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Directions For Use

Sterile Silicone Breast Implants
Motive Implant Matrix®
Establishment Labs S.A.

INTRODUCTION
The aim of this Product Insert is to provide an overview of essential information
about Establishment Labs S.A. Sterile Silicone Breast Implants Motiva Implant

Matrix®, including device description, indications for use, contraindications,
warnings, precautions, relevant topics that must be discussed with the patient,
adverse events, other reported conditions, returned goods policy, product
evaluation, warranty and medical device reporting.

DEVICE DESCRIPTION

Establishment Labs S.A. Sterile Silicone Breast Implants Motiva Implant Matrix*
are mammary augmentation/ reconstruction devices constructed of successive
cross-linked layers of silicone elastomer and a low diffusion barrier shell
technology that provide these implants their elasticity and integrity. All
implants are composed of the above-described shell, a patch, and silicone
gel fill. The shell is filled with ProgressiveGel™, ProgressiveGelf* PLUS or
ProgressiveGel* Ultimaan Establishment Labs S.A silicone gel proprietary
formula. All raw materials are supplied by an FDA approved silicone materials
source in the USA.

The following are the reference ranges of Establishment Labs S.A. Sterile
Silicone Breast Implants Motiva Implant Matrix*;

Motiva Implant Matrix® - Round |
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INDICATIONS

Establishment Labs S.A. Sterile Silicone Breast Implants Motiva Implant Matrix*
are indicated for the following procedures in female patients:

*Breast augmentation for women of at least 18 years of age, including
previous augmentation to increase the breast size and revision surgery to
correct or improve the result of a previous breast augmentation surgery.

*Breast Reconstruction. Breast reconstruction, including previous
reconstruction to replace breast tissue that has been removed due to cancer
pr trauma, or that has failed to develop properly due to a severe breast
anomaly, as well as revision surgery to correct or improve the results of a
previous breast reconstruction surgery.

CONTRAINDICATIONS
Breast augmentation with implants is contraindicated in:

*Women with existing carcinoma of the breast, without mastectomy.

*Women with advanced fibrocystic disease considered premalignant, without
accompanying subcutaneous mastectomy.

*Women with active infections.

*Women who are currently pregnant or nursing.

*Women with any disease, including uncontrolled diabetes, which is clinically
known to impact wound-healing ability.

*Women who show tissue characteristics clinically incompatible with
mammoplasty, such as tissue damage resulting from radiation, inadequate
tissue, compromised vascularity or ulceration.

*Women with any condition - or treatment - determined by the surgeon to
constitute an unjustifiable surgical risk (e.g., unstable cardiovascular disea-
se, coagulopathies, chronic pulmonary problems, etc).

WARNINGS
Care during surgical insertion and subsequent procedures;

*Do not allow sharp instruments, such as scalpels or needles, to come in
contact with the device during the implantation or other surgical procedures.
Patients should be instructed to inform other treating physicians to also
observe this warning.

« Do not immerse the implant in iodine solution. If iodine solution is used in the
pocket, make sure that it is rinsed thoroughly with deionized water so that no
residual solution remains in the pocket.

« Do not allow the implant to come in contact with cauterization devices.

«Do not alter the implant or attempt to repair or insert a damaged implant.

«Ensure that excessive force is no applied to a very small area of the shell
during insertion of the device through the incision, instead, apply force over
as large an area of the implant as possible during insehion.

*The incision should be of appropriate length to accommodate the volume
and profile of the implant. This will reduce the potential for creating excessive
stress to the implant when inserting it. Forcing implants through too an small
opening may result in local weakening of the breast implant shell, potenllally
leading to shell damage and possible implant rupture.

« Pehareolar and axillary incision sites may make the insertion more difficult.



increasing the risk of damage to the implant. Periareolar incision may
considerably reduce the possibility of future breast-feeding.

*Do not use the periumbilical approach to place the implant.

*Avoid creating wrinkles or folds in the device during the insertion. It is
recommended to run afinger around the implant before closing to make sure
the implant is flat.

«Do not place more than one implant per breast pocket.

« Do not treat capsular contracture by closed capsulotomy or forceful external
compression, which will likely produce implant damage, rupture, folds, and/
or hematoma.

*Procedures such as open capsulotomy, breast pocket revision, hematoma/
seroma aspiration, biopsy, and lumpectomy might result in damage to the
implant shell, so they must be carefully performed. Care should be taken
when re-positioning the implant during subsequent procedures to avoid
contamination of the implant. Use of excessive force during any subsequent
procedure can contribute to local weakening of the breast implant shell,
potentially leading to shell damage and possible implant rupture.

«Do not re-use or re-sterilize any product that has been previously implan-ted.
Breast implants are intended for sir*le use only.

*Do not use microwave diathermy in patients with breast implants, as it has
been associated with tissue neaosis, skin erosion, and implant extrusion.

PRECAUTIONS

1. Specific Popuiations
Safety and effectiveness of breast augmentation surgery have not been
established for the following populations and/or conditions:

*Patients with autoimmune diseases (e g., lupus, scleroderma).

*Patients whose immune system is compromised (eg., currently receiving
immunosuppressive therapy such as steroids).

« Patients with conditions or medications that may interfere with wound healing
ability (e g., poorly controlled diabetes, or corticosteroid therapy) or blood
clotting (e g., concomitant Warfarin therapy).

« Patients with reduced blood supply to breast or overlying tissue.

«Patients undergoing radiation therapy.

*Women with ptotic breasts where nipples fall below the inframammary fold,
without concurrent mastopexia.

«Previous repeated contour correction failures.

« Patients with clinical diagnosis of depression or other mental health disorders,
including BDD (body dysmorphic disorder) and eating disorders. The patient
should be advised to discuss any history of mental health disorders with her
surgeon prior to surgery. Patients with a diagnosis of depression, or other
mental health disorders, should wait until stabilization of these conditions
prior to undergoing breast implantation surgery.

*«There may be other patients with complicated medical histories, who
are judged to present risk factors that might interfere with the safety and
effectiveness of the breast Implantation. As with any surgical procedure, the
patient's medical history should be carefully reviewed to ensure that she is
an appropriate candidate for breast implant surgery.

2. Surgical Precautions

Preliminary product examination- Immediately before insertion, examine the
device by gently manipulating it while carefully checking for rupture, leakage
sites or particulate contamination.

Surgical technique and implant selection- There are several surgical
techniques that can be used to perform the implantation of a silicone gel-
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filled breast knplant. Therefore, the surgeon is advised to use his/her clinical
judgment in choosing the procedure that is best for the patient, consistent with
this product insert. After setting realistic aesthetic goals that assure mutual
understanding between doctor and patient, the surgeon must choose from
current and accepted surgical techniques to minimize the incidence of adverse
reactions and achieve the best results.

The implant size should be consistent with the patient's chest wall dimensions,
including base width measurements, characteristics of the tissue and projection
of the implant.

Textured implants, larger implants, subglandular placement, and an insufficient
amount of tissue available to cover the implant may cause implants to be more
palpable.

Implants of larger sizes may increase the risk of complications such as extrusion,
hematoma, infection, palpable implant folds, and visible skin wrinkling.
CAUTION: Only surgeons with qualified training and certified by the corres-
ponding national medical board of their countries should use this product. The
use of this product by unqualified practitioners may result in extremely poor
aesNeetic outcomes and serious adverse effects.

RELEVANT TOPICS THAT MUST BE DISCUSSED WITH THE PATIENT

Patient Counseling Information

This document and the patient information booklet must be carefully reviewed
before counseling a patient about Establishment Labs S.A. Sterile Silicone
Breast Implants Motiva Implant Matrix** and breast augmentation surgery.
Doctors must thoroughly read and understand the contents of this document
and make sure that any questions or concerns have been resolved prior to
proceeding with use of the device. Breast implantation is an elective procedure,
and the patient must understand its potential risks and benefits in order to make
an informed decision. For this reason, the patient should be instructed to read
the document called “ Motiva Implant Matrix**: Information for the Patient".
The doctor must discuss with the patient warnings, contraindications,
precautions, important factors to consider, complications, and all other aspects
of the document. The physician should inform the patient about the potential
complications and that medical management of serious complications may
include additional surgery and explantation.

informed Consent

Each patient should be given the Establishment Labs S.A. "Motiva Implant
Matrix**: Information for the Patient” during her surgical consultation. It is the
surgeons* responsibility to ensure this happens and it is a requirement for the
use of the device. The patient must be given enough time to read and completely
understand the information regarding the risks, benefits and recommendations
associated with silicone gel-filled breast Implant surgery.

In order to document a successful informed decision process, the patient, a
witness and the surgeon should sign the "Informed Consent Document”,
which will be part of the patient's medical file.

Some of the relevant topics patients need to be aware of when considering the

use of silicone gel-filled breast implants are:

Rupture- Breast implants can rupture when the shell develops a tear or hole.
Rupture can occur at any time after implantation, but it is more likely to
happen when the implant has been in place for a long time. Rupture of a
silicone gel-filled breast implant is most often silent (the patient does not
experience any symptoms and there are no physical signs of changes with
the implant) rather than symptomatic. Therefore, patients should be advised



to have regular MRts over their lifetirne to screen for silent rupture even if they
are not having any apparent problems. The first MRI should be performed
at 3 years postoperatively, then regularly at 2-year intervals, and submitted
to the treating surgeon. Patients should be provided with a list of radiology
centers with experience with breast implant MRI films to scan for signs of
rupture.The importance of these MRI evaluations should be emphasized.
If rupture is noted on an MRI, the patient should be strongly encouraged to
have her implant removed.

Mammography- Patients should be advised to have routine mammogra-
phy exams performed according to their surgeon’s recommendations. The
importance of these exams should be emphasized. Patients should be
instructed to inform their examiners about the presence, type, and placement
of their implants, and to request a diagnostic mammography, rather than a
screening mammography. Breast implants may complicate the interpretation
of mammographic images by obscuring underlying breast tissue and/or
by compressing overlying tissue. Accredited mammography centers,
technicians with experience in examining patients with breast implants, and
the use of displacement techniques are needed to adequately visualize
breast tissue in the implanted breast. The current recommendations for
preoperative/screening mammograms are no different for women with breast
implants than for those women without implants. Pre and post-surgical
mammographies may be performed to determine a baseline for routine future
studies in augmentation patients.

Explantation- Implants are not lifetime devices, and there is a possibility that
patients will undergo implant removal(s), with or without replacement, over
the course of their life. When implants are explanted without replacement,
changes to the patient's breasts may be irreversible. Complication rates are
higher following revision surgery (removal with replacement).

Reoperation- Rupture, unacceptable cosmetic outcomes (dimpling,
wrinkling, and other potentially permanent cosmetic changes of the breast)
and other complications may require additional surgeries to the patients’
breast. Patients should be advised that their risk of future complications
increases with revision surgery as compared to primary augmentation
or reconstruction surgery. For example, the risk of severe capsular
contracture doubles for both augmentation and reconstruction patients with
implant replacement compared to first time implantation. There is a risk
of an accidental compromise of implant shell integrity during reoperation,
potentially leading to product failure.

Infection- Signs of acute infection reported in association with breast

implants include edema, erythema, tenderness, pain, and fever. As with
other invasive surgeries, Toxic Shock Syndrome (TSS), a life-threatening

condition, has been reported in rare instances following breast implant

surgery. Symptoms of TSS occur suddenly and can include high fever (102*F,
38.8"C or higher), vomiting, diarrhea, sunburn-like rash, red eyes, dizziness,
lightheadedness, muscle aches and drops in blood pressure, which may
cause fainting. Patients should immediately contact their physician for
diagnosis and treatment if any of these symptoms occur.

Breast Examination Techniques- Patients should perform breast self-
examinations monthly and be shown how to distinguish the implant from
their breast tissue. The patient should not manipulate or squeeze the implant
excessively. The patient should be told that the presence of lumps, persistent
pain, swelling, hardening, or change in the implant shape could suggest
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symptomatic rupture of the implant. If the patient has any of these signs, she
should be advised to report them, and possibly have an MRI evaluation to
screen for rupture.

Lactation- Breast implant surgery may interfere with the ability to
successfully breast feed, either by reducing or eliminating milk production.
Particularly, periareolar incision may considerably reduce the possibility of
breast-feeding.

Avoiding Damage During Treatment- Patients should inform other
treating physicians ofthe presence of implants to minimize the risk of damage
to the implants.

Topical Medications- The patient should consult a physician or a
pharmacist before the use of topical medicines (e g. steroids) In the breast
area.

Trauma- The patient should consult your surgeon or a physician if you
suspects any complications, in particular in the case of trauma or
compression caused, for example, by extreme massaging of the breast
region, by some sport activities or by using seat belts.

Smoking- Smoking may interfere with the healing process.

Radiation to the Breast- Establishment Labs S.A. has not tested the in
vivo effects of radiation therapy in patients who have breast implants. The
literature suggests that radiation therapy may increase the likelihood of
capsular contracture, necrosis, and implant extrusion.

Insurance Coverage- Patients should check with their insurance company
regarding coverage issues before undergoing surgery.

Mental Health and Elective Surgery- it is important that all patients seeking
an elective procedure such as breast augmentation have realistic
expectations that focus on improvement rather than perfection. Ask the
patient to openly discuss, prior to surgery, any history of depression or other
mental health disorders.

Postoperative Care:

The patient should be advised that she will likely feel tired and sore for
several days following the operation, and that her breasts may remain
swollen and sensitive to physical contact for a month or longer. She also
could experience a feeling of tightness in the breast area as the skin adjusts
to the new breast size. The patient should avoid any strenuous activities for
at least a couple of weeks but should be able to return to work within a few
days. Breast massage may also be recommended as appropriate.

Life expectancy ofthe breastimplant:

Breast implants are not lifetime devices. However, the life expectancy of a
silicone breast implant cannot be precisely estimated, as there are many
factors beyond the manufacturer's control that can affect the longevity of a
device. The time period varies from woman to woman. Some women could
need replacement surgery few years after the augmentation procedure while
others can have their implants intact for 10-20 years. Therefore, the life
expectancy of the implant cannot be guaranteed.

ADVERSE EVENTS
Because breast implant surgery is more often performed using general anes-
thesia, it is associated with the same risks as other invasive surgicalprocedures.



After breast implant surgery, patients might experience swelling, hardness,
discomfort, itching, bruising, twinges and pain over the first few weeks.Potential

adverse events that may occur with silicone gel-filled breast implant surgery
include:

Capsular Contracture

Normally, capsules of collagen fibers form as an immune response around a
foreign body, such as a breast implant, tending to isolate it. Capsular contracture
occurs when the capsule tightens and squeezes the implant. This can cause the
implant to turn rigid (from slightly firm to quite hard) and the firmest ones can
cause varying degrees of discomfort, pain and palpability. In addition to the
firmness, capsular contracture can result in a deformed breast, visible surface
wrinkling and/or displacement of the implant. Detection of breast cancer by
mammography may also be more difficult. Capsular contracture may be more
common following infection, hematoma, and seroma, and the chance of it
lappening may increase over time. Capsular contracture occurs more
:ommonly in patients undergoing revision surgery than in patients undergoing
trimary implantation surgery. Capsular contracture is a risk factor for implant
jpture, and it is the most common reason for reoperation in augmentation and
“construction patients.
apsular contracture is graded into 4 levels depending on its severity. Baker
rade I: the breast is normally soft and looks natural; Baker Grade tl; the breast
a little firm but looks normal; Baker Grade lll: the breast is firm and looks
)normal; Baker Grade IV; the breast is hard, painful, and looks abnormal.
Uients should also be advised that additional surgery might be needed in
ses where pain and/or firmness are severe (Baker Grades Il or 1V) and that
psular contracture may happen again after additional surgeries,
irrection of capsular contracture may require surgical removal or release of
I capsule, or removal and possible replacement of the implant itself Closed
>sulotomy (external manipulation of the capsule in order to "pop’ the tissue
)sule and open it up) used to be a common procedure for treating capsular
itracture, but most manufacturers, including Establishment Labs S.A,
traindicate it because it can cause implant rupture.
Jture

astimplants can potentially remain intact for decades in the body, but all such
ces will fail at some point.
)st implants rupture when the shell develops a tear or hole. Rupture can
ir at any time after implantation, but it is more likely to occur the longer
Tiplant is in place. The following may cause implants to rupture; damage by
cal instruments, implant stress and weakening durirtg implantation, age
design of the implant, submuscular rather than subglandular location,
Tence of post-operatory hematomas or seromas, folding or wrinkling of
iplant shell, excessive force to the chest (e g., during closed capsulotomy,
lis contraindicated), trauma, compression during mammographic imaging,
evere capsular contracture.
le gel-filled implant ruptures are most often silent. (MRI examination is
itly the best screen method for silent rupture.) This means that most of the
either doctor nor patient will know if tt* implant has a tear or hole in the
This is why a first MRI is recommended after 3 years, and then at regular
is every 2 years thereafter,to screen for ruptures. Sometimes there are
>ms associated with get implant rupture, such as lumps surrounding the
tor in the armpit, change or loss of size or shape of the breast or implant,
igling, swelling, numbness, burning, or hardening of the breast.
HRI findings of rupture are found, or if there are signs or symptoms of
the implant should be removed, with or without replacing it. Ifthe patient
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develops symptoms that suggest implant rupture.she should be told to have an
MRI evaluation to screen for rupture.

If rupture occurs, silicone gel may either remain within the scar tissue capsule
surrounding the implant (intracapsular rupture), move outside the capsule
(extracapsular rupture), or move beyond the breast (migrated gel). There is also
a possibility that rupture may progress from intracapsular to extracapsular and
beyond.

Below is a summary of information related to the health consequences of implant
rupture, which have not been fully established, in women who had a variety of
implant models from different manufacturers.

« Local breast complications that were associated with rupture in the literature
include breast firmness, a change in breast shape or size, and breast pain.
These symptoms are not specific to rupture and may be also expe-rienced
by women who have capsular contracture.

*There have been rare reports of gel migration to nearby tissues such as the
chest wall, armpit, or abdominal wall, and to more distant locations down the
arm or into the groin. This has led to nerve damage, granuloma formation
and/or breakdown of tissues in direct contact with the gel in a few cases.
There have been reports of silicone presence in the liver of patients with
silicone breast implants. Movement of silicone gel material to lymph nodes in
the armpit also has been reported, even in women without evidence of
rupture, leading to lymphadenopathy.

«Concerns have been raised over whether ruptured implants are associated
with the development of connective tissue or rheumatic diseases and/
or symptoms such as fatigue and fibromylagia. A number of epidemiology
studies have evaluated large populations of women with breast implants from
a variety of manufacturers and implant models. These studies do not support
an association of breast implants and rheumatic disease.

"ain

Most women undergoing augmentation or reconstruction with a mammary
implant will experience some post-operatory breast and/or chest pain. While this
pain normally recedes in most women as they heal after surgery, it can become
a chronic problem in other women.

Hematoma, migration, infection, implants that are too large, or capsular
contracture can cause chronic pain. Sudden, severe pain may be associated
with implant rupture. The surgeon should instruct the patient to immediately
report if there Is significant pain or if pain persists.

Changes in Nipple and Breast Sensation

Breast surgery can result in an increased/decreased breast and/or nipple sensiti-
vity. Typically the sensation is lost after complete mastectomy where the nipple
Itself is removed, and can be severely lessened by partial mastectomy. The
range of changes varies from intense sensitivity to no feeling in the nipple or
breast following surgery. While some of these changes can be temporary, they
can also be permanent, and may affect the patient's sexual response or ability
ro nurse.

infection

Infection can occur with any surgery or implant. Most infections resulting from
surgery appear within a few days to weeks after the operation. However,
infection is possible at any time after surgery, in addition, breast and nipple
piercing procedures may increase the possibility of infection. Infections in tissue
with an implant present are harder to treat than infections in tissue without an
implant. If an infection does not respond to antibiotics, the implant may have to
be removed, and another implant may be placed after the infection is resolved.



