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RADIESSE LIDOCAINE
INJECTABLE IMPLANT
INSTRUCTIONS FOR USE

NAME

RADIESSE Lidocaine injectable implant,

Containing:

-injectable implant in a 1.5 ml syringe - 1 pc.

-needle for injections single-use sterile K-Pack Il Needle 27G xW TW (0,4 x 20 mm) (by

TERUMO EUROPE N.V., Belgium. RU Ne RZN 2018/7086)» 2 pcs
-instruction for use - 1 pc.

INTENDED USE

RADIESSE Lidocaine injectable implant is intended for plastic and reconstructive surgery,
including deep dermal and sub-derma! soft tissue augmentation of the facial area.

INTENDED USER

RADIESSE Lidocaine injectable implant should be used by healthcare practitioners who have
appropriate training, experience, and who are knowledgeable about the anatomy at and around
the site of injection.

RADIESSE Lidocaine injectable implant is designed to be used in medical and preventive
treatment institutions.

DESCRIPTION

RADIESSE Lidocaine injectable implant is a sterile, latex-free, semi-solid, cohesive implant. The
principal component is synthetic calcium hydroxylapatite suspended in a gel carrier that consists
of sterile water for injection (USP). glycerin (USP), sodium carboxymethylcellulose (USP),
monobasic sodium phosphate dihydrate (USP, Ph. Eur.. BP), dibasic sodium phosphate
anhydrous (USP, Ph. Eur., BP) and 0.3% lidocaine hydrochloride (USP). The gel is dissipated in
vivo and replaced with soft tissue growth, while the calcium hydroxylapatite remains at the site of
injection. The period of biodegradation of RADIESSE Lidocaine implant at the site of injection is
up to 30 months after injection (implantation). The lidocaine provides short-term local anesthetic
effect. The result is long-term yet non-permanent restoration and augmentation.

RADIESSE Lidocaine injectable implant is manufactured in a 1,5 ml syringe, has a calcium
hydroxylapatite particle size range of 25-45 microns and is injected with a K-Pack Il Needle 27G
V4" TW (0.4 mm x 20 mm) needle with a standard Luer/Luer lock fitting.

PRESENTATION

RADIESSE Lidocaine injectable implant is presented in a pre-filled syringe for single use,
packaged in a foil pouch for terminal steam sterilization. Each box contains one instruction for
use, one 1.5 ml syringe in a foil pouch and two sterile needles 27G xyv TW (0,4 x 20 mm) for
single use with CE-mark.

Two traceability labels are incorporated into the pouch label.
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IMPLANT COMPOSITION

Calcium hydroxylapatite (Cato(P04)8(0H)2) -937,10 mg/ml

Glycerin (C3HeO3) - 105,80 mg/ml

Sodium carboxymethylcellulose (CaHieNaOe) -17.60 mg/ml

Lidocaine hydrochloride (c14H23Nn20cC1) - 3.70 mg/ml

Sterile water for injection (Ci4H23N20CI) - 590,80 mg/mi

Dibasic sodium phosphate anhydrous (Na2HP04) - 4,50 mg/ml
Monobasic sodium phosphate dihydrate (NaH2Po0 4 X 2HrO) - 0,55 mg/ml

INFORMATION ABOUT THE PRESENCE IN THE COMPOSITION OF THE MEDICAL DEVICE
OF A MEDICINAL PRODUCT FOR MEDICAL USE, MATERIALS OF ANIMAL AND OR
HUMAN ORIGIN

Lidocaine hydrochloride produced by Albemarle Corporation is a medicinal product that is part of
the Radiesse injection implant with lidocaine.

RADIESSE Lidocaine injectable implant does not contain any animal or human derived
components.

INDICATIONS

RADIESSE Lidocaine injectable implant is indicated for
= the treatment of nasolabial folds

= the augmentation of cheeks

= the treatment of marionette lines

= the treatment of jawline

TARGET TREATED POPULATION

Adult patients regardless of gender of all ethnicities and all Fitzpatrick skin types with respect to
indications and contraindications stated in the instructions for use.

CONTRAINDICATIONS

« RADIESSE Lidocaine injectable implant is contraindicated in the presence of acute and/or
chronic inflammation or infection when these involve the area to be treated,

= Contraindicated in patients with severe allergies manifested by a history of anaphylaxis, or
history or presence of multiple severe allergies.

< Not to be used in patients with known hypersensitivity to any of the components.

 RADIESSE Lidocaine injectable implant is not intended to be used in patients withknown
hypersensitivity to lidocaine or anesthetics of the amide type.
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RADIESSE Lidocaine injectable implant is contraindicated in patients prone to developing
inflammatory skin conditions or those patients with a tendency for developing hypertrophic
scars and keloids.

Do not implant in the epidermis or use as a skin replacement. Implantation into the epidermis
or superficial dermis could lead to complications such as fistula formation, infections,
extrusions, nodule formation and induration.

RADIESSE Lidocaine injectable implant is not intended to be used for the correction of
glabellar folds and nose area. A higher incidence of localized necrosis has been associated
with glabellar and nose injections. Complications indicate that forceful injection into superficial
dermal vessels of the glabellar or nose area could cause retrograde movement into the retinal
arteries resulting in vascular occlusion.

RADIESSE Lidocaine injectable implant is contraindicated in the presence of foreign bodies
such as liquid silicone or other particulate materials, such as other filler containing particles
are meant, e. g. HA technology products containing particles, or other CaHA particle filler.

RADIESSE Lidocaine injectable implant should not be used in areas where there is
inadequate coverage of healthy, well vascularized tissue.

RADIESSE Lidocaine injectable implant should not be used in patients with systemic
disorders, for example systemic lupus erythematosus, rheumatoid arthritis and scleroderma,
which cause poor wound healing or will lead to tissue deterioration over the implant.

RADIESSE Lidocaine injectable implant is contraindicated in patients with bleeding disorders.

WARNINGS

< Introduction of RADIESSE Lidocaine injectable implant into the vasculature may lead to
embolization, occlusion of the vessels, ischemia, or Infarction. Take extra care when injecting
soft tissue fillers, for example inject the RADIESSE Lidocaine Injectable implant slowly and
apply the least amount of pressure necessary. Rare but serious adverse events associated
with the intravascular injection of soft tissue fillers in the face have been reported and include
temporary or permanent vision impairment, blindness, cerebral ischemia or cerebral
hemorrhage, leading to stroke, skin necrosis, and damage to underlying facial structures.
Immediately stop the injection if a patient exhibits any of the following symptoms, including
changes in vision, signs of a stroke, blanching of the skin, or unusual pain during or shortly
after the procedure. Patients should receive prompt medical attention and possibly evaluation
by an appropriate healthcare practitioner specialist should an intravascular injection occur.

= Do not overcorrect (overfill) the injection site as the soft tissue volume is expected to increase
within several weeks as the treatment effect of RADIESSE Lidocaine injectable implant
occurs.

= Implant should not be implanted in patients while the patient is on an aspirin regimen or while
taking other medications that could inhibit the healing process.

< Implant should not be implanted in infected or potentially infected tissue or in open cavities
because infection or extrusion may occur. A significant infection may result in damage or loss
to the skin overlying the implant Hematomas or seromas may require surgical drainage.

= Use of RADIESSE Lidocaine injectable implant in patients with active skin inflammation or
infection in or near the treatment area should be deferred until the inflammatory or infectious
process has been controlled.

= In the event of a hypersensitivity or allergic reaction, a significant inflammation or infection
may occur requiring the removal of the implant.
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= Injectable implants have been associated with hardening of the tissues at an injection site,
migration of particles from an injection site to other parts of the body and/or allergic or
autoimmune reactions.

=« As with any implant material, possible adverse reactions which may occur include, but are not
limited to. the following; inflammation, infection, fistula formation, extrusion, hematoma,
seroma, induration formation, inadequate healing, skin discoloration and inadequate or
excessive augmentation.

« Safety and performance during pregnancy, in breastfeeding females, or in patients under 18
years old has not been established.

PRECAUTIONS

In order to minimize the risks of potential complications, RADIESSE Lidocaine injectable
implant should only be used by healthcare practitioners who have appropriate training,
experience, and who are knowledgeable about the anatomy at and around the site of injection,

In order to minimize the risks of potential complications, healthcare practitioners should fully
familiarize themselves with the product, the product educational materials and the entire
package insert.

The safety and effectiveness of a cannula used for deep injection (subdermal and/or
supraperiosteal) for soft tissue augmentation to improve the contour of the jawline has only
been clinically evaluated in the following blunt-tip cannula (Sterimedix Silkann) that was 27G
and 40mm in length and a 25G Pre- Hole Needle (clinical US study with RADIESSE Lidocaine
Injectable Implant).

Healthcare practitioners are encouraged to discuss all potential risks of soft tissue injection
with their patients prior to treatment and ensure that patients are aware of signs and symptoms
of potential complications.

As with all transcutaneous procedures, RADIESSE Lidocaine injectable implant injection
carries a risk of infection. Infection may necessitate attempted surgical removal of RADIESSE
Lidocaine injectable implant. Standard precautions associated with injectable materials should
be followed.

Patients who are using medications that can prolong bleeding, such as aspirin or warfarin,
may. as with any injection, experience increased bruising or bleeding at the injection site.

The calcium hydroxylapatite (CaHA) particles in RADIESSE Lidocaine injectable implant are
clearly visible on CT Scans or mammograms and may be visible in standard, plain
radiography. Patients need to be informed of the radio-opaque nature of RADIESSE Lidocaine
injectable implant, so that they can inform their primary care health professionals and/or
radiologists. In a radiographic study of 58 patients, there was no indication of RADIESSE
injectable implant (without lidocaine) potentially masking abnormal tissues or was interpreted
as tumors in CT Scans.

RADIESSE Lidocaine injectable implant requires soft tissue for easy percutaneous injection.
Scar tissue and significantly compromised tissue may not accept the implant appropriately.

