NPHMEHEHNIO — | 1T,
- WACHTHPHKAUHOHHAA KApTa NauuenTa (NacnopT nporesa)- | wr.;
- ITUKETKA-NaMATKA ANA BKAEHKH B HCTOPHIO GOAE3HN NauueHTa — § wr.;

18. IlpoTes Mosounoil sxene3nl B-Lite ¢ Muxporexcryprposansoil nopepxuoctsio POLYtxt
cTepuaLnb, anaToMuYeckol HopMul, ¢ KPYTALIM OCHOBSHHEM, IKCTPABLICOKOro NPoPpuias
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(Aprakyn: obbeM, Mn X macca, r)
-20637-085LW25: 85 x 63;
-20637-100LW25: 100 x 74;
-20637-120LW25: 120 x 89;
-20637-145LW25: 145 x 106;
—20637-170LW25: 170 x 125;
-20637-200LW25: 200 x 147;
—20637-230LW25: 230 x 170;
-20637-245LW25: 245x 181;
-20637-265LW25: 265 x 196;
-20637-285LW25: 285x211;
-20637-300LW25: 300 x 222;
-20637-320LW25: 320 x 237,
-20637-345SLW25: 345 x 256;
—-20637-365LW25: 365 x 270,
-20637-385LW25: 385 x 285;
-20637-410LW25: 410 x 304;
-20637-435LW25: 435 x 322;
-20637-460LW25: 460 x 341;
-20637-485LW25: 485 x 359;
—-20637-515LW25: 515x 381;
-20637-545LW25: 545 x 404;
—-20637-605LW25: 605 x 448,
—-20637-665LW25: 665 x 493,
—20637-735LW25: 735 x 545;
-20637-810LW25: 810 x 602.
~ B COCTaBe:
- NPOTE3 OXHOIO APTHKY A B ABoHHOH Gawcreprol ynaxosxke- | wr.;
- HHCTPYKLHA NO MPHMEHEHUIO ~ | wWIT.;
- yaeHTH(HKALIMOHHAN KapTa NalMeHTa (nacnopT npotesa)- 1 wt.;
- ITHKETKa-NaMATKa A1 BKAeHKH B HCTOPHIO GoNe3HH nauuenTa — § w.;

19. Mpores moaounofi xkene3ns B-Lite ¢ muxporexcrypuposausoli nosepxnoctsio POLYtxt
crepuabHbii, aAHATOMHYECKOH (POPMBI, C KOPOTKHM OCHOBIHMEM, CPERHEro NPOPHAS
(ApTHKYN: 06beM, MNI X Macca, T)

—20645-055LW25: 55 x 40,4,

—-20645-060LW25: 60 x 44;

-20645-070LW25: 70 x 52;

-20645-085LW25: 85 x63;

-20645-095LW2S: 95 x 70,3;

~20645-115LW25: 115 x 85;

-20645-130LW25: 130 x 96,3;

-20645-150LW25: 150x111,3;

-20645-170LW25: 170 x 125,3;
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-20645-190LW25:
~20645-215LW25:
-20645-240LW25:;
-20645-255LW25:;
-20645-270LW25:
—~20645-285LW25:
~20645-300LW25:
-20645-315LW25:
-20645-330LW25:
-20645-350LW25:
-20645-365LW25:
—20645-385LW25:
—20645-405LW25:
-20645-445LW25:
-20645-490L.W25:
-  BCOCTaBe:

190 x 141;
215x 159;
240 x 178;
255 x 189;
270 x 201;
285 x 211,3;
300 x 222,3;
315x233,3;
330 x 243,6;
350 x 258,3;
365 x 269.6;
385 x 284 .4;
405 x 299.4;
445 x 329.4;
490 x 363,4.

- NpOTE3 OAHOTC apTHKYNA B ABOHHON ONKCTEPHOA ynakoBke- | wiT.;

- HHCTPYKUMA NO NpUMeHenuio — | wT.;

- HIeHTHOHKALMONHASA KapTa nawuenTa (nacnopt npotesa)- | wr.;

- ITUKETKA-NIAMSTKA 1 BKNEHKH B HeTOpHIo GonesHn nauxenta — 8 wr.;

20. IpoTes MonouHoii xene3s B-Lite ¢ MukporekcTypuponansoii nosepxnocroio POLYtxt
cTepuabHbiil, aaToMHMecKoH (OPMBI, ¢ KOPOTKHM OCHOBABHEM, BLICOKOre Npodnast
(ApTrKyn: 00BeM, M X Macea, 1)

—20646-065LW25:
~20646-070LW25:
—-20646-085LW25:
-20646-105LW25:
-20646-120LW25:
-20646-140LW25:
—20646-160LW25:
—-20646-185LW25:
-20646-210LW25:
-20646-225LW25:
—-20646-240LW25:
—-20646-255LW25:
—-20646-270LW25:
-20646-285LW25:
—-20646-305LW25:
-20646-320LW25:
—20646-340LW25:
—20646-360LW25:
—20646-380LW25:
-20646-400LW25:

65 x 48,2;
70 x 52;

85 x63;
105x 77;
120 x 89;
140 x 103,3;
160 x 118,3;
185 x 137,3;
210 x 155,7;
225 x 166,7;
240x 177,7;
255 x 189,7;
270 x 200;
285 x 211;
305 x 225.7;
320 x 237;
340 x 252;
360 x 267,
380 x 281;
400 x 297,3;
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-20646-420LW25:
—-20646-465LW25:
-20646-510LW25:
-20646-560LW25:
-20646-615LW25:
~ BCOCTaBe:

420x 311,3;
465 x 346,2;
510x3774;
560x415,4;
615 x 456,7.

- NPOTE3 OAAHOTO BPTHKY A B ABOHHOM GaucTepHO# ynakoske- ) wiT.;

- HHCTPYKUHA NO NpuMeHeHuio — | wit.;

- HACHTH(KKALMOHHAA KapTa nauueHTa (nacnopt nporesa)- 1 w.;

- 3THKETKA-NIAMATKA AJIA BKNEHKH B UCTOPHIO GonesHu nanyenta — 8 wr.;

21. Tpores monounoii xenesns B-Lite ¢ MuxpoTexcrypuposausoil nosepxuocTsio POLYtxt
CTepHILHLIR, AHATOMHYECKOH HOPMLL, ¢ KOPOTKHM OCHOBAHHEM, IKCTPABLICOKOr0 mpodmas

(Aprhkyn: obbem,
-20647-075LW25:
—-20647-085LW25:
-20647-105LW25:
-20647-120LW25:
-20647-145LW25:
—20647-170LW25S:
-20647-195LW25:
-20647-220LW25:
-20647-235LW25:
-20647-255LW25:
—-20647-270LW25:
-20647-290LW25:
—20647-305LW25:
~20647-325LW25:
-20647-3451.W25:
-20647-365LW25:
-20647-385LW25:
~20647-410LW25:
—20647-455LW25:
-20647-510LW25:
-20647-560LW25:
—20647-620LW25:
~20647-680LW25:
~20647-750L.W25:

—~ BCOCTaBe:

MJU X Macea, T)
75 x 55,6;
85 x63;

105 x 77,7;
120 x 89;
145 x 106;
170 x 125;
195 x 143,3;
220x 162.4;
235x 173,7;
255x 1884;
270 x 199,7;
290 x 214,7;
305 x 225,7;
325 x 240,7;
345 x 256;
365 x 270;
385 x 285;
410 x 304;
455 x 337.3;
510x 377,3;
560 x 415,1;
620 x 459,1;
680 x 504,1;
750 x 556,1.

- POTE3 ORHOTO APTHKYNa B ABOHHOH GnucTeprok ynakoske- 1 wr.;

- HHCTPYKUHA MO NPHMEHEHKIO — | wiT,;

- HEEHTHDHKAUHOHHAA KapTa nauKenTa (nacoopT npoTesa)- 1 wr.;

- 3THKETKA-NAMATKA A3 BKACHKH B HCTOpUIO Gonesni naunenTa — 8 mir.;
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22. TIpoves mMonouHoii xeneas B-Lite ¢ HOBEPXHOCTDIO H3 MHKPONOARYPETANOBOH NeHtd Microthane
creprabBbIil, Kpyraoit gopmut, cpeanero npoguan
{ApTHKyn: obbem, Ma X Macca, r)
-30625-065LW25: 65 x 48;
-30625-080LW25: 80 x 59,
—30625-095LW25: 95 x 70;
—30625-110LW25: 110 x 81;
—30625-130LW25: 130 x 96;
—30625-150LW25: 150x 111;
~30625-175LW25: 175 x 129;
-30625-200LW25: 200 x 148,
-30625-215LW25: 215x 159;
-30625-230LW25: 230x 170;
-30625-245LW25:; 245x 181;
-30625-260LW25: 260 x 192;
-30625-275LW25: 275 x 203,5
—-30625-290LW25: 290 x 215;
-30625-305LW25: 305 x 226;
-30625-325LW25: 325 x 241;
~30625-345LW25: 345 x 255,5;
-30625-365LW2S: 365 x 270,
-30625-385LW25: 385 x 285;
-30625-405LW25: 405 x 300,
—30625-450LW25: 450 x 333;
-30625-495LW25: 495 x 367,
~30625-545LW25: 545 x 404,
-30625-600LW25: 600 x 445,
-~ BcocTape:
- NPOTE3 OAHOr'0 APTHKYNA B KBOMHON Gnncreproli ynakoske- 1 1uT.;
- HHCTPYKUHA IO NPHMEHEHHIO ~ | WIT.;
- HACHTHPUKAMOHHAA KapTa nauueHTa (NacnopT nporesa)- | wiT.;
- ITHKETKA-NAMATKA AN BKASHKH B HeTOpHIo Sonesny naluenTa — 8 wr.;

23. Mpores Moaounoii xenesst B-Lite ¢ nosepxnocTsio H3 muxponoanyperanonodi neust Microthane
crepnabHbil, Kpyraoil gopmui, Buicokoro npodpuns
(AptHkyn: ofbeM, M1 X Macca, r)

-30626-080LW25: 80 x 59;

-30626-100LW25: 100 x 74,

-30626-115LW25: 115x 85;

-30626-140LW25: 140 x 103;

-30626-165LW25: 165 x 122;

-30626-190LW25: 190 x 140;

-30626-215LW25:; 215x 159;

-30626-235LW2S: 235x 174;

—30626-250LW25: 250 x 185;
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-30626-270LW25:
-30626-285LW25:
—-30626-300L.W25:
-30626-325LW25:
-30626-345LW25:
-30626-365LW25:
-30626-385LW25:
-30626-410LW25:
-30626-435LW25:
-30626-460LW25:
-30626-485LW25:
-30626-510LW25:
-30626-565L.W25:
-30626-625LW25:
-30626-690LW25:
-30626-760LW25:

270 x 200;
285x211;
300 x 222;
325 x 241;
345 x 255,5;
365 x 270;
385 x 285;
410 x 304;
435 x 322,5;
460 x 341;
485 x 359,5;
510 x 378;
565 x 419;
625 x 463,
690 x 512;
760 x 563.

— B COCTaBe:
- APOTE3 OAHOTO aPTHKYNA B ABOITHOK GancTeproii ynakoske- | wr.;

- HHCTPYKLUS NO NPUMEHEHHIo ~ | wT.;

- RACHTHHUKAUHOHHASA KapTa NalerTa (nacnopr nporesa)- 1 wr.;
- THKETKA-TIAMATKA ANA BKACHKH B HCTOPHIO GonesHy nauueHTa — 8 wit.;

24. Ipores mosioutofl xesesnbl B-Lite ¢ NoBepXHOCTLIO H3 MUKPONIOJHYPETAHOBOH NEHbI
Microthane crepunsubiii, kpyraoil gopmbl, IkcTpaBLicokoro npodpuas
(Aptikyn: o6bem, MA X Macca, I)

- 30627-095LW25:
- 30627-115LW25:
- 30627-140LW25:
- 30627-165LW25:
- 30627-195LW25:
- 30627-225LW25:
- 30627-260LW25:
- 30627-280L.W25:
- 30627-300L.W25:
- 30627-320LW25:
- 30627-345LW25:
- 30627-365LW25:
— 30627-390LW25:
— 30627-415LW25:
- 30627-440LW25:
- 30627-465LW25:
— 30627-495LW25S:
— 30627-525LW25:
- 30627-555LW25:

95 x 70;
115 x 85;
140 x 103;
165 x 122;
195 x 144;
225 x 166;
260 x 192,
280 x 207;
300 x 222,
320 x 237,
345 x 256;
365 x 270,
390 x 288;
415 x 307,
440 x 326;
465 x 3445,
495 x 367;
525 x 389;
555 x 411;
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- 30627-585LW25: 585x433,5;
- 30627-615LW25: 615 x 456;
- 30627-685LW25: 685 x 508;
- 30627-755LW25: 755 x 560;
- 30627-835LW25: 835 x 619;
- 30627-920LW25: 920 x 682.

- B COCTaBe:
- IpoTe3 OAHOrO apTHKYAA B ABofinolt GnucTepHoil ynakosxe- 1 wiT.;

- HHCTPYKUHA NO NMPUMEHEHRIO — | tuT.;
- MaeHTHPUKAUHOHHAR KapTa NaumenTa (nacnopr nportesa)- 1 wr.;
- ITHKETKA-IAMATKA ANA BKNeHkH B ucTopuio GonesHn nauwenTa — 8 wr.;

25. IIpoTes Mon04HOI xenesnt B-Lite ¢ noBepxnocTsi0 H3 MHKPONOAHYPETAHOBOM NeHb
Microthane crepuabubiii, asaTomuyeckoii Gopmbl, ¢ KPYTabIM OCHOBAHHEM, CpeiHero
npoguas
(Aprukyn: o6bem, Ma X mMacca, r)
-30635-060LW25: 60 x 44;
-30635-070LW25: 70 x 52;
—30635-085LW25: 85x63;
-30635-100LW25: 100 x 74;
-30635-115LW25: 115 x 85;
-30635-135LW25: 135 x 100;
-30635-155LW25: 155x 115;
-30635-175LW25: 175x 129,
-30635-190LW25: 190 x 141;
-30635-200LW25: 200 x 148;
-30635-215LW25: 215x159;
-30635-230LW25: 230x 171;
-30635-240LW25: 240x 179,
-30635-255LW25: 255 x 189,
~30635-270LW25: 270 x 201,
—30635-290LW25: 290 x 215;
—30635-305LW25;: 305 x 226;
-30635-320LW25: 320 x 237,
-30635-340LW25: 340 x 251,
—-30635-355LW25: 355 x 262;
-30635-375LW25: 375x277;
-30635-395LW25: 395 x 292;
-30635-435LW25: 435 x 322;
- 30635-480LW25: 480 x 356;
-30635-525LW25: 525 x 389.
- BCOCTaBe:
- IPOTE3 OAHOrO apTHKYJA B ABOHHOMN GmHcTepHON ynakoske- 1 wiT.;
- HHCTPYKUHSA N0 NPHMEHEHHIo — | WT,;

29

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




- HACHTHOHUKAUMONHAA KapTa NaLMeHTa (nacnopt nporesa)- 1 wr.;
- ITUKETKA-NAMATKA ANg BKAekky B HCTOpHIO Gone3Hy nauHeHTa — 8 wr.;

26. IpoTe3 Mon04HOI eite3nl B-Lite ¢ n0BepXHOCTLIO 3 MUKPONIOANYPETAHOBOH NEHb!
Microthane crepuasHbiii, aHaTOMUYecKkod (OPMBIL, ¢ KPYTILIM OCHOBAHHEM, BLICOKOrO
npoduan
(ApTHkyn: 06beM, Ma X Macca, I)
-30636-070LW25: 70 x 52;
-30636-085LW25: 85 x 63;
-30636-105LW25: 105 x 77;
-30636-120LW25: 120 x 89;
-30636-145LW25: 145x 107,
-30636-165LW25: 165 x 122;
-30636-190LW25: 190 x 141;
-30636-205LW25: 205 x 152;
-30636-220LW25: 220 x 163;
-30636-235L.W25: 235 x 174;
-30636-250LW25: 250 x 186;
-30636-270LW25: 270 x 200;
-30636-285LW25: 285 x 211;
~30636-300LW25: 300 x 222;
-30636-320LW25: 320 x 237;
-30636-340LW25: 340 x 252,
-30636-360LW25: 360 x 267,
~30636-380LW25: 380 x 281;
-30636-405LW25: 405 x 301;
-30636-4251.W25: 425 x 315;
-30636-450LW25: 450 x 335;
~30636-500LW25: 500 x 370;
-30636-550LW25: 550 x 408;
~30636-610LW25: 610 x 453;
-30636-670LW25: 670 x 498.
- BCOCTasee:
- NPOTE3 ORHOTO APTHKYNIA B ABOKHOM GaucTepnoll ynakoske- 1 WIT.;
~ HHCTPYKLIHA NO NPUMEHEHHIO — | IUT.;
- HACHTHPUKALHOHHAN KapTa NaunenTa (acnopr nporesa)- | wr.;
« FTUKETKA-TIAMATKA AR BKACHKH B UCTOPHIO BoNeaHu nauuenTa — 8 wr,;

27. Ipoves MoNOHOMH meaesbt B-Lite ¢ noBepXHOCTLIO H3 MHKPONOINYPETAHOBOMH NeHbL)
Microthane crepuabibiii, anaToMuyeckoii Gopmal, ¢ KPYTILIM OCHOBARHEM, IKCTPABLICOKOTO
npoguas

(Apruxyn: o6beM, MA X Macca, I)

-30637-085LW25: 85 x 63,

-30637-100LW25: 100 x 74;
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—30637-120LW25: 120 x 89;

—30637-145SLW25: 145 x 106;

-30637-170LW25: 170 x 125;

-30637-200LW25: 200 x 147;

-30637-230LW25: 230 x 170;

—-30637-245LW25: 245x 181;

—-30637-265LW25: 265 x 196;

—30637-285LW25: 285x211;

-30637-300LW25: 300 x 222;

~30637-320L.W25: 320x 237,

-30637-34SLW25: 345 x 256;

-30637-365LW25: 365 x 270;

—30637-385LW25: 385 x 285;

~30637-410LW25: 410 x 304;

-30637-435LW25: 435 x 322,

—~30637-460LW25: 460 x 341;

—30637-485LW25: 485 x 359;

-30637-515LW25: 515 x 381;

~-30637-545LW25: 545 x 404;

-30637-605LW25: 605 x 448;

—30637-665LW25: 665 x 493;

-30637-735LW25: 735 x 5485,

-30637-810LW25: 810 x 602.