As with other surgical procedures, toxic shock syndrome in rare instances has
been noted in women after breast implant surgery. This is a life- threatening
condition and its symptoms include sudden fever, vomiting, diarrhea, fainting,
dizziness, and/or sunbum-like rash. Patients should be instructed to contact their
doctor immediately for diagnosis and treatment if they have these symptoms,

Hematoma/Seroma

Hematoma is a collection of blood within the space around the implant, and
a seroma is a buiid-up of fluid around the implant. Having a hematoma and/
or seroma following surgery may result in infection and/or capsular contracture
later on. Symptoms from a hematoma or seroma may include swelling, pain, and
bruising. If a hematoma or seroma occurs, it will usually be soon after surgery.
However, they can also occur at any time after injury to the breast. While the
body absorbs small hematomas and seromas, some will require surgery,
typically involving draining, and potentially placing a surgical drain in the wound
temporarily for proper healing. A small scar can result from surgical draining.
Implant rupture also can occur from surgical draining if there is damage to the
implant during the procedure.

Breast-feeding

Although most women with breast implants who attempt nursing have success-
fully breast-fed their babies, it is not known if there are increased risks for a woman
with breast implants or if the children of women with breast implants are more likely
to have health problems. At this time, itis not known ifitis possible for a small amount
of silicone to pass from the breast implant silicone shell into breast milk during
breast-feeding, or what the potential consequences might be.

A periareolar surgical approach may further increase the chance of breast-feeding
difficulties. However, the American Academy of Pediatrics has stated that there is
no reason why a woman with implants should refrain from nursing.

Calcification

Calcium deposits can form in scar tissue surrounding the implant and may cause
pain and firmness, and be visible on a mammography. These deposits must be
identified as different from calcium deposits that are a sign of breast cancer.
Additional surgery may be necessary to remove and examine calcifications.
Calcium deposits also occur in women who undergo breast reduction
procedures, in patients who have had hematoma formation, and even in the
breasts of women who have not undergone any breast surgery. The occurrence
of calcium deposits significantly increases with age.

Delayed Wound Healing

Some patients may experience a prolonged wound healing time. Smoking may
nterfere with the healing process. Delayed wound healing may increase the risk
)f infection, extrusion, and necrosis. Wound healing times may vary depending
jn the type of surgery or incision.

mplant Extrusion

ack of adequate tissue coverage, local trauma or infection may result in
xposure and extrusion of the implant. This has been reported with the use
f steroid drugs or after radiation therapy of breast tissue. If tissue breakdown
ccurs and the implant becomes exposed, implant removal may be necessary,
hich may result in additional scarring and/or loss of breast tissue.

ecrosis

acrosis is the formation of dead tissue around the implant. This may prevent
3und healing and require surgical correction and/or implant removal,
irmanent scar deformity may occur following necrosis. Factors associated
th necrosis include infection, use of steroids in the surgical pocket, smoking,
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chemotherapy/radiation, and excessive heat or cold therapy.

Granulomas
These are benign lumps that can form when body cells surround foreign material

such as silicone. Like any lump, it should be further evaluated to rule out a
malignancy.

Breast Tissue Atrophy/Chest Wall Deformity

The pressure of the breast implant may cause the breast tissue to thin and
shrink (with increased implant visibility and palpability), potentially leading to
chest wall deformity. This can occur while implants are still in place or following
implant removal without replacement. Either of these conditions may result in
additional surgeries and/or unacceptable dimpling/creasing of the breast.
Lymphadenopathy

Literature reports associate lymphadenopathy with both intact and ruptured
silicone breast implants. One study reported that armpit lymph nodes from women
with both intact and ruptured silicone gel implants had abnormal tissue reactions,
granulomas, and the presence of silicone.These reports occurred in cases of
women who had implants from a variety of manufacturers and implant models.
Unsatisfactory Results

Unsatisfactory results such as wrinkling, asymmetry, implant displacement/
migration, incorrect size, implant palpability/visibility, scar deformity, and/or
hypertrophic scarring, may occur. Some of these results may cause discomfort.
Pre-existing asymmetry may not be entirely correctable by implant surgery.
Revision surgery could be indicated to increase patient satisfaction, but this
involves additional considerations and risks. Careful preoperative planning and
surgical technique can minimize but not always prevent unsatisfactory results.
Other Reported Conditions

There have been reports in the literature of other conditions in women with silicone
breast implants. Many of these conditions have been studied to evaluate their
potential association with breast implants. However, no causal relationship has
been established between breast implants and the conditions listed below.

Connective Tissue Disease (CTD)

Since the early 1990s, nearly a dozen comprehensive systemic reviews have
been commissioned by government health ministries in several countries to
examine the alleged links between silicone gel breast implants and systemic
diseases. A clear consensus has emerged from these independent scientific
reviews that there is no dear evidence of a causal link between the implantation
of silicone breast implants and connective tissue disease.

Cancer

Breast cancer reports in the medical literature reveal that patients with breast
implants are not at a greater risk than those without breast implants for
developing breast cancer. Some reports have suggested that breast implants
may interfere with or delay breast cancer detection by mammography and/
or biopsy; however, other reports in the medical literature indicate that breast
implants do not significantly delay breast cancer detection or adversely affect
cancer survival prognosis in implan-ted women. Some studies even suggest
lower rates of breast cancer in women with breast implants.

Neurological Disease, Signs, and Symptoms

Some women with breast implants have experienced neurological disturbances
(e.g., visual symptoms or alterations in sensation, muscle strength, walking,
balance, thinking or memory) or diseases (e g., multiple sclerosis) and they
believe those symptoms are related to their implants. Hosvever, there is no
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Incision Site Selection

*The periareolar incision is usually more concealed, but may considerably
reduce the possibility of future breast-feeding as compared to other incision
sites. A periareolar incision may be associated with a higher risk of changes
in nipple sensation.

*The inframammary incision is generally less concealed than the periareolar,
but it is associated with less breast-feeing difficulties.

*The axillary incision is the least concealed of all incision sites.

*The periumbilical approach should not be used with Sterile Silicone Breast
Implants Motiva Implant Matrix® for a number of reasons, including potential
damage to the implant shell.

Implant Placement Selection

*The possible benefits of submuscular placement are that it may result in
less palpable implants, less likelihood of capsular contracture, and easier
mammogra-phies. This placement may be preferable if the patient has thin
or weakened breast tissue. However, submuscular placement is associated
with a longer surgical procedure, a more prolonged recovery period and more
pain. Also, it may make it more difficult to perform some reoperation
procedures.

*Subglandular placement may make surgery and recovery shorter, be less
painful, and provide easier access for reoperation than the submuscular
placement. However, this placement may result in more palpable implants,
greater risk of capsular contracture, ptosis and increased difficulty in Ima-
ging the breast with mammography.

*Dual plane placement has been associated by some authors with the
benefits of submuscular placement with the advantages of a faster recovery
and less pain and postoperative discomfort.

During the Surgical Procedure:

«Itis advisable to have more than one size of breast implant in the operating
room at the time of surgery to allow for flexibility in determining the
appropriate size to be used.

*A backup implant should also be available.

« Insufficient pocket dissection increases the risk of rupture and incorrect
positioning of the implant. Make sure that the incision is large enough
to facilitate insertion without excessive manipulation and handling of the
device, and to avoid damage. A well-defined, dry pocket of adequate size
and symmetry must be created to allow the implant to be placed flat on a
smooth surface.

DO NOT use lubricants during placement since they increase the risk of
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pocket contamination and may also affect the tissue-capsule interface.

DO NOT damage the breast Implant with sharp surgical instruments such as
needles and scalpels, blunt instruments such as clamps and forceps, or by
over-handling and manipulation during introduction into the surgical pocket,

+DO NOT use excessive force during breast implant placement.

DO NOT manipulate the implant for radial expansion, compression or
dissection of the pocket.

*DO NOT use more than one implant per breast pocket.

Maintaining Hemostasis/Avoiding Fluid Accumulation

The risk of postoperative hematoma and seroma may be reduced by carefully
handling the hemostasis during surgery, and possibly also by postoperative
use of a closed drainage system. Persistent or excessive bleeding must be
controlled before implantation.

Any postoperative evacuation of hematoma or seroma must be conducted with
care to avoid contamination of or damage to the breast implant.

Instructions and precautions for removal

Among the most common reasons for breast implant removal are complications
such as capsular contracture, suspected rupture and implant malposition, as well
as the patient's desire to change the implant size or shape. The surgeon is
advised to use his/her clinical judgment in choosing from current and accepted
breast implants removal and replacement surgical techniques to minimize the
incidence of adverse reactions and achieve the best results for the patient.

SPECIFIC INSTRUCTIONS FOR USE

APPLICABLE TO BREAST IMPLANTS CONTAINING A
MICROTRANSPONDER

Description

Breast implants containing a miaotransponder include a miniaturized,
implantable, radio frequency identification device (RFID), which is placed in
the breast implant filler material. Scanners to scan and read the information
In the microtransponders are purchased separately. The microtransponder is
a passive device that contains an electronic circuit that is activated externally by
a low-power electromagnetic field, emitted by a handheld battery powered
scanner. The microtransponder is used to store an electronic unique device
identification number (UDI). The UDI number is used by patient-approved
physicians and other health professionals, to access a database that will provide
tne implanted device specific information and other information provided by the
patient.

Indications

The microtransponder is indicated for use as a miniature, implantable microchip
that is inserted into the breast implant. The microtransponder in the breast
implant provides the patient a unique identification number that may be used
to access a database containing the breast implant information (serial and lot
numbers; reference number; volume, size and projection, model, surface type,
manufacturing date, etc.) and any other information that may be supplied by the
patient or the physician in relation to the surgical procedure or the patient
condition.

Contraindications

Breast implants containing a microtransponder should not be used in patients
known to have allergies or sensitivity to the composition of the microtransponder
(USPType til glass).



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



activities (for example sporting activities),
external mechanical influences.

swell predictable and unpredictable

REPORTING AND DEVICE RETRIEVAL EFFORTS

In the event of an explantation, the reason for explantation should be reported
on the Establishment Labs S.A. Incident Report Form and the explanted device
returned to the local Establishment Labs S.A. representative. In case there is no
local representative available, report directly at Establishment Labs S.A. Zona
Franca Coyol. Distrito San Jose de Alajuela, Costa Rica; Phone; +506
2434-2400 /| Fax: +506 2434-2450 or customerservice@establishmentlabs.
com.

The explanted device mustbe decontaminated and properly packaged before returning
it accading to the Establishment Labs S.A. Explanted Implants Return Protocol. In
case local health codes do not allow for the implant to be returned, please contact us
directly at customerservice@establishmentlabs.com for specific instructions.

PRODUCT EVALUATION

Establishment Labs S.A. requires that any complications resulting from the use
of this device be brought to the immediate attention of the company thorugh the
Motiva Implant Matrix* Incident Report Form addressed to Establishment Labs
S.A. Zona Franca Coyol. Distrito San Jos6 de Alajuela. Costa Rica; Phone; +506
2434-2400 / Fax: +506 2434-2450 or customerservice@establishmentlabs.com.

RETURNED GOODS POLICY

Product returns should be handled through the local Establishment Labs
S.A. representative. In case there is no local representative available, report
directly at Establishment Labs S.A. Zona Franca Coyol. Distrito San Jos6
de /Vajuela, Costa Rica; Phone; +506 2434-2400 / Fax; +506 2434-2450 or
customerservice@establishmentlabs.com.

All package seals must be intact for goods to be eligible for return. Returned
products may be subject to a restocking charge. For more information, please
contact the local Establishment Labs S.A. representative.

ESTABLISHMENT LABS S.A. ALWAYS CONFIDENT WARRANTY*
LIMITED WARRANTY. LIMITATION OF LIABILITY, AND DISCLAIMER OF
OTHER WARRANTIES

The complete terms, conditions and limitations of the Establishment Labs
S.A. Always Confident \Afarranty* can be reviewed in the website www.
motivaimplants.com or can be provided by the local Establishment Labs S.A.
representative. No warranty or program of Establishment Labs S.A. covers any
costs, fees or expenses related to any medical treatment and/or the surgical
replacement of the implants. Establishment Labs S.A. warrants that this product
is free of manufacture defects at the time of its shipment. Establishment Labs
S.A. shall not be responsible for any incidental or consequential loss, damage or
expenses directly or indirectly arising from the use of this product. Establishment
Labs S.A.'s sole responsibility in the event that Establishment Labs S.A.
determines the product was defective when shipped by Establishment Labs
S.A., shall be the replacement of the product. Establishment Labs S A assumes
no further liability. This warranty is in lieu of and excludes ail other warranties
not expressly set forth herein, whether express or implied by operation of law, or
otheoivise, including, but not limited to, any implied warranties of merchantability,
suitability for use or performance.
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TRANSPORTATION AND STORAGE CONDITIONS:

- Storage temperature
- Relative humidity

- Atmosphere pressure.
- Shelf life.

DISPOSAL

Implants cannot be re-sterilized or reused, as are products for single use.
Dispose of used or contaminated implants and implants that have expired must
be performed in accordance with standard practice in the medical institution, and
in the manner prescribed by local, federal and state rules and regulations.
Disposal of packaging materials should also be in accordance with the standard
practice of the medical establishment, and in the manner prescribed by local,
federal and state rules and regulations.

POSSIBLE SIDE EFFECTS
Capsular Contracture
Rupture
Pain
Changes in Nipple and Breast Sensation
Infection
Hematoma/Seroma
Breast-feeding
Calcification
Delayed Wound Healing
Implant Extrusion
Necrosis
Granulomas
Breast Tissue Atrophy/Chest Wall Deformity
Lymphadenopathy
Unsatisfactory Results
Other Reported Conditions
Connective Tissue Disease
Cancer
Neurological Disease, Signs and Symptoms
Gel Diffusion
Gel Fracture

i



MOTIVA IMPLANTS FEEDBACK FORM

This survey provides valuable customer input that helps us offer the best
possible service. Thank you for completing and returning the Motive Implants
Feedback Form by mail to Establishment Labs S.A. Zor\a Franca Coyol. Distrito
San Josb da Alajuela, Costa Rica, or by fax to +506 2AZA-2450. You can also fill

in the form on-line at www motivaimpianls.com

Name: Implant Information
Aae; Reference Number: .
Address: ... Serial Number: . City:
Product
COUNLTY ;.. ey mmmmmmmm e ee Lot Number;-m

Please rate your satisfaction level with each of the following statements;

4 s somewhat dissatisfied
5 s very dissatisfied
Leave blank if not applicable

1 - very satisfied
2 - somewhat satisfied
3 s neutral

PACKAGING 1 r 3 4

1. How satisfied are you with the presentation
of the external product packaging?

2. Do you find the packaging easy to open?

3. How satisfied are you with the presentation
of the internal packaging (Ihermoforms)?

4. Do you find the device easy to retrieve
from its packaging?

oo oo
o o oo
oo oo
oo oo
O 000 w;m

5. Please suggest any packaging improvements;

PATIENT ID CARD 1 2 3 4 6
1. How satisfied are you with the
presentation of the Patient ID Card?

2. Do you think the Patient ID Card is easy
tofind inside the box?

3. How satisfied are you with the information
collected on the Patient ID Card?

4. Please suggest anv Patient ID Card imorovements;

PRODUCT INSERT 1 2 3 4 5

1. How satisfied are you with the presentation
ofthe Product Insert?

2. How satisfied are you with the information
provided in the Product Insert?

3. Please suggest any Product Insert improvements:
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LABELING 1 2 3 4 5

1. Rate your satisfaction with the information
provided on the external packaging labels. Oo 00O

2. Rate your satisfaction with the information
oo 00 O

brovided on the internal packaging labels.
3. Please suggest any Product Labeling improvements;
PRODUCT 1 2 3 4 6

1. Rate your satisfaction with the product range
available inside Motiva Implant Matrix. P

2. How satisfying is the appearance of the implant?

3. How satisfying is the feel of the implant?

4. Rate your satisfaction with the implant ease
of insertion into the surgical pocket.

5. Hmv satisfying is the quality of the product?
6. Rate your overall satisfaction wilh the product.

7. Please rate Motiva implants to similar products on the market.
Much better
0 somewhatworse O Much worse (0]

Somewhat better Average

I/~ ur answer is ‘somI*hat worse", or "much worse", please explain:

Definitely
0 Definitely not

Probably
O Not sure

Probably not
IfQur answer is "probalii*not”, "definitely not" or “not sure”, please explain:

9. Would you recommend Motiva breast implants to a colleague?

(@] Definitely
(@] Definitely not

0 Probably 0 Probably not
O Not sure

If your answer is “probably not”, ‘definitely not* or ‘not sue”, please explain;

SUPPORT 1 2 3 4 5
How satisfied are you with delivery ofthe products? QO QO o O O
How satisfied are you with the support provided 000 O o

by your clislribulor?

Please suggest how Establishment Labs can improve your cuslomer experience



MANUFACTURER

Establishment Labs S.A.: Zona Franca Coyol.
Distrito San Jos6 de Alajuela, Costa Rica.

Phone: +506 2434-2400 Fax: +506 2434-2450
customerservice@establishmentlabs.com
vk'wv/.establishmentlabs.com www.motivaimplants.com

EUROPEAN REPRESENTATIVE
Emerge Europe: Molenstraat 15. 2513 BH. The Hague,
Netherlands. Phone: +31 (0)70 345 857 0/www.emergogroup.com

EDC Motiva BVBA
Oude Bosuilbaan 107 Deume 2100, Belgium.
Phone: +32 3460 -1133 Fax: +32 3460 -1132

EXLUSIVE DISTRIBUTOR IN RUSSIA

LLC Beauty Matrix

Frunzenskaya Ul. 3A, Bld.1.119146 Moscow. Russia
Tel. 7499 918-77-70

Original Signature:

Date: |

Name of the responsible person: Bernardo Garro
Regulatory Affairs Executive

Establishment Labs S.A.
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MepeBof, ¢ aHINIACKOro A3blKa

NHCTPYKUWA MO MPUMEHEHWIO
MMMNTAHTATbLI TPYOHBIE CUTNMKOHOBBIE MOTIVA CTEPUNJ1IbHbIE

MOTIVA IMPLANT MATRIX
MPOV3BOACTBA ESTABLISHMENT LABS S.A.
ONA PETUCTPALKMN B POCCUNCKOW ®EAEPALIU
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AKUNSA NO NPUMEHEHWI
AHTaTL TPyAHb @ CUNUKOHOBLH € M Otive CTepunbHb e
/' T Implant M atrix)

Ne sBogcTtea EstablishmentlLabs S.A.