Infection requiring treatment may occur at the injection site. If such infection cannot be
corrected, it may become necessary to remove the implant surgically.

Injection related reactions, including bruising, erythema, swelling, pain, itching, discoloration
or tenderness, may occur at the site of the injection. These usually resolve spontaneously
within one to two days after the injection.
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Nodule(s) may form requiring treatment or removal.
Irregularity of the implant may occur which may require a surgical procedure to correct.

Do not over-inject the area to be treated In extreme cases site rupture could occur,
RADIESSE Lidocaine injectable implant can be easily added in subsequent injections, and
can be removed only surgically.

The RADIESSE Lidocaine injectable implant injection procedure, like similar injection
procedures, has small but inherent risks of infection and/or bleeding. The usual precautions
associated with percutaneous injection procedures should be followed to prevent infection.

Do not re-sterilize. RADIESSE Lidocaine injectable implant is supplied sterile and non-
pyrogenic in a sealed foil pouch and is intended for single patient, single treatment use only.

The foil pouch should be carefully examined to verify that neither the pouch nor the syringe
has been damaged during shipment. Do not use if the foil pouch is compromised or the
syringe has been damaged. Do not use if the syringe end cap or syringe plunger is not in
place. There is a small amount of moisture normally present inside the foil pouch for
sterilization purposes; this is not an indication of a defective product.

To help avoid needle breakage, do not attempt to straighten a bent needle, Discard it and
complete the procedure with a replacement needle.

Do not recap used needles. Recapping by hand is a hazardous practice and should be
avoided.

The safety of RADIESSE Lidocaine injectable implant with concomitant dermal therapies such
as epilation, UV irradiation, radiofrequency, ablative or non-ablative laser, mechanical or
chemical peeling procedures has not been evaluated in controlled clinical trials.

No studies of interactions of RADIESSE Lidocaine injectable implant with drugs or other
substances or implants have been conducted

Limited clinical data is available on the combination of RADIESSE Lidocaine Injectable
Implant with BELOTERO products and/or botulinum toxin. As a precaution, products should
be injected in different facial areas. HCPs should be experienced, and persons appropriately
selected as not only benefits, but also adverse events can be cumulative, and causality of
adverse events could become difficult to determine. Instructions for use. depth of injection and
appropriate recommendation of each product should be followed.

Universal precautions must be observed when there is a potential for contact with patient body
fluids. The injection session must be conducted with aseptic technique.

If laser treatment, chemical peeling, or any other procedure based on active dermal response
is considered after treatment with RAD IESSE Lidocaine injectable implant, there is a possible
risk of eliciting an inflammatory reaction at the implant site. This also applies if RADIESSE
Lidocaine injectable implant is administered before the skin has healed completely after such
a procedure. When combining dermal fillers with other aesthetic techniques such as peeling,
dermabrasion or any type of laser treatment, procedures should be spaced by 2 weeks to
allow complete healing of the last treatment.

Injection of RADIESSE Lidocaine injectable implant into patients with a history of previous
herpetic eruption may be associated with reactivation of the herpes virus.

Safety of RADIESSE Lidocaine injectable implant beyond 1.5 years in the face has not been
investigated in clinical trials. Care should be taken to determine the risk versus the benefit for
patients with congenital methemoglobinemia with glucose-6-phosphate dehydrogenase
deficiencies, and with patients who are receiving concomitant treatment with methemoglobin-

inducing agents.
5
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ADVERSE EVENTS

The patients must be informed that as with any implant material possible adverse reactions may
occur.

Adverse events seen in a clinical trial with RADIESSE Lidocaine injectable implant were generally
expected, mild in nature, and short in duration.

The following adverse events were reported during clinical trials performed with the RADIESSE
injectable implant (without lidocaine): ecchymosis, edema, erythema, nodule, pain, pruritus,
soreness, tenderness, numbness, contour irregularity, lumps, irritation, rash, needle jamming,
discoloration, hardness, headache, scab, tightness, blood shot eyes, black eye, abrasion, spot,
nerve sensitivity, dry. burning sensation, warm, stretched, pimple, flushed, feverish, ear running,
backed-up salivary gland, firmness, hearing loss, and puffiness.

The following adverse events have been identified during post-approval use of RADIESSE
injectable implant, (without lidocaine). Because they are reported voluntarily from a population
(including from literature) of uncertain size, it is not always possible to reliably estimate their
frequency or establish a causal relationship to RADIESSE injectable implant, (without lidocaine)
These events have been chosen for inclusion due to the combination of their seriousness,
frequency of reporting, or potential causal connection to RADIESSE injectable implant (without
lidocaine):

infection (incl.  biofilm formation), cellulitis, impetigo, loss of effect, product
displacement/migration, allergic reaction, anaphylaxis, hives, rash, pruritus, urticaria,
angioedema, inflammation, necrosis, granuloma, nodules, induration, erythema, skin
discoloration (including hypo- and hyperpigmentation), dissatisfaction, pustule, skin pallor, hair
loss, paresthesia, ptosis, pain (incl. mastication pain), headache, swelling, asymmetry, abscess,
herpetic infection including herpes simplex and herpes zoster, hematoma, blanching, blistering,
dizziness, festoons, flu-like symptoms, Guillain-Barre syndrome, tachypnea, ischemic reaction,
lymphoid hyperplasia, lymphatic obstruction, nausea, pericarditis, scarring, sensitivity to cold,
vascular occlusion/obstruction, vascular compromise, ocular ischemia, diplopia, visual
impairment/blindness, facial muscle paralysis, Bell’s palsy, syncope, chewing problems, erosion,
injection site cyst, injection site warmth, aggravation of preexisting conditions, superficial vein
prominence, vasculitis, nerve injury, nerve compression, xanthelasma, anxiety, laceration,
purpura, calcinosis, capillary fragility, contact dermatitis, dysphagia, dyspnoea, ear pain, eye pain,
eyelid function disorder, hypoesthesia, nerve damage, vesicles, lip disorder, mouth ulceration,
muscle twitching, nasal congestion, nasopharyngitis, neoplasm, rhinorrhea, exfoliation, fissures,
wounds, sneezing, toothache, vomiting.

Patients with specific ethnic characteristics, e.g. Asian population, should be informed of a higher
risk of tissue reactions, e.g. inflammatory reactions, pigmentary disorders, post-inflammatory
hyperpigmentation (PIH), scarring, and keloid formation upon cutaneous injury.

The following interventions have been reported: antibiotics, anti-inflammatories, corticosteroids,
antihistamines, analgesics, massage, warm compress, excision, drainage, and surgery. This
information does not constitute and is not intended to be medical advice, a recommendation on
how to treat an adverse event or an exhaustive list of possible interventions. Physicians should
evaluate each case on an individual basis, and independently determine, based on their
professional experience, what treatment(s) are appropriate, if any, for their patients.

CIRCUMSTANCES IN WHICH THE PATIENT SHOULD CONSULT WITH A HEALTH CARE
PROFESSIONAL

If you experience any adverse events listed in the "Adverse events" section, you should consult

a health care professional.
6

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



INFORMATION ABOUT THE METHODS BY WHICH IT IS POSSIBLE TO DETERMINE THE
LOCALIZATION OF THE IMPLANT

Visualization of a medical device in vivo is possible by means of MRI and / or ultrasound
diagnostics.

INDIVIDUALIZATION OF TREATMENT

Before treatment, the patient’s suitability for the treatment should be assessed. The outcome of
treatment will vary among patients. In some instances additional treatments may be necessary
depending on the size of the defect and the needs of the patient. Additional injections may be
performed, but only after sufficient time has passed to evaluate the patient. The patient should
not be re-injected sooner than seven days after the previous treatment.

DIRECTIONS FOR USE
GENERAL

For the percutaneous injection procedure the sterile needles 27G x Y*' TW (0,4 x 20 mm) with
Luer/Luer lock fitting that are part of the product presentation should be used together with a 1.5
ml syringe.

1, Prepare patient for percutaneous injection using standard methods. The treatment
injection site should be marked by a surgical marker and prepared with a suitable
antiseptic.

2 Prepare the syringes and the injection needle(s) before the percutaneous injection. A new
injection needle may be used for each syringe, or the same injection needle may be
connected to each new syringe for same patient treatment.

3 Remove foil pouch from the carton. The pouch can be opened and the syringe dropped
onto the sterile field when required. There is a small amount of moisture normally present
inside the foil pouch for sterilization purposes; this is nbl an indication of a defective
product.

4. Peel or twist apart the needle packaging to expose the hub.

5 Remove the Luer lock syringe cap from the distal end of the syringe prior to attaching the
needle. The syringe can then be twisted onto the Luer lock fitting of the needle taking care
not to contaminate the needle. Discard needle package. The needle must be tightened
securely to the syringe and primed with RADIESSE Lidocaine injectable implant. If
excess implant is on the surface of the Luer lock fittings, it will need to be wiped clean with
sterile gauze. Slowly push the syringe plunger until the implant material extrudes from the
end ofthe needle. If leakage is noted at the Luer lock fitting, it may be necessary to tighten
the needle or to remove the needle and clean the surfaces of the Luer lock fitting or. in
extreme cases, replace both the syringe and the needle.

6. Locate the initial site for the implant. Scar tissue and cartilage may be difficult or
impossible to inject. Examples for scar tissue in the face are: acne scars of the face, scars
from burns, dog bites, accidents or surgeries. An example for cartilage tissue in the face
is the temporomandibular joint.Avoid passing through these tissue types when advancing
the injection needle.

NOTE: Do notinject into a blood vessel.
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7, The depth of the injection and the amount injected will vary depending on the site and
extent of the restoration or augmentation. RADIESSE Lidocaine injectable implant should
be injected sufficiently deep to prevent nodular formation at the surface of the skin or
ischemia of the overlying tissue.