-  BcocTame:

- NPOTE3 OAHOIC APTHKYNIA B ABOKHON GnucTepHO# ynakoske- 1 wiT.;
- HHCTPYKUHA NIO NPUMEHEHHIO — | 1T.;
- HACHTHPHKAUHOHHAN KAPTA NauMeHTa (nacnopt nporesa)- | WwT.;
- 3THKETKa-NAMATKA /U1 BKNelikH B HeTopHio GonesHy nauyenTa — 8 wr.;

28. Mpores monounoii senesnt B-Lite ¢ noBepxHOCTHI0 H3 MHKPONIONKYPETAHOBOH MEHbI
Microthane crepuiabhbiii, anaTOMHYecKoH GOpPMBL, C KOPOTKHM OCHOBAHKHEM, CpeaHero npodKas
(ApTuxyn: o6bem, Ma X Macca, r)

-30645-055LW25: 55x40,4;

-30645-060LW25: 60 x 44,

-30645-070LW25: 70 x 52;

-30645-0851.W25: 85x63;

-30645-095LW25: 95x70,3;

-30645-115LW25: 115 x 85;

-30645-130LW25: 130x 96,3;

—-30645-150LW25: 150x 111,3;

-30645-170LW25: 170 x 125,3;

~30645-190LW25: 190 x 141;

-30645-215LW25: 215x 159;

-30645-240LW25: 240 x 178;
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-30645-255LW25:
-30645-270LW25:
-30645-285LW25:
-30645-300LW25:
-30645-315LW25:
-30645-330LW25:
-30645-350LW25:
—-30645-365LW25:
—30645-385LW25:
-30645-405LW25:
—-30645-445LW25:
-30645-490LW25:

— BCocTase:

255x 189;

270 x 201;

285x 211,3;
300 x222,3;
315 x233,3;
330 x 243,6;
350 x 258,3;
365 x 269,6;
385 x 284.4;
405 x 2994,
445 x 329.4;
490 x 363 4.

- NpoTe3 OAHOMO apTHKY.a B ABoiiHON GaucTepHOl ynakoske- 1 wr.;
- HHCTPYKUHA 10 NpUMEHeHHo — | wT.;

- HAEHTHHKAUMOHHAA KAPTA MaRKenTa (nacnopt nporesa)- | wr.;
- ITHKETKA-NAMATKA ANIA BKAEHKH B HeTOpUIo Gonesnn naunenTa — 8 wr.;

29. Ipoves MonouHOl axenesnbl B-Lite ¢ noBepxnocTLIO H3 MEKPONONKYPETAHOBOH NEHBI
Microthane crepuabuLiii, aHaTOMKRUecKOH @OPMBI, C KOPOTKHM OCHOBAHHEM, BLICOKOT0

npodunn
(Aptukyn: o6bem, Mn X Macea, 1)

-30646-065LW25:
-30646-070LW25:
-30646-085LW25:

-30646-105LW25:
-30646-120LW25:

—-30646-140LW25:
—-30646-160LW25:
—30646-185LW25:
—30646-210LW25:
-30646-225LW25::
-30646-240LW25:

-30646-255LW25:

-30646-270LW25:
-30646-285LW25:

~30646-305LW25:
-30646-320LW25:
-30646-340LW25:

—30646-360LW25:
-30646-380LW25:
~30646-400LW25:
-30646-420LW25:
-30646-465LW25:

65 x 48,2,
70 x 52;

85 x 63;
105x77;
120 x 89;
140 x 103,3;
160x 118,3;
185 x 137,3;
210 x 155,7;
225 x 166,7;
240x 1777,
255 x 189.7;
270 x 200,
285x211;
305 x 225,7;
320 x 237;
340 x 252;
360 x 267;
380 x 281;
400 x 297,3;
420 x 311,3;
465 x 346,2;
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-30646-510LW25: 510 x 3774,

-30646-560LW25: 560 x 415,4;

-30646-615LW25: 615 x 456,7.

- BCOCTaBE:

- NPOTE3 OAHOrO ApTHKYAA B ABOAHON GnucTepHo# ynakoske- | wrT.;
~ HHCTPYKLHA N0 NPHMEHEHHIO — | .
- HAEHTU(HKALHOHHAA KApTa NalKenTa (nacnopr nporesa)- | wr.;
- 3THKETKA-NaMATKA AT BKAekHKkH B ucropuio Gonesnn naunenTa — 8 wr.;

30. NpoTe3 monouHoil xene3st B-Lite ¢ noBepxuOCTLI0 H3 MUKPONOAKYPETaHOBON NEHb
Microthane crepunbnbtil, aHaToMuueckoit Gopmel, ¢ KOPOTKHM OCHOBAHHAEM, FKCTPABLICOKOTO

npoduns
(ApTukyn: ob6beM, MA X Macca, r)

-30647-075LW25:
-30647-085L.W25:
-30647-105LW25:
-30647-120LW25:
-30647-145LW25:
—-30647-170LW25:
-30647-195LW25:
-30647-220LW25:
~30647-235LW25:
-30647-255LW25:
—-30647-270LW25:
-30647-290L.W25:
-30647-305LW25:
—-30647-325LW25:
-30647-345LW25:
-30647-365LW25:
-30647-385L.W25:
-30647-410L.W25:
—-30647-455LW25:
-30647-510LW25:
-30647-560LW25:
-30647-620LW25:
—-30647-680LW25:
-30647-750LW25:

— BCoCcTase:

75 x 55,6;
85 x 63;

105 x 77,7;
120 x 89;
145 x 106;
170 x 125;
195 x 143,3;
220 x 162.4;
235x 173,7;
255 x 188,4;
270 x 199,7;
290 x 214,7;
305 x 225,7;
325 x 240,7;
345 x 256;
365 x 270,
385 x 285,
410 x 304;
455 x 337,3;
510x 377.3;
560 x 415,1;
620 x 459,1;
680 x 504,1;
750 x 556,1.

- POTE3 OAHOIO apTHKYNa B ABoliHOH 6aHcTepHOR ynakoske- | wT.;

~ HHCTPYXLUHA N0 NPUMEHEHNEo — | T,

- HACHTHOUKAUMOHHAS KapTa MalMeHTa (Nacnopt ApoTesa)- | wr.;

- ITHKETKA-NAMATKA NK BKACHKH B HCTOPHIO Hone3Hyu nauventa — 8 wr.
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OO6mee onucanKe HCROABIOBAHNA MHKPoCcPep B MEIHKO-TEXHHYCCKOH NPOMBLIUIIEHHOCTH.
Muxpochepst MCIONBIYIOTCA O DAasAHMHBIX MEAMLIMHCKHMX Uenef, TaKHX KaK JACpMAbHBIC
HaTOIHUTENH NS ICTETHUMECKOro NpHMeHeHMA, obbemoobpasyloliue areHThl AnA MATKUX TKaHel,
COCYAMCTBIE M COCYANCTO-3MOONU3NPYIOLUHE areHThl MK B KQHECTBE CHCTEM AOCTABKH NeKapeTs, XoTs
B HEKOTOPhIX cnydasx Mukpochephl MeTaGoAM3MpYIOTCA B OpPTaHM3ME OTHOCHTENBLHO OBICTPO
(nanpumep, NpH MCNONL3OBAHWH B Ka4YecTBE AreHTOB ANS AOCTABKH JIEKapCTB), B APYrHX Clyqasx
MHKpocgepsl GakTHuecKi ABNAIOTCA HEpasnaracMbiMK NpoTe3amMu (Hanpumep, KOraa KCMONb3YIOTCS B
KauecTRe AepMabHbIX HANoNHuTeneH Ui ans ueneii amGonnzauuu). Muxpocgepnl, ucnonssyemuie B
3CTeTHYECKON XHPYPTHM, HCMONL3YIOTCA AN 3aNO0NHEHHA W NOAAepXaHMA TKanu. PasMep uyacTHi
sapbHpyeTca oT 25 no 45 mkm B Radiesse (npon3soacrea Merz North America Inc. n ucnoassyerca ana
KOPPEKUHK UNOATPoPHN W MHMHYECKHX MOpIMMH M cknanok) B ot 30 mo 50 mxm B ArteFill
(nponseoacrea Artes Medical Inc. W Hconb3yeTcs An8 KOPPeKUWHH HOCOTYOHBIX CKIAR0K).

Mporesn Monouso# xenessut B-Lite, B KoTophix ucnonb3yercs Texxonorna B-Lite, npeanasHaduenst ana
YBENHYHTEAbHOH H PEKOHCTPYKUHOHHOK MaMMONNACTHKH.

du3anueckue CBOHCTBA NPOTE3a MONIOMHON XKenesbl GblIM ONTUMHU3NPOBAHB TaKUM 00pa3soM, YToOL OHK
HMMTHPORANH TKaHM Tena, Gnaroaapa uemy npotesnl B-Lite naeanbHO NOAXOAAT ANA HCIONAB3OBAHHA B
ICTETHUCCKOH, KOPPEKUMOHHON MU PEKOHCTPYKTHBHOH XHPYPIrHM.

O6onouxn nporesa
Mpotesnt B-Lite MMEIOT XHMHUECKH H MEXaHHUYECKH CTOHKYIO, MArKYI0 OGOAOUKY H3 CHIHKOHOBOIO

3NACTOMEPA, COCTOALLYIO W3 HECKONBKHX CNOEB nonHanMetrHnacunokcaHa. OAuWH BHYTpeHHuit cioii
COCTOMT K3 GapbepHOro ca0a, UCNOIB3YEMOro no Beeil oGonouke, sxmoyaa sanaaty (100% 6apeepunit
cnoit).

BHewnsa norepXxHocTh 06onouku nporesa Moxer 6uith raaakoit [ref # 10XXX],

MUKpOTeKCTY prpoBaHHOH POLYtxt [ref # 20X XX], mukporexcrypuposantnoit MESMO [ref # 15XXX]
unn ¢ noxpoiTieM MICROTHANE [ref # 30XXX]. Puck Bo3HUKHOBEHHA KANCYAAPHOH KOHTPAKTYPH
CBOZKTCA K MHHUMYMY NMPH HCNOABL30BaHUH NpoTe30B ¢ nosepxHocThio MICROTHANE
(MeauuKrHCcKas MHKponoany peraHosas neHa POLYTECH).

Mosepxxocts MICROTHANE coeannena ¢ 06onoukoit H3 anacTOMEpa NOCPEACTBOM BY/IKAHUIALHH.
ToaumKMKa CTEHOK 060N04eK 3aBUCHUT OT THNA, TOBEPXHOCTH Y pasMepa H3AETHii: N8 NPOoTE30B C
noeepxHocTbio MICROTHANE Tonumtuna o6onouku cocTaBnseT npumepHo 1,25— 2,4 MM, ana
MHKPOTEKCTYpHpOBaHHBIX npoTe30oB POLYtxt 0,45-1,2 MM, ans MukpoTekcTypupoBaiibx MESMO
0,35-1,0 mm, ana raaaxkux 0,3-0,9 mm.

[ToBepxHOCTH RpOTE30B KnaccHpuuUpytoTea cpeaneapupmeTnyaeckoli iwepoxosatocTsio (Ra) cornacHo
crneRPHKAUNAM MEXYHAPOAHOIO CTaHAApTa Mo rpyaHsiM npotesam EN ISO 14607:2018:

. Cnankas: Ra < 10 Mkm
. Mukporekctypupopatiaa: MESMO Ra =20 £ 7 Mkm
. Mukporekctypuposantas: POLYtxt Ra = 35 & 7 Mkm

MaxcruMansHas BbicoTa OT BHCTYRa Ao Bnaaubl (Rt):
. Muxporekcrypuposainas (MESMO): npubansurensto 150 Mkm
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MukpoTekcTypuposannas (POLYtxt): npuGanzntensio.250 MkM

IIpoTes monounoil xenesnt B-Lite (B-Lite mammary implant) crepuabHbiii B BApHANTAX
HCTOANEeHHT

BapuaHTLl HCNONHEHNA:

1. MipoTes moaounoit xenesnt B-Lite ¢ raaaxoll nosepxuoctsio cTepuabubifi, kpyraoi dopmsl,
cpeaHero npodnas
(AptHkyn: o0beM, Mt X Macca, 1)
-10625-065LW25: 65 x 48,
—10625-080LW25: 80 x 59,
—-10625-095LW25: 95 x 70;
-10625-110LW25: 110 x 81,
—-10625-130LW25: 130 x 96;
-10625-150LW25: 150 x 111;
~10625-175LW25: 175 x 129;
-10625-200LW25 : 200 x 148;
-10625-215LW25: 215 x 159;
- 10625-230LW25: 230 x 170;
- 10625-245L.W25: 245 x 181;
—-10625-260L W25 : 260 x 192;
-10625-275LW25: 275 x 203,5;
—10625-290LW25: 290 x 21§5;
—10625-305LW25: 305 x 226,
—10625-325LW25: 325 x 241,
—10625-345LW25: 345 x 255,5;
-10625-365LW25: 365 x 270;
-10625-385LW25: 385 x 285;
-10625-405LW25 : 405 x 300;
-10625-450LW25 : 450 x 333;
-10625-495LW25 : 495 x 367,
—10625-545LW25: 545 x 404;
-10625-600L. W25 : 600 x 445.
= B COCTaBe:;

- NpOTE3 OAHOrO apTHKYAa B AoHHON! GnuctepHoit ynakosxe- | wT.;

- HHCTPYKUHA NO NpHUMEHeHuto — 1 wT.;

- HACHTHGUKAUMOHHAR KapTa NauueHTa (nacnopt nporesa)- 1 wr.;
- ITHKETKA-NIAMATKA 114 BKAEHKH B UCTOpPHIO Gonesnn naunenTa — 8 wr.;

2. Mpores monounoit xeneint B-Lite ¢ raaakoli nosepxnocTsio cTepuiashsiii, kpyriaol gopmes,
BBICOKOIro NpodpHAR

(Aprukyn: oGbem, Mn X macca, r)
-10626-080LW25: 80 x 59;
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-10626-100LW25: 100 x 74;
-10626-115LW25: 115 x 85;
-10626-140LW25: 140 x 103;
-10626-165LW25: 165 x 122;
—10626-190LW25: 190 x 140,
-10626-215LW25: 215 x 159;
-10626-235LW25: 235 x 174;
-10626-250LW25: 250 x 185;
-10626-270LW25: 270 x 200;
—10626-285LW25: 285 x 211;
-10626-300LW25: 300 x 222;
-10626-325LW25: 325 x 241;
-10626-345LW25: 345 x 255,5;
—10626-365LW25: 365 x 270;
-10626-385LW25: 385 x 285
—-10626-410LW25: 410 x 304;
—-10626-435LW25: 435 x 322,5;
—10626-460LW25: 460 x 341;
—10626-485LW25: 485 x 359,5;
-10626-510LW25: 510 x 378;
-10626-565LW25: 565 x 419;
-10626-625LW25: 625 x 463;
-10626-690LW25: 690 x 512,
~—10626-760LW25: 760 x 563.
- BcCoOCTaBe:
- IPOTE3 OXHOIO apTHKYa B ABoHKOI Gancteproll ynakoske- 1 wr.;
- KHCTPYKLIHR NO NpUMEHEHNIo — | wr.;

- HACHTHOHUKALUNOHHAA KapTa nauueHTa (macnopT npore3a)- 1 wr.;
- ITHKETKA-NAMATKA A/ BKAEHKH B HCTOPHIO Gonesun naunenta ~ 8 wr.;

3. MpoTes monounoil xenesnt B-Lite ¢ raaaxoil NoBepxuocTHI0 CTEPRALALIN, KPYTAoH GopMul,
IKCTPABLICOKOro npodnas
(ApTHkyn: o6beM. M X Macca, T)
~10627-095LW25: 95 x 70;
-10627-115LW25: 115 x 85;
—10627-140L.W25: 140 x 103;
-10627-165LW25: 165 x 122;
-10627-195LW25: 195 x 144,
-10627-225LW25: 225 x 166;
-10627-260LW25: 260 x 192;
—~10627-280LW25: 280 x 207,
—-10627-300LW25: 300 x 222;
—10627-320LW25: 320 x 237,
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—10627-345LW25:
—~10627-365LW?25:
~10627-390LW25:
~10627-415LW25:
—10627-440LW25:
—10627-465LW25:
~10627-49SLW?25:
~10627-525LW?25:
~10627-555LW25:
~10627-585LW25:
~10627-615LW25:
—10627-685LW25:
~10627-755LW25:
~10627-835LW25:
~10627-920LW?25:
- BCOCTaBc:

345 x 256;
365 x 270;
390 x 238;
415 x 307;
440 x 326;
465 x 344,5;
495 x 367,
525 x 389,
555 x411;
585 x433.5;
615 x 456;
685 x 508;
755 x 560;
835 x 619;
920 x 682.

- NpOTE3 OAHOrO apTHKYNA B ABOHHON GnucTepHoil ynakoske- | wr.;

« HHCTPYKUHA NO NpHMeteHHio — 1 wr.;

- HAHTH(PMKALMOHHAN KapTa nauueHTa (nacnopt nporesa)- | wr.;

- STHKETKA-NaMATKA JNIN BKACHKH B HCTOPHIO Gonesny naunenTa — 8 wr.;

4. TpoTtes moaounoil xenesss B-Lite ¢ muxporexcrypuposannoii nosepxuocrsio MESMO
cTepuabubft, KpyTaoii Gopmel, cpeanero npopnas
(ApTHKYR: 00BEM, M X Macca, I)

-15625-065LW25:
-15625-080LW25:
—15625-095LW25:
-15625-110LW25:
~15625-130L.W25:
-15625-150LW25:
-15625-175LW25:
-15625-200LW25:
—-15625-215LW235:
- 15625-230LW25:
- 15625-245LW25:
-15625-260LW25:
-15625-275LW25:
-15625-290LW25:
- 15625-305LW25:
-~15625-325LW25:
- 15625-345LW25:
—15625-365LW25:

65 x48;

80 x 59;

95 x 70;
110 x 81;
130 x 96;
150 x 111;
175 x 129;
200 x 148;
215 x 159;
230 x 170;
245 x 181;
260 x 192;
275 x 203,5;
290 x 215;
305 x 226;
325 x 241;
345 x 255.,5;
365 x 270;
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—-15625-385LW25: 385 x 285;

-15625-405LW25: 405 x 300;

—15625-450L.W25: 450 x 333;

~ 15625-495LW25: 495 x 367,

- 15625-545LW25: 545 x 404,

- 15625-600LW25: 600 x 445.