KALEHWE

ficToAWwan MHCTPYKUMA, BKNAAL BaeMaRn B ynakoBKy c Wsgenmem,

‘CAEPKUT OCHOBHL @ CBejeHNs 06 MMnnaHTaTax rpyaHb X A NOKA3AHMNSA

cMnnKkoHOBLH X M otive cTepunbHu x (M otiva Implant M atrix) MUmMnnaHwTaTel rpyAHb € CUNMKOHOBLH @ M otiva cTepunbHbi e

nponssoactea Establishment Labs S.A., BKNlouyasa onuMcaHue nagenus, (Motiva Implant M atrix) npoussoactea Establishment Labs S.A.
nokazsaHus ANA NpUMeEHEeHUA, NpPOTUBONOKA3IAHUSA, NpPeaynpexgennsn, NpepHasHauyeHsl ANA UCNONL3OBAHMA Y XEHWMH B CNEAYIO W UX Yenax:
Mepb NPefoOCTOPOXHOCTM, akTyanbHbl e TEMbl , KOTOPb € HEOBX0AUMO © YpenuueHwue rpyagMm y XeHW MH B BOo3pacTe oT 18 neT, Bknwuasn
(6CYyAMTb C NayueHTKON, HeGNaroNpuATHLH @ peakyuu, gpyrue nepeBuMUYHYl ayrmMeHTauul C yenblo ysBenuueHus pasmepa rpyau. a
0CTOSAHMSA COrNAcCHO WHGp OPMALUM, NOCTYNUBW el B HAA3OPHYI CAYXKGY, Takxe  Xupypruueckyw pesu3ui0 C  yenbio  Koppekyuuum - mnu
lopAAOK BO3BpPATA TOBApa, O eHKU W3AENUA, ONMeaHne rapaHTum u ynyuw enus pesynerara nepsuunoil ayrmentayuoHuoi

MamMmMonnaeTuku.
WPAROK NPEeAOCTABNEHUN OTUETHOCTU B CBA3M C MCNONbL3IOBAHMEM

EAMUMHCKAX nagenui « PekoHcTpykuua rpyAw. PekoHcTpyKkuusa tpyam, Bkno uas

NepBMUHYIO PeKOHCTPYKUUMIO C UENbio 3ameuweHus rpyaHol Tkawu,

WUCAHWE W3AEAM A yAaneHHO# B CBA3M C OHKONOTMUECKUM 3a6ONeBaHMEM MWAU TPaBMOil

WA HEeAOCTATOYUHO Pa3BUTON BCNEACTBME CePbLE3HON BPOKAEHHOIN
[MNnaHTaTe rPpyAHbH @ CUNUKOHOBL € M Otiva CTepuabHb €

aHOManuu, a Takke XUPYypPruueckylo pPeBu3ni ¢ Lenblo Koppekuum
M otiva ImplantM atrix) nponssoactea Establishmentlabs S.A.

_ WA ynyYwewus  pe3ynbrarta nNepBMMHONR  PEKOHCTPYKTUBHOI
peacTaBnAl T co60i M3genua ana

N ~ N MaMmMonnaeTnku.
YIMeEeHTAaUWOHHON/PEKOHCTPYKTMBHOM MamMMOoOnNnNaeTHkn c 060N04KO W,
LINONHEHHOR W3 PAAA NOCNEAOBATENLHO HAHOCUMBI X Ha D OPMY

NMPOTMBOMNOKABAHMUNA
onepeuYHO-CW WThL X CNOEB CHNUKOHOBOTO anacTomepa, koTopas

; Yeenuueuwne rpyAM C NOMOW b MMNNAHTATOB NPOTUBONOKA3IAHO B
GecneunsaeT 3NACTUUYHOCTL W MEXAaHMUYECKYI LENOCTHOCTL W3Aenuil

cnepyoumux cnyuasx:
1pu W3roToOBNEHUM 0O6ONOUKM MCNONbLIYETCH CneynansHas 6apbepHas

+ Pak monouyHo# xenesb 6e3 mMmacTakKTOMMuUM.

FXHONOTWS, NpepoTBpaW alb W as NpocaynsaHmne rens, 3anonNHs W ero

« 3anyuyeunasn hopma G MEPO3IHO-KWNCTO3HOI mactonatuu,
6onouKy, HapyXy. KOHCTPYKTUBHO BCe UMNAAaHTaTL nNpeacTasnaipT

. npusHanuas npeapakosb M cocToanmnem, Ges NoAKOXHOI
360/ 060N0UKY, KOTOPAs 3aN0ONHAETCA CUNUKOHOBL M renem, c

o N MacTaKTOM M.
fpMeTuIMpyK W e Haknaakolh. Ans 3anonHeHua 060N0UKHN

© AKTUBHbB € MH( eKuUU
cnonbsyl Tca renm ProgressiveGel, ProgressiveGel PLUS unwu

© BepemeHHOCTL UNU naKTauMA.
rogressiveGel Ultima paspa6oTku komnawuwm Establishment Labs S.A. P "

« Hanuuwe 3aGonesanmii, BKNIOUAn HeKOMNEHCUpPOBAHHL i AuaberT,
Ce MCXOAHbL @ MaTepuans NoCTynawo T OT HAAEKHL X NOCTABW UKOB B

KoTops e BAMAI T Ha Npoleccs paHo3aXuBneHNs.
WA nwumewnTceprud nkat FDA . P pou P

« HenpuropHocTs  TkaHed ans npoesepenus MaMmMonnaeTuku,
TaGnMue HUXKE NPUBOAATCA TUNOPA3IMEpPLH UMNNAHTATOB [PYAHbB X

0GycnoBneHHas NyueBb M NOpaxeHWeM, COCYAMCTH M HapyweHuem,
rMMKOHOBH X Motiva cTepunbHbx (Motiva ImplantM atrix)

) M3bABNEHUEM MNM HEAOCTATOUHOCTLIO TKAHM.
somssopersa Establishment Labs S.A

+ BoOnNesHeHHb e COCTOAHMA WMNU WX NeueHuwe, nNpepcTaBnsioWw e, no
A A ) MHeHMWI Xupypra, HeonpasBAAaHHLIA PpPUCK ANA XMUPYyPruueckoro
Motiva Implant Matrix - Kpyi nelc BMewaTensCTEA (MAMEWMEp. WECTAGWMLWEW COPASYMO-COGYARCTA
MINI DEMI FULL CORSE 60ne3Hb, KOArynonaTumu, xpoHNWUeCKUE 3a60NeBaHNA NerkKux u T.4.).
CHOBaHue M(cm) O(cm3) nM(cm) 0(cm3) TM(cm) O(cm3) M(cm) O(cm3)
NPEAYNPEX AEHUS
CnepyeT npoaBnNATbL 0ETOPOKHOCTL NP XMUPYPruueckoM BXUBAEHUN
MMNNaHTaTa M NOENeay O W MX MAHUNYNALUNAX:
« He ponyckaiiTe KOoHTaKkTa M3AENUA C OCTPLIMM XUpPYypruueckumu
WHCTpyMeHTaMu, TakumMu KkaK ckanbnenauw M MrAb, BO Bpems
MMnNnaKWTauuMuM MAM APYTUX XMUPpYypruuecknx npoyegyp. Naumentky
HyXHO npejpynpeauTs O ToM, uTOo el cnepyeT cTaBWTL B
W3BeCTHOCTS APYyTuX newauw ux Bpaueli o HeoGXxoAMMOCTH
coGnw peHns 3T0ro Tpe6oBaHMUA.
« He norpyxaiiTe umnnawtart B pacTeop #Hoja. Ecnu Ana 06pa6oTkm
XWpypruueckoro KkapmaHa wucnonbsyeTrcs pacTeop #oja, nocne
o6paGoTkm HeoGXx0AUMO Ty atensHo npomebl Th Kapmat
NevoHM3INpOBAHHOW BOAOW, YTOGL yAaNMTbL W3 Hero BCe OCTaTKM
fiopHoro pacteopa
« He ponyckaiiTe KoHTakTa W3jgenua C MHCTpymMeHTamu Ans
kayTepusayum.
+ He nuTafiTech BUAOM3IMEHMTL UNM OTPEMOHTMPOBATL uMMNAaHTaT
NMG0 ycTaHOBUTL NOBpPeXAeHHOe M3genne
« Npw ycTaHwosBKke MMNNaHTaTa 4epes XWpypruueckui paspes He
cnepyeT npunaraTh uYpesMepHOoe ToueuHoe ycunue. HaoGoporT,
ycunue, Heob6xopuMOe ANA NPOABUXKEHWA MMNAaHTaTa BrAyGb
XWpYypruueckoro kapmaHa, cnepgyeT pacnpejenuTb No Kak MOXHO
6onbwed NNouaaum 060N0UYKN U3AENNS
+ Paspes ponxeH GLTb A0OCTAaTOMHOW ANUHL, UYTOGH 4epes Hero
MOXHO GLNO YyCTAHOBWTL UMNAAHTAT HYXKHOTO O6bema W npodpuns
Npu apeksaTHOW ANWHEe paspe3a CHUKAETCA PUCK UYPe3MeEpHOro
cpasBnuBaHMAs 06ONOYKM M3AENUS BO BPeMA ero ycTaHoBKku. MNpu
NpoABMXeHWM MMNNaHWTaTa uYepes HeG6ONbLW O# pa3pes BOIMOXHO
ocnaGnewume 060N0OUKM, YTO MOXET NPUBECTU K ee NoOBPeXAeHUK U
paspbiBy.
© MeToOAMKM yCTAaHOBKM WMMNNaHTaTa U3 OKONOCOCKOBOTO MAM
NOAMbL W eUYHOro JocCTyna oTnu4al TCA 60NbW el CNOKHOCTLI , 4TO
yeennuusaer puck nospexpgeHus wigenus WcnonbsosakHue
0KONOCOCKOBOFO AoOCTyna MOXeT BNOCNEACTBUM CyW eCTBEHHO

OCNOXHWUTL KOPMNEeHUE TPYAbLIO .
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W cneayer ycTawaenueaTbL wMMNnaWTaT M3  O0OKONONYNO4YHOTO

Bo BpeMs yCTaHOBKM uUMNNaHTaTa HenNb3s AONyeKkaTb 06pa3oBanus

MOpWMH M CKnapoOK Ha oGonouke. Mepes ywueawuem paspesa

cnepyer y6eAMThCA B MX OTCYTCTBMM, oOlWynas noOBepxHOCTSH

MMnnaHTatTa nanbyem

B KaXAYy®0 PYyAb MOXHO WMNNAHTHPOBATL TONbLKO OAHO M3AEnMe

He wWcnonbayiiTe ANA ycTpaHeHWs KOHTPakTyps Kancynb MeToa

3aKpLITOH KANCYNOTOMMWUM WAU CHNBLHOTO BHEWHEro faBneHus. dT0

MOXEeT NpUBecTM k NOBPEXAEHMIO UAU PA3pPeiBy 060N0UKU M3AENUS,

06pazoBaHuio CkNafgoK U/MNU BOIHWKHOBEHUID TEMAaTOMbI .

CnepyeT nposaBAATL OCTOPOKHOCTL NPU BHNONHEHUM Takux

npouepyp, KaK oTkpb Tas kancynotomus, npoesepka

Xupypruueckoro kapmawa B8 MONOUHONW kenese, acnupauus

feMaToMbl /CepoMb, GUONCHS U CeKTOpanbHas pe3ekuus MONOUHOI

Xenesb, Tak Kak OHM CONpAXEHSH c puckom nospexpeHus

06onoukuw umnnawtatTa. Takke CnefgyeT NPOABNATL OCTOPOXHOCTL,

YTO6 b He AonycTurs 3arpasnenus wapenunsa npu ero

penosuuyMoOHMpOBAHUM BO Bpems nocnegymuux npouyeayp.

Upesmephoe cpasnueamnme 060n0ukM wagenns 80 spemsn

nocneAylwMX nNpoyeAyp MOXeT CnoCOGCTBOBAaTL /NOKANBLHOMY

3cnaGnenuio 06GONOMKM [PYAHOTO MMNAaWTaTta W nNpueecTH k ee

TOBpPEXAEeHWID U pas3pbiBy.

Te mcnonbayliTe u He CTepunusyiitTe NOBTOPHO M3IZENUA, KOTOPH @

Jawee yxe 6L NM  MUMNNAHTWpPOBAHL . [pPYyAHb E umMnnaWTaThb
npeAHazHaueHs MCKNIO UNTeNbHO ans opHOKpaTHOTO
ononbioBaHuA.

TpumeHeHUe MWKPOBONHOBOW AMATEPMMN MOXET Bb3BATHL HEKPO3,

0 XKHYI 9po3nio M OTTOpXeHMWe WM3IAeNMA, NO3TOMYy He cnepyert

Icnonb3oBaThb BTOT MeToA NevyeHMs y NaAUMWeEHTOK C TPYyAHBLI MU

MnnaHTaTamu.

bl TPEAOCTOPOX HOCTMU

AenbHb e KaTeropum naymeHTok

WCHOCTL W 3¢  eKTHBHOCTL AyrMEHTALWOHHOW MaMMONNacCTUKN He

oBNeHb ANA CNEAYW W WX KATETOPUA NAaUMWEHTOK W/MAN COCTOAHMI:

UMeHTKM C ayTOMMMyHHB MU 3a6onesaHmsamu (Takumu Kak,

onuaHka, cknepogepmus).

W MEeHTKM C UMMYHHL MU Hapyw eHuamMu (Hanpumep, nonyuaiowme

MyHOCynpeccuBHbB € Npenapats , Hanpumep, CTeponas ),

NMuMe Yy nNauMeHTKM GONE3HEeHHL X COCTOAHWA MAUM npuem ek

capcTe, KOTOp® € MoryrT okasaTe BAMAHMNE Ha npoyeccs

303aXMBNEHMA (HAanpumep, HEKOMNEHCUMPOBAHHL i AnaGeT, npuem

3TMKOCTEPOMWAOB) UNU  CBEPTLH BAEMOCTb  KPOEBM (Hanpumep,

3yTcTBYl W Wi npuem Bapdapuia).
UMeHTKH C HApyw eHUeM KPOBOCHAGX EHMNA MONOUHON Keneas UNm
sbBa W NX ee TKaHel.

UMeHTKN, NOoNyuamw e neyeHne MeTOAOM nyueBoi Tepanuu,

HW WHL e NTO30M MONOYHB X Xenes, y KOTOpb X 06nacTe cocka
MeHa HuXe YypOBHA NOATPYAHONW CKNnapgku, 6Geis nposepeHus

sBpemMeHHOl MacTonekcHn.

OrokpaTHb € HeyJdauYHble NONbL TKW KOPPeKUUU KOHTYpaA TPyAN,

WeHTKN C KNUHUYECKUM AMATHO3OM «penpeccus» UAW APYyrumu

XMueckumu paccTpoiicTeamu, ekniouas AM & (aucmopdodobui)

paccTpoiicTeo nuuweBoro nosepeHun Mauyuentke cnepyer

ANOXMWTL  O06CYyAMTHL C  XWUpPYyprom Ao onepayum nwGue

Xxuueckne paccTpoiicTsa, WMel wuecs B awamuese. Mposegenue

MONNacTMKM C MCNONb3OBAHMEM MMNNAHTATOB y NauueHTOoK C

HMNUYECKUM AMATHO3OM «AE€NpPeccus» UNU APYTMMU NCUXNYECKUMN

iTpoidicTeamMu cnepyer OTNOXKMUTL A0  cTa6unauMzayuum  3TMX
rosHmi
MHes MoXeT GbTb OTATOW e€H  APYyruMYU GonesHeHHb MU

foAHMWAMU, KOTOpL E MOryT HecTu & ceGe G akTope pucka,

cob6Hbl e okasaThb HeraTuBHOE BNuaHNeE Ha 6es3onacHOCTb n

BKTUBHOCTL MAaMMONNAacCTMKM C MCNONbL3OBAHMEM MMNNAaHTATOB.

W B cnyuae N0 6OW XuUpypruueckod nNpoOueAyps, onepauuu
MonnacTukw LAONXeH nNpeAWwecTBOBATL TWATeNbHu i aHanus
Mbl X MEAMUMHCKOTO aWamHesa, 4TOG6bH yGeAWTLCA B TOM, 4TO
3eHTKa ABNAeTCA NOAXOAAW e KAHAUAATKON ANA BXWBNEHUS
resa MONOYHOW Xenessl c
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2. Mepu npepoOCTOpPOXHOCTH [ ceazu c npoeepeHuem

Xupypruueckoih onepayum

NpepsapuTenbHoe MHCNekTMpPOBAaHWE uU3fenus- HenocpeacTBeHHO

nepea ycTaHoOBKOW HEOGXOAUMO OCMOTpPEeTh U3Aenue CO BCeX CTOPOH,

NpPoOABNAA OCTOPOKHOCTL, W Yy6EAMTLCA B OTCYTCTBUU PAa3pLiBOB, CNEAOB

npocaunBaHmMAs COAEPXKUMOTO 06ONOUKM MmMAAaWTaTa W 3arpasHenun

wagenns

Bb 60p XMpPpypruueckoid MeTOAUKM W wWmMnnawtTaTa- PaspaboTan pag

XUpypruuecknx MeToauKk ANA  yCTaHOBKH rpyaHoOTrO MmmMnnaHTaTta,

3aN0NHEHHOTO CUNUKOHOBHIM rfenem. BbGop HawGonee nNoOAXOAsW el

MeTOAMKM onepauuum JONXKEH OCYW eCTBASNTbL XUPYypPr, OCHOBLIBAACHL Ha

pesynbTaTax COBCTBEHHOR KNMHUYECKOR OWEHKM 1 B COOTBETCTBUM C

HacToAw et wHCcTpyKyneid. Mocne onpepenenun peanmcThyHbx

scTeTMueckux yenel, 4TO AONKHO CBMAETENbLCTBOBATL O AOCTHRKEHMUM
B3aMMONOHMWMAHNA MeEeXAY BPadYoM M NauWeHTKOR, XUPYypr AONKEH
BL6paTh XMPYPrMYUecCKylo MeTOAMKY U3 H4uCNa COBPEMEHHB X W

06WenpuUHATH X METOAMK, KOTOPAs NO3BONUT CBECTM K MUHUMYMY

He6nNaronNpuATHE e Peakyumum M AOCTHYL ONTUMANbHE X PE3yNbTATOB.

Pasmep wuMnnaWtTarta JONKeW COOTBETCTBOBATL pasmepam T[PyAHOI

KneTkn nauumeHnTkM, npn aTom B ONKHBI yunts Batbcs wupuHa

OCHOBAHMA, HaNMuUe AOCTATOUHOINO KONMUYECTBA TKAHU ANA NOKPL TUA

MMnNnaHTaTa M NpoeKkyus MumMnnaHTarta

Npu BXWBNEHWM UMNAAHTATOB C TEKCTYPUPOBAHHOW NOBEPXHOCTSLIO

060N0YKW W M3AeNUA 6ONbLW OTO pasmMepa, Npu pasMeu eHuun umnnauwrara

NOA ®enesol M NpM HEROCTATOUYHOM KO/NMUECTBE TKaWuw ANA ero
NOKPH THA yBeNU4YMBAETCA BEPOATHOCTL NPOW yNbl BaHWa M3genmus.
Mcnonbsosakwwe UMNNaKWTaTos 60NbLW Or0O pa3Mepa MOXET nosneus 3a

CoGoil noBLWeHME pucKa OCNOKHEHMA, Takux Kak OTTOpXeHue

umMnnawTata, rematoma, MHbeKyWs, nNpoWyNwWEBaHMe CKNAZOK Ha

N0BEPXHOCTH O6ONOUKM M BUAUMBIE MOPU NHB HA KOXE.

BHWMAHMUE: K npoesejenHwio nNpoyueayp N0 BXUBNEHWK JaHHOrO

BMAA u3Aenull AONycKal TCA XMPypru, NpoweAw Me COOTBETCTBYW Wee

oGyuenne U Mmeowue cepTud UKAT, BHAAHHL A YNONHOMOUEHHbL M

MeAUUUHCKUM opraHom cTpaHs, B KoTOopoOi oHMN npakTuKywo T.