8 DO NOT OVERCORRECT THE INJECTION SITE. Use a 1.1 correction factor. Mold or
massage the injected implant periodically during the injection process to maintain a
smooth contour of the implant. A maximum of 10ml RADIESSE Lidocaine injectable
implant is recommended as yearly dose. The dose may be adapted or increased according
to the person’s indication(s), tissue, age, injection depth and technique for implantation.

9 If significant resistance is encountered when pushing the plunger, the injection needle may
be moved slightly to allow easier placement of the material. If significant resistance is still
encountered, it may be necessary to pull the needle entirely out of the injection site and
try again in a new position. If significant resistance continues to persist, it may be
necessary to try a different injection needle. If this is not successful, replace the syringe
and injection needle.

10. Advance the needle bevel down at approximately a 30° angle to the skin into the sub-
dermis to the starting location. [Refer to the section TREATMENT OF FACIAL
INDICATIONS"]. Carefully push the plunger of the syringe to start the injection and slowly
inject the implant material while withdrawing the needle, placing a line of materia! in the
desired location. Continue placing additional lines of material until the desired level of
augmentation is achieved. The thread of implant material should be completely
surrounded by soft tissue without leaving globular deposits. The injected area may be
massaged as needed to achieve even distribution of the implant.

TREATMENT OF FACIAL INDICATIONS

1 Insert needle with bevel down at approximately a 30" angle to the skin. The needle should
slide into the deep dermis to the point where you wish to begin the injection. This should be
easily palpable with the non-dominant hand.

2. Apply slow continuous even pressure to the syringe plunger to inject the implant as you
withdraw the needle, leaving behind a single thin thread or strand of implant material. The
thread of implant material should be completely surrounded by soft tissue without leaving
globular deposits.

3. Individual threads of implant material should be placed parallel and adjacent to each other,
and layered when deeper folds are corrected. As an option, the threads can be cross layered
in a deeper plane for structural support.

4. After injection, use the index finger and thumb to smooth the areas and better distribute the
implant in case of any slight nodular deposition of material.

PATIENT COUNSELING INFORMATION

The patient should be instructed in appropriate post-procedural care, which may include the
following, to promote normal healing and avoid complications.

= Apply cool compresses to areas of injection for approximately 24 hours.

= Avoid the sun, tanning (ultraviolet) lights, sauna and intense facial treatments post
procedurally.

< Massage the area gently if palpable nodules become present.

= Promote facial rest for one week by encouraging patients to limit talking, smiling and laughing.
8
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= Inform the patient that postoperative swelling and numbness are common. Swelling will
usually resolve within 7 to 10 days, but may persist for several weeks. Numbness should
resolve within 4 to 6 weeks.

Do not use if packaging and/or syringe are damaged or if the syringe end cap or syringe plunger
is not intact.

The contents of the syringe are intended for single patient, single treatment use only and
cannot be re-sterilized. Re-use may compromise the functional properties of the device
and/or lead to device failure. Re-use may also create a risk of contamination of the device
and/or cause patient infection or cross-infection including but not limited to transmission
of infectious disease(s) and biood transfer between patients. All of which, in turn, may
lead to patient injury, illness or death.

STERILITY
Pre—filled syringe for single use, packaged in a foil pouch, is to be terminally sterilized by steam.

Foil pouch allows it to withstand the sterilization process and attain the required conditions for
sterilization within the packaging system.

Foil pouch integrity may be used to demonstrate maintenance of the implant sterility.
Foil pouch maintains sterility of the medical device until the expiry date.

The needles are sterilized using ethylene oxide.

TECHNICAL CHARACTERISTICS

RADIESSE Lidocaine Injectable Implant specification;

Test/Property Values

Pouch Seal Strength ZS.0lbf (Z22.24 N)

Pouches/Seals 1/4" minimum seal width, no holes, voids or wrinkles
that affect seal Integrity

Media Fill 1.5cc volume; no voids or absence of color uniformity

Labeling Labels correct and properly applied, labels clear and
legible

pH value 6.8-76

Media Percent solids 54.3% -58 3% (w/w)

Lidocaine HCI concentration 0.20%-0.40%

2.6-Dimethylaniline (2,6-DMA) concentration S1,65 ppm

Sterility Sterile

Bacterial endotoxins <0.5 EU/m

Dynamic viscosity (q) (0.4 Hz) 219.679 Pa s - 425.000 Pa s (219679 cP - 425000 cP)
Tan Delta (0.6 Hz) 0.46-0,76

Final Packaging/Release Compliant
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Molecular mass of calcium hydroxylapatite is 502 Da.

Volume of implant in each syringe is from 1,55 ml to T,65 ml. Deliverable volume is not less than
15 ml

RADIESSE Lidocaine injectable implant is presented in a pre-filled syringe for single use,
packaged in a foil pouch for steam sterilization.

Surfaces of the pouch are joined together by thermal fusion. The seal provides a barrier to
microorganisms during sterilization, transportation and storage under specified conditions. The
seal width is not less than 6,35 mm.

The delivery package includes 2 sterile stngle-use thin-walled needles for injections K-Pack I
Needle 27G xV/' TW (0.4 x 20 mm).

Since April 26. 2018, K-Pack Il Needle needles have been put into circulation in the territory of
the Russian Federation (certificate of registration No. RZN 2018/7086).

Dimensions of the needles supplied with RADIESSE Lidocaine injectable Implant - needles for
injections single-use sterile K-Pack Il Needle

Product code/ size, External Internal Bevel angle (a), Effective length |

mm diameter, mm diameter, mm of the needle
cannula, mm

KN2719-RBT/0.40X 0.400-0.420 Not less than 12" (long bevel) 20+1/-2

20 mm 0,241

THE LIST AND DESCRIPTION OF MATERIALS, COMING INTO DIRECT OR INDIRECT
CONTACT WITH THE PATIENT’S BODY

Materials of a syringe:

Component Material Direct contact
with implantat
Syringe barrel Cyclic Olefin Copolymer, transparent Yes
No colorant
Syringe Cap Cyclic Olefin Copolymer, semitransparent Yes
No colorant
Push Rod Polycarbonate (10% Filled), white No
No colorant
Silicone rubber Yes
Plunger Colorants; 0,25% Blue silicon paste

0.1% White silicon paste

Syringe graduations in printed with black ink ITWType P RNT. The degree of accuracy of syringe
graduations is +=0.025 ml.

10
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Needle materials:

Needle component Material
Needle Cannula Stainless steel X5CrNi18-10
Polypropylene in accordance with European Pharmacopoeia

Needle hub Chapter 3.1.3. "Polyolefines".

Lubricant Po_l}/dimetr_lylsiloxane complying with Eur. Ph, Chapter 3.1.8.
“Silicone oil used as lubricant".

Adhesive Epoxy glue

Case Polypropylene

Cap Polypropylene

Sealing label Self-adhesive paper (tamper-proof closure)

The needles do not contain components made of natural latex.

Materials of the primary package (foil pouch):

Component Material

«lnner layer made of 80-pm cast polypropylene (CPP) used to provide a
sackage seal and maintain seal integrity.

<Middle layer made of 18-pm aluminum foil used to provide stiffness and act
as a barrier from light, moisture and oxygen.

=Qutside layer of 12-pm polyester (PET) for reverse-print graphics and to
orovide cosmetic gloss to the pouches.

The foil pouch with three ready seals is covered by polyurethane-based ink,
colors: white and blue (panthone 633).

Foil Pouch

Materials of the secondary package (carton box):

The cartons are made of a 0.018 solid bleach sulfate (SBS) stock.

Materials of the transport package (carton box):

The carton box is made of cardboard.

TRANSPORTATION, STORAGE, USE CONDITIONS

Transportation is carried out by any means of transport.

RADIESSE Lidocaine injectable implant should be transported, stored and used at a temperature
of 15“C -32°C. The manufacturer does not impose any requirements for atmospheric pressure.
Do not use ifthe expiration date has been exceeded. The expiration date is printed on the product
labels.
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DISPOSAL

In the territory of the Russian Federation used and partially used syringes and needles for injection
can be biologically dangerous and therefore should be considered and disposed of in accordance
with SanPiN 2.1.3684-21 "Sanitary and epidemiological requirements to the maintenance of the
territory of urban and rural settlements, to waterbodies, to drinking water and water supply of
citizens, to atmosphere air, to soils, to living areas, to exploitation of manufacturing and communal
areas, to organization and realization of sanitary and anti-epidemic (preventive) events" as
belonging to hazard class B Unused syringes and needles must be disposed of as Class A
hazardous waste.

REQUIREMENTS FOR ENVIRONMENTAL PROTECTION

With proper disposal, there is no harm to the environment.

WARRANTY

Merz North America, Inc. warrants that reasonable care has been exercised in the design and
manufacture of this product.

THIS WARRANTY IS IN LIEU OF AND EXCLUDES ALL OTHER WARRANTIES NOT
EXPRESSLY SET FORTH HEREIN. WHETHER EXPRESSED OR IMPLIED BY OPERATION
OF LAW OR OTHERWISE. INCLUDING BUT NOT LIMITED TO, ANY IMPLIED WARRANTIES
OF MERCHANTABILITY OR FITNESS FOR ITS PARTICULAR PURPOSE

Handling and storage of this product, as well as factors relating to the patient, diagnosis,
treatment, surgical procedures and other matters beyond Merz North America, Inc.'s control
directly affect the product and the results obtained from its use. Merz North America, Inc.’s
obligation under this warranty is limited to the replacement of this product and Merz North
America, Inc. shall not be liable for any incidental or consequential loss, damage, or expense,
directly or indirectly, arising from the use of this product. Merz North America, Inc. neither
assumes, nor authorizes any person to assume for Merz North America, Inc., any other or
additional liability or responsibility in connection with this product.