- B COCTaBe:

- NPOTEe3 OAHOrO apTHKYNa B ABOHHON GnHcTepHO# ynakoske- 1 wT,;
- HHCTPYKLHA 11O MPUMEHEHNIO — | WT.;
- HRCHTU(HUKAUHOHKAN KapTa NauMenTa (nacnopr nporesa)- | wr.,;
- ITHKETKA-NAMATKA 415 BKIeHKH B UCTOPHIO Gonesnu nauueHTa — 8 wr.;

5. MpoTes Monounoii sxenesnt B-Lite ¢ MUKkpoTekeTypHpoR2RHOit HOBepXROCTLIO MESMO
cTepuasusti, kpyraoH opmst, Bicoxoro npoduns
(Aptukya: ofbeM, Mn X macca, 1)

—15626-080LW25: 80 x 59;
-15626-100LW25: 100 x 74;
-15626-115LW25: 115 x 85;
-15626-140LW25: 140 x 103;
—15626-165LW25: 165 x 122;
—15626-190LW25: 190 x 140;
-15626-215L.W25: 215 x 159;
- 15626-235LW25: 235 x 174;
-15626-250LW25: 250 x 185;
-15626-270LW25: 270 x 200;
-15626-285LW25: 285 x 211;
-15626-300LW25: 300 x 222;
-15626-325LW25: 325 x 241;
—15626-345LW25: 345 x 255,5;
- 15626-365LW25: 365 x 270,
—15626-385LW25: 385 x 28S5;
-15626-410LW25: 410 x 304;
- 15626-435LW25: 435 x 322,5;
- 15626-460LW25: 460 x 341;
- 15626-485LW25: 485 x 359,5;
-15626-510LW25: 510 x 378;
~15626-565LW25: 565 x 419,
- 15626-625LW25: 625 x 463:
- 15626-690LW25: 690 x 512;
- 15626-760LW25: 760 x 563.
-~ B COCTaBe:
- NpoTe3 OAHOTO apTHKY /A B ABOHHON Gancreprol ynakonke- 1 wt.;
- HHCTPYKLIMA NO NPHMEHEHHIO — | wiT.;
- KACHTH(HKAUHOHHAA KapTa NaunenTa (nacnopt nporesa)- | wr.;

38

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




%GB@"

- STHKETKa-NaMATKa AU BKNIElKH B HCTOpWIO Gonesnyu nauwenTa ~ 8 wr.;

6. IIpoTes monounoii xeaesnt B-Lite ¢ MukporexeTypnposannoit nosepxsnocrsio MESMO
CTepHALHbLIH, Kpyraoi $opmbl, IKCTPABLICOKOTO NpodHIS
(Aptukyn: oObeM, ma X macca, 1)

—-15627-095LW25: 95 x 70;

—15627-115LW25: 115 x 85;

-15627-140LW25: 140 x 103;
~15627-165LW25: 165 x 122;
~15627-195LW25: 195 x 144,
—-15627-225LW25: 225 x 166;

—-15627-260LW25: 260 x 192;

-15627-280LW25: 280 x 207,
~15627-300LW25: 300 x 222;

-15627-320LW25: 320 x 237,
~15627-345LW25: 345 x 256;
~15627-365LW25: 365 x 270,
-15627-390LW25: 390 x 288;
-15627-415LW25: 415 x 307,
~15627-440LW25: 440 x 326;
- 15627-465LW25: 465 x 344,5;
-15627-495LW25: 495 x 367;
- 15627-525LW25: 525 x 389;
—15627-555LW25: 555 x 411;
—15627-585LW25: 585 x 433,5;
-15627-615LW25: 615 x 456;
-15627-685LW25: 685 x 508,
—15627-755LW25: 755 x 560,
—-15627-835LW25: 835 x 619;
—15627-920LW25: 920 x 682.
- B COCTaBe:
- NpoTe3 OAHOro apTHKYAA B ABoHHoNA GaucrepHol ynakoeke- | wrr.;
- HHCTPYKLHA N0 MPUMEHERIo — | mr.;
- HaeHTHOHUKAUNOHHAR KapTa NalHenTa (nacnopT nporesa)- 1 wiT.;
- HTHKETKA-MAMATKa AN BKIeHKH B HCTOPHIO GonesHu nanerra — 8 wr.;

7. Nlpores monounoii wenesnt B-Lite ¢ mukporexcrypuposanuoii nosepxuoctsio MESMO
cTepHALHbLIH, aHATOMHecKOH GOPMLI, ¢ KPYTILIM OCHOBAHKEM, cpeanero npoduian
(Apruxyn: obbem, Ma X macca, I)

—15635-060LW25: 60 x 44,

—15635-070LW25: 70 x 52;

-15635-085LW25: 85 x 63;

-15635-100LW25: 100 x 74;

—15635-115LW25: 115 x 85;
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—-15635-135LW25: 135 x 100;
-15635-155LW25: 155 x 115;
—-15635-17SLW25: 175 x 129;
~15635-190LW25: 190 x 141;
-15635-200LW2S: 200 x 148;
—-15635-215LW25: 215 x 159;
—15635-230LW25: 230 x 171;
—15635-240LW25: 240 x 178;
—15635-255LW25: 255 x 189;
—15635-270LW25: 270 x 201;
-15635-290L.W25: 290 x 215;
—15635-305LW25: 305 x 226;
~15635-320LW25: 320 x 237,
-15635-340LW25: 340 x 251,
—-15635-355LW25: 355 x 262;
-15635-375LW25: 375 x 277,
-15635-395LW25: 395 x 292,
—15635-435LW25: 435 x 322;
—15635-480LW25: 480 x 356;
—15635-525LW25: 525 x 389.
- B cocTase:
- NpoTE3 OIHOTO apTHKY 1A B ABoHHON GanCTepHoll ynaxoske- 1 wT.;
- HHCTPYKUHUA NO NpHMEHEHMO — | 1T.;
- WACHTH(¢HKALMOHHEA KapTa nauuenTa (Nacnopr nporesa)- 1 wit.;
- ITHKETKA-NAMATKA ANA BKACHKH B HCTOPHIO GonesHy nauenTa ~ 8 wit.;

8. IpoTes monounoii sxenesnt B-Lite ¢ Mukporexerypuposannoit nosepxnocrsio MESMO
cTepuabHbIH, AHATOMUYeCKOH GOPMBL, C KPYTIbIM OCHOBAHHEM, BLICOKOTO Npoduis
(ApTukyn: o61eM, Ma X Macca, 1)

-15636-070LW25: 70 x 52,

—~15636-085LW2S5: 85 x 63;

-15636-105LW25: 105 x 77,

-15636-120LW25: 120 x 89,

~-15636-145LW25: 145 x 107;

—-15636-165LW25: 165 x 122;

-15636-190LW25: 190 x 141,

-15636-205LW25: 205 x 152,

-15636-220LW25:; 220 x 163;

-15636-235LW25: 235 x174;

-15636-250LW25: 250 x 186;

-15636-270LW25: 270 x 200;

—15636-285LW25: 285 x 211;

—15636-300LW25: 300 x 222;

—15636-320LW25: 320 x 237,
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-15636-340LW25: 340 x 252;

-15636-360LW25: 360 x 267,

—15636-380LW25: 380 x 281;

-15636-405LW25: 405 x 301;

-15636-425LW25: 425 x 315;

- 15636-450LW25: 450 x 335;

- 15636-S00LW2S: 500 x 370;

—-15636-550LW25: 550 x 408;

—-15636-610LW25: 610 x 453;

—-15636-670LW25: 670 x 498,

— B COCTaBe:

- IPOTE3 ORHOTO ApTHKYJIA B ABOHHOI GAucTEpHOl ynakoske- | wT.;
- HHCTPYKLMA NO NPHMEHEHNIO — | wT.;
- naeHTHQUKALUMOHNAA KApTa NauKerTa (nacnopr npotesa)- 1 wr.;
- STHKETKa-NaMATKa AR BKACHKH B MUCTOPHIO 60e3HM naluenta — 8 wr.;

9, MpoTes Moaouoit xene3nt B-Lite ¢ MHKpoTeKcTypHpoBanHoOil nosepxnocThio MESMO
CTepuIILHbIH, AHATOMRYECKOH GOPMBI, € KPYTJIbIM OCHOBAHHEM, IKCTPABLICOKOIO Npoduis

(ApTuKyn: 00beM, MN X Macca, T)
-15637-085LW25: 85 x 63;
-15637-100LW25: 100 x 74;
-15637-120LW25: 120 x 89;
—-15637-145LW25: 145 x 106,
—-15637-170LW25: 170 x 125;
-15637-200LW25: 200 x 147;
-15637-230LW25: 230 x 170;
-15637-245LW25: 245 x 181,
—-15637-2651.W25: 265 x 196
—-15637-285LW25: 285 x 211;
-15637-300LW25: 300 x 222;
—-15637-320LW25: 320 x 237,
-15637-345LW25: 345 x 256;
~15637-365LW25: 365 x 270;
—-15637-385LW25: 385 x 285;
-15637-410LW25: 410 x 304;
—15637-4351.W25: 435 x 322;
-15637-460LW25: 460 x 341;
~15637-485LW25: 485 x 359;
—-15637-515LW25: 515 x 381;
—15637-545LW25: 545 x 404;
-15637-605LW25: 605 x 448;
-15637-665LW25: 665 x 493;
-15637-735LW25: 735 x 545;
~15637-810LW25: 810 x 602.
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- B COCTaBe:
- NpOTe3 OAHOTO apTHKYNa B NBOHHOH GaHcTepHOH ynakoske- | wT.;
- HHCTPYKUMA N0 MPHMEHEHHIO ~ | WT.;

- HACHTHOMKALIMOHHAS KapTa nauueHTa (nacnopr npotesa)- | wir.;
- ITUKETKA-NAMATKA ANA BKACHKR B HcTopuio Gonesnd nauxenta — 8 wr.;

10. NpoTea monounol xkenesnl B-Lite ¢ mukpoTexcTypuposannoil nosepxuocrnio MESMO

CTepuALHBIH, AHATOMIYECKOil GOPMBI, C KOPOTKHM OCHOBAHMEM, CpeaHero npoduas

(ApTikyn: obweM, MJI X Macca, T)

~15645-055LW25: 55 x404;

—15645-060LW25: 60 x 44;

—-15645-070LW25: 70 x 52;

—15645-085LW25: 85 x 63;

—15645-095LW25: 95 x 70,3,

-15645-115LW25: 115 x 85;

—15645-130LW25: 130 x 96,3;

—15645-150LW25: 150 x 111,3;

—15645-170LW25: 170 x 125,3,

—-15645-190LW25: 190 x 141;

-15645-215LW25: 215 x 159;

-15645-240LW25:240 x 178

-15645-25SLW2S: 255 x 189;

-15645-270LW25: 270 x 201;

—15645-285LW25: 285 x 211,3,

—15645-300LW25: 300 x 222,3;

—-15645-315LW25: 315 x 233,3;

—-15645-330LW25: 330 x 243,6;

-15645-350LW25: 350 x 258,3;

-15645-3651.W25: 365 x 2696,

- 15645-385LW25: 385 x 284,4;

-15645-405LW25: 405 x 299,4;

- 15645-445LW25: 445x 3294,

~15645-490LW25: 490 x 363,4.

- BCOCTase:

- NPOTE3 OAHOro apTHKYJa B ABo#iHON GnucTepHol ynakoske- | wiT.;
- HHCTPYKUHA MO APHMEHEHHIKO — } wT,,
- HAeHTHDHKAUMONHAR KapTa nalenTa (MacnopT mporesa)- 1 wr.;
- 3THKETKA-NAMATKA ANA BKAeHKky B HCTOPHIO Gonesny naunenta — 8 wr.;

11. Ipores Monounoii xenesnl B-Lite ¢ MukporekeTypsposannoié nosepxiocToio MESMO
CTePHILHBII, aHaTOMHYECKOH GOPMBL, ¢ KOPOTKHM OCHOBAHHEM, BLICOKOr0 NPOPHAS
(ApTnkyn: obbem, Mn X Macca, I)

- 15646-065LW25: 65 x 48,2,

- 15646-070LW25: 70 x 52,
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- 15646-085LW25: 85 x63;

-15646-105LW25: 105 x 77,

-15646-120LW25: 120 x 89,

—15646-140LW25: 140 x 103,3;

—-15646-160LW25: 160 x 118,3;

-15646-185LW25; 185 x 137,3;

-15646-210LW25: 210 x 155,7;

—15646-225LW25: 225 x 166,7,

-15646-240LW25: 240 x 177,7;

-15646-255LW25: 255 x 189,7;

-15646-270LW25: 270 x 200;

—15646-285LW25: 285 x 211;

-15646-305LW25: 305 x 225,7,

- 15646-320LW25: 320 x 237;

—15646-340LW2S5: 340 x 252;

~ 15646-360L.W25: 360 x 267,

—-15646-380LW25: 380 x 281;

—-15646-400LW25: 400 x 297,3;

-15646-420L.W25: 420 x 311,3;

- 15646-465LW25: 465 x 346,2;

-15646-510LW25: 510 x 377.4;

—15646-560L.W25: 560 x 415,4;

—15646-615LW25: 615 x 456,7.

— BcoOcTase:

- IpOTE3 OAHOIO apTHKYNa B ABoliHON GancTepHoii ynakosxe- | wT.;
= HHCTPYKUHA NO NPUMEHEHHIO — | WT.;
- MACHTHOHKALHOHHAA KapTa MauMenTa (nacnopr nportesa)- I wr.;
- STHKETKA-NAMATKA ANs BKACHKH B UCTOPHIO Gone3Hu nauventa — 8 wr.;

12. IMpoves monouHoii enent B-Lite ¢ MUKpoTeKCTYpHPOBAHHOI noBepxHocThio MESMO
CTePHALHLIN, AHATOMBYECKOH GOPMBI, C KOPOTKHM OCHOBAHHEM, IKCTPABLICOKOr0 NPOPHIN
(ApTukyn: 06beM, M1 X Macca, 1)

—15647-075LW25: 75 x 55,6

-15647-085LW25: 85 x 63

-15647-105LW25: 105 x 77,7

—-15647-120LW25: 120 x 89

~15647-145LW2S: 145 x 106

—15647-170LW25: 170 x 125

-15647-195LW25: 195 x 143,3

—15647-220LW25: 220 x 162,4

-15647-235LW25: 235 x 173,7

- 15647-255LW25: 255 x 188,4

—15647-270LW25: 270 x 199,7

-15647-290LW25: 290 x 214,7
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~15647-305LW25: 305 x 225,7

—-15647-325LW25: 325 x 240,7

~15647-345LW25: 345 x 256

-15647-365LW25: 365 x 270

~15647-38SLW25: 385 x 285

~15647-410LW25: 410 x 304

- 15647-455LW25: 455 x 337,3

~15647-510LW25: 510 x 377,3

- 15647-560LW25: 560 x 415,1

- 15647-620LW25: 620 x 459,1

~15647-680LW2S5: 680 x 504,1:

-15647-750LW25: 750 x 556,1.

- B COCTase:

- NPOTES OAHOTO apTHKYAa B ABOHHON GaucTepHOit ynaxoexe- | wr.;
- HHCTPYKUHA [0 NPHMEHEHHI0 — | wiT.;
- uaeHTHdHKALMOHNAS KapTa NauMenTa (nacnopT npotesa)- 1 wr.;
- ITHKeTKa-NaMATKa ANS BKAeliku B HCTOPHIO Gonesnn nanyenTa — 8 wir.;

13. IpoTe3 monounod xenesst B-Lite ¢ Muxporexcrypuposannoit nosepxuocthio POLYtxt
crepuabibiii, kpyraoit popmel, cpeauero npoduas
(Aprukyn: obbeM, MA X Macca, T)

— 20625-065LW25: 65 x 48;

— 20625-080LW25: 80 x 59,

- 20625-095LW25: 95 x 70,

— 20625-110LW25: 110 x 81;

- 20625-130LW25: 130 x 96;

- 20625-150LW25: 150 x 111;

- 20625-175LW25: 175 x 129;

- 20625-200LW25:; 200 x 148;

- 20625-215LW25: 215 x 159;

- 20625-230LW25: 230 x 170;

- 20625-245LW25: 245 x 181;

- 20625-260LW25: 260 x 192;

- 20625-275LW25: 275 x 203,5;

— 20625-290LW25: 290 x 215;

- 20625-305LW25: 305 x 226;

- 20625-325LW25: 325 x 241;

- 20625-345LW25: 345 x 255,5;

- 20625-365LW25: 365 x 270,

- 20625-385LW25: 385 x 285;

- 20625-405LW25: 405 x 300;

- 20625-450LW25: 450 x 333;

- 20625-495LW25: 495 x 367;

- 20625-545LW25: 545 x 404;
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- 20625-600LW25: 600 x 445.
- BCOCTaBe:
- NPOTe3 OAHOTO apTHKYNa B iBofiHoM GnucrepHoi ynakoske- 1 w.;
- HHCTPYKIUHA 1O NPHMEHEHHIO — | 1UT.;
- HACHTHHKAUKOHHAN KapTa NauHenTa (nacnopr nporesa)- | wr.;
- ITHKETKA-NAMATKA JANA BKNEHKH B ucTopHio GonesHy nauneHta — 8 Wit

14. TIpoves monounoil kenne3nt B-Lite ¢ MuxpoTexcrypuposanioil nosepxnoctsio POLYtxt
cTepuabHbIil, Kpyraoii popmel, Bbicoxoro npoduas
(Aptuxyn: 06beM, Ma X Macca, r)
-20626-080LW25: 80 x 59,
-20626-100LW25: 100 x 74;
-20626-115LW2S: 115 x 85;
-20626-140LW25: 140 x 103;
-20626-165LW25: 165 x 122,
-20626-190LW25: 190 x 140;
~-20626-215LW25:; 215 x 159,
-20626-235LW25: 235 x 174,
-20626-250L.W25: 250 x 185;
-20626-270LW25: 270 x 200;
-20626-285LW25: 285 x 211;
-20626-300LW25: 300 x 222;
~-20626-325LW25: 325 x 241;
-20626-345SLW25: 345 x 255,5;
-20626-365LW25: 365 x 270,
-20626-385LW25: 385 x 285;
—20626-410LW25: 410 x 304;
-20626-435LW25S: 435 x 322,5,
~20626-460LW25: 460 x 341,
-20626-485LW25: 485 x 359,5;
-20626-510LW25: 510 x 378;
-20626-565L.W25: 565 x 419,
-20626-625LW25: 625 x 463;
-20626-690LW25: 690 x 512;
-20626-760LW25: 760 x 563.
- BCOCTaBE:
- Npote3 OAHOro apTHKyna B AsoiHoH Gancrepyol ynakoske- | wr,;
- HHCTPYKUMA N0 OPUMEHEHHIO — | wT.;
- BAEHTHOHKAUHWOHHAA KapTa naynerTa (nacnopr nporesa)- | wr.;
- 3THKETKA-NAMATKA ANA BKneHku B HeTopHio Gonestu naunenTa — 8 wr,;