MpuMeHeHNWEe AAHHOTO U3IAENMA HEKBANUG ULMPOBAHHBIM NeEpPcoOHANOM

MOXeT NnpuBecTH K Kpalime HEyAOBNETBOPUTENbLHOMY KOCMETUUECKOMY

pesynbTaTy 4 cepbeiHb M NoGOUHL M 3 dekTam

AKTYANbHB E TEM bl , KO TO P Bl E HEOBXOAWMO

OBCYAWUTbL C NAULMWEHTKOMWM

NHopmaLuns Ans nayneHTKu

4o KoHWcynbTuposaHus naymneHTKy no nosoay cTepunbHb X
CUNMKOHOBH X TPYyAHH X MAMnNnauwTatos Motiva Implant M atrix®
nponssopcTea Establishment Labs S.A. " ayrmenTauMoHHOI

MamMMONNacTUKM HEO6XOAWMO O0CHOBATENbLHO U3Yy4WTb HacToOAW Wil

AOKYMEHT u wWHGbOpMAyuOHHYyl G6GPOwWWPY ANS nayuewtTku. Bpaun

06a3aHbl BHUMATENbHO npouecTs " yceouTh wHdopmayuio,

copepxauywcs B HacToAWeM AOKyMeHTe, 4TOGb 6GbTb [OTOBL M

0TBETUTL Ha N GbE BONPOCH U paspewmuTs BCE COMHEHWS A0

npoueayps . Mammonnacrtuka c npumMenenuewm umMnnakwTatos

NpoBOAUTCA B NNaHOBOM NOPAAKE, M UTOGb NPUHATL O0CO3HAHHOE

peweHMe, NnauMeHTKka AONXKHA 3HATL, C KAKMMMU pUckamMmu conpaxeHa aTa

npoyeaypa u Kakyio nonb3y oHa MOoxeT. C 3TON YenNbio nayuewTtke

cnepyeT o03HaKkOMMTbCH C AOKYMeHTOM noj Ha3eakwumem "M otiva

Implant M atrix® ; uudp opMauum ANU NnaumeHTKN Bpauy Hapnexmur

06CYAUTs C NauWeHTKOR NpeaynpexaeHWs, NpoTMBONOKAZIAHMA, Mepel

NPeAoCTOPOKHOCTU, BaKHb e h aKTOPL , KOTOPLH € CAEAYET y4uTe BaTh, W

Bce Apyrne pa3fgens AOKyMeHTa. Bpau o06asaH npouHG OpMMpOBAThL

NnaumeHTKy O BO3MOXHBL X OCNOXHEHNWAX onepayuun, aTakke 0 TOM, 4TO

neueHne eepbesHL X OCNOKHEHWHA MOXeT noTpe6ogaTh nNpoBefeHus

AONONHWTENbHB X ONepaynii M  M3IBNEYEHMA MMNNAHTUPOBAHHOIO

wagennsn.

WNHpopmupoBaHHoe cornacue

Bo BpemMs KOHCYyNbTayuw y Xupypra kKax Aol nauynentke AONKeH 6biTh
BLAaH AOKYMeEHWT noa Hassawumem "M otiva Implant M atrix®
wHp opmaumnsa ana nayunenTtkm", paspaGoTaHHsl il Komnawuuei
Establishment Labs S.A. MpegocTaBnenne 3T0r0 AOKyMeHnTa asnsercs

06A3aHHOCTLI XUpypra W 06A3aTenbHbl yCNOBMEM ANA nNpUMeHeHWs

wipenmsa NayuewTke AONKHO 6GbTbL NPEAOCTABNEHO AOCTATOUYHO

BpeMeHM ANA NPOUTEHMS AOKyMEeHTa MW yCBOEHMS cCOAepxauelica B HeM

WHG OPMaumuu OTHOCHTENbLHO PUCKA, NONbL3IL U pekoMeHAaUNid B CBAIN C

npoBeAEHUEM XWPYPruuECKod NpOUEAYPs NO BXUBNEHMIO  [PYAHB X

MMNNaHTATOB, 3aN0ONHEHHB X CHUNNKOHOBL M renem



[4ensx AOKyMeHTanboHOro NOATBEPKAEHNWS NPOBEAEHUS NPOLEAYPS

NyuyeHWs MHG OPMMUPOBAHHOIO COTNAacua nNayuewTka, CBUAETENb W
MMOT aonwwuw noanucars AOKyMewt nog Haseawuem 'O opma
/(«hopMUpPOBAKHHOIO COTnNacusa”, KOTOPb i AONKEH XpaHWUTbCH B
«epMLUHCKOM apxuBe.

Huke nepeuncnsamoTCA HEKOTOPH & M3 aKTyaNbHb X Tem, KOTOpb e

«e06X0AUMO O6CYAMTL C NayueHTkold, paccmaTpusawu el Bonpoc 06

MMNNaHTauMW TPYAHBH X WMMNNAHTATOB, 3aNONHEHHL X CUNUKOHOBL M
renem:
Paspbe- M3Hoc WUNU pa3peiB 060NOYKM uYpeBaTh pa3puBOM

MMnnanTaTa. Pa3pee W3IAENUA MOXeT nNpow3oWTu B ni6oe Bpems
nocne wMmMnNnoaWTauuMu, O0AHAKO ero  BepoATHOCTL  pacTeT ¢
ysenuueHwmem Ccpoka C MOMEHTA yCTaHOBKW MAMnNnNaHTatTa. Pa3phe
[PYAHOrO MMNNaHTaTa, 3aNONHEHHOTO CHNUKOHOBL M renem, yau e
BCEro NPOMCXOAMT GECCUMNTOMHO (T e. Npu OTCYTCTBUM KaKkux-
nu6o cumnTomos " Kakux-nu6o G uanuecknsx npuinakos
WimMeweHwuid wmmnnaHwTaTta). B CBA3M C OTUM nNayueHTOK Ccneayer
npouHG OpMUpPOBATL O TOM, 4TO AJaxe NpU OTCYTCTBWU SABHL X
npo6nem nm Heo6X0AMMO NpoXxoamnTh perynapuoe MPT-
o6cnepoBaHme Ha nNpoTAXEHMM Ccpoka CAYyX6bu MMNnawTarta Ans
BLIABNEHMWA BOIMOXHOIO CKPLTOrO  paspbBa Nepeo i pas
npoueaypy MPT cneapyeT npoitTu uepes 3 roga nocne ycraHoBKHU
MmMnnaHWTaTa, 3aTem - NPOXOAWTHL ee KaxAb e 2 roga. Monyuenws e
CHUMEKN HEOGXOAUMO HANpPABNATL Nevawemy xXupypry. Maunentkam
cnepyeT nNpeaoOCTAaBWUTL CNWCOK PeEHTIEHONOTM4YECKMX LeHTpos,
MmMew umux onb T MPT-06cneaoBaHna rPyAHSL X kKenes. Heo6X0AUMO
nopuepKHYTbL BaxHOCTb Takoro pojga MPT-o6cnegoesanns. Mpw
BLABNEHUM MNPU3IHAKOE paspséa MWMnnawtata Ha MPT-cHumEKkax
nayuewTke CneayeT HacCTOATENbHO pekoMeHAOBAaTb  YAANUTH

MmmMnnawTarTt.

Mammorpad mueckoe o6cnegosaHue - TMayueHTok Ccneagyer
npouWHd opMMpOBAaTL O TOM, 4TO UM HEOGXOAUMO NPOXOAUTH
cTaHpapTHOe MamMMorpag Mueckoe 0GCNepOBaHMe B COOTBETCTBUM C
pekomeHpayumamm xupypra. HeoGXOAMNMO NOAUYEPKHYTHL BaXHOCTSL
npoxoxpenus Takoro poaa o6cnepoBaHuil. Npuas Ha
MamMmorpad nueckoe oGcnefoBaHMe, NnauMenHTka AONKHA NOCTABUTL
B M3BECTHOCTL BPAdYa-peHTreHONOra O HanNWuum y Hee [PYAHL X
MmMnnaWTaToB, COOG6GW MTbL WX TUN W BAapuaHT pasmMew eHus "
nonpocuTs caenaTts el pAguarHocTuueckoe oGcnepgosanme, a He
ckpuHuHrosoe. [ pucyTcTBue wMmnnawtata B [PYyAU MoOxXeT
3aTPYAHUTL paHHee BbiABNEHUE paka MONOUHON Xeness MeTOAOM
Mammorpad uu, nockonbKy umnnautart MoxeT sakpuBaTh
noAnexauwyw 4acTb TKaHW MONOYHOA Xenesu W/MAW cCAaBAUBATH
TKaHb, nokpe Bato Wy umnnauwTart. Mammorpag nueckoe
o6cnepoBaHMe peKOMEHAYETCA NPOXOAMUTL B aKKPEeAMTOBAHH I X

MamMoOrpad MuecKAX LeHTpPax y CNeyWanuncros, UMElO W ux OnbT

nposepeHns mammorpad uu (PYAHH X Kenes B NPUCYTCTBUM
umnnantatoe " Menonb3yo u mux cneumnansHb e MeToAMKM
(MeTOAMKM «BHTECHEHMA» umMNNaHWTaTa). B HacToAawee Bpemsa
pekomeHpauuu no npoXxoXAaeHuio npeponepaymuoHHoi/
CKPUHUHTOBOI MamMmorpad uu AN KeHW MH c  rpyAHb MU

UMONaHTaTAaMMW He OTNMYAK TCA OT PeKOMeHAAUMA ANA XeHUW UH Ges
UMONaHTaTOB. ANA NayueHTOK, NOABEPrao W NXCa yBeNUUYNTENbHOI
MaMmMonnacTMke, MamMmorpad Mueckue CHUMKA, CAeNaHHbe AO W
nocne onepauuu, MOryT CNyKWTb OTNpasHOW TO4YKOW, C KOTOPOI

MOXHO GyAeT CPaBHMBATL CHUM KU, NONYYEHHL € BNOCNEACTBUY.

dKkcnnaHTayMAa- UMNNaHTaTe He MMET NOXMIHEHHOrO cpoka
cnyx6b, w cywecTeyeT BEPOATHOCTbL,  4TO BnocnepcTeum
umnnawTaTt(sl) 6yAefyT) yaaneH(s) ¢ 3aMeHol MAu Ge3 sameHs Ha
HoBb /i(e). DKcnNnaHTayua MUMNNaHTAaTOB 6Ge3 nocnepylu el 3amens
BneueT 3a COGOW HeoGpaTMMbie W3IMEHEHUSN MONOUHLIX Xenes.
Nocne xupypruueckoil peBusnu (yAanewus umnnaurtata c 3ameHoi

Ha HOBLI /i) YacTOTa OCNOKHEHMUA BblWwe

MoBTopHE e onepauyunm - Npu paspe Be wmMnnauTarta,
HEeyAOBNETBOPMTENbHL X KOCMETUUECKMX pe3ynbratax (noseneHue
«pAaGU» HAa KOXe TPYAU, CMOPU MBAHUE W APYyrMe nNoOTeHUMANbHO
HeoGpaTumb e M3IMeHeHMs BHeWHero BUAA [PYyAU) W APYrHx
OCnoXHeHMAX MOXeT NnoTpe6GoBaThCA AONONHMTENbHAas onepaumua
Naywewtok cnepyeT npoudwdopMmuposaTts 0 TOM, H4TO puCK
OCnOXHeWUW nocne XUPypruueckodh pesu3IMM BHWeEe, uem nocne
nepeuuHOi ayrMeHTayuoOHHOIM wnu PeKOHCTPYKTUBHOI
MammonnacTuku. Tak, nocne onepauuum no 3amenHe umMnnantarta
pUCK TAXENnol KOHTPAKTYpbs Kancyns yABauesaetrcs No CPaBHEeHWI
C ee pMaCKOM nocne NepPBUUHLIX NpPOYEAYP ayrmeHTauwuu wanu
peKkoHCTpyK4Mu. Bo BpemMs NOBTOPHOW oOnepaunn cyu ecreyer puck
CnyualiHOro HapyweHWs LENOCTHOCTM O0GONOYKM AMNNAHTATA, YTO

MOXeT NpuBecTM K 0Tka3y B pa6oTe MIAenUn.
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MWudekyus- MNpusnakamm O0CTPpoli WMHGB eKkyun nocne ycTaHOoBKM
fPYAHH X WMNNAaHTAaTOB ABNAKTCA OTEYHOCTbL, nNokpacHeHMue,
GonesHeHHan YUYBCTBUTENbHOCTL, 60Nb W NOBL W eHME TeMnepaTypsl .
Kak u nocne nio60i WHBA3WBHOA XUPYpPruueckol npoueayps .
nocne ycTaHWOBKM (PYAHbL X MMNNAHTATOB B PeAKMX CAydYuasx
BOIMOXHO pasBMTHE CUHAPOMA ToKCcu4Yeckoro woka (CTW),
KOTOPpbL i ABNAETCA KW3HEONAaCHH M cocTosaHMem. Cumnioms C T
NpoABNATCA OCTPO W BL KNI 4Yal T BL COKYl TemnepaTtypy (38,8°C
W BHWe) PpBOTY, Auapew, CHNb Kkak nNocne CONHEWHOTo oxora,
nokpacHeHMe rnas, rONOBOKPYKEHUE, MbilweudHs e 6ONM W Najenmne
apTepuanbHoro faBneHus, KOTOPOEe MOXeEeT Bu3BaTb 06MOpPOK. MpH
noABNEHUM N0 GLIX M3 NepeuMCNeHHL X CUMNTOMOB nNaumeHTKe
cnepyer Hemegnewuo o06paTuTbCA K nedawemy Bpady Ans

NOCTAaHOBKNW AMATHO3a U HA3HAYEHNS NeEYeHUR.

MeToaukn o6cneposanus tpyAM- Naymentkn A0 NKH b
exemecauHo NPOBOAWTL camooGcnegosaHue rpyau. Wm cnepyet
nokasaTb, Kak OTNMYUTL WMNNAHTAT OT TKAHW MONOUHON Xenesb
Bo BpemMs camMo06CNepOBaHMA NauWeHTKaM He CAeayeT BHNONHATH
CNUW KOM aKTMBHB E MAaHWNYyNALUW WNM uYpe3MepHO CchAaBnNMBaThL
umMnnawTaT. MauneHTKe HYKHO OGLACHWUTL, YTO noseneHue ysnos,
nocToAHHAas 60Nb, OTEYHOCTL, yNnnoTHeHNWE [PYAU WAM M3IMEHEHUE
GopMb MMNNaHTAaTa MOryT yKaibeaTb Ha ero paspue. Mpw
NOABNEHMWM N0 60OTO U3 NeEpPevyncNneHHb X NPUIHAKOB KeHW nHa
AOnNXHa co0GW MTL 06 3TOM Bpauy W, BOIMOXHO, NpoitTu MPT-
o6cneposanme ans BL ABNEHUA npeanonaraemoro paspeea

mmnnaHwTaTa

NakTayuma- YcTaHwoBKa IPYyAHbH X NPOTE30B MOXET OTPULATENbHO
ckasaThbcs Ha CNOCOGHOCTH K KOpMANeWuil [PyAblo B peaynbrate
cHuXeHusn wnu npekpauenuns BL pPAaGOTKY. B wacTHOCTH
Mcnonb3oBaHMe OKONOCOCKOBOTO AJOCTyna MOXeET Cyu ecTBeHHO

OCNOXHUTL KOPpMANEHUE FPYAbIO .

Heponyuwenne noepexpaenus B0 Bpems neuewua- MNpn
noceweHun Apyrux Bpauel naumeHTKam CneAyeTr CTAaBMTL MX B
W3BECTHOCTL 0 HanNWuum y HUX [PYAHH X MMNNAHTATOB, 4TOG

CBECTM K MUHUMYMY PUCK UX NOBPEXAEHNS.

NekapcTBeHHbB € NpenapaTs ANS HAapPyXKHOTo NpUMEHeHNUA- [o
TOrO, kak HaHOCHTL NekapcTBeHHb e npenapaTts AN HAPYXHOTO
npuMeHenns (Hanpumep, CTEpPOMAL) HA KOXYy B 06nactu rpyaw,
nayueHwTKam HEOGXOAMMO NPOKOHCYNbTUPOBATLCA y Bpaua wMnu

papmayesTa.

Tpaema-Npu NOAO3IPEeHNM HAa PAa3BUTHE OCNOXHEHMUI, B yacTHOCTH,

B Ccnyyae nNONyYeHMs TpaBMb MANM UYPEIMEPHOrO CcAaBAMBaHMUS,

Wanpumep, B pe3ynbTaTe CAMWKOM OHEPIMUHOIO Maccaxa B
o6nacTu TPyAM, 3aHATUHR HEKOTOPH MM BMHAAMU cnopTa un#
WcnonbsoBaHus  pemMHed  6e3onacHocTM, nNauMeHTKa  AONXHa

06GpaTuTbLCA K XUPYPry WUAu Apyromy spauy
KypeHune- KypeHune MOXeT 3aMeANUTbL NpoLeCce 3aXnBAeHUA.

O6nyueHnne rpyan- Komnauus Establishment Labs S.A. He
npoBoauna mccnegosanus ¢ uyenwio wuayuenus N VIVO sppexros
NyuyeBoid Tepanuu y nNauMeHTOK C TPYAHBI MU UMNAaHTaTamu.
NuTepaTypHbl e faHHb e yka3bBalT Ha TOo, 4TOo Nyuesas Tepanus
MOKeT MoBH CHTL BEPOATHOCTL KOHTPAKTYPb KAancyns, Hekpoaa

OTTOpXEeHNWs umMnnaHtTata.

CTpaxogoe nokpbTue- fMayuewrkam cneayet yTpscTu Bee
BONpPOCH CTPAaxOBOr0O NOKPH TMA CO CBOEN CTPAxXOBOA kKoMnaHued 4o

onepauuu.

Mcuxmueckoe 340POBbLE U 3NEKTUBHAA XUPYypPrusa- BaxHO, 4T0G6 bl
BCce NayueHTKW, oGpaualunecs K XHPypry No NOBOAY 3NeKTUBHOI
npoyeAypL . HanpumMep, No NOBOAY XWPYPrAuecKkoro yeenmuenwus
[PYAW, MMenu peanucruuHb e OXMWAAHUA W CTPEeMUAUCHL He K
coBepweHcTBY, a K ynyuwewuw BHewHero BuAa. O onepauuu
cnpocuTe y mnaumewTKM, cCTpajana Nu OHa Aenpeccueid UNW APYrAMM

ncuxuueckumu paccrTpoicTeamu.
MocneonepaunoHHbIi yxoa:

Naywentky cnepyer npoundopmuposate O Tom, 4TO Ha
NpOTAXeHWUM HEeCKONbKWX AHEHd nocne onepauuum oHa MOxXerT
YWyBcTBOBATL yCTAaNoCTb W HEAOMOraHWMe, a OTEUHOCTb T[PYAU ¢
Gone3HeHHOCTL NpPU MHTUMHOM G U3UUECKOM KOHTaKTe MoOXeT
coxpaWsTbcs B TeueHne mecaya M Gonee. Takke BOIMOXHO
oW yu eHne HanpsxeHUs B 06NAacCTH rPyAM, 06ycnoBneHHoe Tem, 4TO
Koxa pacTarMeaeTca NOA HOBL A pasmep rpyan. Ha npoTsxeHun,
Kak MUHMMYM, ABYX HeAens cnepgyeT m3beratb (G uU3MuECKUX
Harpysok, OAHAaKko k pa6oTe MOXHO GyAeT BepHyTbCA yXe uepes
Heckonbko AHel nocne onepauuu. B 3aBUCUMOCTM OT cutyayum

MOXHO TakXe PeKOMEeHAO0BATbL MaccaxX FPyAM.
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Mt. cywecrtsenno cHukaeTcn. M3meHeHUN UyBCTBUTENLHOCTH B
COCKOB U [PYAM MOTYT 6biTb BPEMEHHLI MU MAU NOCTOAHHE MU,
AMpoBaTh B W MPOKMX nNpepenax M NOBAUATL HA CekCyanbHylo
WBUTENbHOCTL MAM CTaTb NPUUMHONW AUCKOM G OPTA NPU KOPMACHMN

AHKa TpyAblo,

Ne b ekyma
Jw6as xupypruueckas npoyeasypa, BKNl4Yas ycTaHOBKY MmMnnautarta,

conpaxeHa c puckom uHd eKuMu. B 60NbW MHCTBE Cnydyaes WUH( eKumus,

ceAsaWWas C npoBejeHWemM onepayum, paszeusaeTca B TeueHue
HecKkONbKUX AHER WAM Hepfens nocne BMewaTenbcTBAa, HO MOXeT
BO3HWKHYTL B ntGoe BpemMsa. Puck WHp ekyuuw noebiwaercs npu
nupcuHre TpyaM M cocka. WHGpekyuu B TKAHAX, B  KOTOpPB X

npucyTcTeyeT umnnawTat, TpyaHee noajalTca neueHnw. Ecnm

WHd eKuMio He ypaaeTcs BLNEUMTL C NOMOW b aHTUGUOTUKOB, MOXeET

noTpe6o0BaTLCA yAaneHue YCTAHOBNEHHOIO MMNNaHTaTa W ero 3ameHa

Ha HOBbLI i NocCne WaneuenHus oT UHGB eKUUM.