MANUFACTURER:

Merz North America, Inc.
4133 Courtney Street, Suite 10,
Franksville. Wl 53126, USA

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN THE TERRITORY OF THE
RUSSIAN FEDERATION:

LLC "Merz Pharma".
125124, Moscow, street 3rd Yamskogo Polya 2, bid. 26, 2nd floor, premises VII, room 29;
Tel. +7 (495) 653 8555; e-mail: info@merz.ru
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SYMBOLS

LI‘-I Manufacturer

REF Artie e number
LOT Batch number

Use-by date: YYYY-MM

A Caution

bteriepo] Sterilized using ethylene oxide

Sterilized using steam or dry heat

CE mark in accordance with
Directive 93/42/EEC relating to

C medical devices. This mark is
followed by the notified body
number.

Not Made with
Natural Rubber Latex

Consult instructions for use

Do not use if package is damaged

Do not re-use

Do not resterilize

Temperature limit

Needle

Medical device contents

Copyright © 2024 Merz North America. Inc. All rights reserved. MERZ AESTHETICS and
BELOTERO are registered trademarks of Merz Pharma GmbH & Co. KGaA. RADIESSE is a

registered trademark of Merz North America, Inc.
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[MepeBof ¢ aHIMIACKOTO A3biKa Ha PYCCKUIA A3bIK

[ToroTun Komnauuu «Mepu»
XXusn nydwe. YyscTBYyii cebs nydwwe. Boirnagu nyyuwe.]

«MepL, Hopt AMepuka, THK.»
4133 KopTHu CT., othuc 10, dpaHkceunn, BuckoHcnH 53126, CLUA

Ons npeabsaBneHUs No MecTy Tpe6oBaHUs

MegnuMHCKOe n3genue:
MmnnaHTaT MHbEKLUNOHHbIN «Pagnec» (Radiesse) ¢ NMAOKaAMHOM

Mbl, kKomnaHus «Mepy HopT Amepuka, WHK.» (Merz North America, Inc.), yupexgeHHasa wu
OCYLLecTBNAOWAA LeATENIbHOCTbL B COOTBETCTBUU C 3aKoHogaTenbcTBomM CLUA, pacnonoXeHHas
no agpecy: 4133 KoptHu Crt., opuc 10, dpaHkceuan, BuckoHcnH 53126, CLUA (4133 Cortney
St., Suite 10, Franksville, WI 53126, USA), HacTosL UM 3adBAseM, 4TO MpuaaraeMble JOKYMEHTHI
HacToAwWwMM  3aaBffeM, YTO MpunaraemMble  LOKYMEHTbl  ABAAKOTCA  NOAMIMHHLIMKU U
KOH(MAEHUMNANbHBIMU KONMUAMN.

[MepeyeHb NpunaraeMblX LOKYMEHTOB:

1 WHCTpyKUMA MO NPUMEHEHUID HA MMNAaHTaT WHbEKUUOHHBbI «Pagunec» (Radiesse) c
NMMAoKaMHoMm - 13 cTpaHuy

/nognuce!
Yapnb3 OxeraH (Charles Jagun), fokTOp 4enoBoro ag,MmuHuctpuposaHusa (DBA)
CT. pyKoBoaguTenb N0 BONpocam perucrpayum

[WTamn: «Mepuy HopT Amepuka, NHK.»
4133 KopTHu Poyg, otduc 10, ®paHkceunn, BuckoHcnH 53126, CLUA]

LW rat CeBepHasd KaponmnHa
OKpyr Yalik

A, MaprapeT [lomec (Margaret Gomez), HoTapuyc OKpyra Yaiik, CeBepHas KaponuHa,
HAcCTOAWMM YLOCTOBEPSAID, UYTO B YKasaHHbl feHb KO MHe NUYHO sABuacs Yapnbs JI>keraH u

noATBepAnn akT HaAnexallero NoAnMcaHus nNpmaaraeMoro 4oKyMeHTa.

B noaTtBepXAeHMe BbIWEU3OXEHHOTO A npocTtaBuia(-a) CBOK MOANUCH W NpunoXxun(-a)
othmumnanbHyto nevatb 10 noHa 2024 r.

/nognwnce! Cpok genctBns Moeit nuueH3nm uctekaet 02 mapTa 2027 .
HoTapuyc

[MeyaTb: Maprapet F'omec, HoTapuyc
Okpyr Yaiik, CeepHasi KaponuHa
Cpok gelicTBms Moel nuueH3nm nctekaet 02mapTa 2027r.]

4133 KopTHu CtpuT, odmc 10, dpaHKCBU, BUCKOHCHH 53126 «262-835-3300 «www.merzusa.coni
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NMMMONAHTAT MHBEKLMOHHbBIN «<PAOVEC» (RADIESSE) C TMAOKANHOM
MHCTPYKUWMA MO MPUMEHEHWIO

HAMMEHOBAHWE

MMnnaHTaT MUHbEKUMOHHLIA «Pagnec» (Radiesse) ¢ NMA0KaMHOM, B COCTaBe:

- UMNAaHTaT UHBEKLMOHHbLIA B Wwnpuue 06b€Mom 1,5 Ma- 1 wr.

- Urna MHbLEKLUMOHHAA ofgHopasoBas ctepunbHas K-Pack Il Needle 27G x TW (0,4 x 20 mMm)
(npoussoactea «TEPYMO KOPOT H.B.», benbruga, PY Ne P3H 2018/7086) - 2 wr.

- UHCTPYKLUMS NO NpuMeHeHnto - 1wT.

HA3HAYEHWE

MHBbeKUMOHHBLIA ummnnaHTaT «Paguec» (Radiesse) ¢ nuAOKaMHOM npefHasHavyeH And
NN1acTUYeCKOro M PeKOHCTPYKTUBHOIO BMeLWaTenbCTBa, BKAOYas T[NYyOOKYH [epMalbHY U
cybaepManbHy ayrMeHTaLno MArKUX TKaHein B 06nactu nuua.

MOTEHLWMANbHbLIV MOTPEBUTE/Nb

MmnnaHTaT MHBbEKLMOHHBIN «Paanec» (Radiesse) ¢ NMA0KaUHOM A0/HKEH NCMNOMb30BaTbCA TONbKO
Bpayamu, Npoweawnmm Hagnexatiee o6y4yeHne, UMELWMNMN COOTBETCTBYOLWNIA ONbIT U 3HAHMUSA
aHaTOMMUW MeCTa BbINOMHEHUA UHBEKLUM W MPUAEralLlinxX y4acTKOB.

MmnnaHTaT MHbeKUMOHHbBIN «Pagnec» (Radiesse) ¢ nMAOKaMHOM NpegHa3HayYeH 419 NPUMEHEHUA
B Ie4e6HO-NPONNaKTUUYECKUX YUPEXAEHUAX.

OIMMCAHWME

MimMnnaHTaT WHbEKUMOHHbIN «Pagmnec» (Radiesse) ¢ nuaokamHOM npeacTaBnser cobon
CTEPUNbHBIW, He cofepXalnin naTekca, NONYTBePAbI, KOTe3WOHHbI UMNNaHTaT. Ero 0CHOBHbIM
KOMMOHEHTOM AIBASIETCH CUHTETUYECKUI KanbLWa rmgpokcuanaTuT, CycneHAMpOBaHHbIA B rene-
HOCUTENe, KOTOPbIA COCTOUT M3 CTEPUNbLHOW BOAbl ANA MHbekuuin (Papm. CLUA), ravuepuHa
(Papm. CLUA), HaTpusa kKapb6okcumeTmnuenntonosbl (Papm. CLUA), HaTpua aurngpodocdara
aurngparta (Papm. CLUA, EBp. ¢apm,. bpuTt, hapm.), HaTpus rugpodocdata 6e3sogHoro (dapm.
CLWA, EBp. thapm.. bput, dapm.) n 0,3% nupgokanHa rugpoxnopuga (®apm. CLUA). Tenb
paccacbiBaeTca in Vvivo M 3ameljaeTca pacTyWMMM MATKMMU TKaHAMU, B TO BPeEMSA Kak
rMApoKcmanaTuT KanbUusa OCTaeTcs B MecTe WUHbekuuu. Mepuopg 6uogerpagaumu MmnnaHtata
MHBEKUMOHHOTO «Pagunec» (Radiesse) ¢ TIMA0OKAMHOM B MeCTe MHbEKL MUK cocTaBnseT He 6onee 30
MecsLeB nocne UHbekuuu (umnnaHtauum). JIngokanH okKasbiBaeT KPaTKOBPEMEHHOE MeCTHOe
obesbonuBarollee pfeicteue. B pesynbTaTe [OCTUraeTcsd [AONTOBPEMEHHbIA, XOTA U He
NOCTOSAHHbIN 3PHEKT BOCCTAHOBMEHUS U ayTMeHTaLUum.

MMmnnaHTaT WMHBbEKLUWMOHHbLIA «Paguec» (Radiesse) ¢ nujokanHOM MPOU3BOAUTCA B LWINpuULe
o6bemMoM 1,5 Mf1, MMeeT pasMep yYacTul rugpokcuanatuTa Kanbuus B fnanasoHe 25-45 MUKPOH
n BeoauTCcA ¢ nomouibto urnel K-Pack Il Needle 27G Yo' TW (0,4 mm X 20 MM) €O CTaHAapTHbIM
pasbemom Jlyep/Nlyep-J1oK.

POPMA BbIMNYCKA

MmnnaHTaT MHBbEKLMOHHBI «Paguec» (Radiesse) ¢ TMAOKaNHOM BbiNYCKaeTCsA B NpeLBapuUTeNibHO
3aN0NHEHHOM LWNpULUe ANS OLHOKPATHOrO NMPUMEHEHWS, YNaKOBAHHOM B MakeT U3 (ofibru Ans
(DUHUIWIHOA cTepunm3ayun napoM. B Kaxpgoid KoOpobKe COAEPXMUTCA OfHA WHCTPYKLWUA no
NPUMEHEHUNIO, OAMH Wnpuy o6bemMom 1,5 ma B nakete M3 hONbIU W LBE CTEpUNbHbIE UMbl 27G.
Y4"(0,4 X20 mMm) ¢ MmapkupoBkoli CE ans 04HOKPATHOTO NPUMEHEHUS.
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[lBe 3TUKETKN A4/151 MPOCNEXMBAEMOCTN SABAAKOTCS YacTbio CTUKepa nakeTa n3 onbru.