15. Ilpores mosounoii xenesnl B-Lite ¢ MukpoTexcrypnposaunoii nosepxnoctsio POLYtxt
cTepuAbHbIi, KPyrnoii GopMbl, IKCTPABLICOKOre NPoduan
(ApTHKYNn: 00BEM, M X Macca, I')
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- 20627-095LW25:
- 20627-115LW25:
- 20627-140LW25:
— 20627-165LW25:
- 20627-195LW25:
- 20627-225LW25:
- 20627-260L.W25:
- 20627-2801.W25:
- 20627-300LW25:
— 20627-320LW25:
— 20627-345LW25:
- 20627-365LW25:
— 20627-390LW25:
— 20627-415LW25:
— 20627-440LW25:
— 20627-465LW25:
— 20627-495LW25:
— 20627-525LW25:
— 20627-555LW25:
~ 20627-585LW25:
- 20627-615L.W2S:
— 20627-685LW25:
- 20627-755LW25:

$
a5

95 x 70;
115 x 85;
140 x 103;
165 x 122;
195 x 144;
225 x 166;
260 x 192;
280 x 207,
300 x 222;
320 x 237;
345 x 256;
365 x 270;
390 x 288;
415 x 307,
440 x 326;
465 x 344,5;
495 x 367;
525 x 389,
555x411;
585 x 433,5;
615 x 456;
685 x 508;
755 x 560;

- 20627-835LW25: 835x 619;

- 20627-920LW25: 920 x 682,

B COCTABE:

- NPOTE3 OHOrO apTHKY A B AOHHOA GancTepHo ynakoeke- 1 wT.;

- HHCTPYKUMA O NPHMEHEHHIo — | WiT.;

- uACHTHOHKAUMOKHAS KapTa naunenTa (nacnopT nporesa)- 1 wit.;

- ITHKETKa-NAMATKA N4 BKNEHKH B ncTopHio Gone3ny nauneHTa — 8 wr.;

16. TpoTes monounoit aenesnt B-Lite ¢ MukpoTexeTypupoBanuoil nosepxuoctsio POLYtxt
CTEpHALHBIIL, AHATOMHYECKOH (OPMBL, ¢ KPYT/LIM OCHOBAHHEM, CPeAHere npodnas

(ApTHKyN: o6beM, MaI X Macca, I)

—-20635-060LW25
—-20635-070LW25
-20635-085LW25
—-20635-100LW25
-20635-115LW25
-20635-135LW25
~20635-155LW25
-20635-175LW25
-20635-190LW25
-20635-200LW25

160 x 44;
170x52;
:85x63;
: 100 x 74;
:115x 85;
: 135 x 100;
155 x 118;
175 x129;
: 190 x 141;
: 200 x 148;
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~20635-215LW25:
-20635-230L.W25:
-20635-240LW25:
~20635-255LW25:
-20635-270LW25:
—20635-290LW25:
—20635-305LW25:
-20635-320LW25:
-20635-340LW25:
-20635-355LW25:
—20635-375LW25:
—20635-395LW25:
~20635-435LW25:
-20635-480LW25:
-20635-525LW25:

- B COCTaee:

215x159;
230x171;
240 x 178;
255 x 189,
270 x 201;
290 x 215;
305 x 226;
320x 237,
340 x 251;
355 x 262;
375x277;
395 x 292;
435 x 322;
480 x 356;
525 x 389.

- IpOTE3 ORHOTO apTHKYNa B ABoRHOH GANCTEpHON ynakoske- 1 wr.;

- HHCTPYKUNSA TIO PHMEHEHHIO — | WT.;

- WeHTUPHKALMOHHASA KapTa naunenTa (nacnopr nporesa)- 1 wr.;

- ITHKETKA-IAMATKA 418 BKICHKH B HCTOpHIO GonezHy nauneHTa — 8 wr.;

17. HpoTes moounoit enesnt B-Lite ¢ MukpoTexcrypuposannoii nosepxuocrsio POLYtxt
crepuALHbIE, aHATOMHYECKOH $OPMBIL, € KPYTIbIM OCHOBAHHEM, BLICOKOTO NPodnaN
(ApTukyn: o6beM, M1l X Macca, I)

-20636-070LW25:
—-20636-085LW25:
-20636-105LW25:
-20636-120LW25:

~20636-145LW25:

—-20636-165LW25:
-20636-190LW25:

~20636-205LW25:
~20636-220LW25:
-20636-235LW25:

-20636-250LW25:
-20636-270LW25:
~20636-285LW25:
-20636-300LW25:
~20636-320LW25:
-20636-340L.W25:
-20636-360LW25:
-20636-380LW25:
-20636-405LW25:
-20636-425LW25:
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70 x 52;
85 x 63;
105x77;
120 x 89;
145 x 107;
165 x 122;
190 x 141;
205 x 152;
220 x 163;
235x174;
250 x 186;
270 x 200;
285x 211,
300 x 222,
320x 237;
340 x 252;
360 x 267;
380 x 281;
405 x 301;
425 x 315;
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-20636-450LW25: 450 x 335;
-20636-500L.W25: 500 x 370,
-20636-550LW25: 550 x 408,
—20636-610LW25: 610 x 453;
-20636-670LW25: 670 x 498.
- B COCTAaBE:
- NPOTE3 ORHOTO apTHKYNa B ABoHHOH Ghancteprol ynakoske- | wr.;
- HHCTPYKLKA N0 NpUMeHenmio — 1 wiT.;
- naeHTHOHKAUHONHAA KapTa NaukenTa (Nacnopr nporesa)- | wr.;
- JTHKETKA-TIAMATKA 219 BKJIeikn B Hcropuio Goneann naunenta — 8 wr.;

18. MpoTes moaounod xenesnt B-Lite ¢ MuxporexcTypuposanuoil nosepxnoctsio POLYtxt
cTepuablbill, AHATOMUYECKOH (GOPMBL, ¢ KPYTIBIM OCHOBAHHEM, IKCTPABLICOKOIO NPOPrAS
(ApTukyn: o6bem, Ma X Macca, 1)
-20637-085LW25: 85x63;
-20637-100LW25: 100x 74;
-20637-120LW25: 120 x 89;
-20637-145LW25: 145 x 106;
-20637-170LW25: 170 x 125;
-20637-200LW25: 200 x 147;
-20637-230LW25: 230 x 170;
-20637-245LW25: 245 x 181;
-20637-265LW25: 265 x 196;
-20637-285LW25: 285 x 211;
-~20637-300L.W25: 300 x 222;
-20637-320LW25: 320 x 237,
-20637-345LW25: 345 x 256;
-20637-365LW25: 365 x 270;
-20637-385LW25: 385 x 28S5;
—-20637-410LW25: 410 x 304,
—~20637-435L.W25: 435 x 322;
-20637-460LW25: 460 x 341;
~20637-485LW25: 485 x 359;
-20637-515LW25: 515 x 381,
—-20637-545LW25: 545 x 404;
-20637-605LW25: 605 x 448,
~20637-665LW25: 665 x 493;
-20637-735LW25: 735 x 545;
-20637-810LW2S: 810 x 602.
~  BCOCTaBE:
- MPOTe3 OAHOTO apTHKYNa B ABoliHOH GmucTepHolt ynakoske- 1 wr.;
- HHCTPYKLHA NO NpUMeHeruio — | WT,;
- HACHTHHKALMOHHAA KapTa NaLKenTa (NacnopT nporesa)- 1 wir,;
- ITHKETKA-AMATKE AIR BIJEHKH B HCTOpHIO Gonesny nauueHTa — 8 wr.;
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19, Tpores Monounoil xenesm B-Lite ¢ MukpoTexcrypuposannoii nosepxrocrsio POLYtxt
CTEpHABLNBI, aHATOMHECKOH (OPMBI, ¢ KOPOTKHM OCHOBAHMEM, CpeAHero npoduas

(ApTukyn: obnem,
~20645-055LW25:
-20645-060LW25:
-20645-070LW25:
-20645-085LW25:
—20645-095LW25:
—~20645-115LW25:
-20645-130LW25:
-20645-150LW25:
-20645-170LW25:
-20645-190LW25:
-20645-215LW25:
-20645-240LW25:
-20645-255LW25:
~20645-270LW25:
~20645-285LW25:
-20645-300LW25:
—20645-315LW25:
-20645-330LW25:
—20645-350LW25:
—20645-365LW25:
-20645-385LW25:
—20645-405LW25:
—-20645-445LW25:
-20645-490LW25:

— BCOCTaBe:

MJ X Macca, I)
55 x404;
60 x 44;

70 x 52;

85 x63;

95 x70,3;
115x 85;
130 x 96,3;
150x 111,3;
170 x 125.3;
190 x 141;
215x 159;
240 x 178;
255x 189;
270 x 201;
285x 211,3;
300 x 222,3;
315x233,3;
330 x 243,6;
350 x 258,3;
365 x 269,6;
385 x 284.4;
405 x 2994,
445 x 3294;
490 x 363.4.

- NPOTE3 OAHOIO apTHKY /A B ABoHHOK GnucTepHoi ynakoske- 1 wr.;

- HHCTPYKLMA NO NPHMEHEHHIO — | wT.;

- HIeHTH(HHKAUHOHHAA KapTa NauxeHTa (nacnopr nporesa)- 1 wr.;

- 3THKETKa-NaMATKa ANA Biyieliky B HcTopuio Gonesnu nawnenTa — 8 wr.;

20. MpoTes MosouHO xenesnt B-Lite ¢ mukpoTexcrypuposannoli nosepxuocrnio POLYtxt
CTepUNbHbIH, anaTOMHueckoll GopMbBI, ¢ KOPOTKHM OCHOBANHEM, BLICOKOr0 npoduias
(Apruxyn: obbem, MA X Macca, r)

-20646-065LW25: 65 x 48,2,

-20646-070LW25: 70 x 52;

-20646-085LW25: 85 x 63;

-20646-105LW2S: 105 x 77,

—-20646-120LW25: 120 x 89,

—20646-190LW25; 140 x 103,3;

—20646-160LW25: 160x 118,3;
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—-20646-185LW25:
-20646-210LW25:
—20646-225LW25:
—20646-240L.W25:
-20646-255LW25:
-20646-270LW25:
-20646-285L.W25:
-20646-305LW25:
—-20646-320LW25:
—-20646-340LW25:
-20646-360LW25:
-20646-380LW25:
-20646-400L W25:
~20646-420LW25:
-20646-465LW25:
-20646-510LW25:
—-20646-560LW25:
-20646-615LW25:
- B COCTaBse:

185 x 137,3;
210x 155,7;
225 x 166,7;
240x 1777,
255x 189,7;
270 x 200,
285 x 211;
305 x 225,7;
320 x 237;
340 x 252;
360 x 267;
380 x 281;
400 x 297,3;
420 x 311,3;
465 x 346,2;
510x377.4;
560 x 415.4;
615 x 456,7.

- NPOTE3 OAHOrO apTHKYJIa B ABoHKOA GancTepHO# ynakoske- 1 wr.;

« HHCTPYKUHA N0 NPEMEHEHHI0 — | T.;

- BACHTHPHKALMOHHAA KapTa nauneHTa (nacmopr nporeaa)- | wr.;

- 3THKETKA-NAMATKA ANA BKAEHKH B HCTOPRIO Goneznn naumenTa — 8 wir.;

21. Mpotes moaounoll xenesss B-Lite ¢ Muxporexcrypupopannoli nosepxnoctnio POLY(xt
crepuabHbitl, aHATOMKRYECKO! $HOPMBI, C KODOTKNM OCHOBARHEM, IKCTPABHICOKOIO NpoduiIn
(ApTHkya: 00beM, Mnt X mMacca, 1)

—-20647-075LW25:
—20647-085LW25:
—20647-105LW25:
-20647-120LW25:
-20647-145LW25:
-20647-170LW25:

-20647-195LW25:

-20647-220LW25:
-20647-235LW25:

—20647-255LW25:

-20647-270LW25:
-20647-290LW25:
~20647-305SLW25:
—20647-325L.W25:
-20647-345LW25:

-20647-365LW25:
-20647-385LW25:

75 x 55,6;
85 x 63;

105 x 77,7;
120 x 89;
145 x 106;
170 x 125;
195 x 143,3;
220 x 162,4;
235x173,7;
255x 188.4;
270 x 199,7;
290 x 214,7;
305 x 225,7;
325 x 240,7;
345 x 256;
365 x 270,
385 x 285;
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-20647-410LW25:
-20647-455LLW25:
-20647-510LW25:

| -20647-560L.W25:
-20647-620L.W2S:
-20647-680LW2S:
-20647-750LLW25:

B COCTaBES:

410 x 304;

455 x 337,3;
510 x 3772,3;
560 x 415,1;
620 x 459,1;
680 x 504,1;
750 x 556,1.

- NpoTe3 OAHOro apTHKyna 8 ApoliHol GnucrepHoii ynakoske- | wr.;

- RHCTPYKLUHA MO NPUMEHEHHIO — | 11T.;

- uaeHTHgHUKALMOHHAA KapTa NaltkenTa (nacnopt nporesa)- 1 wr.;

- ITHKETKA-NAMATKA ANA BKAeHK) B HcTOpHIO Bonesnn naunenTa — 8 wr.;

22. [Tpores Mo10uHON xenesnl B-Lite ¢ NoBEpXKOCTLIO N3 MHKPOROAHYPETAHOBON Nernt Microthane

CTepRIAbLHLIH, kKPYraok Gpopmet, cpeanero npopnag
(ApTukyn: ofbem, Ma x Macca, r)

-30625-065LW25:
-30625-080L W25:
-30625-095LW25:
-30625-110LW25:
-30625-130LW25:
-30625-150LW25:
-30625-175LW2s:
-30625-200LW25:
-30625-215LW25:
-30625-230LW25:
-30625-245L.W25:
-30625-260LW25:
-30625-27SLW25:
-30625-290LW25:
-30625-305LW25:
~30625-325LW2S:
-30625-345LW25:
-30625-365LW25:
-30625-385SLW25:
-30625-405LW25:
-30625-450LW25:
-30625-495LW25:
-30625-545LW25:
-30625-600LW25:
— B COCTaBeC:

65 x 48;
80 x 59;
95 x 70;
110 x 81;
130 x 96;
150x 111;
175 x 129;
200 x 148;
215 x 159,
230 x 170,
245 x 181;
260 x 192;
275 x 203,5
290 x 215;
305 x 226;
325x241;
345 x 255,5;
365 x 270;
385 x 285;
405 x 300;
450 x 333;
495 x 367;
545 x 404;
600 x 445,

- NpoTe3 OAHOro APTHKY /A B ABoliHOH GaHcTepHOH ynakopke- | wT.;

« HHCTPYKUHA N0 NpHMeneHuto — | wr.;

- WACHTH}HKALMOHHAA KapTa NauMenTa (nacnopt nporesa)- | wr.;

- TUKETKa-NaMRTKA A BKIeHKH B HCTOpHIO Gontesny nanuenTa — 8 wir.;
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23. Mpoves moroanoii xeaesnt B-Lite ¢ noBepxHOCTLIO B3 MHKPOROTRYpeTaHOBON nents Microthane
crepuabubitt, kpyraol ¢gopmss, Bricoxoro npoduas
(ApTHKYN: 00BEM, MN X Macca, I)
-30626-080LW25: 80 x 59;
—30626-100LW25: 100 x 74
-30626-115LW25: 115 x 85;
-30626-140LW25: 140 x 103;
-30626-165LW25: 165 x 122;
-30626-190LW25: 190 x 140,
-30626-215LW25: 215x 159;
-30626-235LW25: 235x 174;
-30626-250L.W25: 250 x 18S;
-30626-270LW25: 270 x 200;
-30626-285LW25: 285x211;
-30626-300LW25: 300 x 222;
-30626-325LW25: 325x 241,
-30626-345LW25: 345 x 255,5;
-30626-365LW25: 365 x 270,
-30626-385LW25: 385 x 285,
-30626-410LW25: 410 x 304;
~30626-435LW25: 435 x 322,5;
—30626-460LW25: 460 x 341;
—30626-485L.W25: 485 x 359,5,
-30626-S10LW25: 510 x 378;
~30626-565LW25: 565 x419;
-30626-625LW25: 625 x 463,
-30626-690LW25: 690 x 512;
-30626-760LW25: 760 x 563.
— B COCTaBe:
- IPOTe3 OAHOrO APTHKYAA B ABoitHOH GnncTepHo# ynakoske- | wT.;
- MHCTPYKLUS NO IPUMEHEHHIO — | WT.;
- WACHTHUKAUHOHHAA KapTa auKeHTa (nacnopt nporesa)- 1 wr.;
- ITHKETKA-NAMSTKA AN BRIeHKH B HKCTOpHIO Bosestu naunenTa — 8 wr.;

24, Mpotes Monounoli skenessl B-Lite ¢ noBepXHOCTLIO H3 MUKDONIONHYPETAHOBOH NEHbL
Microthane cTepuabubiii, Kpyrao# Gopmel, IKCTPABLICOKONO Npoduag

(Aptukyn: o0bem, MII X Macca, r)

- 30627-095LW25: 95 x 70;

- 30627-115LW25: 115 x 85;

- 30627-140LW25: 140 x 103;

- 30627-165LW25: 165 x 122;

- 30627-195LW25: 195 x 144;

- 30627-225LW25: 225 x 166,
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- 30627-260LW25:
- 30627-280LW25:
~ 30627-300LW25:
- 30627-320LW25:
~ 30627-345LW25:
- 30627-365LW25:
- 30627-390LW25:
— 30627-415LW25:
— 30627-440LW25:
— 30627-465LW25:
- 30627-495LW25:
- 30627-525LW25:
— 30627-555LW25:
— 30627-585LW25:
—~ 30627-615LW25:
-~ 30627-685LW25:
- 30627-755LW25.
— 30627-835LW25:
— 30627-920LW25:

260 x 192;
280 x 207;
300 x 222;
320 x 237;
345 x 256;
365 x 270;
390 x 288;
415 x 307,
440 x 326;
465 x 344,5;
495 x 367,
525 x 389;
555x411;
585 x 433,5;
615 x 456;
685 x 508;
755 x 560;
835x619;
920 x 682.