B peAKkMWX cnyuasax nocne XWPYPruuecKkod yCTAaHOBKM T[PYAHGB X

MMNNaHTaTOB y NauMeHTOK Pa3BMBANCs CUHAPOM TOKCMYECKOTO W oOKa,

KoTopb i MOXeT BO3HUKHYTS nocne Nl 60f0  XWPYypPrUueckoro
BMewarTenscrea. CumMnToMbH  3TOrO XKu3HeonacHoro cocroaHus
BKNlualo T BHe3anHoe NOBL WeHMe TemnepaTyps ., PBOTY, Auapewn,
cna6ocTh, TronNOBOKPYyXKeHWe M/MNM  nosBAEHME ChAOM N0 Tuny
conHeuworo oxora. fayuewtke cneayer O06BLACHMTL, 4To npu
nosBNeHNWUM NKWGLX M3 nNepeuMcneHHL X CcUMNTOMOB el cnepyerT

HeMeANeHHO 06PaTHTLCA Kk NedaueMy Bpadyy ANS NOCTAHOBKUM AMArHO3a

W Ha3HauYeHMs nNeveHnsn.

Frematomalcepoma
Femartoma - 9T0 CKONNeHMe KPOBM, a CepomMa - CkONNeHUe XM, 0CTH B
npocTpaHcTBe BOKPYr MMNnaWTaTa. BO3HWKHOBEHWEe remMaToMbn/unm

cepoMmb nocne onepauuu upeBaTo paszBuTMEM MHGB eKuMUM u/unm

KOHTpakTyp sl kancyns 8 G6Gonee nNO3AHMA nepuog Cumntomsl

femaTtombi/Cepom bl BKNl YAl T nosBAEHME OTeuYHOCTM, Gonu  #

KpoBONOATEKOB. OGbL YHO remMaTomMa W cepomMa BO3IHMKAKT nocne

onepaumm, HO MOTYyT NoABWTLCH W B NKWGOe nocnepyiowee Bpema Kak

peaynbTaT TpaBMb [PYyAM. FeMaTOMbL U CepoMb HeG6O0NbW 00 pasmepa

paccacb Balo TCAs CamMu, HO B HEKOTOPbL X CAyuYuasx ANSA MUX ycTpaHeHus

Tpe6yeTca XWpypruueckoe BMewWw aTenbcTBO, BOIMOXHO, CO BpeMeHHOI
ycTaHoBKOW ApeHaxa B paHy ANA ee Hagnexawero zaxuenewus. Ha

MecTe ycTaHOBKM ApeHakxa MOxXeT ocTaThbcs HeG6onbwolh py6ey

Xupypruueckuih ApeHax CONPAXEH C PACKOM paspesa Wmnnawrara B

peaynsTarte NoBpeXAeHMA €r0 060N0UKU NO BPEMS NPOUEAYP bl .»*

KopMmneune rpyasio
B 60NbW UHCTBE CAydYaeB rPyAHb € WMNNAHTATLH He MeWa T KeHu uHam

KOpMUTL cBOMUX AeTel rpyAbio. OAHAKO HeMnssecTHO, BneueT nu 3a

Co60W Hanuuue TIPYAHB X MUMNNAHTATOB MNOBL W EHMWE pPaszHoro poaa

PUCKOB ANA CamMOil WeHW WHbL W BEAET NW K BOIHMKHOBEHUIO 6GONbW ero

Wmcna npoGnem co 3A0poBbemM y AeTeli, POAUBW MXCH Y XeHW MH C

fPYyAHB MW wMmMnNnawTaTamu. B  HacTOosWee BPeMa TaKkKe HEACHO,

cnoco6eW NM CMNMKOH B HEBONbLWOM KONUUECTBE NPOXOAMTL uepes

260N04Ky TPYyAHOro MUMNnNaWTata B T[PYyAHOE MONOKO BO Bpems

«OpMNeHUus TPYyAbLI M  KAKOBE MOTYyT 6bTb NOCAEACTBMA 3TOrO.

-lcnonb3oBaHue 0KONOCOCKOBOTO AOCTyna MOXET BNOCNEACTBUY

IywecTBeHHO OCNOXHWTL KOpMNeHUe TPyAbi . Tem He MeHee, aKcnepThl
UMepukaHCKOd AKageMuuw Nepuatpuu He BUAAT NPUUYUH, NO KOTOPb M

KeHlu MHa € MMNNaHTaTaMu JONXKHA OTKAa3bBaTbCA OT KOPMANEeHUs

PYAb®

Kanbundp nkayms

Canbuyuii MoxeT oTKknagseaTtbcs B TKawWu py6uosoi kancyns,

‘6pasymuelica BOKPYr WmMnnaWwtata. OTNOXeEeHWS KaNnbuWa Bb3biBawT

|OneswewHocTs W ynnoTHewus B T[PYyAUMU w o6GHAapykusakTCs npwu

[amMmorpad nueckom o06cnepoBaHUU. O TU OTNOKEHUA HEOGXOAUMO

wh Gpepenynposate 0T  oTnoxewui, curHanuanpyo wux o

noKkauecTBeHHbH X HOBOOGPAasoBaHWaXx. ANA yAaneHwus W Mccneposanmna
TnOXeHUd KanbuuA MOXeET NoOTpe6GOBAaTLCH AONONHWTENbHAS onepayus

Cnoxewuus Kanbyus waGniopawTca y KeHuw un nocne

MeHbW UTENbLHOW MamMmMONNacTuKW, nocne rematoms W jgaxe 8

fCYyTCTBME KaKux-NU60 ONEpPaTMBHLIX BMEWATENbCTB Ha [PyAHS X

enesax. BepoATHOCTL NOABNEHUSN OTNOKEHWH KaNbyuuns ysenuumsaercs

Bo3pacTomMm.

apyweHue 3aXUBNEHNS paHbl

HeKOTOPbH X NauWeHTOK NPOYECC 3aXMBNEHUA PaHbl MOXeET 6biThb

)lee AnuTenbHb M. Kypenune MOXeT OKasbiBaThb HeraTueHOe BAMAHMWE
lckopocTh paHo3saxuenewns. Npu 3aMesneHun npoyecca 3saxusnenmns
)BbWaeTcs pPUCK MHGB ekynu, OTTOPXEHUs

MMnnaHWTatTa W Hekposa,

3MTENbHOCTL 3aXWBNEHWS paHbl MOXeT BapbUpoBaTb B 3aBUCUMOCTH

TMNa onepauuu M MecTa pacnonoxXeHus paspesa. «w

rTopXeHne umMmnnaHwTtarta
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Npu HepocTaTouHomM o6beme TkaHel ANS NOKPH TUA WMmMnnawTata,

MecTHOW TpaeMe WNM uHb eKUMM BOIMOXHO OGHAXeHMe WMnNNanTaTa M

ero oTTopxenne. MmenTcs coobu eHWs O Takoro poAga peakymax,

Ha6niofaemMb x B CBA3M C MWCNONb3IOBAHUEM CTEPOUAHL X Npenapatos u

o6nyuenwnwem rpyaM. T pu noBpexAeHMM TKkaHeh U o6HAKeHWN

UMnnaKWTaTa  MOXeET BO3IHUKHYTb  HEOBXOAMUMOCTbL B  yAanewuw

MmMnnawTata, nocne 4Yero BO3MOXHO NOABNEHUE [AONONHUTENbLHOTO

py6ua u/unu yrpata rpyAHOR TKaHm.

Hekpos
Hekpos - 3To omMepTeeHwe TkaHel BOKPYr wumnnawtata. Hekpos
HapywaeT npoyecc paHO3aXWUBNEHUA M TpeGyeT Xxupypraueckoi

KoppekuuWu W/unwm ypanewus umnnawrtata. Hekpos MOoxeT npueectu

nepmaneHTHOW py6uoBOd Aed opmauyun. ®akTopb , accounnpyrowmecs

C HeKkpo3OM, BKNUYUaKWT MHGD EKUWIO, MUCNONbL3IOBAHME CTEPOUAOEB B
XMpypruueckom KkapmaHe, KypeHue, xumuoTepanuio /nyuesyio Tepanuio

W neuyeHue UpesMepHLIM TENNOM UNM XONOAOM.

rpaHynems

BOKPYr NOCTOPOHHMX 4acTUl, BKNIO YA CHNMKOH, BOSMOKHO NoaBneHmne

AoGpokauecTBeHHbH X 06pasoBaHnii B BMUAE y3enkoe, KoTopb e HOCAT
HaszsaHue rpanynem. Kak 8 cnyuae N6 bl X y3enkos x
HoBOOGpPasoOBaHMA, WX HEOB6XOAMWMO WMCCNeAO0BAaTb ANS WCKNloueHMuA

3N0KAaYeCTBEHHOCTH.

ATpod na Tkauw rpyau/ped opmMauuna CTeHkn rPYyAHON KneTkn
Moa paBneHWemM TPYAHOTO MMNNaHTaTa BO3MOXHO yTOHEHNWE W cxaTue

fPyAHON# TkaHW (4TO JenaeT umnnauTaT Gonee 3aMeTHLIM W Nerko

npouwynseaemb M) C nocnepywoweld Aedopmauueid CTeHKA TPYyAHOI

KneTku. 3To MoxeT Npowu3oiiTw W Torga, Korga WmMnaaHwTaT HaxoauTcs

Ha cpoemM MecTe, W nocne yAanewWs umnnawtata 6e3 nocneayiouei

sameHs Ha HOBb . N06aRn M3 NepeuncneHHB X CuTyauyni Moxer

notpe6osarts nposepenmns AOnNoONHMTENbHOTO Xupypruueckoro

BMewaTenscTBa M/MUNM  NpPpUBECTM K BO3IHMUKHOBEHMK BbpaXeHHOIN

«pAGU»/CKNAaA4YaTOCTU HAa NOBEPXHOCTU TPYAM,

Numdapenonatns
B nutepaType cooGuaerca O CAy4asx numdGajeHonaTun B CBAIM Kak C

MHTAKTHBI MU, Tak M C pPa3opBaBW MUMUCA CUNMUKOHOBBIMU TFPYAHbL MU

npoTtesamu. B OAHOM MCCNefOBaHUM COOGWAeTCH O NaToONOrM4eckod

peakuuu TKaHwW, rpamynemax M NPUCYTCTBUM CHAMKOHA B NuMGp oysnax
XEeHW NH C NHTAKTHL MU W PAa30PBABLW AMUCS CUNMUKOHOBH MU NpOTEIAMU.

3TM coobueHus OTHOCATCA K PpasHeiM MOAENAM uUMNNaHTaTOB M

UMnNnNaHTaTaM pasHbL X NPONIBOAMTENE .

HeyApoBneTsopurenbHb i KocMeTnueckuil pesynbrar
HeypoBneTBOpPeEHHOCTL KOCMETMUYECKUM pe3ynbTaToM onepayuum MoxerT

6biTh o6ycnosnena Hanununem Mopuw MK, acummeTpuu,

cMeuweHnem/Murpayued wumMnnawTaTta, HeNpPaBMUNbLHO NOAOGPAHHL M

pasmMepoM uMnnNaWTaTta, npowynhBaHuMem/ 3aMEeTHOCTbIO MMnNNaWTaTa,

py6uosoi pecdopmauueid u/wnu o6GpaszsoBaHMeM TUNEPTPOGD NYECKOTD

py6uya. HekoTopse U3 Takoro poga Aed eKkTosB MOryT

AMcKkoMd OpPT. C NOMOU bK MMNNAHTATOB HENbL3IA NONHOCTLI yCTPaHWTHL
acuMMeTpuio, KoTopas cywecTsosana 4O onepauyun. JnNs NOoBL WeHUSA
CTeneHu yAOBNETBOPEHHOCTM NAaLUNEHTKN AOCTUIHYTH M KOCMETUUECKAM
pesynbTaToM MOXeT GbTb nokasaHwa XMUpypruueckas KOppeKuUs, 0AHAKO

370 CBA3AHO C AONONHMUTENbHLI MW OFpaHMueHMAMU W puckamu. MNytem

TwaTtensbHoro npeponepayuuoOHHOro nnawuposaHus " su6opa

ONTUMAaNbHOH METOAUKM MOXHO CBECTM K MUHAMYMY BEPOATHOCTS

HeyfO0BNEeTBOPUTENLHOTO 3CTETMYECKOTO pe3ynbTaTa, HO HEBO3MOXHO

NONHOCTLI rapaHTUMpoBaTbL OT Hero.

Apyrue coctosnus

B Hayuwo# nuTepaType coobuaeTrca 0 APYrUX COCTOAHMAX,

Ha6N0AaemMbiXy KEeHIW NH C TPYAHB MU UMNANAHTATAMU. M HOTUE M3 BTHX

cocToaMME  M3yuanum C Benblo OLEHKH BO3MOXHON CBA3IM  MX
BO3HMKHOBEHWS C TPYAHBI MW WMONAawHTaTamMu. OAHAKO HMKaKOIN
NPUUYMHHOR CBA3M MEeXAYy YCTAaHOBKOHW T[PYyAHH X MMNNaHTatos u

BO3HMWKHOBEHNWEM COCTOAHMWIA, NepeuucnAaeMb X HUXE, BbLABNEHO He

6blno0.

3aboneBaHns coeanHuTenbHON TkaHn (3CT)

c wauana 1990-x rr. ony6nnkoeaHo okono Aecatka

BCeo6beMNOW WX CUCTEMHL X 0630POB, KOTOpPH E NPOBOAMAUCH N0

NopyuYeHWK MUHUCTEPCTB 34paBOOXpPaHeHWUs psjga cTpaH C Lenbk

w3yueHnua AKoGb  cywecTeBylbUu el CBA3M MEXAY YCTAaHOBKOI

TPYAHB X npotesos, 3aNO0NHEeHHD X CUNUKOHOBE M renem, n

paszeutuewm cMcTe M Hbl X saGonesaHui. B BOASL . caenanubie

aBTOpaMu BCeX O3TMX HE3AaBUCHMBIX HAyuHb X 0630POB, CXOAATCH B

OUEBMAHMbL X CBUAETENbLCTB KAay3anbHO# CBA3M MEeXAy

yCTaHOoBKOW MWMNNAHTATOB, 3aNONHEHHL X CHNUKOHOBH M renem, w

3a60N€eBaNNAMMN COCAMNHUTENLHOM TKAHMN HeT

Pak

Bbl3BaTh:



oTueTaM, ony6NMKOBAHHBIM B MeJAUULNHCKOW nutepatype,
XKUBUTSH paka monounoi xenese y naumeHntok ¢ rpyaHs mn
Xnacnm» e
lopble

‘NaHTaTOB MOXET CHU3WTL 3 G eKTUBHOCTL MamMmMorpadg uu ninnu

B We, 4eM y XeHWwWH 6Ges wMmMnnawTaTtoe.

aBTODp b nonaraw T, uTo npucytcteue FPYAHB X

AncuuM B OGHApPyKeHWW paka MONOUHON Xenesb. B To Xe Bpems

'A) MHEHMIO APYTUX aBTOPOB [PYyAHB e UMNNAHTAaTH He Mewawr

CBOeBpEMEHHOMY BLHSABNEHMIO paka MONOUHONR Xeness U He

0Ka3blBalT HEraTUBHOIO BNMSAHUSA Ha NPOFHO3 BbXWBAEMOCTH

KeHW UH ¢ rPYAHB MM AMNNaHWTaTamMmu, 3a6oneswux pakom. B page

pa6oT pJaxe BbhcCcKkalbBaeTcs MNpeAnNONOXeHUe O Gonee«HUIKOI

YacToTe paka MONOUHOA Kene3s Yy KEHW UH C TPYyAHB MU

MmmMnnaHTatamu.

HeBponoruyeckue 3a6oneBaHus, NPpU3HaKn N CMMNTOMbI

Y HeKkoTOpH X XeHWMH C TPYAHB MU MMONaHTaTamMmu OTMedao TCa

HeBpONOTMUYECKUE HApPyW eHUs (HANPUMEp, CUMNTOMB CO CTOPOH

opraWa 3peHus MNM MIMEHEHUA UyBCTBMTENLHOCTU, Mbll edHoil

CUNbL, HApYyWeHNWS NOXOAKA, PABHOBECHA, ML W NEHWA WAM namaTn)

wnu sa6onesawus (Hanpumep, paccesHHbH @ cknepos), M no MUx

MHEHUIDO 3TH CUMNTOMB CBA3aHbl C NPUCYTCTBUEM y HUX [PYAHB X

umMnnawTaToB. O A4HAKO ONyGNMKOBAHHLIE JaHHb e He cojgepxar

HUKaKux CBUAETENLCTB Cylw ecTBOBAWUA KaysanbHoi CBAIU Mexay

YyCTaHOBKOA TPYAHB X MMNAAHTATOB M PA3BUTHEM HEBPONOTMUECKUX

3a6oneBaHnii

Aab dysua rens

6onbwmhe KonuuecTBAa CMNMKOHA MOTYyT Aud GyHAauMposaThL uepes

acToMepHylo ©060NO0OuYKY renesbXx uMnnaWTatos. B autepatype

ICIOTCS  coo6uenus 06 o6GHapyKkeHwuw HeGONbWMUX KonNuuecTs

nukowa 8 py6uyosoi kancyne, okpyxatw ei umnnaKTar,

AMbB U euHb X NMMGOYINAX M APYTUX AMCTANbHE X uYacTax Tena y

LMEeHTOK C NPakTUYECKM MHTAKTHLIMMW TeNeBbIMU MMNNaHTaTamu.