COCTAB MMIJTAHTATA

Kanbumns rugpokcmanatut (Cao(P04)6(0H)2) - 937,10 mr/mn
FnnuepuH (C3HBO3) - 105,80 Mr/mn

HaTtpusa kap6okcumeTunuenntonosa (CgHieNaOg) - 17,60 mr/mn
NunpokanHa rugpoxnopug (C14H23N20CI) - 3,70 mr/mn

CTtepunbHas Bofa Ana nHbekunin (H20) - 590,80 mr/mn

Hatpus rugpodocdart 6e3sogHbiii (Na2HP04) - 4,50 mr/mn

Hatpua gurngpodocgar gurngpat (NaH2Po4 x 2H20) - 0,55 mr/mn

NMHPOPMALMNA O HAINYNMMN B COCTABE MEOMUMHCKOIO W3AENUNA
NEKAPCTBEHHOIO CPEACTBA And MEAWMUMHCKOIro nMPUMMEHEHWUA
MATEPMANOB XXNBOTHOIO N U1 HETOBEYECKOI'O MPONCXOXOEHNA
NngokanHa rngpoxnopug nponssogctea «Anbbemapn KopnopenwH» (Albemarle Codorallon) -
NeKapcTBEHHOE CPefCTBO, BXO/sALLEE B COCTAB MMMaHTaTa MHbEKLMOHHOTO «Paaunec» (Radiesse)
C NN 0KANHOM.

NMnnaHTaT MHBEKLUOHHbIN «Pagmec» (Radiesse) ¢ NMAOKAaUHOM He COAEPXMWUT KOMMOHEHTOB
)KMBOTHOTO WM Ye/IOBEYECKOTO MPOUCXOXAEHNS.

MOKA3AHINA

MmnnaHTaT MHbEKLNOHHBIN «Pagnec» (Radiesse) ¢ (MAOKAMHOM NpefHa3HayeH 4719 CAeAYHOLero:
* KOPPEeKLUMsA HOCLYOHbIX CKNafok;

e ayrMeHTauns Lek;

* KOppeKkuus ry6onoabopoaoUHbIX CKNafoKk;

* KOPPEKLMS NMHUN NOABOPOAKa;

LUEJIEBAA Mnmonyndaund

B3pocnble nayueHTbl, HE3aBUCUMO OT Mona, NH60A 3THUYECKON MPUHALNEXHOCTU U C NHOOLIM
TUNOM KOXW No PuTUNaTpmKy ¢ y4eTOM NokKasaHuii 1 NpoTMBONOKa3aHuiA, CHOPMYIMPOBAHHbIX
BUHCHYKLMUMN MO NPUMEHEHUIO.

MPOTUBOIMOKA3AHWNA

e VIMNNaHTaT MHBHEKLUWOHHbIA C NMAOKAUWHOM NPOTMBOMOKA3aH MpU Hanauuum ocPbix u (KUn)
XPOHNYECKUX BOCNANEHWNA NMOG0 MH(EKLMOHHOTO o4Yara B MecTe NPOBELEHUS NPOLEeAYpbI.

* MN3genne npoTMBOMOKAa3aHO NauUMeHTaM C TSXKENol anneprueii, NposBAAtoLlLelics B BuAe
aHaunakcum, NM60 C HEOLHOKPATHLIMU TAXENbIMU anfiepruyeckumMm peakumsamMmmn B TeKyLuii
MOMEHT UMM B aHaMHe3e.

* N3genue 3anpelwaeTcd NPUMEHATb Yy MAaLWMEHTOB C FMMNEpPUYYBCTBUTENbHOCTBHIO K NIO6GOMY U3
KOMMOHEHTOB.

e IMnnaHTaT UHBLEKLMOHHbLIA C NTMA0KAUHOM He NpejHas3HayeH A1 NMPUMEHEHMS Y NaLUeHTOB C
NOBbILIEHHOW YYBCTBUTENbHOCTbIO K NNA0KANHY U aHeCcTeTUKaM rpynnbl aMUo0B.

e MMnnaHTaT WHBEKUWOHHbLIA C NWAOKAWHOM MNPOTMBOMNOKAa3aH nNauueHTaM, CKNOHHbIM K
BOCNaNNTENbHbIM peakumaM KOXMW, U NauneHTam ¢ TeHAEHUWER K runeptpouyeckum pyouam v
Kenoungam.

* He BBOAUTL MW3denne B 3INUAEPMUC W HE MUCMONL30BaTb B KauyeCTBe 3aMEHUTENS KOXM.
VimnnaHTaums B aNMAepMUC AN MOBEPXHOCTHbIE CAOU AEPMbl MOXET MPUBECTU K OC/IOXKHEHUAM,
Hanpumep, 06pas3oBaHN0 PUCTYN, MHADEKUMAM, SIKCHY3UAM, HOPMUPOBAHUIO Y3/10B 1 MHAYPAL WA,
 MIMnnaHTaT MHBEKUMOHHbLIN «Pagumec» (Radiesse) ¢ NMAOKaMHOM He npefHasHayeH Ans
MPUMEHEHUS C LeNbl KOPPEeKuMW rnabennsapHblX CKAafok u obnactm Hoca. WHbekuum B*
rnabennsipHoOin M HOCOBOA 06n1acTAX COMPOBOXKAAKTCA MNOBbLILEHHOW 4acTOTON J/IOKaNbHOTO
Hekpo3a. OCMOXHEHMS YKa3blBalOT, YTO MHTEHCUBHbIE MHBEKL MM B MOBEPXHOCTHbIE AepMabHble
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cocyfbl rnabennspHoli Unnm HOCOBOW o6GnacTeid MOryT BbI3BaTb pPeTPOrpajgHoe nepemelleHue
BellecTBa B apTepUM CeTHaTKM, 4TO MOXET MPUBECTU K 3aKYNOPKe COCY0B.

e IMNnaHTaT MHBEKUMOHHbLIN «Pagnec» (Radiesse) ¢ nMgoKanHOM NPOTMBONOKa3aH Npu Haan4mu
WHOPOAHbIX Te/, Hanpumep, XWAKOTro CUIMKOHA U APYTMX 3EPHUCTBIX MaTepunanos, TaKUX Kak
apyrve dunnepsl, cogepXxalwyne TBepAble YacTuLbl, Hanpumep NPOAYKTbI, CO34aHHbIe HA OCHOBE
rmanypoHoBoit kucnotsl (FK) c go6aBneHnem TBepAbIX HacTUL, AN gpyrue guanepsl Ha OCHOBE
yacTuy rugpokcuanatnta Kanbumsa (CaHA).

e IMNNaHTaT UHBEKLMOHHbLIN «Pagunec» (Radiesse) ¢ (MAOKAMHOM He CieAyeT NPUMEHATb B 30HaX
C HeOCTATOYHbIM NOKPbITUEM 340POBOI XOPOLIO BACKYNSAPU3OBAHHON TKaHbIO.

e IMnnaHTaT WMHbEKUUOHHbIA «Paguec» (Radiesse) ¢ NMAOKaMHOM He cnefyeT NPUMEHSATb Yy
nayMeHToOB C CUCTEMHbIMW paccTpoMcTBamMu, Hanpumep, CUCTEMHas KpacHas BOJ/YaHKa,
pPeBMaTOUAHbLIA apTPUT M CKNEpoLEePMUA, KOTOPble MOTFYT NPUBECTU K NJOXOMY 3aXUBEHUIO
paHbl UM NOBPEXAEHUIO TKAHE Haj MMNAaHTaTOoOM.

e IMnnaHTaT MHbEKLMOHHBLIN «Paguec» (Radiesse) ¢ NTMA0KaMHOM NPOTMBONOKa3aH NayueHTam ¢
HapyLEeHNIMUN CBEPTbIBAEMOCTU KPOBU.

MPEAYTPEXAOEHNA

e MIHbeKumMa mMmnnaHtata MHbEKLMOHHOTO «Pagmec» (Radiesse) ¢ nMAoOKanHOM B COCYAMCTYHO
CUCTEMY MOXET Bbl3BaTb 3MOONM3aL U0, 3aKyMOpMBaHME COCY0B, MWLEMUIO U UHDapPKT. CneayeT
cob61t04aTb AOMNONHUTENbHbIE Mepbl MPEAOCTOPOXHOCTU MPW UHBEKLMKU (UNNepoB, Hanpumep,
BBOANTb MHBEKLMOHHBI nmnnaHTaT «Pagunec» (Radiesse) ¢ (MAOKaUHOM MeANEeHHO, npunaras K
MOPWHIO MUHUMaNbHOe ycunue. Coo6lWanocb O PeaKUX, HO CEepbe3HbIX HabnaronpuaTHbIX
COObITMAX MPU BHYTPUCOCYANCTON MHDbEKLMUK GUNNepoB B 061acTb nnMua. OTU SSBAEHNS BKAOYAKOT
BPEMEHHOE WM NOCTOAHHOE HapyleHue 3peHus, CAenoTy, uepedpasbHY WWEMUKD WK
LuepebpanbHOe KPOBOWU3NUSHUE, NPUBOAALLAE K WHCYNbTY, HEKPO3Yy KOXW U MOPaXKeHUto
rny6oko obnactm nuua. VIHbekuuw cnegyet HemefneHHO MpekpaTuTb, ecau y nayuneHTa
NosBATCA Nt0ObIe CnefytoWwne CUMNTOMbI, BKAKOYaO L Me N3MEHEHNS 3PEHNS, MPU3HAKMN UHCY/bTA,
no6negHeHne KOXW WU HeoObIYHY 601b BO BpPeMsA NpoUEAypbl WUAM BCKOPe MOCMe Hee.
CoOTBeTCTBYHO WM Bpay-cneumannuct [O/HKeH ObICTPO OKas3aTb MauuMeHTam MeAMLUHCKYI0
MOMOLb M MO BO3MOXHOCTMW OLEHWTb, Oblfla M BbIMOIHEHA BHYTPUCOCYANCTAs MHBEKLMS.