— B COCTase:

- NPOTE3 OAHOrO apTHKYNAA B ABOHHOMK GaucrepHoll ynakoske- | wr.;

- HHCTPYKUHA NO NPUMEHEHUIO — | WIT.;

- HACHTHGHKALMOHHAA KAPTa NaUKeHTa (nacnopt npore3a)- | wr.;

- THKETKA-NAMATKA ANK BKACHKK B HCTOpHIO Gonesnu naimenTa — 8 wir.;

25. HNpoTres Mosoynoil xee3bl B-Lite ¢ nosepXHOCTLIO H3 MHKPONONAYPETAHOBOH NEHbI
Microthane crepuabnblif, aHaTOMHYecKkoi GOpPMBI, ¢ KPYTILIM OCHOBAHHEM, CPpeAHero
npoguns

(ApTukyn: o6beM, Mn X Macea, r)

-30635-060LW25: 60 x 44;

-30635-070LW25: 70 x 52;

-30635-085LW25: 85x63;

—30635-100LW25: 100 x 74;

-30635-115LW25: 115 x 85;

-30635-135LW25: 135 x 100;

—~30635-155LW25: 155 x 115;

-30635-175LW25: 175 x 129;

-30635-190LW25: 190 x 141,

-30635-200LW25: 200 x 148;

-30635-215LW25: 215 x 159;

-30635-230LW25: 230 x 171,

-30635-240LW25: 240x 179;

-30635-255LW25: 255 x 189;

-30635-270LW25: 270 x 201;
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-30635-290LW25: 290 x 215;
-30635-305LW25: 305 x 226,
-30635-320LW2S: 320 x 237,
~30635-340LW25: 340 x 251,
-30635-355LW2S: 355 x 262;
-30635-375LW25: 375 x 277,
~30635-395LW25: 395 x 292;
-30635-435LW25; 435 x 322;
-30635-480LW25: 480 x 356,
-30635-525LW25: 525 x 389.
- B COCTaBe:
- NPOTE3 OAHOTO APTHKYNA B ABOHHOM Gancreprolt ynakoske- 1 wt.;
- HHCTPYKUHA NO NPHMEHEHHIO — | WT.;
- HASHTHHKAUHOHKAR KapTa naukenTa (Racnopr nporesa)- | wr.;
- ITHKETKA-NAMATKA AN BKaeliky B ucTopuio Gonesnu nauuenTa — 8 wr.;

26. TipoTes Monounoil wene3nl B-Lite ¢ nopepxnocTs10 H3 MRKpONOAHYpeTaHOBOH MEHbI
Microthane crepunbubiii, anaToMu4eckoif GopMmbl, ¢ KPYFiIbiM 0CHOBAHHEM, BHICOKOTO
npodnin

(Aptukyn: o6veMm, Mn X macca, )
-30636-070LW25: 70 x 52;
-30636-085L.W25: 85 x63;
-30636-10SLW25: 105x 77,
-30636-120LW25: 120 x 89;
-30636-145LW25: 145x 107;
-30636-165LW25: 165 x 122;
~30636-190LW25: 190 x 141;
-30636-205LW25: 205 x 152;
-30636-220LW25: 220 x 163;
-30636-235LW25: 235x 174;
-30636-250LW25: 250 x 186;
-30636-270LW25: 270 x 200;
-30636-285LW25: 285x211;
-30636-300LW25: 300 x 222;
—30636-320LW25: 320 x 237,
-30636-340LW25: 340 x 252;
-30636-360LW25: 360 x 267,
-30636-380L.W25: 380 x 281;
-30636-405LW25: 405 x 301;
~30636-425LW25: 425 x 315;
-30636-450LW2S: 450 x 335;
-30636-500LW2S: 500 x 370,
-30636-550LW25: 550 x 408;
-30636-610LW25: 610 x 453;
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-30636-670LW25: 670 x 498.

-  BCOCTaBe:

- NPOTE3 OAHOrO apTHXYAA B ABoHHOM GancTepHoit ynakoske- 1 wr.;
- HHCTPYKLHS N0 NPHMEHEHHIO — | WIT.;
- HACHTHOHKAUNOHHAA KapTa nauneHTa (macnopt nporesa)- | wir.;
- ITHKETKA-NAMATKA AL BKACHKH B ucTOphio Goneznn nauMeHTa — 8 wr.;

27. Ipores Moaouno xkeneins B-Lite ¢ nopepxHocTLIO B3 MEKPOTIONHYPETAHOBOH NEHBI
Microthane crepuabHbIil, aHATOMHYeCKOit POPMBI, © KPYIJ/IBIM OCHOBAHHEM, IKCTPABLICOKOTO
npoduns
(ApTHKYN: 00BeM, M X Macea, I)
~30637-085LW25: 85 x 63;
-30637-100LW25: 100 x 74;
-30637-120LW25: 120 x 89;
—30637-145LW25: 145 x 106;
-30637-170LW25: 170 x 125;
—-30637-200LW25: 200 x 147,
~-30637-230LW25: 230 x 170,
~30637-245LW25: 245 x 181,
-30637-265LW25: 265 x 196;
~30637-285LW25: 285x 211;
—-30637-300LW25: 300 x 222;
-30637-320LW25: 320 x 237;
-30637-34SLW25: 345 x 256;
-30637-365L.W25: 365 x 270;
-30637-385LW25: 385 x 285;
—30637-410LW25: 410 x 304;
-30637-435LW25: 435 x 322;
-30637-460LW25: 460 x 341;
-30637-485LW25: 485 x 359,
~30637-515LW25: 515 x 38];
—30637-545LW25: 545 x 404;
—-30637-605LW25: 605 x 448,
-30637-665LW25: 665 x 493;
—-30637-735LW25: 735 x 545,
-30637-810LW25: 810 x 602.
- BCOCTase:
- NPOTE3 OAHOrO APTUKY A B AiBoliHOM! GauctepHoOil ynakoske- 1 wr.;
- HHCTPYKHUMA NO NpHMeHeHHo — | wr.;
- HACHTHPHKAUNOHHAA KapTa NaunenTa (nNacnopr nporesa)- | wWr.;
- ITHKETKA-NAMATKA AN BKACHKH B Hcropuio GonesHn naunenta — 8 wr.;

28. IlpoTe3 Moaounoii xkene3st B-Lite ¢ noBepXHoOCTLI0 H3 MEKPONIOAHYPETAHOBOH NeHbB
Microthane cTepunsisiit, anaToMuueckoli GOPMBI, C KOPOTKHM OCHOBRHHEM, CPEAHEr0 npohuas
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(ApTukyn: obbem, M1 X Macca, I)
-30645-055LW25: 55 x40,4;
-30645-060LW25: 60 x 44;
-30645-070LW25: 70 x 52;
-30645-085LW25: 85 x 63;
-30645-095LW25: 95x70,3;
~30645-115L.W25: 115x 85;
-30645-130LW25: 130x 96,3;
—30645-150LW25: 150x 111,3;
~30645-170LW25: 170x 125.3;
—-30645-190LW2S: 190 x 141;
—-30645-215LW25: 215 x 159;
-30645-240LW25: 240 x 178;
—-30645-255LW25: 255 x 189;
—30645-270L.W25: 270 x 201;
—~30645-2851L.W25: 285 x 211,3;
-30645-300LW25: 300 x 222,3;
—-30645-315LW25: 315 x 233,3;
-30645-330LW25: 330 x 243,6;
—-30645-350LW25: 350 x 258,3;
—-30645-365LW25: 365 x 269,6;
-30645-385LW25: 385 x 2844,
-30645-405LW25: 405 x 2994,
-30645-445LW25: 445 x 329,4,
-30645-490LW25: 490 x 363,4.
— B COCTAaBE:
- IPOTE3 OAHOrO apTHKYNA B ABOlHONK Gimcreproli ynakoske- | wr.;
- HHCTPYKLIUA 11O NpUMeHeHHo — | wT.;
- KACHTHDHKAUHOHHAS KAPTA NaUMEHTa (NacnopT npoTesa)- 1 wiT.;
- STHKETKA-NaMATKA ANA BKIEHKN B HCTOPHIO Gosie3ny naunenTa — 8 wr.;

29. MpoTes monounoil xene3bl B-Lite ¢ noBepXHOCTHI0 13 MUKPONIOANYPETAHOBOH NEHLI
Microthane cTepunnubiil, anaToMuuecxoli HopMbl, € KOPOTKAM OCHOBAHHEM, BLICOKOTO
npoduan

{ApTHKYN: 00BEM, MNI X Macca, I)

—-30646-065LW25: 65 x 48,2;

-30646-070LW25: 70 x 52;

-30646-085LW25: 85 x 63;

—30646-105LW25: 105x 77,

—30646-120LW25: 120 x 89;

-30646-140LW25: 140 x 103,3;

—-30646-160LW25: 160x 118,3;

-30646-185LW25: 185x 137,3;

-30646-210LW25: 210x 155,7,
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-30646-225LW25::
-30646-240LW25:
-30646-255LW25:
-30646-270LW25:
-30646-285LW25:
~30646-305LW25:
~30646-320LW25:
-30646-340LW2s:
-30646-360LW25:
-30646-380LW25:
-30646-400LW25:
-30646-420LW25:
-30646-465LW25:
-30646-510LW25:
-30646-560LW25:
-30646-615LW25:

B COCTABE:

225 x 166,7,;
240x 177.7;
255 x 189,7;
270 x 200;
285x 211,
305 x 225,7;
320 x 237;
340 x 252;
360 x 267,
380 x 281;
400 x 297.3;
420x 311,3;
465 x 346,2;
510x 377.4;
560x 415,4;
615 x 456,7.

- IPOTE3 OAHOFO apTHKYAA B ABoHON Gructeprofl ynakoske- 1 wr.;

- HHCTPYKLMA NO APUMEHeHHIo — | wT.;

- HACHTHOHUKAUNOHHAA KAPTA MALWENTa (Nacnopr npotela)- | wr.;

- JTHKETKA-NAMATKE A1 BKNeHKM B HCTOPRIO Goseskn nauHenTa — 8 wr.;

30. Ilpores monounoii xene3bl B-Lite ¢ noBepxHOCTLIO U3 MHKPONOJIHYPETAHOBOI NEeHB
Microthane crepuasubiii, aHaToOMuueckoil §opMBI, C KOPOTKHM GCHOBAHHEM, KCTPABLICOKOTO

npodunn

(Aprukyn: o6beM, MmN X Macca, I)

-30647-075LW25:
-30647-085LW2S:
—-30647-105LW25:
~30647-120LW25:
-30647-145LW25:

-30647-170LW25:

-30647-195LW25:
-30647-220LW25:
-30647-235LW25:
-30647-255LW25:
-30647-270LW25:
-30647-290LW25:
-30647-305LW25:
-30647-325LW25:
-30647-345LW25:
-30647-365LW25:
~30647-385LW25:
-30647-410LW25:

75 x 55,6;
85 x63;

105 x 77,7;
120 x 89;
145 x 106;
170 x 125;
195 x 143,3;
220 x 1624,
235 x 173,7;
255x 188 ,4;
270 x 199,7;
290 x 214,7;
305 x 225,7;
325 x 240,7,
345 x 256;
365 x 270;
385 x 285;
410 x 304;
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-30647-455LW25:
-30647-510LW25:
-30647-560LW25:
-30647-620LW25:
-30647-680LW25:
-30647-750LW25:

- B cCOCTaBe:

455 x 337,3;
510x377,3;
560 x 415,1;
620 x 459,1;
680 x 504,1;
750 x 556,1.

- NPOTE3 OAHOro apTHKYa B ABofiHOH GnucTepHoili ynakoske- 1 wrT.;
- HHCTPYKUHA NO NpHMEHEHHUIO — | wWT.;
- naeHTHdHKAUMOHHAS KapTa NauHeHTa (nacnopt nporesa)- | wr.;

- 3THKETKa-NaMAaTKa Ans BKNEAKH B UCTOPHIO 6ose3Hn nauneHTa — 8 wr.

MaTepHaJ’l-HalIOJlHHTeJIb

Marepuan-HanonHutenb no BceMy oGbéMy nportesa npeictasnseT coboi

KOMIJIEKC KOre3MBHOro
CHIMKOHOBOrO refsi W nNonulX GOPOCHIMKATHBLIX MHKpochep, KOTOpble XHMMHYECKH CBA3aHbI €
CHJIMKOHOBBIM refieM. Hannune GOpocHMIMKaTHBIX MHKpoc(ep MO3BONAET 3HAUMTENBLHO CHHU3HTL BEC
B-Lite no cpaBHEHWIO C TPaAMLMOHHBLIMU TPYIAHbIMM MPOTE3aMH aHANOrHYHOro obbema (CHHXEHHE
Beca oT 25% no 30%).

Huxe npeactasneHb! 06bEMbI M COOTBETCTBYIOLNWE HM MAacChl BADHAHTOB HcnonHeHus B-Lite,

3aMNOJHEHHbLIX CHIIMKOHOBBIM I'CNEM.

JlonycTuMoe oTKNoHeHHe no Macce cocTaBaser + 2.5%.

MATEPHAJIbI H3rOTOBJIEHUS YACTEN U3JAEJHNS. TPYAHBIE IIPOTE3bI

[MpoTe3bl ¢ rnajikoi NOBEPXHOCTLIO

Ne YacTs nporesa MaTepuan INocTaBmuk
[TpucoeanunTenbHas By IKaHH3aUKA, MED-6640 Yacts A NusSil
1 BbICOKONPO4HAA CHIHKOHOBAA MED-6640 Uacts B NusSil
O6onouka AHCNeEpCHa
MpucoeannnTenbHas By IKAHU3ALUNA, MED-6600 Yactb A NuSil
2 CHJINKOHOBas AHCIIEPCHSA MED-6600 Yacts B NuSil
Konnauok ¢ CunuxoHoBbI#i 3nacToMep MED-4211 Yacts A NusSil
YNJIOTHEHHEM MED-4211 Yacts B NuSil
CunukoHOBbIH 2n1acTOMEp BbICOKOI MED-4750 Yacts A NusSil
Jluctol BA3KOCTH MED-4750 Yacts B NuSil
[pucoeanHuTeNbHAR BYIKAHH3AUMA, MED-6640 Yacts A NusSil
BbICOKOTIPOYHas CHIHKOHOBAA MED-6640 Yacts B NusSil
BHyTpeHHnii AHCNEPCHA
IMpucoeannuTenbHas By IKaHH3aUMS, MED-6600 Yacts A NuSil
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3 ancK
3annarta BHeLwHWIA guck

HanonHutenb
4
5 HanonHutens

[ob6aBKa K

HanoNHUTENO

CknemnBaroLLmin
6 areHT
7 MapKrpoBKa

[Jobasku

Mpotesbl ¢ noBepxHocTbio MESMO

YacTb npoTesa

1 O6onouka
2
Konnayok ¢
YNJIOTHEHVEM
JncTol

BHyTpeHHUIA ancK

BHewHuiA anck
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CUNIMKOHOBas Aucrepcus

MprcoeanHNTENbHAS BYIKaHN3aLWS,

BbICOKOMPOYHAsA CU/IMKOHOBAS!
Avcnepcys.