HHbl € HeKoTOopbl X mccnepoBaHuin, B KOTOPpB X m3syuanum pgaBHO
raMoBNeHHbH € WMNNaHTaTe, AAal T OCHOBAHWA NPEANONOXMWTL, HTO
ocaunsanme rens uepes 060no0uky umnnauwtata MoxerT
oco6cTeoBaTH BO3HUKHOBEHM IO KOHTpakTyp bl Kancyns "
mdagenonatuu. C Apyrol cTopoHs TOT GakT, uTo u4acToTa
YOXHeHui nocne ycTaHnoBkm wmnnawtatos, 3anonHeH b X
HWKOHOBbIM rfenem, conocTaBMMa MNU HUXeE H4acCTOTH OCNOXKHEHUI

ene ycTaWOBKM MMNNAHTATOB, 3anonNHeHHWw x HINONOTMYECKAM

eTBOpPOM, NO3BONAET YCOMHWUTLCH B TOM, 4YTO nNpocauyusaHue rens

xeT 66 Th G akTopom, cywecTeeHHO cnoco6cTeyo W UM
WHKHOBEHUI  KOHTPAKTyp Kancyns wnu  paseMUTMI  APYrux
<anbHLIX OCNOXKHEHMI.

pywewue ennowHocTu rens

W MaHMNyNAUMAX C MMNNaHTAaTOM BO BpeMs onepayuwu, a Takke B

ynbTaTe KOWTpPakTyph Kkancyne MOXeT nNpoOM3OHTM HapyweHue

W HOCTM KOTE3UBHOIO CMNMKOHOBOTO rens. CnepcTeueM 3TOrO

KeT 6bLiTh W3MeHeHMe (GOPMbL WMNNAaHTATAa, 4TO B CBOK O4Yepeasb,
KeT npuBeCTM K HEYyAOBNETBOPEHHOCTH nauumeHwTkW W XxXupypra
TUIHYTH M  KOCMeTW4YecCKkMM pe3ynbTatom # noeneds 3a COGON

|6X0AMMOCTL NpOBEAEHUS NOBTOPHOW ONepaynu.

uxenue sh b ekTUBHOCTM MaMMoOrpad un

HCyTcTBUME WMnNnNawTaTa B rPyAM (0COBGEHHO NpW pasMeuweHuw nog

le30f) MOXeT 3aTPyAHWTbL paHHee BbSABNEHME paka MONOUHOIN
036  MeToAOM MaMmorpad MM, NOCKONbLKY MMnNANaWTat MOXeT
pLBaThL nognexawyl 4acTb TKAaHW MONOUYUHOW Kenesu wiunu

BnAMBATL TKAaWbL, NOKPH BAK Wyl AMNNaWTaT. HecmoTpa Ha To, 4To

MuMe TPYAHB X MUMNNAHTAaTOB OfpaHMuYMBaeT cCTeneHb KOMNpeccun

Hel npw nposepeHuu mammorpad uu, B paAe MHccnepoBaHMi, B

Opb X M3yuanum pak MONOUHOH Xeneabl y XeHU WH C [PyAHS MU

WaHTaTaMu, He 6bNO BLABNEHO HWKAKOA 3HAUYUMMON pasHWub B

HUW 3a6onesaHns y XxeHU WH C AMNNaHTaTaMmu U 6e3 HUX HAa MOMEHT

raWoBKM AMArTHO3Ia, M NPOTHO3 3ab6ONeBaHWWs B CPaBHMBAaEMb X

ynauyuax KeHnuw uH 6bin CXOAHB M. Mammorpag nueckoe

neposaHune pekomenpyeTcs npoxoauTh B aKKPeAMTOBAHHBI X

[Morpad mueckux uyewTpax y Cneynanucros, WMewWUX ONbT

Bepennsn Mammorpad um TPYAHSB X xenes 8 npucytcTemMH

(NaHWTaToOB M MCNONbL3YKW W WX CneyuanbHele MeTOAUKH (MeETOAUKM

TecHeHwusa» wMmnnawTaTta). fMepejgHue oTAent [PYyAHOW Kenesw
we BCero BU3yanu3MpyeTca Ha CHUMKAx, NONyuYueHHbL X npwu
3N1b30BAHMN METOAMKNM «BLHTECHEHMA», 3aAHWe - Ha CHAMEKAaX,

YUEHHB X npw mcnonb3soBaHmm KOMNpPeccuoHHOI meTogMKM,

Hbll eHMe 30HbL BM3yanum3auuu, KOTOPOE HA CHUMKAX, NONYUEHHB X

MCNONbL3OBAHMM KOMNPECCUMOHHON METOAWKU, AocTuraeT 35% , npu

ASeHeHNN MEeTOAMKM «BbLITECHEHWSN» MMNNaHTaTa cokpauwaeTcs A0

L B HacToAWwee BpemMsa pekoOMeEHAAUWU NO  NPOXOXAEHWHW

onepauymnoHHON/ CKPWHWUHIOBOW mMamMMmMorpad uu ANA KeHW UH C
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[PYAHB MU UMNNaWTaTaMu He oOTAMuYalTCA OT pekomewaauwid ans

XeHWw uH 6e3 MMNNAHTATOR.

MHCTPYKUWNMKU noMCHOI]b3OEAHM|O

O/JHOKpaTHOE NpUMeHeHne

MW3penns npepHasHaueHs  MCKNIO UNTENbHO ANA OAHOKPATHOTO

npumenenwus. He mMcnonb3yliTe oKCNNAaHWTUPOBAHHBIE MMONAAHTATH

noBTOpPHO.

OTcnexusaHue ToBapa

K kaXAoOMy uU3jenuio npunaraeTcs CTukep ANA OTCAeXUBaHWs ToBapa,

Ha KOTOpOM pa3MeweHa UH(p OPMALUA O KOHKPETHOM u3jenuun. CTukep

BKNAAbB BAETCA BO BHYTPEHHI 0 YyNAaKOBKY MW NPpeAHA3HAUYEH ANA BKAEH KN

B McTOpMi 6GONe3HM nayueHTKMW C yenbl upeHTud ukauuu. Takxe

WMen TCA CTMKepb ANA BKknelku B GOpPMY No OTCnNexXuBaHuil TOBApa,

NMuHYK0  KapTOuKy nayMeHTKM M GONbHUUHYIO  AOKYyMEHTALMWW .

MayneHTKke CnepyeT HACTOATENbHO PEKOMEHAOBATL NPUHATL yuyacTue B

nporpamme Establishment Labs S.A. no oTcnexwuBaHwio ToBapa nytem

BHeCceHMUs ceepenuil 06  ycTaHOBNEHH X el umnnanwtatax B

cooTBeTCTBYO W Wi pa3fen Ha caliTe w w w .motivaimplants.com

3710 noseonutT Establishment Labs S.A UMETL HeoGXOAMMYI0

KOoHTaKkTHyl MHbOpPMAauuMio ANs ONEepaTUBHOW CBA3M C NauWeHTKON B

Cnydyae OT3b BAa MMNNAHTaTOB C PbiHKA WAW APYTMX NPpo6GAEM, 0O KOTOPH X

OHa fONXHA 3HATH.

CTepunbHoCTb

Bce cTepunbHbEe CMAUKOHOBH €  UMNAAHTATH nocrasnsmwTcs 8

WHAUWBMAYaNbHOW repMeTW4HOR nNepsuuWol ynakoske C ABOFHOI

CMCTEeMOW 3aW WTH CTEPUNBLHOCTM. NS COXPAHEHMS CTEPUNBLHOCTU NpM

nepeHoce TPYyAHB X UMNNAHTATOB HA CTEPUNbHOE NONE HEOGXOAMMO
cneposarts CTaHpapTHb M npoyeaypam. Misneuenne fpyAHOTO
umnnauwTarta " npuKagnexwHocTei cnepyert Npou3BOAMTE 8

acenTuueCKWX YCNOBUAX, NPEABAPUTENbHO OAEB PE3MHOBH E NepuaTKu,
KoTOpb @ He GbiNM 0GpPaGoOTAaHL Tanbkom.

CTepunbHOCTL MMNNaWTaTa MOXeT G6bTb fapaHTupoBaHa TONbLKO npw

OTCYTCTBUMW noBpexfeHunidl ABOWHOW GNUCTEPHOW ynakoBKW, BKNlOuan

cucTemy ee repmeTnsanmuu.

HE wncnonbsyiiTe n3genme npu oGHApyKeHWW NOBPeXAeHU’ ABOWHOIM

6NUCTepHON ynakoBKkM W CHCTeMbl ee repmeTnaanmu.
HE cTepunuayiiTe wspenne noBTopHO.
M3GeraliTe ANUTeNbHOTO xpaHeHws

wapenuih B BKCTPEMANbHBIX

ycnoewax. Mb  pekomMeHAyeM XpPaHWTbL M3IAeNWA NpM  KOMHATHOW
TemnepaType, aTMOoC(h epHOM AAaBNEHUM W NPeEAOXPAHATL OT nonajgaHus
NPAMGBIX CONHEUHB X Nyueil.

HE wmnnauTupyiiTe M3genuma ¢ NnpusHakamu AUCNEPCHOTO 3arpasHeHmnn,
noBpexXAeHMA WMNUM HApyWweHMs LeNnocCTHOCTH o06ONO4KM. Bo Bpemsa
onepauMu HEOGXOAMMO MMETL B HANUUMM PE3EPBHLIE UMNNAHTATH .

HE wmnnauwTupyiite npocaunsanmua

wapenus c npusHakammu

COAEPXUMOTO 060NOUKN UMNNAHTATA UAW LAPANUHAMU.

Kak npaBuibHO BCKPbIBATb YNAKOBKY CO CTEPU/IbHLIM U3JENNEM

HE ponyckaliTe KOHTAaKTa PyAHOTO WMNNaHTaTa C TaNbKoM, COHKAMMK,

candeTkamMu U APYTMM MU KOHTAMUHAHTAMU.

1. YUnew onepauyunoHHol GpUrags , He paGoTal i 8 cCTepUNbLHONW 30HE
AONKeH BCKPLI T HAapyXKHYl ynakosKy.

2.BuTawuTe BHYTPEHHI o

ynakosky " onpoKkMHbLTE ee Hapg

CTepMNbHLIM NoNem, Tak 4ToGb repMeTHuyHas GnNUCTepHAs ynakoeka

C M3penmem BL CKONb3HYyNa Ha none.

3.

B3ABW UCL 3a A36I 40K, OTKPOWTE KPb W Ky BHYTPEHHER 6AMCTepHOI
ynakosku.

N3sneknTte BblABNEHNSA

wspenue u ocCmMoOTpUTe ero Ha npeagmert

BO3MOXHL X NPU3HAKOB AUCNEPCHOTO 3arps3HeHUn, NOBPEXAEHUS

HapyweWWs LenoCTHOCTH ynakoBku. TpW yAOBNETBOPMTENbHOI

OueHke COCTOAHWA WM3AENUA YyNOXWTe ero 06PaTHO B GNUCTepPHYH
ynakoBsKy. Ha aTom sTane MOXHO ononocHyTh MMnnauTaT
HeGonbw mum KonuuecTeom G u3anonoruueckoro pacteopa Ans
ycTpaneHusn sapsga cTaTuueckoro snekTpuuecTea. Ana

npejgoTBpaweHns AUCNEPCHOTO 3arpa3HeHWs W3jenus uacTuuamu,

copepxawumuca B BO3AYyXe U Ha CTepMUNbHOM none, 3akpoirte

GnucTep Kpb W KOW W XxpaHMTe MMNAAHTAT B TAaKOM NONOXKEHMY

BNNOTL 40 MOMEHTA UMNANAHTALMUN.

Xupypruyeckas MeTOANKa W BbIGOp UMNNAaHTaTa

CywecTByeT HeCKONbKO METOAUK YCTAHOBKU [PYAHB X UMNNAHTATOB,

3anNONHEeHHB X CHNUKOHOBHIM rfenem. BoG6GOp HawGonee nNoAxXOAAW ei

MeToauKM onepauyuum JONXKEH OCYyWEeCTBNSATbL XUPYypPr, OCHOBbLIBAACh Ha

pesynbTatax COGCTBEHHON KNWHWYECKOH OLEHKU W B COOTBETCTBUU C

HacTosw el wHCTpyKumMed. Nocne onpepenexus peanmucThuHb X

scTeTMUeCKMX Ueneii, YTO AONXKHO CBUAETENLCTBOBATL 0 AOCTUKEHMHU

B3aUMONOHMMAHNA MEXAY BPAauoM UM NAaUMeHTKOR, XUPYpPr AONAKeEH

BL 6paTh XMPYPruuecKylw METOAUKY M3 ducna cCOBpPEMEHHBIX U

06 eNpPUHATE X METOAMWK, KOTOPAs MNO3BONMT CBECTH K MUHUMYMY

HeBnaronpuaTHL € Peakynu # A0OCTUYL ONTUMANbHL X PEIYyNbTaTOB.



awaTomMuueckux ocoGeHHOCTeW Tena nauuMeHTKM u

scTeTmueckoro pesynerara, XMpypr AONXeH nopo6pats

HYyXHOro pasmepa, Npoekyuu v kauyecTBa NOBEPXHOCTM, a

fnocne TwaTenbHWoW oOueHKM oOnNpeAenNUTL KpuTepUu BhHGOpaA

SfflwecKoro gocTyna, G OpMUpPOBAHMA XWPYPrUueckoro KapmaHa u

[ewenns B KapmaHe uMmnaanrarta.

nKIAWOIAR
mcarou

IWNtAJHAMMA * B O
INCISION

aaMbILIEYHbIM - AOCTYN; OKOJIOCOCKOBbIM soctyn;
i<DPAMAMMAPHDI(I AOCTYnN

iBOp MeCTa XMpypruyeckoro gocryna

Npu oKonNocockoBOM AOCTyne cnep OT pa3pe3a O06b YHO MEHEE
3ameTeH, OAHAKO MCNONL3CBAKME 3TOrD AOCTYNAa BNOCAEACTSMM
MoxerT CyuwecTBeHHO 0CNOXHMTE KopmneHue rpyabi .. MNpw
GHNONHEHAW OMEpAaUWM K3 OKOMOCOCKOBOTO AOCTYNa BMWE puUCK
M3MeHEeHNH YYyBCTBUTENBLHOCTH B 06NacCTu cocka.

"Npu uwdppamammapHoM pocTyne cnes oT pa3pe3a 06b UHO 6onee
3ameTen, Wem Npu oOKonoOcCOCKOBOM AoCTyne, OAHAKO npH  ero
MCNONb30BAHMM BNUSAHNE HAa CNOCOBHOCTL K KOPMNEHUI FPyAblo He
cTonb Bupakendoe.

Npu NoOAMB W EUHOM pgoCTyne ocCTaeTcs CaMblii 3aMeTHb i cneg of
Jaspesa.

no paay npuumH, BKNluUan puck nospexaeHus 060n0uKM

MmMnNnaHTaTa, CTepuUNbHbLIE CUNMKOHOBBLIE TPYyAHb E MMNAAHTATH

M otiva Implant M atrix® He cneayeT ycTawasnueaTthb w3

0OKONONMYyNOYHOTO gOCTyna.

nciauusNusc

3MEW EHWE noa MONOUYHOWM X ENE3OW; M ONOUYHASA

NE3A

SMEWEHWE NOA TPYAHOMW Mbl W UER;FTPYAHASA Mbl W LA

SMEWEHWE B ABYX NNOCKOCTAX; TPYAHAS Mbl W LA
6op BapnaHTapasmeleHns umnnaHiTaTa
K npewmMyuw ecTeam pasmeueHus umnnawrarta nopj rPyAHOR Mblwyed

cnepyeT oTHeCTU 60Nee HU3IKYK BEPOATHOCTL €0 NpowW ynbi BaHua
Gonee HW3KUIA PUCK PAa3BUTMA KOHWTPAKTyphs Kkancyne. Kpome Toro,
npu NOATPYyAHOM pasmMeweHWn umMnnawtar B MeHbWwel cTeneHyu
MewaeT nposegeHuin mMammorpad mueckoro ob6cnepoBaHua. IDTOT
BapuWaHT NpeanouYTUTeNeH ANA NauWeHTOK C HEGONbWOA PYyAbD W
TOHKOW Kkoxed. B To Xe BpemMs NOAMbL W e4YHOe pasMeweHue
accoyumpyetcsa c Gonbuwei ANMTenbHOCTLIO Kak camoi

XMWpypruueckoil onepauumn, Tak M BOCCTAaHOBMTENbLHOTO NepuoAa, U ¢

Gonee MHTEHCUBHLI MU GONEBLIMM OW YW eHMAMHU. Kpome TOro, MoxeT

6biTh saTpyaHeno BLNONHeHHeE HeKoTop bl X NOBTOPHES X

OnepaTMBHLIX BMeW aTeNbCcTB.

BapuaHT pasmMewenws umMnnaHwtata No0j MONO4YHON XKenesoi

xapakTepuayertcsa MeHbw e ANUTENbHOCTLIO onepayun "

BOCCTAHOBUTENbLHOrO NEpPUOAA, MeHbW el GONEe3HeHHOCTbIO W Gonee

nerkum QOCTYyNnoM ANs NOBTOPHL X oONepayuil no cpasL HMKW C

BapMaHTOM NOATPYAHOrO pa3aMeuwenus. K HepqocTaTkam pasMew eHus

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

umMnnawTatTa nNOA MONOYHOA Kenesol cnepyeTr oTHecTu Gon

BLI COKYIO BEPOATHOCTL NpPoOW yNs BAaHUA W3Igenms, 6Gonee

puck KOHTpakTyps  Kkancyns, ntosa wu Gonee

TPYAHOCTHM NpW NpoBefeHuWn Mammorpad nueckoro o6cnepoBanmna

“BapuaMT ABYXNNOCKOCTHOIO PasMeWw enHus MMNNanTaTa, No MHEHN

HeKoTOpbL X aBTOPOB, COYETAaeT B Ce6e NPeuMyl ecTea NOATPYAHO

pasmMeuwenus Cc 60nee KOPOTKUM BOCCTAHOBUTENbHLM NEpPUOAOM

MeHbW el 6ONE3HEHHOCThIO

Bo BpeMs xupypruyeckoil onepauuu:

“PeKkoMeHAyeTCs, 4TOGH BO BPeMs Onepaunu 8 ONepaunoOHHON Gbinm

HanMuWm NpPoTess MONOUHOIN Kenesb HECKONbKHX PasMepos,

He orpaHuuuBaTL XMUpypra npu BHGOpPE HajgnNexXauwero paime

npotesa.

BpemMs onepauyuu BCerga HEOBXOAUMO MMETb B

pesepBHbleE UMNNAHTATS .

«Mpu HepOCTATOUHOM pasmepe XUPYPrU4YeCKOro kKapmaHa cyuecreyer
pMCK pa3peiBa M HEKOPPEKTHOrO NO3MUMOHMPOBAHWUA MMNNaHTaTa
Heo6X0AUMO y6eAMTLCA B TOM, 4TO paspes A0OCTATO4YHO 6ONbWOA AnA
TOro, YUTOGbL Yepes HeEro MOXHO G6biNO0 Ge3 4pesMepHb X YCUNUA W
AMWHUX MaHWNynAWMA NPOBECTU UMNNAHTAT M, Takum o6Gpasom, He
AONYCTWTL €r0 NOBPeXAeHMA. XMpPypruuecknii kKapmMaw AONKeH 6biThb
xopouw o ouepUeEHHbI M, cyxum, AocCTaTOuHOTO pasmepa "
CUMMETPUUYHL M W oGecneumsaTh poOBHYW nosepxHocTts  ANA
pasmeuwewns wmnnawtata Ge3 o0GpasoBaHua CKNAjOK Ha ero
nosepxHocTy.

“HE ucnonbsyiiTe nyGpukaHTb nNpu pasmeueHun umnnanrtarta, Tak
Kak OHW MOTYT NOBHCUTL PUCK 3arPA3HEHWS XUPYpPruueckoro
kapmaHa 4 oKas3aTb HexenaTenbHoe BAMAHWE Ha TpaHWLE MEeXAy

TKaHbl M Kancynoi.

“HE ponyckaiiTe noBpexgeHus TrPyAHL X WUMNNAaHTAaTOB

XUpypruueckumm MHCTpYyMeHTamu, Hanpumep, wrnamu

ckansnenem, Tynb MU WMHCTPyMEHTaMW, Hanpumep, 3axumamu

NUHLEeTOM, WAW B pesynbTaTe YPe3MEpPHOr0o AaBNEHUS Ha,UMAONaHT

ee
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WAM MWW HUX MaHMNYNAUWA NpU BBEAEHUM €0 B XUPYypPpruueckui
Kapman
“HE npunaraiiTe 4pesmMepHb X ycunmii npu pasmMeweHuun rpyaHoro

MMnNnNaHTaTa B XMPYypPruuyeckoM KapmaHe

“HE nuTaiiTecb C NOMOW b0 MMNNAaHTATa paclWl UPUTL B pPaguManbHOM
HanpaBneWWN, CXaTb AW pacceyb XUPYypPruuecknin kapman.
“HE BBOAUTE GO0Nee O4HOTO UMNNAHTATA B OAHY TPYAbL.