« He lonyckaTtbh M36bITOYHON KOppeKLuy (NepenosiHeHns) MecTa BBEJeHNS, NOCKO/IbKY B TeUeHne
HECKONbKUX Hefenb, No Mepe AeiAcTBMS MHBEKLMOHHOTO MMmnnaHTaTa «Paguec» (Radiesse) ¢
NNLO0KANHOM, 0XWAAeTCs yBeNMUeHne 06bemMa MATKNX TKaHel.

* He cnegyet BbINOMHATL MMMAAHTALMIO Y MAUMEHTOB, MPUHUMAKLWNX aCNUPUH UKW ApYyrue
npenaparsl, CNoCco6HbIe npenaTcTBOBaTb NPOLECCY 3aXXUBJ/IEHUA.

e He cnegyeT nNpoBOAWTb MUMNAAHTALWUO B  WHOUUUPOBAHHbIE WAW  MNOTEHLMANbHO
MHQUUMPOBAHHbIE TKaHW W B OTKPbITble MOMOCTU W3-32 BbICOKOTO PUCKA BO3HWKHOBEHWS
MH(EKUMN UK 3KCTPy3umn. CunbHoe UH(EKLMOHHOE NMOpPaXKeHNe MOXET Bbi3BaTb MOBPEXAeHME
WA NOTEPH KOXU HaZ UMNAaHTaTOM. FeMaToMbl U CEPOMbI MOTYT MOTPe60BaTb XUPYPrMUYECKOTO
APeHNpPOBaHNUS.

e MpUMeHeHNe UHBEKLLMOHHOTO UMNnaHTaTa «Paguec» (Radiesse) ¢ NMAOKaMHOM y MaLUeHTOB C
aKTUBHbIM KOXHbIM BOCManeHMemM WM WHGeKUUeid B ob6nacTv NpPoOBeAEHUS Npoueaypbl Uaun
B6AM3N Hee HEOBXOAMMO OTNOXWTb A0 MpPeKpaweHUs BOCMANUTENbHOTO MW WHAEKLMOHHOTO
npouecca.

« B cnyuae MOBbILWEHHO YYBCTBUTENIbHOCTN WA anneprmquKon peakunn CyuwecTByeT
BEPOATHOCTb 3HAYWUTENBHOIO0 BOCMaNeHNAa WU VIH(*)EKLWII/I C HE‘OGXO,EI.I/IMOCTMO yaoaneHuna
nMmnnaHTara.
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* VIHbEKUWOHHbIE WMMMNAHTaTbl MOTYT BbI3biBaTb YM/IOTHEHWE TKaHel B MeCTe WHbeKuuw,
MUTPaLUI0 4aCcTUL, M3 MecTa MHbEeKUMM B Apyrue yactu Tena u (Unu) anneprudyeckue nunéo
ayTOMMMYHHble peakLuu.

e BO3MOXHble NOGOYHbIE peakuuu, Kak W ANns N60ro MMNAaHTUPYyemMoro matepuana, MoryT
BK/OYaTb, MOMMMO MNpPOYEro: BOCNaneHWe, WHGEKUUO, obpaszoBaHWe (UCTYNbl, 3KCTPY3UtO,
remaTomy, CEpPOMY, 06pa3oBaHuMe YNIOTHEHUS, 3aTPYAHEHME 3aXKMNBNIEH NS, 06ECLBEYMBAHNE KOXMU
M HelOCTAaTOUYHYIO MM YpPe3MepHY ayrMeHTaluio.

e besonacHoCTb UM 3(P(HEKTUBHOCTb NPUMEHEHWUS 3TOr0 MEAMLMHCKOIO W3[enns BO Bpems
6epeMeHHOCTM, KOPMMIEHUS TPyAbl0 WAW Yy NauMeHTOB, He AOCTUTLWIKUX Bo3pacTa 18 neT, He
yCTaHOB/EHA.

MEPbI MPEAOCTOPOXHOCTU

e Yt06bl MUHUMU3NPOBaTL PUCKM MNOTEHLMUANbHLIX OC/IOXKHEHWUI, WHBEKUWOHHbLIA UMNAaHTaT
«Pagunec» (Radiesse) ¢ NMAOKanHOM [AO/MKEH WUCMOAb30BaTbCA TOMLKO Bpavyamu, npowegwnmm
Hagnexatee 00y4YeHUe, UMEHLWUMNU COOTBETCTBYKLWMA ONbIT W 3HAHUA aHaTOMUKU MecTa
BbIMO/IHEHNA UHBEKLUMN W MPUNeramLnx y4acTkos.

e YT0Obl MMHUMMN3NPOBATb PUCKU MOTEHLMANBbHbIX OCNOXHEHWUA, Bpauyn AOMKHbI 03HAKOMMUTbLCA
C MH(hopMaLMeid 0 MEANLUUHCKOM U3Aennn 1 obydyalowMmMm matepuanamMmn K HeMy M MOMHOCTbIO
NPoYUTaTb MHCTPYKLUIO MO NMPUMEHEHWIO.

ebeszonacHoCTb U 3PPEKTUBHOCTb  KaHKIW, WCNONb3YeMON Ana  TFNYBOKUX  UHBEKLUWI
(cyb6pepmanbHbIX W/MAKM cynpanepmocTanbHbiX) € UeNbi0 HapawMBaHUa MATKUX TKaHeil ans
YyAy4YleHNA KOHTYpa YentoCTh, KNMHNYECKN OLEHUBANach TOMbKO Ha NMPUMeEpPe KaHon € TynbiM
KoHYnkom (Sterimedix Silkann) pasmepom 27G u gnunHoii 40 MM W WUrAbl ANS NPOKOAa KOXWU
pasmepom 25G (knuHu4veckoe nccnegosanue B CLLIA ¢ MHBEKLMOHHBIM UMNaHTaTOM «Pagunec»
(Radiesse) ¢ nMgoKanHOM)

e Bpayam pekomeHayeTcsi 06CyAMTb C MauMEeHTOM BCE MOTEHLMANbHbIE PUCKW BbINONHEHUS
MHBEKUUN B MATKME TKaHW A0 Hayana npouegypbl, 4TO6bl MaLMEHT MOHUMAN NPU3HAKKU W
CUMNTOMbI BO3MOXHbIX OCNOXHEHWIA.

» Kak 1 BCe Npoyune YpecKoXKHble MpoLeypbl, BBEAEHUE UMNNaHTaTa MHBEKLMOHHOTO «Pagmnec»
(Radiesse) ¢ NnMJOKaMHOM CBfA3aHO C PUCKOM WUHMUUMpPOBaHMA. VHMeEKLUA MOXET NPUBECTU K
HE0O6XO0AMMOCTU XUPYPrnUYECcKOro u3snevyeHna umnnaHTata «Paguec» (Radiesse) ¢ nugokKanHoM.
Heobxogmumo cobntofaTbh cTaHLapTHbIe Mepbl NPe4O0CTOPOXKHOCTN B OTHOLIEHUWN UHBEKLNOHHbIX
maTepuanos.

e Y NayMeHTOB, NPUHUMAKOWMX NpenapaTbl, KOTOPble MOTYT CHUXaTb CBEPTbIBAEMOCTb KPOBW,
HanpuMep, acMMpUH UK BaphapuH, MOXET BO3HUKATb YCUeHHOe 06pa3oBaHne KPOBOMOATEKOB
WU KPOBOTEYEHMNIA B MECTE UHBEKLMM, KaK N NPK NO60IA MHBbEKLUN.

* Yactuubl rugpokcmanatuta Kanbuua (CaHA) B WMHBLEKLWOHHOM WuMMNaHTate «Pagumec»
(Radiesse) ¢ NMAOKaMHOM 4YeTKO BUAHbI Ha KT-CHUMKax U MamMorpammax, MX TakXe MOXHO
yBUAeTb Ha O0030pHbIX  peHTreHorpa@uuecknx CHUMKax. [llayueHTOB  Heo6X04MMO
NPOMHGOPMUPOBATL O TOM, YTO MHBEKLMOHHLIM MMNnaHTaT «Paguec» (Radiesse) ¢ NMA0KaAMHOM
ABNSETCA PEHTTEHOKOHTPACTHbLIM, YTOObI OHU MOT/IM COO6LLNTL 06 3TOM CBOEMY flevallemMy Bpavy
n (Mnn) peHTreHonory. Mo pesynbtatam NPOBEAEHHOr0 PEHTIeHONOINMYeCcKOro uccnefoBaHus ¢
yyacTnem 58 nauMeHTOB MMMNaHTaT MHbEKLUMWOHHbIA «Pagmec» (Radiesse) (6e3 nuagokanHa) He
CKpbIBas NaTofiormMyeckne TKaHW U He MHTepnNpeTupoBancs Kak onyxonb Ha KT-CHUMKaX.

e VIHbeKUMOHHbIA umnnaHTaT «Pagmec» (Radiesse) € NWAOKaMHOM npeaHa3HauyeH Aans*
YPECKOXXHOT0 BBEAEHMNA TONbKO B MATKNE TKaHW. MpaBuabHOe BBEAEHME MMNaHTaTa B pyoL0Bble
M 3HAYUTENIbHO NOBPEXEHHbIE TKAHW MOXET BObITh 3aTPYAHEHO.
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e B MeCTe MWHbeKUUM MOXeT BO3HUKHYTb WHMDeKuus, TpeGyrowas nedeHus. Ecnu Takyto
WH(MEKLUNIO He YAaeTCs BblJIeUUTb, MOXKET BO3HWKHYTb HEO6XOAMMOCTb YAaneHus WMMnaHTata
XUPYPrMYecKnM crnocoGom.

e B MecTe BBeAieHUS1 BO3MOXHO BO3HWKHOBEHME peakuuii, CBA3aHHbIX C WHBLEKLMEN, BKMOYas
remaTomy, 3puTeMmy, npunyxnocte, 60nb, 3yd, obecuBeuynBaHWe WAN 6GOME3HEHHOCTb Npu
nanbnaunu. O6bIYHO OHM MCYE3al0T CaMOCTOSATENIbHO B TeUeHMe 1-2 AHeil nocne UHBEKLUN.