MpucoenHUTENbHAS BYIKAHN3ALIMS,

CUTMKOHOBaA ancnepcuA

MED3-631I
(CMNNKOHOBbIN renb)

SID-160Z-AS-NTS

MED-6600 YacTb B
MED-6640 YacTb A

MED-6640 YacTtb B
MED-6600 Yactb A
MED-6600 YacTts B
MED3-6311 Yactb A
MED3-6311 Yactb B

Monble 60pOCUNIMKATHBIE MUKPOCHEPb

CUWIMKOHOBBI 3nacTomep
Bb[COKOI BS3KOCTM

MED-4750 YacTtb A
MED-4750 YacTb B

MED-4800-7 (CuinKoH)

MaTtepwunan
MpurcoeanHNTENbHAA BY/IKAHM3aLMS,
BbICOKOMPOYHas CUMKOHOBasA
Avicriepcus
MpucoeavHUTENbHASA BY/IKaHU3aLMS,
CW/IMKOHOBAs AucCrepcus
CWNMKOHOBBIV 3nacTomep

CWNMKOHOBIVA 3M1aCTOMep BbICOKOA
BSI3KOCTU
MprcoeanHUTENbHAS BYNKaHM3aLMS,
BbICOKOMPOYHas CUNKOHOBAS
amcnepens
MpucoeayHUTENbHAS BYIKAHU3ALMS,
CUNMKOHOBAs AMCTEPCUS
MpucoeanHMTENbHAs BY/IKaHU3aLWS,
BbICOKOMPOYHas CUNMKOHOBAs
ancnepeus
MpricoeanHNUTENbHAS BYNKaHU3aLWS.
CWNIMKOHOBAs AMCMepCcHs

MED3-6311

59

MED-6640 Yactb A

MED-6640 YacTtb B
MED-6600 Yactb A
MED-6600 YacTtb B
MED-4211 Yactb A
MED-4211 Yactb B
MED-4750 Yactb A
MED-4750 YacTtb B
MED-6640 Yactb A
MED-6640 Yactb B

MED-6600 YacTtb A
MED-6600 Yactb B
MED-6640 YacTtb A

MED-6640 Yactb B

MED-6600 Yactb A
MED-6600 YacTb B

MED3-6311 Yactb A

NusSil
NusSil
NusSil
NusSil

NuSil
NuSil
NuSil

Trelleborg

NusSil
NuSil

NusSil

MocTtaBWw UK
NusSil
NusSil

NusSil
NusSil
NusSil
NusSil
NusSil
NusSil
NusSil
NusSil

NusSil
NusSil
NusSil

NuSil

NusSil
NusSil

NusSil
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HanonHutens
4
5 HanonHutenb Job6aBka K
HaMoNHUTENIO
6 TeKcTypupyoLLnii
areHT
Jo6aBku CkneviBaroLLuii
7 areHt
8 MapkupoBka

(CUHWe yepHUna)

MpoTesbl ¢ noBepxHOCTbIO POLYtxt

YacTb npoTesa

1
O60onouka
2
Konna4yok ¢
YMI0THEHWEM
Jnctel
BHYTpeHHWiA gnck
3
3annarta
BHewwH®in guck
HanonHuTenb
4
5  HanonHutenb [Jobaska K
HanoMHUTENO
6 TekcTypupytoLuii
areHt
Jo6asku CKnemBaoLLmii
7 areHT
8 Mapkuposka

(CMHME YepHUna)
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MED3-6311 YacTs B

SID-160Z-AS-NTS
Monble 60poCcUNMKaTHbIE MUKPOCHEPDI
Kap6oHaT ammoHus

CWNMKOHOBBIV 3nacTomep
BbICOKOWA BS3KOCTM
MED-4800-7
(CnnmkoH)

Matepuvan

MpucoeanHNTENbHAsA BY/IKaHW3aLWS,
BbICOKOMPOYHas CUIMKOHOBAS
avcnepcus
MpucoeanHUTENbHAS BYIKaHU3aLUS,
CWNMKOHOBAS AMCNepCcUs
CUNMKOHOBBIV 31acTomep

CWNIMKOHOBBIN 371aCTOMEP BbICOKOWA
BA3KOCTM
MpricoeayHMTENbHAA BY/IKAHU3ALMS.
BbICOKOMNPOYHas CUIMKOHOBas
avcnepems
MprcoefnHNTENbHAA BYIKAHU3ALMS.
CWNIMKOHOBAs AMCMepCHs
MpucoeauHWTENbHAsA BY/IKaHW3aUMs,
BbICOKOMPOYHas
CUNIVKOHOBas Aucnepcus
MpricoenHNTENbHAA BY/IKAHU3ALNS,
CUNVKOHOBas Ancnepcus
MED3-6311
(CunNmKoHOBBIV renb)

MED-4750 Yactb A
MED-4750 Yactb B

MED-6640 Yactb A

MED-6640 YacTtb B
MED-6600 YacTtb A
MED-6600 YacTtb B
MED-4211 YacTtb A
MED-4211 Yactb B
MED-4750 Yactb A
MED-4750 Yactb B
MED-6640 YacTtb A
MED-6640 YacTb B

MED-6600 YacTtb A
MED-6600 YacTb B
MED-6640 Yactb A

MED-6640 Yactb B

MED-6600 YacTtb A
MED-6600 Yactb B
MED3-6311 YacTb A

MED3-6311 YacTtb B

S1D-160Z-AS-NTS
Monble 60poCKNNKaTHbIE MUKPOCHEpbI

KapGoHaT aMMOoHWs

CUWNNKOHOBBIN JnacTomep
BbICOKO BS3KOCTK

MED-4800-7

(CnnukoH)

60

MED-4750 Yactb A
MED-4750 YacTb B

NusSil

Trelleborg

ROTH
NusSil
NusSil

NusSil

lNocTaBLyMK

NuSil
NusSil

NusSil
NusSil
NusSil
NusSil
NusSil
NusSil
NusSil
NusSil

NusSil
NusSil
NuSil

NusSil

NusSil
NusSil
NusSil
NusSil

Trelleborg

ROTH
NusSil
NusSil
NusSil



¢
/ Biot

porte3bl ¢ noBepxHocTbio Microthane

Ne Yacte nportesa MaTtepuan MocTaBumuk
[pucoeannnTensHas By IKAHH3aUHA, MED-6640 Yactb A NusSil
] BbICOKONpPOYHaA cHAHKoHoBas aucnepcus| MED-6640 Yacts B NusSil
[MpucoeanHnTenbHas By IKaHH3aLKSA, MED-6600 Yactb A NusSil
2 CHJINKOHOBAs AHCNEPCHA MED-6600 YacTts B NusSil
3 O6onouka Foamtec
MonuyperaHosas nexa HT42xx* International
Wilshire
Konnauok ¢ CHnuKOHOBBIH MED-4211 Yactb A NusSil
yNAOTHEHHEM 3/1acCTOMEp MED-4211 Yacts B NusSil
CHNHKOHOBBI MED-4750 Yactb A NusSil
Jlnctol 3/1aCTOMEP BbICOKOH BA3ZKOCTH MED-4750 Yacts B NuSil
MprcoeantnTENbHAA BY IKAHH3ALKA, MED-6640 Yacts A NusSil
BbICOKONPOYHAs CHIHKOHOBas aucnepcus| MED-6640 Yacts B NusSil
BuyTpenHuii IMpucoeannuTenbHas By TkaHH3aUHUS, MED-6600 YacTts A NusSil
4 JIUCK CUAKKOHOBAs AUCNEpCHs MED-6600 Yacts B NuSil
3annara lpucoeannurenshas BynkaHu3auns, | MED-6640 Yacts A NusSil
BbICOKONPOUHas -
Brewnuii auck CHMKOHOBas AHCNEPCHS MED-6640 Yacts B NusSil
[TpucoennHuTENbHAS BY TKAHH3AUHUS, MED-6600 Yacth A NusSil
CHJIHKOHOBas AHCNEPCHS MED-6600 Yacts B NuSil
Hanoauutens MED3-6311 MEDR-OA et 2 :3:::
5 (CunukoHoBbIH renb) MED3-6311 Yacts B
6 |[Hanonuurtens| JlobaBska k SID-160Z-AS-NTS Trelleborg
HaNONHHUTENO Monsle GopocuankaTHble MUKpOCheEpbI
7 Mapxkuposka MED-4800-7
(cuHMe YepHHUNa) (Cunnxon) NuSil
8 Jlobasku Ceasyiowuii CunukoHoBbIH MED 4750 Yacts A NusSil
areHT J1aCTOMEP BbICOKOH BA3ZKOCTH MED 4750 Yacts B

10. CMOCOBb NPUMEHEHHS MEAULIUHCKOI'O U3JAEJIUSA
YKA3ZAHUSA JUISA BPAYA

KoxcyasTHpoBaHHe nanueHTa
B o06s3aHHOCTH XHPYPra BXOIMT MPOBEAEHHE MEAMLIHHCKON OUEHKH ANA BbIABIEHUA MPUIOAHOCTH
NALMEHTa K MPOTE3UPOBAHKIO U NPHUHATHUA PELIEHUA O TOM, Kakas XHpYprudyeckas TEXHMKa MOAXOAHT
KaK NauMEeHTy € YYETOM BbIGPaHHOrO NpoTe3a, BKKOYas ero THM U KOHCTPYKLHIO.
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OTOT AOKYMEHT AOJKeH ObiTh PacCMOTPEH 10 KOHCY/ALTHPOBAHMR NALMEHTA MO NOBOAY NpoTesa
monouHol xenesnl B-Lite or G&G Biotechnology n onepauun 1o BXKUBACHHIO NPOTE3a MONOYHBIX
wenes. Kak u nmo6as Xupypruyeckas npoueaypa, npoTesuposaHe MOJOYHOW xenessl He o0X0AUTCA
Gez puckos. [poteznposanne MonouHoit kenesm spaserca BuiGopouHolt npoueAypol, H naumeHT
A0mKeH OBITh XOPOWO NPOKOHCY/ILTHPOBAH W NMOHMMATh COOTHOMICHHE PHCKA U Noab3u. [Ipexae yem
NPHHATL pPEIIEHHE O NPOBEACHHH ONEpPauUUH, XUPYPr AOKEH NPOHHCTPYKTHPOBATh MNALMEHTA,
npounTaTh HHGOpMALHOHHLIH OykaeT nauueHTy W OOCYAHTL ¢ MAUMEHTOM NPCAYNPEKACHHA, MEPH
NPEAOCTOPOKHOCTH, BaXKHbIC (aKTOPhI, KOTOPHIE CACAYET YUHTHIBATL, OCNOKHEHU H MEPEUHCNCHHBIE
pesynsTatel. Bpau ponxkew coolGuTh nauHeHTy O BO3IMOXKHBIX OCNOXKHEHHAX M O TOM, 4TO
MEAULIMHCKOE eYeHHE CEPbE3HBIX OCIOKHEHHH MOXKET BKIIOYATh B ¢e0d AONONHUTENLHEIC ONEPALIHA H

YAaneHHe npotesa.

ObocuoBannoe pemenne

Kaxauii NauneHT A0MKEH NONYHYUTL BCIO COOTBETCTRYIONYIO HHGOPMALMIO BO BpeMs NepBoHavanbHoi
KOHCY/IbTauMH, 4ToObl GLINO AOCTATOHMHO BPEMEHH AC ONEPalMH HA NPOYTEHME H ANCKBATHOE
NoHHMAaHue BaXXHOR MHPOPMALMH O pHCKAxX, MOCAEAYIOIMX PpEKOMeHAaUMAX H NPEeUMYLICCTBAX,
CBA3AHHBIX C OnepauMeil No ycraHoBke nporesos B-Lite. Jlalite nauuenty, no xpaiineli mepe, 1-2
HEAECNIH NOCNE OCMOTPA U O3HAKOMICHHA ¢ 3ToH MHopmanmei, npexae YeM NMPHHKUMATL pellieHHe O
nepeMyHOi onepaund Ha rpyau. B cnyuae Xupypruueckoil peBH3HMH ¢ MEAWLMHCKOH TOYKH 3PEHHS
MoxeT noTpe6oBaThcs NPoBeACHHE ONepani paHbule.

[ina ROKYMEHTUPOBAHHMS NPOLIECCa YCNEWHOro NPUHATHA 0G0CHOBAHHOTO PEILICHNS, KaK NalHCHTOM,
TaK 4 XHPYProMm, AomxeH 65ITh MOANKCAH, a 3aTeM coxpaHeh B daiine nauuenTa, A0KyMEHT 0

[Mpunsaruu pucka u Cornacun Ha onepaumio.

Hudopmauns An8 NauHEHTOB

Kaxastit nalueHt, KoTopoMy Heo6XoAHMO NPoiTH onepauuio, WK M060e NHRO, YNONHOMOYEHHOE
AelicTBOBaTH OT €10 / €e HMEHH B CIyYae onepaunH, AoNxkeH GuiTb MPOHHGOPMHPOBAH JeUalliuM
BPayoM 0 N100BIX ONEPAIHOHHLIX HITH MOCNEONEPALIMOHHEIX PHCKAX B LIEJIOM, 8 TaKXKE 0 PHCKaX,
CBA3AHHLIX C MPOTE3IAMH.

MaumenToB cneayeT KOHCYINbTHPOBATH <CO BCeM  mpoeccHOHanu3MoM u  Bhcoualimei
OTBETCTBEHHOCTBIO, € LENbI0 U30eXKaTb BOZHUKHOBEHHS HECOLITOMHBIX OXHMAAHHA C TOUKH 3IPEHHA
BO3MOXHOCTEH M KOCMETHYECKRX pesyanTaroB. [lanuentaM HeoOX0AMMO 3HaTL, YTO MPOTEIH HE
NpeAHasSHaYeHH LA HMCMONbL3OBAHHA B TCUCHUE BCEH XKH3IHM H MOXET norpeboBaThbea 3aMcHa uepes
HEKOTOpOe BpeMs.

PexomenayeTca npoBecTH TIMATENbHOE OOCYXKICHHE € MAUHEHTOM, HMCMONBL3YS COOTBETCTBYIOLIHC
HaraagHble nocoGuA, Takue KaK BH3yanH3alHA, ONPEACICHHE pasMEpoB MpPOTE30B HIH ApPYrue
BApHAHTH, YTOOLI YTOUHMTL MENH ¥ YMEHLLWINTL YacTOTY MOBTOPHBIX onepauuit ANS HIMEHERHs
pasmepa.

INMauneHTam cnepyeT peryaspHo KOHCYJbTHPOBATLCA ¢ BpauoM (Kaxawie 6-12 mecaues) ans nposepxH
NPOTE30B M OKPYXAIOWHX HX TKaHeH. Kpome Toro, oHKu J0NKHbI GBITH NPOUH(OPMHUPOBAHK O TOM, YTO
NPEBLILEHHOE HANPAXKEHKE, Ype3MEepHal MOOMALHOCTL MAK TPAaBMHMPOBAHHE OKpYXalomeH TKaHH
MOFYT MPHBECTH K pa3pbiBy NpoTe3a NOA KOXeil M, CACAOBATENBHO, K NPEXKACBPEMEHHOR NOBTOPHOH
onepauuy H yaaneHHio npoTesa.
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Mauuentl A0NXHLI GbITh NPOMHGOPMHPOBAHHI O TOM, YTO Pa3phLiB NPOTE3a MOJOMHOHN XKeneswl,
3AN0NHEHHOrO CHIMKOHOM, vallle BCEro ABAAEeTCA 5ecCHMNTOMHLIM (T. €. HH NAUMEHT, HH XMPYpTr He
MOTyT OGHApYXHTh pasphiB GONbIIYIY YacTh BPEMEHH), H MOITOMY CAEAYET MPOBOAHTL OOLIHbBIC
CKPHHHHIOBbIE 06CACHOBaHKA NS BhsBACHHA GeccuMmroMHoro paspaisa (HanpuMep, MPT, Y3H).
Jleuauuii Bpau AOMKEH KOHCY/NbTHPOBATL NALUHEHTOB O TOM, KAK OTIHYKHTL NpoTes OT TKAHH nocae
onepauut W Kak CaMOCTOATENRHO 06caenoBaTh ONMYXONH.

[MauneHTy cneayeT peKOMCHROBATL COOOIUTD Bpayy, XHPYPry HAH JAPYroMy JHILY, OCYUICCTBIAIOWCMY
YXOA, 0 HATHMMM TPYAHBIX NMPOTE30B, NMPSKAC YEeM MIAHUPYErca Xakas-nubo onepauus MM NeueHue
(BKmouas MaMMorpaduio UK Apyrue npoueaypbl BU3yaiu3auun) B o61actv rpyan.

Maumentor cnreayer HHPOPMHPOBATL O NPEANONATAEMLIX PHCKAX NOTEHUHANbHBIX MECTHHIX
OCNIOXKHEHHH, a TaKxke 00 o01KUX NOCAEACTBUAX ANA 3A0POBLA, CBA3AHHBIX C rPYAHBIMH NPOTE3aMH, H
NOTEHUHANBHBIX HEXKENaTeNbHbIX 3pdekro. INauueHT aomkeH GHTE NPOWHCTPYKTHPOBAH O TOM, Kakne
ocnoxHenus TpebyloT MeanunHcKo#d nomowutn. Kpome Toro, oHN A0NKHE 66T NPOHHGOPMHPOBAHL O
Heo6X0AHMOCTH NPOKOHCYALTHPOBATLCA C BPaYoOM MIH (PapMaLeBTOM TEPEA HCNONL3IOBAHUEM
SIOKRJIbHBIX 1EKapCTB B 001aCTH IpYAH.

Xupypruyeckas NpakTHKa BAPbUPYETCA B 3aBHCHMOCTH OT PEKOMEHAALMI N0 NPOPHAAKTHYECKHM
BHTHOKMOTHKAM Nepea NNAHOBLIMY NPOLIEAYPAMH C PHCKOM OaKTEpHEMHH, TAKHMH, Kak NedeHHe 3y6os.

ID Kapra [Iporesa

UaenTudrkaunoHHble KapThl NPOTE30B NPEAOCTABAfIOTCE B KaxAo# ynakoske npore3oB B-Lite B
KauecTBe METOAa OTCNEHKHUBAHHA NPOAYKTa. ITa HACHTHPHUKALKOHHAA KapTa A0HKHE OLITH 3aNI0THEHa U
MPEAOCTaBACHA NALHEHTaM, yrobnl obecneynTs HaNUYWE AATH BXMBICHMA W TUNA NpOTE3a B Clydae
HeoGxoaumocTy. MMauyueHTy cneayer peKoMeHIOBaTL HMETh fIpH ¢ehe MACHTHUKALHOHHYIO KapTy Ju1a
obnerueHHa oKasaHuA MEAULUWHCKOH MOMOLUM B IKCTPEHHBIX CiyYanXx.

Xupypruueckas npoueaypa
- Mpores mMonouHoi xenesnl NpeaHasHaYeH ANA MCNIONL3OBAHHA OOYHEHHBIMM XWPYpPraMH, KOTOpbie

3HAKOMBI ¢ TEXHUKOH YBENHYEHHA/PEKOHCTPYKUMK IPpyay.

- [lpoTe3 MONOYHOH Kenednt MOXKET UMNAAHTHPOBATLCA HEPE3 HHIKHIO 4acTb IPYAM, uepes apeony
HIH Yepes NOAMbILLIEYHYIO 06nacTb.

- [TpoTes MOIOYHOIH XKeNe3bl UMIIAHTHPYETCH MOA IPYAHYIO MBIWILYY UAH MOA MONOYHYIO XKenesy.

- [TpoTe3 MoAOYHOI XKene3n HMNNAHTHpYETCA cornacHo obuleit XUpypruMeckol NpakTHKH
YBENHYSHHA/PEKOHCTPYKUKH MPYAM C MCNOALIOBAHMEM KOMMEPHECKH ACCTYMHBIM NPOTEIOB MOMOYHOMH
KENE3Bl € CHNUKOHOBBIM Fenem.

Hpoueaypa UMRAAHTAUNH
Cxoska ¢ npoueaypo#t MMNIAHTaUWH CTAHAAPTHEIX NPOTE30B MOMTOYMHOMR KeNe3H U3 CHINUKOHOBOIO rens

H BKJIIOYaeT B ces creaylol1e miary:
* AHecTe3ns — o6biuHO BHYTPUBEHHARA CEAALMA HAH 001Aa% aHECTE3HA.
* Happesanue - oObiMHBIC MECT2 HAApPE30B: NOX MONOMMOH Xenesoit, psaoM ¢ apeonoéf Min B

noaMbILedHOH oONacTH.
» BpeaeHue ¥ pa3MelieHHE NpoTe3a MONOYHON XKenedbl — CTAaHAAPTHO, MOR FPYAHYIO MBILILY HIM

MOSIOYHYIO XKenesy
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* 3akphiTHE HaJpe3a

IMocTaBnseMbe H3AEAHA NpeAHA3HAYEHB HCKIIOMHTENLHO J18 MMITAHTAUKHU XHPYpPraMH, HMEIOIHMH
OMBIT 3CTETHYECKOA UIH PEKOHCTPYKTHBHON XUPYPTHH.