MoppepxaHue reMOCTa3a/He,ﬂ,0l‘lyLLl,eHVIe CKONNeHna XuakocTwun

ANA cHUXEeHMWA pMCKAa nNocneonepauuoHHOW reMaTOMb W CepoMbl

BpeMs onepauum HEOBXOAMUMO HANpaBUTL BCe ycHus

remocrtasa, a nocne onepauyuMu MCNONbL3OBATL 3aKPbiTylo ApPeHAXHY

cucTemy. Mpu ynopHOM UMM CUNLHOM KPOBOTEUEHMH

BO3AepXaTbCs OT UMNANAHTALMM M3AENNUA 4O YyCTPAHEHMWS KPOBOTEUEHN

BO

Ha obGecneueHue

0

pekomeHpayeTcs

A

Acnupayuio ¢ uenbw ycTpaHeHus remaTtom bl wnu  cepomubl B
nocneonepauuoHHbL i Nepuoag cnegyeT NPOBOAUTL C OCTOPOXHOCTbLIO ,
WTOG6L HE AONYyCTUTbL 3arPA3HEHWS WNU NOBPEXKAEHMUA [PYAHOTO
wwnnanrara

WHCTpPYKLMM ¥ Mepbl  MPejoCcTOPOXHOCTM Npu  yaaneHuu
MMNNaHTaTa

Han6onee pacnpoCTpaHEHHLIMM NPUYUHAMU ANR yaaneHus [PYyAHOTO
WM aNTATA RBAAKTCA OCAOKHEWMA, TaKMe Kak KOHTPaKTYpa Kancyns
MoAO3penue Ha PaspHB WMNANAKTATA W €T0 HeNpasMALHOE MONOKeHME, a
Takke XenaHme nNaLMeHTKM M3MEeHWUTbL pasmep v GoOpMy umnaaHrara.
OCHOBBI BAsCh Ha pe3ynbTatax COBCTBEHHOW KNMHUYECKOH OUEHKH,
XMpYpPr AONXeH BLGPAaTb XMUPYypPruueckyw MeTOAMKY yAaneHwHus #
3aMeHb MUMNNAaHTATa M3 YNCNA COBPEMEHHBI X U OB €ENPUHATEH X METOAUK
KOTOpas NO3BONUT CBECTM K MUHUMYMYy HebBNAronpusaTHL e peakynm u

AOCTMUL ONTUMANbHL X PE3IYyNbLTATOB y KOHKPETHOW NaumeHTKH.

CNEUVWO®MUYECKUE MHCTPYKLMUMN NO MCNONbLb3OBAHMUIO

nNPUMEHMUWUM BbI K rPpyaHbBb M MMNODAAHTATAM

MUWKPOUYUMNOM

Onuncaune

FpyAHb e WMMNNauTaTel C MUKPO4YMNOM COAEPXAT MUHUATIPHO

umnnawTupyemoe ycTpoiicTeo papuouacToTHO waeHTUd MKkauu

(RFID-MmeTKy), koTopoe nomeuaercs B renb, 3anonHsiow ui

e

n

060n0ukKy

MMnnawTaTa. CkaHeps ANS CYUTHIBAHWA WHG OPMAUUM C MUKpouuna
npojafTcAa oTAenbHo. M ukpoOuMNn - BTO naccueHOoe ycTpohCcTBO,
KoTopoe MMeeT  sneKTPOHHGBIH KoHTYp, akTHBUpYeM bl nisHe
ManomMowWwHe M 3NEKTPOMArHUTHLH M NONEM, CO3AABAEMbM pPYyuHb M

ckaWepoM C nuTaHMeMm OT aKKyMynaTOpHOW# Gatapeu. Mukpowuu

mcnonb3syeTcs AN XpaHeHWS ONEKTPOHHOTIO HoOMEepa YyHWUKaAaNbHO

waeHTHG nKkayuu usgenns (YU U). Homep YU U ucnonbisyetcs Bpauam

WAPYIMMUA MEANUMHCKUM U PAaBOTHMHKAMM,

nayuwewnTtka, ANA AocTyna k 6aize AaHHbL X, COAepxXaw ei

n

n

"

CNMCOK KOTOpPbH X yTBepxpaaerT

cneyud nueckyio



nio 06 MMNNaHTMpPOBAHHOM wspenuu, u Kk ApPYroi
auMmM, COOGIW EHHON NayueHTKON.
Juun - MuUHUMATOpPHOE MMNNaHTMpyemMoe yCTpoACTBO, KoTopoe

«ewaeTcAa BHYTPbL PYAHOrO MMNNaWTatTa. M MKkpouWn ucnonssyercs

a XpaHeHWWs ONeKTPOHHOIO HOMEpa YyHUKANbLHOA MAEHTU( MKaymum

/uenua, KOTOPH A MOXeT 6GbTb MCNONbL3IOBAHW ANA JocTyna k Gase

aaWHbIX, COAepKau Wx CBEAeHUR 0 TPYyAHOM uMnaaHwTaTe (HoMepa cepun

A NapTMmM; KaTanoXHbe A HOMEep; o6bem, pasmep M NpoOeKUuMsn, MOAEns,

fan NoBepXHOCTH, AaTa NPOM3IBOACTEA W NpPOYME CBEAECHUA), MW K N 60

APYrOW MHG OpMauuu, coobuweHHOW nNauuewTKoAh MM Bpavom  m

MMe W el OTHOW eHMe K XUPYPrauueckod npouepype MAM COCTOAHMUK

naymeHTku.

NpoTueonokasaumsa

A'pyAHbH e MMNNaHTaTe C MWUKPOYMNOM He cnepgyeT ycTaHaBnAWBaTh

3ayMenTKaM C M3BeCTHON anneprueld MNM  MYBCTBMUTENbLHOCTbK K

AaTepuany muwkpouuna (ctekno USP Tun 1)

Mepbs NpefoOCTOpPOXHOCTH

lanuwuue Mukpouwna He npenaTcTeyeT nposepenunio MPT. Maunentkn c

PYAHbB MU MmMnnaHTaTamu c MUuKpOUMNOM moryT NpoXoAuTs

marHocTuueckoe o6cneposanme MetToaom MPT npu HanpaxewwocTu

arHuTHOro nons Ao 7 Tecna. bonee NoAPOGHO CM. pa3jen Huxe:

1IHCTPYKUNMN ansa MAUWMWEHTOK, nNPoXoasauwmunx

'‘BCNEAOBAHWE METOAOM MPT.

1HCTPYKUUM ANA NaymeHTOK, NPOXOAAU MX O6GCNEAOBAHNE M OAOM

1P T

a npoTaxeHwuu BCell npoyeayps MPT HeoGXOAMMO cnepguTsL 3a
>cToaHmnem naymnenTku c Mcnonbsosanmem BU3yanbHbX "
AgnocpepcTe  (Wanpumep, no cucTemMe ABYXCTOPOHHENR  cBa3m),

auMeHTKy CneAyeT NPOMHG OPMUPOBATL O TOM, 4TO NPpW NOABAEHUM

6L UHL X OUW YW eHWH MAM  Kakux-nu6o npoGnem el cnepyet
MeAneHHo Ccoo6WMTL 06 3ToM onepatopy MPT, uto6e B cnyuae
0 6X0OAMMOCTM oOH/OHA MOrAM cpasy xe npekpatuts npoyeaypy.

3uMeHTKe CnejyeT NpefoCTaBuUTbL TeXHMUECKMEe CpejcTBa, C NOMOLU bio

TOpL X OHA CMOXeEeT onoBecTUTL onepatopa MPT 0 HeOGb 4HbB X

3yweHnsx unm npoénemax.

Joueaypy MPT nNpoBOAWTL HeNb3a, ecnu nauuneHTKa HaxoAWTCA noa

ficTeMmeM cepaTWBHbB X CpeAcTB, Hapkosa, B COCTOAHMWM CNyTaHHOIO

3HaHUS MAU NO KAKAM-TUGO MHBIM NpUHUMHAM He B COCTOSHUU

Watbca c onepatopom MPT.

WONHMUTENbHBL E MHCTPYKLMYN NO MCNONL3OBAHN

WOoNHUTENbHL € MHCTPYKL UM no mcnonbzoBaHuio FPYyAHB X

NNaHTaTOB C MUKPOUYMNOM:

flo HapyweHus CTepuUNbHbH X 6apbepos HEOGXOAMMO NpPoBEPMTH

MuKpouMn, HaxoAAW miics BHYTPpM umMnnawrtata, ucnonb3ys

cooTBeTCTBYlo U Wil CKaWep, eCAu TakoBOW UMeeTcs .

Mocne WMnNnNaHWTauWm HEOBGXOANMO BHOBL NPOBEPUTL MUKPOUMN,

HaxoAAW MACA BHYTPUM MMNNaWHTaTa, MCNONbLIYA COOTBETCTBYWK W Uil

Ckanep, ecnu TakoBO# MMeeTcH.

MmMaHue

Nnonyueunn BnocnepctTeun h M3nueckoi TpaBMb B 06nacTu rpyam B

ynbTate aBapMM  MAUM  HeCHACTHOTO cnAydYas nauMeHTKka AONKHA
aTuTbca Kk neuauemy Bpauy, 4TOG6H yGeEAMTHCA B HOpPMAanbHOM
[KynoHuposaHuu mMukpouuna. EcCnNu no Kakoh-nu6o nNpuunHe
opMaymMi C MWKpOuMNa He yAaeTcs NpouMTATL C NOMOU bl

reeTcTByl W ero ckaHepa, TO 9T0 He oO3Ha4yaeT, 4TO uMmMnNnaHTart

ecTan BHNONHATL CBOW (G yHKUWK , W Takas cuTyauws He cuntaertcs

aXHeHMEM .

EUWO®MUYECKUNE MHCTPYKLUMUM NO MCNONbL3OBALMNIO

3M EHMUWUM bl K reyaHsbs ™M MMMONAHTATAM Cc

1ITTEHOKOHTPACTHBL MK OPMWEHTALMOHHSB MWK

TKAMM
[canme

u bl e umanaHTaTh MoryT umeTs oamy wnu Gonee
feHOKOHTPACTHL X OPUEHTALUUOHHL X MeETOK B BUAE TOYEeK, NUHUI
GykBb T, BLINONHEHHb X U3 PEHTIEHOKOHTPACTHOrO MaTepuana u
cawux ANA BLABNEHWS BO3IMOKHOIO BpalWeWWs wagenus nocne
saWTayum B Xxo0pe npoyepyps MPT. N3jgenus HeKOTOpPH X U3
IYKTOB bl X nuneex M otiva Implant M atrix® cHaGxXeHl

FEHOKOHTPACTHL M ¢ OpUEeHTALUNOHHBL MU meTKamu, KOTOpb €

0 TCA MHCTPYMEHTOM, nNpepHAa3HAUYUEHHBIM WUCKNIOUYNTENbHO AnNs

a.

B xope MPT nocne wWMnNnawTayuuw oGHapyxeHo Bpawewue

noro umMnnaWTaTa, TO peweHMne o TOM, TpPeGyeTcs NU B CBA3IA C ITUM
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KOppekuMs NONOXEHUS yYyCTaHOBNEHHOrO W3jeNnus, ero akcnnaHwTaymus

MAW 3aMeHa, NpUHUMAET Bpauy.

MokaszaHus
PeHTreHOKOHTPACTHbLI @ OPUEHTALNOHHB E METKM CNYXKAT ANA BLABNEHUS

BOIMOXHOrO Bpau eHus rPyAHOTo uMnnNanTata B xo4e npoyeayps MPT.

Ecnu & xode MPT nocne umnnawtayuw o6GHapykeHwo BpaweHue

[PYAHOro WMNNaHTaTa, TO peweHnHue o TOM, TpPebyeTcs NM B CBAIM C 3TUM

KOppekuMs NONOXEeHWN YyCTAHOBNEHHONO W3AENUA, €70 BKCNNaHTayus

MAN 3amMeHa, NpUHUMAET Bpay.

MpoTusonokazaHms

B HacTOAUW ee BPeMs NPOTMBONOKA3AHMUA HEWIBECTH .

Mepbs NpeaocTOpOXHOCTH

Hanuuume pPeHTreHOKOHCTPACTHL X METOK He NPenATCTBYeT NPOBEACHNI
MPT.

PeHTreHoKOHCTpPacCTHL @ MeTKu MOTYyT He BW3Iyanuauposartbcs npu

npoBepfeHNUN APYINX 3KBUBANEHTHL X Npoueayp.

PeHTreHoKkoHTpacCTHb € MEeTKM MOTYyT G6bTb NPUHATH 3a y3enkosb e

oGpasosaHua Tkauu. Mepen wHTepnpeTaunei pesynstatos MPT cnepyerT

0673aTenNbHO YTOUHWTL TUN MeTKU, HAaHeECeHHON Ha MW3jenue, BO

M3bexanne 3a6NYyKAEHUA W NPUHATMA HEBEPHL X Pell eHMIi.

BHumaHne

PeHTreHOKOHTPACTHLI @ MEeTKM MOTyT 6biTh NPUHATH 33 y3ENKOBbH €

o6pazosaHus Tkawu. MNepes untepnpertayuei pesynstatos MPT cneayeT

06f3aTenbHOo YTOWHMTL TUN MeTKM, HaHeceWHOW Ha wM3sgenue, BO

M3bexanne 3a6NYKACHUA W NPUHATUA HEBEPHL X pel eHmMii.

OTCNEX WBAHMWE TOBAPA

Komnawnsa-nponseogmurents TPYAHB X MMINAaHTATOB, 3aNONHEeHHb X
CHUNUKOHOEB G M renem, AONXHA OTCNeXuBAThb CBOK NPOAYKUMI
CoGniopgenne o3T0r0 TpeGosaHwus o6GasaTensHo. I To o3HauaeT, 4TO

komnawwu Establishment Labs S.A. HE06X0AUMO COO6W aTb HANpPAMY I

MAW Yepes YyNONHOMOUYUEHHOTO NPejCTAaBUTENS HOMEP CepPUU W napTumu

MMnNnaWTMWpoOBaHHOTO (b Xx) W3Aenws(ii), AaTy npoeegeHus Onepauyunu,

WAEHTMd UKALMOHHLIE HOMEpP NayuneHTKN, ee KOHTAKTHYH MHd OpMaLmi0

W cBepeHuAn 06 yupexXAeHUU, B KOTOpOM NpakTukyeT onepuposasw mii ee

Bpau. YkaszawHas WHGOpMauua AONKHA G Tb 3aMeceHa B (G OpPMYy no

oTcnexusawwio ToBapa, koTopas nocrasnsertcs Establishment Labs S.A

BmecTe c KaX Abl M rPYAHBI M MMnnaHTatTomMm, 3aN0ONHEHHB M

CUNUKOHOBLIM renem.

EstablishmentLabs S.A. HaCTOATENbHO PEKOMEHAYET BCEM NauneHTKam,

KOTOpb € CTanum peuuMnNnUeHTKAMMN [PYAHbLEX UMNNAHTATOB, 3aN0NHEHH X

CUNUKOHOBL M renem, NPUHATL yuyacTue B nporpamme Establishment

Labs S.A. no oTcnexuBaHWi TOBapa NyTemM BBEAEHMA CBEAGHWE 06

ycTaHOBNEHHB X WM UMNNaHTaTaXx B COOTBETCTBYO W Wil paspen Ha calite

www.motivaim plants.eom /#im plantRegistration. 370 nossonuT

Establishment Labs S.A. umeTs HeoGXoAUMY W KOHTaKTHY 0

WHG OpPMAUMI ANA ONEpPaTMBHON CBA3M C NauWeHTKOR B Cnydae 0T3biBa

UMNNAaHTATOB C puHKa MAM APYrAX NpoGnNemM, o KOTOPH X OHA AONKHA

3HaTh.
PErMCTPAUMNMA

nePoueEA/sYPBb M MWAEHTUWO®UMUKAULUMUMOHHASHA

KAPTOUYUKA M3QENNSA

K Kaxgomy rpyaHomy MMnnauTaTy npunaraeTtcs nAate
perucTpauuonnb x Gupok (Patient Record Labels), Ha KOTOpb X
yKa3b Bal TCA KaTanoXHb @ HOMEp W3IAenus, Homep napTuu, Homep
cepuu, cTopowa (npasas wunm nesas) u o6bem uMnnawTata
Perucrpayuonns e 6GUPKM pas3mMewawTca Ha BHYyTpeHHeld ynakoske
Wijpenws W npukpennews K OCHOBHOW aTukeTke n3genus. OAHY

perucTpaw o HHyl 6MPKYy Ha KaxAbWH [PYyAHOW wMmnnawTaTt cneayert

npUKNeuTs, Ha O0GOPOTHYO CTOPOHY NUUHONW KapTOUKM NayumeHTKM

(Patient ID card). BTopas 6Gupka BKNeusaeTca B WCTOPUK GONesum
nayuenTKN. Tpetba 6upka npeanazHauena  Ans BKkneliku 8
AOKyMeHTauuilo, KoTopyl BeaeT Bpau, ueTBepras - B GONbLHUUHYK
AoKkymewTayuio . Matas 6Gupka sABnAaeTca 3anacHoi. MNpu oTcyTcTemMy

perncTpauMoHHL X GUPOK BCl HEOGXOAUMYI WHBOPMALWI MOXHO

cnucaTb C 3TUKETKM M3genmns.

NMWUYHAS KAPTOUYUKA NAUMUMEHTKMWU

Y Kkak Ao nayueHWTKW AONKHA 6L Th 3anuce O NPOBEAEHHON y Hee
Xupypraueckoit onepauuu Ha cnyuali GyAyw ux KoHcynbTayui u
AONONHUTENbHB X onepaTtuBHb X BMewaTenscTe K Kaxpomy

MMnNnaHTaTy npunaraeTrcs nuuHas KapTouka nayueHTKW, KoTopas

AONkHa GbiThb BH AAHA NauMeHTKe ANS NUUHON xapakTepucriuku. Kpome

MHBOpPMAUMM, YKA3AHHOA HAa PErnCTPALMUOHHLI X GUpKax, HaKnenBaembl x

Ha 060pPOTHYK CTOPOHY, HAa NUUHON KAapTOUYKe NayuUeHTKN yKka3biBaw 1ca

® WO nayueHTKM, BApMaHT pasmMelw eHwus AMnNnawTarta (NoA Mbwuyei,

noA kenesol, B ABYX nnockocTAax WM Ap.), Aata onepauuu no

umMnnanTayuum u ® WO neuawero xupypra.



I'MALUWSA OB ox nmaaemom CPOKE CANYX B bl
WCTHKE Heso3amoxHo gaTe TOUuHbB i NPOrHO3 G akTMueckoro cpoka
41 W3penna y KOHWKPETHON# nayuewTKu. XOPOWO U3BECTHO, 4TO
Lasyer

jpbie moryr oxasarts

nnaWTMpoBaHHOTO u3jenua. CpeAu 3TWx ( aKTOpOB CneayeT HasgaThb

MHOTO akTopoB, He 3AaBUCAUL UX OT NpPOM3IBOAMTENS,

cyuwecTBeHHOE BAMSAHME HaA JONTOBEYHOCTH

NOAMKY MMONAaHTAUMU, aHWaToOMMuecCkMe OCOGEHHOCTU W coOCTOAHUE

30p0OBbLA NaUMeHTKW, MOAENb ee NOBEAEHWSN W XxapakTep akKTMBHOCTH

(hanpumep, sawaTWs  cnopTom), a Takxe npepckasyembe U

Henpejgckasyembl e BHEW HNE MeXxaHUWUYeCKUEe BAUAHUSA.