* MoryTt (*)OpMI/IpOBaTbCFI Y3€enKHu, Tpe6y+om,|/|e nevyeHMa nnn yganeHna nMmnnaHtara.

e AMNnaHTaT MOXEeT HeNPaBUbHO pacnpeaennTbCs, YTOo NOTPebyeT NPoOBeAEHUS XUPYPTNUYECKOl
KoppeKLuun.

* He BBOAMTE M30OLITOYHOE KOMMYECTBO MMMAaHTaTa. B 4ypesBblyaliHbIX caydasax KoXa B MecTe
MHBEKLUN MOXET NOMNHYTb. WHbEKUMOHHbIA mmnnaHTat «Paguec» (Radiesse) ¢ NMAOKaAUHOM
nerko p[o06aBuUTb C MOMOLWbK AOMNOMHUTENbHBIX WHBEKUUA W BO3MOXHO YAanUTb TONbKO
XUPYPruyecknum cnocobom.

e Mpoueaypa BBeAEHNA UHBEKLNMOHHOTO MmnnaHTata «Pagunec» (Radiesse) ¢ NMAOKaMHOM, KaK ©
apyrme nofo6Hble npoueaypbl WHBEKUMW, MMeeT HebOMbliMe, HO XapaKTepHble PUCKK
nHuymposaHma un  (ManM) KpoBoTevyeHusa. CrepyeT cobawaatb CTaHfapTHble  Mepbl
NpeaoCcTOPOXKHOCTY NPU NMPOBEAEHNN YPECKOXHBIX MHbEKLMIA ANA NpeAoTBpaLleHNs NHPEKLUN.

e 3anpeLlaeTcd NOBTOpPHAaA CTepun3aLma. VIHbeKLMOHHbIA nmnnaHTat «Paguec» (Radiesse) ¢
NNAOKANHOM MOCTaBNSAETCA CTEPUIbHLIM 1M anMPOreHHbIM B 3ane4yaTaHHOM nakeTe M3 (PONbrn un
npejHasHayeH TONbKO ANA OAHOKPATHOr0 NPUMEHEHUS Y OLHOMO NauueHTa.

MakeT u3 (onbru cnepyet TWATeNbHO OCMOTPeTb Ha NpefMeT OTCYTCTBUA MOBPEXAEHWI
YyNakoBKWM U LWNpuLa NpyW TpaHCNOPTMPOBKe. He Mcnonb3oBaTb MegWLWHCKOE M3fenue, ecinu
HapyleHa LUEeNoCTHOCTb YNakKoBKM W3 (ONbIM WAM MOBPEXAeH wWnpuy. He wncnonb3oBatb
MeLWULMHCKOE U3aenne, eCv CMeLeHbl/0TCYTCTBYOT KOMMaYyoK Wnpuua uav nopleHb. BHyTpu
ynakoBkKM M3 (onbrn 06bIYHO HAxXoAUTCA HebGOMblIOe KONMYEeCTBO BRarM pAns  uenei
CTepUAn3aLmnmn, He SBNAETCA NPU3HAKOM NOBPEXAEHUS NPOAYKTA.

e He nbiTaliTecb BbINPSAMWUTb COTHYTYK WUrAy BO u3beXaHue ee MONOMKW. BbiGpocbTe ee K
MPOAOMIXUTE NPOLEAYPY, UCNONb3YA APYTYO WUFNY.

« He 3akpblBaiiTe UCMONL30BAHHYIO UIY KOAMaykoM. HagesaTb KOMMauyoK BPYUYHYK OMacHo, U
3TOro cneayet msberats.

¢ be3onacHoCTb WHBEKLWMOHHOrO umnnaHtarta.«Paguec» (Radiesse) ¢ nuMAoOKaMHOM npwu
CONYTCTBYHLWMNX KOXHbIX Mpouedypax, TakuX Kak anunaumsa, ynbTpaumonetoBoe 061yyeHue,
pagnMoyacToTHble, abNsALNOHHbIE UAN He abnAauMOHHbIE NpoLeaypbl Na3epHOro, MexXaHM4yeckoro
WA  XUMWUYECKOrO TMUAMHTFA, B XOA4e KOHTPONUPYEMbIX KAWUHWUYECKUX WUCCNef0BaHWUA He
oLeHuBanaceh.

» lccnenoBaHus B3aMMOJENCTBUS MHBEKLMOHHOTO uMMMnaHTata «Paguec» (Radiesse) ¢
NNLOKAUMHOM C MefULWHCKMMW npenapatamy v ApPYrumun BelLecTBaMu WAM MMMNaHTaTaMu He
MPOBOANNCS.

* VimeloTCA OrpaHMYeHHble KIUHWYECKWe AaHHble O COYeTAHWW WHBEKLMOHHOIO MMMaaHTaTa
«Papunec» (Radiesse) ¢ nMaokKaMHOM € NpoAykTamu benotepo u/mnm 60TyNO0TOKCUHOM. B uensax
NMPefoCTOPOXHOCTY Npenapathl ciefyeT BBOAUTbL B pasHble 06/1acTu nnua. Bpaun gomMKHbI UMeThb
COOTBETCTBYHOLWMNA ONbIT, @ NaLMeHTbl A40MKHbI 6bITb COOTBETCTBYHOLW MM 06pa3om nogobpaHsl,
TaK KaK He TOJIbKO N0Mb3a, HO U NMOBOYHbIE ABAEHUA MOTYT ObITb KYMYAATUBHLIMUW, U MPUUYNHY
MOBOYHBIX ABMEHWNIA MOXET ObITb TPYAHO ONpesennTb. HeobXxoamMMo cnefoBaTb UHCTPYKLMAM MO
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NMPUMEHEHUIO, TNy6WHE BBEAEHUS W COOTBETCTBYHUMM PEKOMEHAALMSM MO MNPUMEHEHUIO
KaXoro npenaparTa.

 [pn BO3MOXHOCTM KOHTAKTa C XWUAKOCTAMU OpraHuMama nayueHTa Heo6Xxoaumo co6toaaThb
CTaHAapTHble Mepbl MPeAOCTOPOXHOCTU. [lpoueaypy WHbeKuMW Heo6X0AMMO MPOBOAUTL C
COGMI0EHNEM aCENTUYECKON METOANKHN.

e B cnydyae npoBeAeHMs nasepHoil 06pabOTKM, XMMMUYECKOrO MUAMHIAa UAnM N60A Apyroi
npoueaypbl, OCHOBaHHOW Ha aKTUBHOW KOXHOM peakuuu, nocfie Npoueaypbl C NPUMEHEHUEM
MHBEKLMOHHOIO MMNnaHTaTa «Paguec» (Radiesse) C /NMAOKAaMHOM  CYLECTBYET PUCK
BO3HWKHOBEHMSA BOCNAaAUTENbHON peakuun B 06MacTM BBEAEHWA WMNAaHTaTa. OTO TaKXe
KacaeTcs c/flydyaeB BBeAeHUS MHBEKLMOHHOIO nMnnaHTara «Pagmec» (Radiesse) ¢ nMgoKanHoMm o
MOMHOIO0 3aXWBNEHWA KOXW NOCNe YyKasaHHbIX npoueayp. [pu coyeTaHUM AepmanbHbIX
hunnnepoB ¢ APYrMMU 3CTETUYECKUMMW NpoLeaypamu, TaKUMU KaK MUAWHT, fepmabpasus wau
no 6ol TN nasepHoin 06paboTKK, MHTepBaN MexXAay npouegypamu A0/KEH COCTaBNATb 2 HEAENM,
4yTO06bl 06ECNEYNTL NMOMHOE 3aXUBNEHME NOCNe NOCNeAHEN NpoLesypbl.

* IHbekuma mmnnaHTata «Pagunec» (Radiesse) ¢ nnaokamHom naymeHTam € reprneTuyeckKnummn
BbICbIMAHUAMM B aHAMHE3e MOXET MPUBECTU K peakTUBaL MU BUpYCa repneca.

e BesonacHoOCTb MMNNaHTaTa MHbEKLMOHHOTO «Paanec» (Radiesse) ¢ NMAOKAaMHOM MO UCTEUYEHUN
1.5 neT npyv NpuMeHeHMU B 06/1aCTW NULLA B XO4€e KIMHUYECKUX UCC/ef0BaHUI He OLeHMBanach.
CnepyeT TwaTeNbHO OUEHMBATb PUCKM U MNOAb3Y Yy NauWeHTOB C BPOXAEHHOW
MeTremMornobuHemuein ¢ ae@uUMTOM TNHOKO30-6-thocthaT-gAernaporeHassl My MNauUeHTOB,
noay4yarWwmnx cConyTCTBYOLWYH Tepanuio UHLYKTOPaMU MeTremMoraobuHa.

HEBJTAT OMNMPUNATHBIE COBbITUA
MauneHTOB HEO6XO4MMO MPOMH(OPMUPOBATL O BO3MOXHOCTM NOGOYHLIX peakuuii, Kak v npu
NPUMEHEHUN NO6BOro MMNAAHTMPYEMOro MaTepumana.