He ycranasnupaiiTe Gonee oaHoro nporesa B rpyAHo# KapMaH.

310 Higenue NPEAHA3HAYEHO TOABKO ANIA OAROKPATHOND NPHMEHCHHA. HOBTOpHOO HUCNOJI63OBAHHC
YAANCHHRIX NPOTE30B HE AONMYCKACTCA.

Heo6xonuMO OUEHHMTb LENOCTHOCTb YNAKOBKH. CTepUILHOCTL HE FapaHTHPYeTCA, €CH OOHH W3
KOMIMOHEHTOB CTEpHIbHON MABOHHOI YNAaKOBKH NOBPEXKACH MAH BCKpuT. B onepaunonuoli
CTEPHNBLHOCTE H3AENMA TapaHTHPYETCR [0 JaThl MCTEYEHMA CpOoKa FOJHOCTH NP  YCROBHM
HENOBPEXKACHHON 1 HEeBCKpLITOH CTEPHNbHOHA BHYTpPeHHEH yNnakoBKy.

He ucnoab3syiite u3aenue, ynakoska KOTOpOro HOBPEXACHA KN BCKPHITA,

MMepen HCNONL30BAHHEM OCMOTPHUTE MPOTE3 HAa HANHYME TPHIHAKOB KOHTAMMHAUHH MEXaHHYECKUMH
BK/IIOYEHHAMH, NOBPEXACHHI WIIH HAapYLIEHHl LENOCTHOCTH 06ONOYKH.

3ANPEIHAETCSl wMnnanTHpoBaTh MH3CiHE C NPHIBAKAMM KOHTAMHHALIMY MEXaHHYECKMMM
BKNIOUEHHAMH, NOBPEXACHHA WIH HapylleHUs UeNocTHOcTH obononku. Bo Bpems onepauun gomxeH
6bITh B HAZIMUMK CTEPUNLHBIA 3anNacHOR npoTes.

UMnaaHTaUKHA MOXKET BLITIONHATLCA © NOMOLUBIO PASAHYHLIX XUPYPTHYECKHX METOAOB.
Xupypr nomxex BbuibpaTh MeToh, KoTophifi OyaeT haMaywmuMm 00pa3’oM COOTBETCTROBATEH
MEAUUMWHCKHM TpeBoBaHNAM, a TaKXKe HHAUBHAYANbHHM NOTPEOHOCTAM MALMCHTA.

Cneayer u30eraTe AaBNEHMA, PacCTAKCHHA MW APYroro 4pe3sMEpHOro BO3ACHCTBMA HA MpOTE3 H

obnacth paspesa.
UMnianTauuio cneayer BuIMONHATL OCTOPOXKHO. UpesmepHoe MexaHU4ecKoe BO3ACHCTBHE PYKaMH,

MAHHNYIALHY Ur1aMU Y XUPYPrU¥CeCKUMH HHCTPYMCHTaMH MOTYT NPHABCCTH K NOBPEIXKACHHIO NPOTE3a.
B cnyyvac noOBpeKACHHA 00ONOYKH HANIONHHTENL MOXKET BRITEYD U3 nporesa.

Paspesnl N0MXHBL ObiTh HOCTATOUNHO Oonblunmu, uToOM OONEryuTL YCTAHOBKY mnpoTe3oB Oes
upe3MepHbIX MaHHnyaauml, a Takxe Bo H3bexaHune nospexacHus wiAenws. Hewaanemauee
pacceyeHHe KapMaHa yBeIHYHBACT PHCK Pa3peiBa W HENPABUNLHOTO NOJNIOKEHHUR NTPOTE3A.

Heo6xoaumo ofecneunpaTs HaleKHRH remoctas. YCTpoiicTBa M KayTepH3aUUdW MOrYT NOBPEANTH
obonouky nporesa.
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Cneayer TwarensHo noaGHpaTh pasmep Nporesa. PekoMeHAyeTcR XpaHUTL NPOTE3k PasHEIX Pa3MEPOB,
YTOGR WMETH B HATMMUH NOAXOAAWINH pasMep.

[onocTs ANA NpoTE3a AONXKHA COOTBETCTEBOBATD €0 pasMepy.

Heo6xoanmo ofecneduTs HaZNEKaLIEe 3aKPHTUE MPOTEIA TKAHAMY WK, NPH HEOOXOAUMOCTH, CIeAyeT

OTAATH NPCANOYTCHHC YCTAHOBKE NPOTE30B NOA MBILLILLY .

11. MATEPHAJIBI MEJHLIHHCKOI'O H3JIEJHS, BCTYNAIOWME B
HENOCPEACTBEHHBIN HJIH ONNOCPEAOBAHHBIA KOHTAKT C TEJIOM YEJOBEKA

MarepHans! H3rOTOBNEHHA YacTell M3/Ienns H HX TEXHHYECKHE XaPAKTEPUCTHKH OTOOPaXEeHk! B NyHKTE
9 «OCHOBHbIE TEXHUYECKHE XAPAKTEPUCTUKH MEJIMLIMUHCKOT'O HU3EJIHA».

12. BH/1 KOHTAKTA C OPFTAHH3IMOM YEJIOBEKA
Moctoaunpit (Gonee 30 cyTOK) HEMpPEPHIBHBIA KOHTAKT € MATKHMH TKaHAMH W MEXTKaHeBOH

KHUIAKOCTELO.

13. NEPEYEHb MATEPHAJNOB XKHBOTHOI'O H (MJIH) YUEJOBEYECKOI'O
NPOHCXOXIAEHHUS o JIEKAPCTBEHHbIX CPEACTBAX, MPEINAPATAX,

PAPMAHEBTHYECKHNX CYBCTAHIOUAX
HaHHoe MEAHLMHCKOE M3fleNHe He COACPXKHT MATEPHANOB KHBOTHOMO W (WIM) HYENOBEYECKOro
NPOMCXOMACHUA, NEKAPCTBEHHBIX CPEACTS, NPEenaparos WK dhapMaueBTHYECKHX CyGcTanumil.

14. YIIAKOBKA H MAPKHPOBKA

¥YnaxkoBka

Bce npotesnl, n3rotosneHHbie KITO ynakosaHe! B ABOHHYIO CTEPHIBHYIO YITAKOBKY, COCTOALILYIO U3
noaukapboHatHeix 6nucrepos npoussoactsa KIMO, saneyarannunix marepuanom Tyvek, nocrasnasemsie
xomnanueit “TOLAS healthcare packaging”, W cooTBETCTBYIOT MEXAYHApOAHBLIM cTraHaapram ]SO
11607-1 u ISO 11607-2.
Buino yreepaeno, UTO ynakosKka COBMECTHMA C YNAKOBAHHLIMM H3ACAHEMU, H YTO YNaKoBKa cnocobHa
NOANEPKUBATL CTEPHNLHBIE YCIOBMA BHYTPH YNAKOBKH KaK MMHMUMYM 5 neT (cM.OTyer no sannjaunu
ynakoskh). CTepHibHad yNaKOBKA 3aTEM TOMEWIAeTCs B CTAHAAPTHYIO KAPTOHHYIO Kopobky ans

TPAHCNOPTAPOBKH H XPAHCHHA.

Buewnas 6aucrepras ynakosxa:

. Tun 1.0: 229 x 229 x 85 mm
. Tun 2.0: 192 x 192 x 70 MM
. Tun 3.0: 192 x 192 x 86 MM

BuyTpexHas OnucrepHas ynakoska tun 1.0:
. Tun 1.0: 201 x 201 x ,,nepemenHas™: 33.0 ~ 76,0 MM

BHyTpeHHas Gaucrephas ynakoska Thn 2.0:
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. Tun 2.0: 166.7 x 166.7 x ,.,nepemennas: 21.1 —57.6 mm

Buytpennas 6aucrepHan yrnakoska THR 3.0:
. Tun 3.0: 166.7 x 166.7 x ,,nepemernas”: 59.6 — 65.8 Mm

JlonycTHMBIE OTKAOHEHKS ANA BeeX 3HaMeHUH: +- 2.5%.

o [lpumep TexHuueckux xapaktepucTuk Gamcrepo#t ynakoskH Thna 1.0 moka3aH HuXe, C YYETOM
BHEILHIX paMepoB:

MpounocTs weos: Sonee 1,5H/15mMm (Gonee 0,07 xH/m)
[llupuua WBOB: HE MeHee 6 MM

3aneyaTaHHbie ARBOHHBLIC YNAKOBKH NOMEIMAIOTCA B MHAWBHAYAILHYIO KApPTOHHYIO KOpOOKY.
KapTonHnas kopoGKka UMEET TpM THNa pasMepoB, B 38BUCUMOCTH OT 001emMa npoTela:
-kopoGxa ana npore3oB 8 Gnucreproii ynakoBke Tuna 1.0 umeer pasmep 238 x 234 MM x 93 MM, Aonyck

& SMM.
-kopo6xa ana npotesos B Gnucreproi ynakoske Tuna 2.0  umeet pasmepnl 201 Mm x 198 MM X 77 MM,

DONYCK = SMM;.
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-xopoGKa Ans npote3os B GaucTepHoil ynakoske Tuna 3.0 umeer paimepst 201 MM X 197 MM X 90 MM,
AOTYCK £ SMM.

Ha xopofke neuaraerca HaspaHue komnauun G&G Biotechnology Litd. («DxudDku
Buotexxonomxu Jlta.»), Kopobxa sane4aTsiBaeTca STHKETKOR, KOTOpas HAHOCHTCS NPAMO HA Hee.
KopoGka 3anakoBbIiBaeTCA B TEPMOYCAAOYHYIO NPO3PAYHYIO NNACTHKOBYIO [UICHKY.

Texnuueckne HCTHIKH MATEPHAIOB YNIa

MaTepuan Hoxazarens Crnensbuxanus
[InOTHOCTD 83,6-94,4 r/m?
TomipHa 0,089-0,282 mm

TIpouHOCTH NPH PACTANKEHHUH B MPOAOJALHOM HAMPABIECHHH >4 xH/m
Tyvek TPT-0282, IpouHocTh NpH ;gmxceunn B MONEpeYHOM HanpaBJeHHH XL >4.8 xH/Mm ‘
un 1073B 03AYXONIPOHHUAEMOCTD ,35 - 2,50 mxm/Tla-c
Mapxuposxa

O61wwan MapKIPOBKa H3ACNHA COACPXKHT CREAYIOILY 0 HHPOpMALNLO: |
- IOTOTHIT TOM3BOJUTENS;

- HaUMEHOBAHKE MPON3BOAUTENS, aapec, TenedoH, Paxc, IMEKTPOHHA NOUTa;

- HAMMEHOBAHHE MEAHLIHHCKOTO H3ACNNA;

- 06o3nauenne Mogenx;

- HOMEp IO KaTajory;

- KOA NAPTHY;

- cepHiiHBIA HOMED;

- cumBon «Hcnonb3opaTth A0»;

= 3alpPeT Ha NOBTOPHOE HCTIONB3OBAHMUE;

- cumBoa «OCcTOpOKHO!

- cHMBON «CTepHAH3aUHA NAPOM HITH CYXHM TENIOM»;

- CHMBOA BepXHel rpaHHiibl TEMNEPATYPhbl XpaHEHHS;

- 00BEM M3ACHHA;

- Macca H3MCNHA;

- LITPHX-KOA;

- YKa3dHHe NO XPaHEHUIO B FTOPHIOHTANBHOM NOJOKEHUH;

- NAMATKA O 3anpeTe BO3BPATa HIREAHA 8 Cy4ae HapylWeHHA UCIIOCTHOCTH €TI0 YNAKOBKH;
- cuMBOa «Y notHOMOYeHHbIH npeacTasuTens 8 Epponelickom coofuectse»;

- cXeMaTHyeckoe H306paxeHue MEAULMHCKOrO K3AEnna 1 ero rabapuTHLIe pasMepRl;
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MnaHnpyeman mapKupoBKa ana Poccuiickoin degepaummn

B-Lite Mammary Implant

("C)

REF 20637-085LW25

V  LOT X1234567890

c e SN 1234567890
0483

2 2021-09 4

Store in horizontal position

BLtte Mammary Implant
ccC
0483

. \Y
B/1 654awie’™ et U4 . R MG637-0851W25
TS oM ot LOT  X1234567890
KT o SN 1234567890
WOMKAT ««Ms» LLb>pfO)MI camel bl kdunika<vostM mj!
2 KuH» »-:3 4 (50 VOL 85ml hat b*»ftbfAtan.

[« 1*M i», «awMk>

Slar«mbcvtA>nt«lpgwbor> '&/I WT
VC
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Mammary Implant
B-Lite

STEHILE ® A

REF 20637-085LW25
SN 1234567890
VOL 85 ml

VOL 85 mi
WT 63 gr

B-Lite B-Lite
REF 20637-085LW25 REF 20637-085LW25
SN 1234567890 SN 1234567890

\VOL 85 mi VOL 85 ml

WT 63 gr WT 63 gr

ill G&G Biotechnology t-td Ml G&G Biotechnology Ltd
info@gg-bio.com info@ge-blo.com

tc B MedNetGmbH {k) MedNet GmbH
Borkstrasse 10, 48163 Borkstrasse 10, 48163
Muenster, Germany Muenster, Germany
Tel:+49 251 322660 Tel: +49 251 322660
Fax: +49 251 3226622 Fax: +49 251 3226622

CuMBOSIbI, UCMNOJIb3yeMble B MAPKUPOBKE AaHHOT0 MeAULMHCKOTo U3aenuns

CumBon

®

LOT
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3HaueHune

3anpeT Ha NOBTOPHOE NMPUMEHEHNE

Kog napTtuu

1lomep no Katanory

CepuitHblil Homep

Vicnonb3oBaTb 0

OcTopoXxKHO!
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CuMmBon JuauecHue

Crepunuzans CyxXuM TeIIoM

l.c_,lfm Juana3on TeMneparypsl XpaHeHHA

‘ HA3zrorosuTens

EC |REP YnonuoMoueHHwi npeacrasuTens 8 EsponeiickoM coobmecrse

Tpoext Mapxuposkn norpeburenscxoil ynakosxn ais PO

TMpotes monounoil xkenesnt B-Lite (B-Lite mammary implant) crepuabHbiii 8 BapuasHTax
UCNIONHEHHA

BapuanTt ucnonnenus: [Npores monovHoi xenesst B-Lite ¢ rnanxol noBepxHOCTbIO CTEpHALHLIN,
Kpyrio# GopMbl, 2KCTpaBbicoKoro npoduns

Mozens: cM. Ha ynakoske

Marepuan 06os0ukH: CHAMKOHOBLIH nacToMeEp

[oBepxHocTs: raaakasn

Hanonnntenb: CHAMKOHOBBIH refib ¢ NONLIMH GopocunHKaTHHIMH MUKpocdepaMy

O0BeM: CM. Ha YNaKkoBKe

Homep cepun: ©M. Ha ynakoBKe

CTEPUJIbHO (cyxum rennom)

[ns OAHOKPaTHOrO NPHMEHEHHs

CpOK FrOZHOCTH: CM. Ha YTNaKOBKE

Yrunuzaumus: M. MHCTPYKLMIO N0 NPHMEHEHHIO

Ycnosust xpaHeHua: npu TeMneparype ot + 1 °C go 35 °C v oTHOCHTENLHOH BIAXKHOCTH HE Bhillle
70%.

Mpownssoaurens: «Jxud xn Buorexnonomkn Jira.»,/ G&G Biotechnology Ltd., Uspauns. Anpec:
Ben Gurion str., 4, 3541415, Haifa, Israel

Mecra npounssoacrsa: «Ixud Ixu Bruorexvonomku Jita.»,/ G&G Biotechnology Ltd., Uspanns.
Aapec: Ben Gurion str., 4, 3541415, Haifa, Israel

TNMOJIUTEX Xanc aua Deretuke F'mM6X / POLYTECH Health & Aesthetics GmbH, Aapec: D-
64807, Altheimer Strasse, 32, Dieburg, Germany

YnonnomouenHwil npeacrasutens Ha teppuropun PO®: 000 «Briotn Marpuke» IOpuauyecknit
anpec: P®, 119002, Mockea, Kanowuu nepeynok, fom 4, crpoense 1, atax 3, nomemenue 3-K3;
Ten.+7 (499) 918-77-70; www.bmatrix.ru

PerucrpauMoHHOE y0CTOBEPEHHE
N9 RkEkEEEES

Ha—ra“'tt# *k¥

70

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




\}b‘

Ui e

15. AE3HHOEKIIHA U CTEPHJIN3ALITINA MEJHIHHCKOI'O H3AEJI N

Uz genue nocTaBnseTcs CTepuaAbHEIM. CNocol cTepuausalii — METOA CyXOro TenJa.

Crepunuzauns suronuserca KMO B coorsercreun ¢ npouenypoit KIO, yrsepxpesto#t ana
obecneuenna aoctikenua SAL 105, KINO npon3soauT K CTEPUAH3YET NPOTE3bl MONOYHON XKenesnl,
JOCTYNHLIE HA PhIHKE (TakHe Kak Meme).

Hcnons3ylorca aBa THNA UMKIOB CTEPMIH3AUMH: (ODBLIMHBIA UMKA CTEpUAK3aLMK» I NPOTE30B
o6bemoM Menee 750 cM® M «IOMONHHTENBHLIA LUK/ CTEPHAN3ALMNY AL NPOTe30B 0GbeMoM Gonee 750
cM’, KoTOpele mnaTca 36 yacoB M 72 uaca, COOTBETCTBEHHO. Kaxawif TN umkna nposepsaercs
OTACNLHO W SXETOAHO.

Llnkn crepunnsaniHK BKAIOHMAET TPH Tana:

« da3a HarpeBa, B TeueHHe KOTOpoi focTuraercs remneparypa 121°C

» {aza BbIASPKKK npu 121°C

» Qaza OXNAKACHUA, BO BpeMs KOTOPOH TeMNepaTypa CHHXAETCA A0 YCA0BHH KOMHATHOM.

Linkn nposepkn ¢a3bl BLIACPKKH ATHTCA NONOBHHY BPEMEHH, HEOOX0AMMOro ANR HOPMANbHOMO LUHKIA
crepunndaumu (TaGavua 1).