OTYHETHOCTHb n BOS33BPAT 3 KCNANAHTMUPOBAHHB X

M3JENUNR

B cnyuae aKkcnnaHWTauyuwu W3IAENUs HEOGXOAMUMO yKaszaTh ee NPpUUWUHY B

©opMe OTYUETHOCTM O NPOUCW €CTBUM U HanpasuTb ee BMecTe ¢

9KCNNAaHTUNPOBAHHLIM napenuvem B MecTHOE npepcTaBuTeNbCTBO

Establishment Labs S.A. Ecnu 8 Bawell cTpaHe HeT NpeACTasBUTeNbCTBA

KoMnaWwuw, cnegyer o6paTuThcA Hanpamyo B Establishment Labs S.A.:

Zona Franca Coyol. Distrito San Jose de Alajuela, Costa Rica; Ten.:
+506 2434-2400 i ¢ akc +506 2434-2450 wnn
customerservice@ establishmentlabs.com . Y

SKkcnnaHTUpOBAHHOE M3AeNMe HEOGXOAMWMO OMWCTMTL OT 3arpasHeHus,
npaBMNbLHO ynakoeaTh M BepHyTh Establishment Labs S.A. & nopagke,

ycTanoBneHHOM MMPOTOKONOM BO3BPATAa OKCNNAHTUPOBAHHL X H3IAENMi

B cnyuae ecnu B COOTBETCTBUM C MECTHHI MW KOAAMM MUHMCTEepCTBa

sppasooxpamnenns (local health codes) Bo3BpaT W3fenus HeBOIMOXEH,

noxanyicra, ceaxuTeCsH c Hamm uepes

customerservice@ establishmentlabs.com Ans nonyYyeHus KOHKPETHLI X

WHCTPYKY M.

QKCNEPTU3A U3BAENKSA

Komnawws Establishment Labs S.A. Tpe6GyeT HemeagneHHo coobuwarts

060 BCEX OCNOKHEHNWAX, MMEBW UX MECTO NPM MCNONbL3IOBAHUM "Aenus.

C sToil yenbio HEOG6XOAMMO 3aNONHUTL GOPMYy OT4ETHOCTM O

npouCwW eCcTBMM B CBA3M C MCNONb3OBaWWemM wsgenuii Motiva Implant

M atrix® u WanpasuTb ee B aapec komnawwu Establishment Labs S.A.:

Zona Franca Coyol. Distrito San Jose de Alajuela, Costa Rica; Ten.

+506 2434-2400 i b akc: +506 2434-2450 wnu
customerservice@ establishm entlabs.com .

NoPAAOK BO33BPATA TOBAPA

Ans sosspata ToBapa Heo6x0AMMO o6patutbLCca B mecTHoe

3pepgcTaBuTenscTeo Establishment Labs S.A. Ecnu B Baweil cTpaHe HeT

3speacTaBMTENLCTBA KOMNAaWWU, CneayeT 06paTUTLCA HanpAMYyw B

establishment Labs S.A. Zona Franca Coyol. Distrito San jose de

\lajuela, Costa Rica; ten.: +506 2434-2400 / ¢pakc: +506 2434-2450

wwu customerservice@ establishmentlabs.com

BosepaT ToBapa BO3MOXeEeH TONbLKO Npu ycnosun Hanuuusa Ha
o3Bpawaemonm wigenun HenoBpeXAeHHb X nnowm6 G upmbl-
ouwssoguTens. 3a BoO3BpaU eHHb e TOBAph MOXET 6bTb B3bcKaHa

waTta. 3a JononHuTenbHol wuboOpMauued cnepyer ob6pawatbcs B

hepacTaBuTenbLCTBO KomMnaHwumn Establishment Labs S.A. B Bawei

TpaHe.

JFTPAHMWUYEHHAA FrAPAHTMUA ALW AYS CONFIDENT

VARRANTY®, NPEAOCTABANSAEMASA ESTABLISHMENT

JABS S.A ., OFPAHWUYEHMUE OTBETCTBEHHOCTM

O MOAHWWN-NTPOMNW3IBOANMTENSA n O TKAS3 oT

IPELOCTABAEHMA APYTITUX TAPAHTUNNRN

0O BCEMW YyCNoOBUAMMU VU OFpaHMUYEHNUNAMU NO NPepoOCTaAaBNEHUID TApPAHTUN

Iways Confident W arranty® KomMnaHwueii Establishment Labs S.A

OXHO o3wakomutcs Ha caiiTe W w w .motivaimplants.com wnn

WpOCUTL MX B MeCTHOM npeAgcTaBuTenbcree komnawuw. Establishment

tbs S.A. He AaeT HuKaKux rapaHTUi M He npepnaraer HUKaKWX

OrpaMM N0 NOKPH TMIO B3b CKAHHOA CTOMMOCTUH WAU Pacxofoe Ha

)HCepBaTMBHOE NeuyeHne W/MNW XUPYPIUUYECKYID 3aMeHy WMNNaHTaToOB,

itablishment Labs S.A. rapanTupyer oTcytcTeue Aed ekros

loMW3BOACTBA B M3AENUAX AAHHOTO BUAA HA MOMEHT OTrpy3ku
Xxynatentw. Komnawus Establishment Labs S.A. ue 6GyaeT HecTu
BeTCTBEHHOCTL 3a nNpsMble, cnyualimse UNU KOCBEeHHb e y6bl TKU,
rep6 wnu pacxogusl, npamo wnu KocBeHHO ceazanHb e c

nonbioBaHWMeM AaHHOrO W3genuns. OTeeTcTBeHHOCThL Establishment

bs S.A. OrpaHuuuBAeTCA MCKNIO YNTENbLHO 3aMeHOl u3penns B cnyuae,

NU B XOAEe 3KCNEpPTM3Ib KOMNAaHUA ONPejenuT Hanuune B Hem Aed ekra

MOMEHT O0TIpy3kH nokynatenio . Establishment Labs S.A

BoGOoXAaeT ce6a OT BCeX APYrux o6aszaTenbcTs. HacTosauas rapaHtus

aeHseT M MCKNtl YaeT BCe Apyrue rapaHTUn, He NepeyncneHHb e 34€ech,
Ab TO NPAMO OfOBOPEHHb e TAapaHTUW WNM NojgpasymeBaeMb e B CUNY

coHa wMAuM  uHeM oGpa3om, BKNluas, B TOM uucne Nk Gbe

Apa3ymMeBaeMb e rapaHTUM Ha KOMMEpPUYUECKYW BLITOAHOCTbL M3fenmns

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

NpUIoOAHOCTS K mcnonb3oBaHuK aKCNNyaTaumoHHbL €

XxapakTepucTukm.

TPAHCNOPTMUPOBKA N YCNOBUSA XPAHEHMWA

. TemnepaTypa xpaHeHus:-29°C £2°C - 60°C +2°C
. OTHOCUTenbHas BRAXHOCTL: 30% +5% - 85% £5%
. CpoK roAHOCTM: 5 neT c AaThl M3rOTOBNEHUA

YTmnannsauyusa
MmMnnaHTaTe He NOANEXAaT NOBTOPHOW CTEPMAUIAUUM MAU NOBTOPHOMY
Wcnonb3oBaHMI, NOCKONbKY ABAAKTCS

wapennamu 0OAHOKPATHOTO

npuUMeHeHMA. YTMAM3IAUUIO  MCNONLIOBAHHE X MAM  3Arps3HeHHb X
UMNNaKHTaTOB, a Takkxe U3AENUA C NCTEKW WX CPOKOM FOAHOCTH, cCneayert
NpoOBOAMTL B COOTBETCTBMM CO

CTaHAapTHO/ NpakTUKod, NPUHATOR B8

MEeAMUNHCKOM yuYpexKAeHMU, cnocoGamu, yCTAHOBNGHHLI MU MECTHE M W

GepepancHe M  3aKOHOAATENbLCTBOM W npasunammu. YTunusayuio

MaTepunanos ynakoBKMN cnepyer nNpoBOAMTH B cooTBeTCTBUMN co

CTaHAapTHO# NpakTWkod, NPUHATOR B MEAMLMHCKOM yupeXpeHnn,

cnoco6amu, ycTaHOBNEHHL MK MecTHS M " bepepanchbm

3aKOHOAATENbLCTBOM W NpaBunamu.

BO3MOXHB E NOBOUYHBbB E 3¢ ® EKT bl
KoHTpakTypa kancynsl
Pasps B
Bons
MameHeHWs YyBCTBMTENbLHOCTU B 06NACTH COCKOB W TPYAM
Mudekyusn
Fematomalcepoma
Kopmnewue rpyasio
Kanbyud nkaymns
HapyweHue 3aXxmBneHus paHbl
OTTopkeHnue umnnantata
Hekpos
Fpanynems
ATpod us TkaHmu rpyAu/fed opmMayus CTeHKU TPYAHON kKneTku
Numdapenonatus
HeypaoBneTBOpuUTeNbHL i KOCMETHUYECKUT pesynbTar
Apyrne coctosnus
3a6onesaHnn COEAMHUTENbHONW Tkauu (3CT)
Pak
Heeponormueckne 3a6onesaHns, NPU3IHAKU W CAMNTOM bl
Aud pysua rena

HapyweHue cnnowHoCTH rens



np'I-IHOT3bIBOBI'IOTPEEVITEI'IEIZ MMONAHTATORB

VA

/1B orsusos notpebutenci Hawed NpPOAYKLMM, MHEHME KOTOP b X

I Baxwo

Ans  Wac, no3BonNMT  Ham noBL CUTL  KauecTso
pocTaBnAeMb X HamMu ycnyr. bnarogapum Bac 3a 3anonHeHue
jpMbi oT3wBOB noTpeGuTened umnnawTatos Motiva, koTopyk Bl
oxeTe oTnNpaBMTbL NO nNouTe Ha ajgpec komnawum Establishment Labs
i.A.: Zona Franca Coyol. Distrito San Jose de Alajuela, Costa Rica, unu

no dakcy Ha Homep +506 2434-2450. B

Gopmy oHnaiin

Bl Takke MOXeTe 3aNONHMUTL

Ha cailiTe www .motivaimplants.com

® 1o : Ceepenns o6 umnnantarte
Non: ..BoapacT KaTanox Hul i HOMeEp:

Aapec Cepuiinbi i HoMep:

ropoa: MWagenue

rTpawna: Homep naptum: b
Noxanyiicta, oyewnTe cTeneHws, Bawel yAoOBNETBOpPEHHOCTH no
kaxpomy pasaeny

1= kpaliHe ypoenetsopen 4 = Becbma He ypoBneTBOpeH

~N
i

BecbMa ygoBnetsopeH 5 =

5= 3aTpPyAHAN Cb OTBETUTH

He oTmevaiite,

Kpailine He yposneTsopeH

ecnvM Huuero He

noaxopguTt

Yy M AKO BKA 1 2 3 4 5
Hackonbko Bbl ygoBNEeTBOpEH b 0 o o 0 o

rpopMNeHMeM HapyKHOW ynakoeku

sagenmna?

L Hackonuko nerxo Bam Guno ee oTKpb Tb? 0 o o 0 0

I HacKkonbko Bbl y4OBNETBOPEHES

)b opmMnennem BHYyTpeHHER ynakoBk#
6nuctep)?

Hackonbko nerko Bam 6bino
33BNeub W3IAenue U3 ynakoBKM?

). Moxanyiicra, galiTe ceou npeagnoxenus

)bopmMneHns ynakosKu:

wapenns

No coBepw eHCTBOBAHMI

rrMy4ynAss KAPTOUYUKA NAUUMEHTKWU
.Hackonbko Bb yAOBNETBOpEeHb
)popmMNeHnem NMUHOW KAapTOUKM
WuneHTKM?

Hackonbko nerko, no Bawemy

NHEeHNI, OTbI CKAaTb NUUHYI KapTOuKy

laymeHTKNn B siw nke?

Hackonbko Bl yaoBneTBOpeHS
Wwhopmaunei, ykass BaeMod Ha NMUYHOI
capTouke nayueHTKu?
.MNoxanyicTa, pafiTe ceom npegnoxenus
)P OpMNEeHUs NUUHOW KApPTOUKM
3KNAAB W B YMNAKOBKY
. Hackonbko Bb ysaoBneTBOpeEHSl
)b opMNeHneM BKNajb Wa B ynakosKky?
Hackonbko Bb yaoBneTsOpeHbl
lHh opmayueinn, cogepxaueincs Bo
Knajguwe B ynakosky?

.Noxanyidicta, gaiiTe cCBOU NpeAnoxeHus

naumeHTKN:

No coBepWw eHCTBOBAHMIO

O 0 O O 0

nNo coBepleHCTBOBAHMUIO

)b opMNeHNs BKNaAb Wa B ynakoBKy:

0 & 000 LHPMY (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

12 3 4
0000

3 TUMWKETKA

1. OyenuTe cTenens, Bawei
yAaoBneTBOpeHHOCTM MHd OpMayuei Ha
aTMKeTKax HapyKHOW ynakosku.

2. OueHute crTenens Bawei

Ooo00

yAOBNEeTBOpEeHHOCTU WHD OpMayned Ha
3TUKeTKAaX BHYTpeHHEl ynakosku.
Noxanyiicra, gailite ceon

NpeANoOXeHNWs NO COBEPW eHCTBOBAHMNI

aTUKETOK:

12“3'4
Oooo0

W3AENWE
1. OyeHuTe cTeneHs Bawei
YAOBNETBOPEHHOCTH ACCOPTUMEHTOM

npoaykyuu Motiya Implant M atrix.

2. Hackonbko Bac ygoBnetsopseT BHEW HUR BUA

O0oo0
MmmMmnnauwuTtaTta?
3. Hackonbko Bac yaoBneTBOpPAK T OW yweHns oT O O
Mmnnauwrtarta? O O
Oooo

4. OuyeHute cTenenb Bawei
YAOBNETBOPEHHOCTH NerKOCTbI0O yCTAaHOBKM
uMnNnaHTaTa B XMpPYprauueCcKui kapman

5, Hackonbko Bbl yjOBNEeTBOpPeHL KaueeTBOM

wipenmna?
6. OueHMnTe 06Uy cCTeneHb ygoOBNETBOPEHHOCTH O O O O

wspennem

M otiva c aHanornuHoi

O vicrenven

7. NoxanyiicTa, conocTasbTe UMnNNaHTaTh

Ha pblHKe.

npoAyKkumnei, npegnaraemoi
63HaumTeanc OHecKOnhKO nyuwwe

nyuwe yposHe
O Heckonbko O 3HauMTenbHO Xyxe
XyXe
Ecnu Baw OTBeT "HECKONbLKO Nyuwe" WAM "HECKONbLKO Xyxe",

noscHute:

noxanyicra,

8, MWcnonbsosanu 6b Bb MmMnNnNanTaTe M otiva onATb B GyAylw em?

Onpepenenuo, BepoaTho, f4a

we
O onvencnenne. O vevoepenia

HeT

"BeEpPOATHO, HET", " "

Ecnu Baw oTeer "onpepeneHHo, HeT" unm "He

yeepewn(a)', noxanyidicra, noacHute:

BepoaTHO, HeT

9. PexomenpoBanu nu 6l Bl [PYyAHL e UMNNaHTaTe M otiva ceoum

konneram?

Q Onpepenenno, a BepoaTho, fa
Aa

A Onpepenenuo, He ysepen(a)
HeT

O BepoaTHo, HeT

Ecnu Baw O0TBEeT "BepOATHO, HET", "ONpeAeneHHO, HeT" unu "He
yeepen(a)', noxanyidicra, noscHute
NoOAAEPXKA 1 2 3 4 5

Hackonbko Bl yaoOBnNETBOpPEeHbL CAYXG6o0i

pocTaskm ToBapa?
noAAEepX KO CoO

Hackonbko Bbo YyAOBNETBOpEHEb

cCTopoHb AMCTPpUGLIO TOpa?
Noxanyilicra, AaiiTe CBOM NPEeANOKEHNS OTHOCUTENbLHO TOTO,
EstablishmentLabs MoOXeT NoBbL CUTL CTenens Baweil
Hawel npoAayKymMu:

YyAOBNETBOpEHHOCTU Kak noTpebutens

Oooo0o0
Ooooo0

Kak
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AshmentLabs S.A.: Zona Franca Coyol,
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jomerservice@ establishmentlabs,com
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°

ilv.establishmentlabs.com www.m otivaim plants m
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iiergo Europe: Molenstraat 15,2513 BH. The Hague,

therlands. Ten.: +31 (0)70 345 8570 / www.emergogroup.com

»C M otiva BV BA
ide Bosuilbaan 107 Deume 2100, Belgium ,
r.. +32 3460 -1133 ®akc: +32 3460 -1132
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ccus, 119146,-r.Mocksa,6'n. ®pynsenckas, 4. 3A, cTp. 1

n.: 7499 918-77-70

purnHanbHaa noanucek: /mognuce/
ata: 18 masa 2016 .
TBeTCTBEHHOe nnuo: bepHappao MNappo

TBETCTBEHHbIV COTPYLHUK 0TAeNa HOPMAaTUBHO-NPaBOBOr0 PEry/IMpPoOBaHNS

stablishment Labs S.A.

oANMWUCb U TUCHEHas neYyaTb HoTapuyca Jlyuca Nytueppeca YakoHa

[apka 06 ynnate NoLnNHbI
evaTb HOTapuyca

MepeBos C g

BbIMO/IHUT NEPEBOAYNK
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0ro sI3blka Ha PYCCKMiA

KanuHuesa /llogmuna MuxaiinosHa



ropog MockBa

[Baguate NATOro mas ABe TbICAYM LUECTHaALATOro roga.

A, Jemungosa Hatanua BnagnmuposHa, HoTapuyc ropoga MoCKBbI,
CBUAETENbCTBYIO MOANIMHHOCTL MNOAMWUCU, CAENaHHOW MNepeBOAYMKOM

KanuHuesoit JliogMmunnoii MuxaiioBHOM B MOEM MPUCYTCTBUMN.
JIN4HOCTb ee yCcTaHOBJIEHA.

3apeructpupoBaHo B peecTpe 3a Ne AN
B3bickaHO Mo Tapudpy: 100 py6.

HoTapwuyc
f
cN-1r
WY
o ; [*]
'O
Bcero npoLuHypoBaHo, MPOHYMepoBaHO U
CKPErJIEHO NeyaTbio 24 (ABajuaThb YeThIpe) nucTa
HoTapunyc
'opon Mockea
n BAAU3TL naToro Wwa S'sSThoM LecTHagaToro rajd

A [Oemuuyosa Hartanua BnagumwupoBHa, HoTapuyc ropoga MOCKBbI,
canfieTenbCTayio BEPHOCTb 3TOM KONUW C NOAMHHNKOM AOKYMeHTa. B riocneaHem

MOAYMCTOK, MPUMUCOK, 3A4EPKHYTLIX CIOB M WMHBIX HEOTOBOPEHHbIX Bcero I'IpOLIJHypOBaHO,
MCMPaBNeHNii WM KakUX-11M60 0COBEHHOCTEN HeT-
MHol0, MLy, 06paTMBLIEMYCSA 3a COBEPLUIEHWEM HOTapuanbHoro AeiicTens, npOHyMepOBaHO n CernﬂeHO
pasbsACHEHO, YTO MPU CBUAETENLCTBOBAHWUM BEPHOCTW KOMWUM AOKYMEHTa He
NoATBEPXKAAETCA 3aKOHHOCTb COJEPXAHMA HUMYMRHTA U COOTBETCTBME neyaTtblO
M3N0OXEHHbIX B HEM (hakToB gercTput/*" nMC B
1 - -
afcjujf. — = XKLIWUIr
HoTapuyc;
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