Tabnuua 1 - XapaKTepHCTHKH HIHKNA CTEPHAH3ALKH H BATHAAUMH

poresn j10 750 cM® (0BiuHbIE) Mpore3n ceuilie 750 cm® (3xcTpa)
LInkn crepunuzauny 36 vacoB 72 yaca
LIuxn pannaauuu 18 uacos 36 yacos

UroGel rapaHTHpOBaTh BO3MOXHOCTh MCIIONB3OBAHHUA MPOTE3a MojiouHo# xenesh: B-Lite B cemeficTse
CTEPHIH30BAHHBIX MPOTE30B MONOMHON xenesnl ana crepunnsauun KITO, 6uin nposeaed anamms,
yTOOB YCTAHOBHTb OKBHBANICHTHOCTb MEXAY MPOTE30M MOJNOHHON dkenesbl B-Lite ¥ OCHOBHEIM
npoayktomM KIIO B oTHoweHuu napameTpoB crepuausauuu. Ilpores monounod xenesw B-Lite
NPOU3BOANTCR B YHCTLIX noMeittieHHaX KITO v B COOTBETCTBHM CO CTAHAAPTHEIMK NPOH3BOACTBEHHEIMU
npoueaypamu 1 Merogami KITO. O6onouka npore3a Mono4Ho# xenessl B-Lite — 3710 Ta xe ofonouka,
KOTOpas MCMONb3yeTcs ANs Apyrux nporesos monouno#t xkeneam KI1O. Hamonnurenbr npotess,
ABNAQWMIACH CHIMKOHOBHM refleM Kak B NpoTese MONoYHOH xkenesbl, Tak H B NPOTe3ax, 3aN0NHEHHbIX
cunukonom KIMO, umeer oaMHakoByIO TENMONPOBOAHOCTE, 8 PA3MEPH NPOTE3a MOIOYHON xenesn B-
Lite naxoaatcs B oaHoM ananasoxe npore3oB KI10O. CneposarensHo, OCHOBHBLIM OTNHYNEM ARALETCA
HanHyHe GopocunukaTHLIX Mukpochep. YroGm yGeauTsnca, 410 npores MonouHoli xenesnl B-Lite
COOTBETCTBYET npoTe3aM MonouHo# xeneant KIMO ¢ Touku 3penna 3¢g@pekTHBHOCTH CTEpHAH3AUKH,
OblAK® KMCCACIOBAHE! RBa NapaMerTpa: HauyanbHblif ypoBEeHb 3arpA3HEHMA HECTEPHABHOrO npoTesa
monouno# xeneswt B-Lite (tect va GHOHarpy3Ky) W TemnepatrypHslii npodunb BHYTpPH npoTesa BO
BpeMA BHLINOMHEHUS MPOTOKONA CTepuan3auun. Ha ocHOBaHMH pe3ynbTaToB ITHX McnbiraHHM (kpaTko
onucado B orvyere: Oruer 00 sKBMBaNEHTHOCTH crepunusauu, DD-110) 6bino peweHo, uto
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CTAHAAPTHBIE NPOLEAYPH CTepuiinzauud, ucnonssyemsie KIIO ans ux cemelicrsa CTeprAbHBIX
MPOTEIOB MOJIOYHO KENe3bl, NOAXOAAT TAKKE VIR NpoTe3a MONoYHO xene3nl B-Lite.

Kpome Toro, utoGm ofecneuuTh npeasapHTenbHylo ofpaGorky Ouonarpysku, BBOAHMOMH
mukpochepamu, uuxe 1000 KOE/uspenue, BXOAHOH KOHTpONb MHKpocdep BKmouaeT B ce63
HenbiTaHHe GHOHArPY3KH.

16. COBMECTHMOCTbh. BOIMOXHOCTh H CNOCOBbBI HHTETPHUPOBAHHMA C

APYIrHMMH MEAHIIMHCKHMH H3AEJHSIMHA
Tpore3nt B-Lite nposepennt Ha 6MOCOBMECTHMOCTD ¥ COOTBETCTBYIOT MEAHLIMHCKHM CTaHAapTaM

KayecTna.

17. NIOPAAOK H YCJIOBHA YTHIH3IAIIHHA HJIH YHHUYTOXEHAA MEJHIIHHCKOIO
H3AEJIRA

Ha repputopun Poccuiickoit (eaepaumn AomkHO GbITb YTWIH3HPOBAHO COMJIACHO TpeGoBaHHAM
CaulluH 2.1.3684-21 "CauutapHo-3nHaeMHoNOTHYECKHE TpeGOBAHMA K COAEPKAHUIO TEPPHTOPHH
TOPOACKHI M CENBCKHX NOCENEHHWH, K BOAHBLIM 00BbEKTAM, NUTLEBOA BOAC H MHTHEBOMY
BOAOCHAOXKEHHIO HaceneHHA, aTMOCepHOMY BO3NYXY, MOYBAM, KHIBIM MOMEUICHUAM, SKCNIyaTAUMH
NPOH3BOACTBEHHBIX, OOIIECTBEHHBIX NOMEUIEHNt, OpraHW3allyh ¥ MNpPOBEACHHIO CaHHTapHO-
MPOTHBO3NHAEMHYECKHX (NMPOPHNAKTHYECKUX) MEpONpHATHIE" Kak Kaacc oTxoaos Tuna b.

18. CPOK TOAHOCTH MEIHIIMHCKOI' O H3AEJIUSL.
Cpok roaHocTd — 5 ner.

JbH K XpaHeHus
CpoK MOJHOCTH KaXKAOTO CTEPWIH3OBAHHOTO fpoTe3a MONOuHO# kenessl B-Lite, ynakosaHHoro B
OKOHYATE/ILHYI0 YNAKOBKY, COCTAB/AET 5 fleT, Ha OCHOBAHHH JAHHBIX O CTEPHALHOCTH YMAKOBKH H
PE3YNbTaTax TECTHPOBAHWA NPH NPOLEAYPE HMCKYCCTBEHHOrO YCKOPEHHS cpoka roanoctH. Cpok
rOAHOCTH YKa3aH Ha YIIAKOBKE NMPOAYKTa C NpeAynpexacHHEM O TOM, YTO CTEPHABHOCTL COXpaHAETCS
A0 Tex MoOp, NOKa ABOHHAA yNaKoBKa He NoBpexaeHa H 3aKphiTa. CpoK roAHOCTH B 5 JIET Takoke

NPOBEPACTCA B PLKHUME PCANIbHOIO BPEMEHH.

19. TPEBOBAHHA BE3ONACHOCTH H MEPBI IPEROCTOPOXHOCTH

* U3zenne npeaHasHaYeHO TONBKO JUIA OAHOPA30BOr0 HCNONL3OBAHHS.
+ Usberaiite nospexaeHnit BO BpeMA onepaudy.

*» Cnenyer no3aGoTUTRECR O TOM, YTODB H36exaTh NPHMEHEHHR YPE3IMEPHOTO YCHINR H
MHHHUMH3UPORATh OOPALLICHHE C NPOTE30M BO BPEMA XHPYPrHUSCKOTO BBEACHMSA.

TwatensHo uzberaiTe mobOOro NOKaNLHOrNO NANbUEBOTO RABACHMA, KOTOpOE MOXeT ocnabHTe HWaun
nospeauts obonouky nporeza. MakcumusupyiTe nnow@naes NOBEPXHOCTH KOHTaKTA NaNnbLUEB NpH
KOHTaKTe C MPOTe30M ¥ NPOABAAHTE TepneHue, YTobnl M3bexaTh GOKYCHOro JaBICHHI, AHANOTHYHBIE
NPUHUHNE! TPUMEHAIOTCA NPH NEPEMELLICHHH NPOTE30B B KApMaHe.
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. Paapes, HeoOXOAUMBIA NS MMNNAHTALIKM TIPOTE30B MOJIOMHOW JKele3H ¢ CHAHKOHOBBIM
HaMoJIHWTENEM, OYAET JUIMHHEE, HEM TOT, YTO AenaeTcs NMpH YBENHYEHUR IPyAN CONEBHIM NPOTE3OM.
D10t GoNlee ANMHHLIA pa3pe3 YMEHbLWHT BEPOATHOCTL CO3JARKA YPEIMEPHOIO HaNpAXKeHHR Ha NPOTeE3 U
OKpYXalolie TKAHH BO BPEMSA BBEICHHA.

» TIpoTe3 MONOYHOM Hene3n HMEET BHICOKYIO KOPe3HBHOCTb. YToOR COOTBETCTBOBATL ITOMY, & TaKKe
THNY, pasMepy W npodunio nporesa, KomkeH GWTh cRenaH paipe3 cooTBeTcTBYlome# anunnl. 0630p
onyOnANKOBaHHOM JINTEpPATYPhl MOKa3biBACT, YTO BBERCHHE MPOTE30B C YCHIHMEM Yepe3 CIHLIKOM
Ma/ICHBKOE OTBEPCTHE MOXKET MPHUBECTH K JIOKANbHOMY ocnabieHnio 060N0MKH IPYAHONO NPOTe3a, YTO
MOJKET NPHBECTH K NMOBPEXACHNIO 000I0MKHM U BOIMOXHOMY pa3phiBy NPOTE3a.

» Cnegyer cofni0aaTh OCTOPONKHOCTL MPH HCMONb30BAHHH XHPYPruUYECKHX HHCTPYMEHTOB PAJOM C
rPyAHLIM NPOTE30M, BKIIOYAS CKanbnenb, WOBHLIH MarepHana H HHCTPYMEHTH ANA AHCCEKLIHH.
3anoAHeHHLIE CHAMKOHOBLIM I'efleM CpyAHsIe NpoTesb! MOABCPKCHB HENPEAHAMEPEHHOHR TpaBMe OT
HHCTPYMEHTA BO BPEMA HMIUIAHTAUMH WIH BO BpeMf yAalIeHWA nporesa. Heyaauwas ummnanTanms
MOXeT OHTL BHI3BAHA NOBPEXKIACHHEM CKANLNCIAMH, WOBHBMH HIVIAMM, HINaMH ANS NOAKOXHBIX
HHBEKLMI, reMOCTATaMH, PETPAKTOPaMH, HITIOACPXATENIMH H NHHLUETOM, TAKKE 3T0 Habmojganocs B
060n0uKax yfaNeHHLIX NPOTE30B MPH HCNONb3OBAHKWH CKAHHPYIOLWIEH 3IeKTPOHHON MHKPOCKONHH.

* He neunre KancynApHYIO KOHTPAKTYPY NyTeM 3aKpuiTOH KancyloTOMHHM WIH CHALHONO BHEUIHEro
CIKATHA, KOTOPOE MOJKET MPHBECTH K MOBPEKACHHIO NPOTE3a, pasphiBY, CKNANKAM H/HAH NeMaToMe.

* ByapTe OCTOPOXKHB NpH NOCACAYIOWNX NPOHEAYPAX, TAKHX KAK OTKPWTAs KallCyloTOMMA, PEBH3HA
TPYAHOTO KapMaHa, acnHpallds reMaToMmbl/cepoMsl W Ouoncus/namMniIkroMHs, 4robul n3bexats
noBpexaeHus nporesa. [losropHas ycraHoBka nporesa BO BpeMs MOCACAYIOWIUX NPOUCAyp AOMKHA
6LITh TIIATENILHO OUEHEHA MeIHUMHCKOH KOMaHAOH, U cneayer nozaboTurecs o TOM, uTobnl m3bexarn
3arpasHeHua npote3a. [IpumeHenne upesmepHof cuanl Bo Bpema moboll nocnenytomell npoueayps
MOXET ¢nocoGCTBOBATL NOKANLHOMY OCnabneHHI0 0000YKH rpYAHOrO NPOTE3a, YTO MOXET NPHBECTH
K CHUXEHUIO NPOM3BOAMUTENBHOCTH U3ACANA.

» He npukacaiitech K npoTesy 0AHOPa3OBLIMH KOHJCHCATOPHBIMK NPHCNOCOONEHHAMA.

* He mensiite npoTe3sl U He NITAHTECH MOYHHHTE HAM BCTABKTH NMOBPEXKACHHLIH NpoTEs.

* He norpyxaiite npore3 8 pactop Getaauna. Ecnu B kapmate Henoassyercs Geranun, yoeaurecs, 4To
OH TILATENbHO NPOMLIT, 4TOOH B KAPMaHE HE OCTANOCH OCTATOYHOrO PacTeopa.

* [pote3nl MonouHoil xenesbl NpeaHa’HaYeHsl TOALKO AN OAHOPA3OBOre Mcnonbiosakus. He
HCNOAB3YATE NOBTOPHO W HE CTEPUNM3YiTE paHee YCTAHOBNCHHLIA NPOAYKT.

* He ycranagnusaiite 6onee 0AHONO Npotesa B rpyAHElH KapMaH.

* [Iporesnt ob6bemom Gosnee 800 mn moryT OGbiTh CBA3AHB C MOBBLIEHHBIM PHCKOM OCROMHCHHH M

AOCTYMHbI TONBKO NO HAZHAYECHHIO BpaYa.

Mephbi npeRocTOPOKHOCTH

Besonacuocts ¥ pGEKTUBHOCT: FPYAHBIX MpPOTE30B He OblNM YCTAHOBAEHB! Y NALMEHTOB CO
CNEAYIOUWHMHE OCOOEHHOCTAMMU:

* AyronMMmyHHbie 3a6oneBaHns (HanpiMep, BONYAHKA H CKIICPOACPMUR).

* HapyuieHHaa AMMYHHas cucTeMa (HanpuMep, B HACTOAWEE BPeMa MONYYAET HMMYHOCYTIPECCHMBHYIO

TEpanuio).
+ [laTonorH4eckoe COCTOAHUE MM NEKAPCTBA, KOTOPhlE MEWAIOT 32)KHBNCHMIO PaH ¥ CBEPTHBARHIO

KpOBH.
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» CHIeHHOe KpoBocHabKeHue TkaHeH MONOUHOH Xenesnl.

* Uppaauauns rpyaq B o6nacTi npoTe3supoBaHuA.

» Knuuuyeckuii Anar#o3 JenpeccHH UaH ApYrHX NCHXHYCCKHX pacCTPOHCTB, BKOYAR
ancMopdodobiio U paceTpoficTsa nuwesoro noeeaeHus. [oxanyiicra, ob6cyaure Mmodyto HeTopHio
NCHXHYECKHX PacCTPOHCTB 40 OnepaLu.

20. TPEBOBAHHA K OXPAHE OKPY)XXKAIOIEH CPEAbI TPH NPHMEHEHHH
MEJHIHHCKOI O M3AEJIHA

Jlannoe MEAHLIMHCKOE H3ACTHE TIPH UCNONbL30BAHWH, TPAHCTIOPTHPOBKE H XPaHEHUH He OKA3hKIBAET
HEraTHBHONO BO3ACHCTBHA HA YeNIOBEKA H OKPYKAIOLYIO cpeay.

21. TAPAHTHHHBIE OBA3ATENLCTBA

lapanTuiinble 00A3aTENLCTBE NPOU3BOAUTENA pacnpocTpaHaioTea Ha IlpoTes mMoso4Hoil xenesn B-
Lite (B-Lite mammary implant) crepuibHbIH B BAPHAHTRX HCOOAHEHHN [0 WCTEYEHHA CPOKa
FOAHOCTH, YKa3aHHONO HA YNaKoBKE, NPH YCNOBMH UENOCTHOCTH YNAKOBKH H cobaoneHun ycnosni

TPAHCMOPTHPOBAHHA H XpaHEHKA.

22. NEPEYEHDb NPHMEHSEMBIX HPOU3BOAHUTEJNEM CTAHIAPTOB

Cranpaprsi
1ISO 10993-5
USP <87>
1SO 10993-11
1SO 10993-12
1SO 10993-10
ISO 10993-12
ISO 10993-10
ISO 10993-12
1SO 10993-3
1ISO 10993-12
QECD 471
ISO 10993-3
ISO 10993-12
OECD 476
ISO 10993-4
1SO 10993-12
ASTM F 756-08
1ISO 10993-6
ISO 10993-6
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23. YIIOJHOMOYEHHBIH NMPEACTABUTEJDL IPOH3BOAHUTEAA
HA TEPPHTOPHH P®:

000 «BuloTH-MaTpuke», 119002, Mocksa, Kanomun nepeynok, oM 4, cTpoeHne 1, stax 3,
nomewenwne 3-K3; ren.+7 (499) 918-77-70; www.bmatrix.ru

03.07.2023

/Moonucano/

Rasns Cospuun-Ceran

CnaBHE# HCNONHUTENLHEIH AHPEKTOD

Tevars Jxu& xn BrorexHonomxu Jita.
Homep xomnannu 513823120
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ITepesod dannozo mexcma esinonnen nepesoouurxom Kunax Barenmunoii Ilemposnoii.

- Poccuiickas ®edepayun

I'opoo Mockea
Headyames uemeépmozo uonn 0se meicauu 06adyams mpemsezo 200a

A, Keumxo Dedop Anexcandposuy, nomapuyc 20poda Mockebi, ceudemenbcmeyio noORUHKOCMb ROONUCY
nepegooyuxa Kunax Banenmunvi Ilempoenbi.
Iloonuce coenana 6 Moém npucymcmeuu.
Jluunocms noonucaswezo OOKYMenm YCmanoGAexa.

- .Y bty I12S
3apezucmpupoéano e peecmpe: Mo 62/137-1/77-2023-
Vnnaveno 3a cosepuienue Homapuaibnozo deticmsus: 400 pyb. 00 xon.

(Qasein

®.A. Keumxo

Bcezo npownyposano, . ... --
nponyMepoeano
U CKpenieHo nevamoio lg 3~Jmcm(a)(oc)

Homapuyc \(Q\.u-o& Qe
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Poccuiickaa ®epepauuns
fopoa MockBa

ABaauaTtb YeTBEPTOro UKJIA ABe ThiCAYM ABajLaTb TPETbero
roga

A, KButko ®Pepop AnekcaHZpoBuY, HoTapuyc ropofga MOCKBbI

CBWAETENbCTBYD BEPHOCTb  KOMUW, C MpefcTaBleHHKa MHe

[OKYMEHTa.
7

3aperncTpuposaHo B peecTtpe: Ne 62/137-H/77-2023-
YnnayeHo 3a COBEPLUEHWE HOTApUaNbHOTO AelicTBuMS: 5* 3
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Bcero npowwmnTo, NPOHYMepoBaHo, CKPernseHo
neyarbto nnct(a) (oB)

HoTapuyc .
®.A. KBUTKO
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