Ha6ntopaeMble B X0fe KAMHUYECKOrO0 WCMbITAHUS WMNAaHTata WHbEKUMOHHOTo «Paguec»
(Radiesse) c NMAOKAMHOM Heb61aronpuATHbIE COObITUS BbIMN 0XKUAAEMbIMMN, CNaboBbIpaXXeHHbIMU
N KPaTKOBPEMEHHbBIMMU.

Bo BpeMsa KAMHWYECKMX WCMbITAHUA MMMNaHTaTa MHbEKUMOHHOTO «Paguec» (Radiesse) (6e3
NnpoKanHa) coobLanoch 0 cnefyowmnx HebnaronpuaTHbIX CO6bITUAX: IKXMMO3, OTEK, 3puUTeMa,
y3enku, 60nb, 3ya, 60ne3HeHHOe ouwyleHue, cnabocTb, OHEMEHWe, HapyLleHMe KOHTYypa,
NPUNYXN0OCTW, pasfpaxeHue, CbiNb, 3abuBaHue UrAbl, 06eCLUBEYMBAHWME KOXWU, YMIOTHEHUS,
ronoBHas 60nb, 06pasoBaHNe KOPKKU, CTAMMBaHMUE KOXWN, BOCNANeHHbIe rnasa, TEMHble KpYru nog
rnasamu, apo3us, NATHa, YyBCTBMTE/IbHOCTb N0 XO4Y HEPBOB, CYXOCTb, UYBCTBO XXXEHUS, YYBCTBO
Tenna, pacTAXKW, Nanysnbl, BHe3anHoe NOKPacHeHMe nuua, Nuxopagka, rHOMHbIA 0TUT, 3aKynopka
CNIOHHbIX XXefe3, CKIepo3npoBaHue TKaHein, NoTeps cayxa U 0TeYHOCTb.

B npouecce NOCTPerncTpauMoOHHOr0 MCNONb30BaHMA MMMNaHTaTa MHbEKLWMOHHOro «Paguec»
(Radiesse) (6e3 nupokauMHa) 3aUKCUpOBaHbl cregytowme HebnaronpuaTHble COBLITUA.
MockonbKy cBeAeHWss 06 MX BO3HWKHOBEHMM co06OLWANUCL MNOTpPebuTenimMmum [06POBOLHO
(BknOYas paHHble W3 nMTepaTypbl), He Bcerga BO3MOXHO TOYHO OLEHUTb 4acToTy WX
BO3HWUKHOBEHWS WUNW YCTAHOBUTb NMPUUYUHHYIO CBA3b C BBEEHWEM MUMMAAHTaTa MHbEKLWUOHHOIO
«Papgunec» (Radiesse) (6e3 nnaokanHa). bblno peweHO BKAOUYNUTbL CeyHoLlLne ABEHNUS, YYNTbIBas
MX Cepbe3HOCTb, YaCTOTYy COOOLLEHWS O HUX WAU UX MNOTEHUWANbHYI MPUUYMHHYIO CBA3b C
BBEJEHMEM MMMNNaHTaTa WMHbEKUMOHHOro «Paguec» (Radiesse) (6e3 nupaokauHa): MHMeKLUs
(BkNto4yas obpasoBaHuMe 6MONMAEHKKW), (NermMoHa, MMNeTUro, yTpata sddekTa, CMeleHue
NPoAyKTa, anfepruyeckas peakumus, aHaunakcus, KpanuBHULA, CbiMb, 3y, YPTUKapHas ChbiMb,
aHTMOHEBPOTMYECKMNI OTEK, BOCMaseHMe, HEKpPO3, rpaHyfnema, y3enku, 3aTBepAeHue, 3puTema,
M3MEHeHUe LBeTa KOXW (BKAWOYAA TUNO- W TUNEepnUrMeHTauuio), HeyLOBMEeTBOPEHHOCTb.
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nycTynbl, 61eHOCTb KOXW, BblMafieHne BONOC, NapecTe3uns, onyLeHue Beka, 601b (BKNtoyvasa 60/b
npun XeBaHWW), ronoBHas 601b, NPUNYXN0CTb, aCUMMeTpUA, abcuecc, repnetTuyeckas UHMeKLUs
(Bkntoyas nNpoCcTOi repriec M onofAcbiBalOLWMIA repnec), rematoma, no6nefHeHue, ny3bipu,
rO/N0BOKPYXXEHUE, ManspHble OTeKW, rpunnonofobHbie CUMNTOMBI, cuHApoM [uiteHa-Bappe,
TaxXMMHO3, MWeMUYecKas peakuus, nuMmdougHas runepnnasus, 3akynopka nuM@arnyeckux
MPOTOKOB,  TOLWHOTA, nepuKapauT, pyb6ueBaHue, YYBCTBUTE/IbHOCTb K  xonogy,
OKKN03MA/3aKynopka coCcyoB, COCYAUCTbIe HapyLeHNUsa, UWemMus rnasa, 4BoeHue, HapylleHune
3peHus/cnenoTa, napanny mblwL, Nuya, napanuy benna, o6Mopok, nNpobsieMbl C >XeBaHUEM,
N3bA3BMIEHNE, KUCTA B MeCTe WHBEKLMM, OWylleHWe Tenna B MeCTe WUHbeKUMU, 06OCTpeHue
CYyLecTByOWMNX 3a60n1eBaHNiA, BbICTYMaHWe NOBEPXHOCTHbIX BEH, BACKY/UT, NOpPaXeHUe Hepsa,
CAaB/vBaHWe HepBa, KcaHTenasma, TPeBOra, paspbiB TKaHel, Nypnypa, KalbLWHO3, NTOMKOCTb
Kanunnapos, KOHTaKTHbIA fepMaTuT, 3aTpyfHEHHOe rfioTaHue, ofbllwka, 60/b B ywax, 601b B
rnasax, HapyweHue (yHKUWA Beka, rMnocTesns, NOBpPeXAeHWe HepBa, BE3UKY/Nbl, HapylleHune
(YHKLWIA Ty6, A3BEHHbIA CTOMATUT, MblLUEYHbIE CYAOPOrU, 3a/10XKEHHOCTb HOCA, PUHOGAPUHTUT,
HOBOOOpa3oBaHUA, pUHoOpes, OTC0eHEe POroBOro CNOS aNUAepMuca, TPewuHbl, paHbl, YNXaHue,
3y6Has 60/b, pBOTA.

MaynMeHTbl C 0COGBLIMW 3ITHUYECKUMU XapaKTepuCTUKaMW, Hanpumep, NaLUeHTbl a3nmaTcKoro
MPOUCXOX/AEHUSA, AONXKHbI 3HaTb O 060Nee BbICOKOM PUCKE TKaHEBbIX peakuuil, a WMeHHO
BOCMaNUTENbHbIX peakLmi, HapyLeHniA NMUTMeHTaLmum, MoCTBOCMANNTENbHOM
runepnurMeHTaLmnmn, pybuesaHns n 06pa3oBaHns KeNOULOB NOC/e NOPAXEHUN KOXN.

Coobuanocb 0 cneayrLwnx nevyebHbIX mMepax: npuMeHeHue aHTUOMOTUKOB,
NpPOTUBOBOCNANNTENbHBIX  CPeACTB, KOPTUKOCTEPOMAOB, aHTUIUCTAMWHHBLIX MpenapaTos,
06e3601MBalOLWLMX MNpenapaTtoB, maccaxa, TennablX KOMMPeccOoB, 3KCLW3UW, LPEHMPOBAHUA U
XNUPYPruyeckoro BMeLlaTenibcTa. 3T1a UHOOPMALMA He ABNAETCA MeAULMHCKON KOHCYNbTaluen,
pekomeHfaumMein o cnocob6ax ycTpaHeHUs HebnaronpuATHbIX COOLITUIA WKW WUCYEPNbIBAKLLUM
nepevyHemM BO3MOXHbIX fe4yebHbIX Mep. Bpauu [OMKHbI OUEHWBATb KaxAblii cnyvain B
UHAMBUAYANbHOM NOPSAKe W, UCXOAS U3 CBOEr0 NMPOecCUOoHanb5HOro onbiTa, ONpeaensTs, Kakue
MeTOoAbl nevyeHnsa (ecnm oHKU TpebytoTcA) LenecoobpasHbl 4158 UX NaLUEHTOB.

OBCTOATENBCTBA, MPN KOTOPbIX MAUVEHT OOJIKEH
MPOKOHCY/IbTUPOBATBLCA C MEANUNHCKVM PABOTHUNKOM

Mpn BO3HWUKHOBEHWUWM HEGNAronpuATHbIX CO6bLITWIA, YKasaHHbIX B pasgene «Heb6naronpusTHble
CO6bLITUA», CNIeAYeT NPOKOHCYNbTUPOBATHLCA C BPa4yOM.

CBEAEHWNA O METOAAX, CTIOMOLWbHO KOTOPbIX BO3IMO>XHO OIMNMPEAEMTNTb
MONOXEHWE MMMNNAHTATA

Busyanusaums MeauMuMHCKOro m3genus in vivo BO3MOXHa nocpegcteoMm MPT  u/unu
YyNbTPa3ByKOBOW ANArHOCTUKMU.

NHANBUAYANU3ALMSA NMPOLEEAYPLI

Mepes nNpoueaypoi cneayeT OLEHUTb HanMuuMe TMoOKasaHWii ANs ee NpoBefeHus. Mcxoa
npouesypbl 3aBUCUT M OT MayueHTa. B HEKOTOPbIX Clyyasx — B 3aBUCUMOCTM OT pasmepa
fedekta N notpeGHOCTel MayMeHTa — MOryT NOTpe6oBaTbCH AOMONAHUTENbHbIE NPOLEAYPbI
MpoBeAeHWe [OMONHUTENbHbIX WHBEKLMIA [OMYCTUMO TOMbKO MO MCTEYEHWW [OCTAaTOYHOrO
nepuoga BpeMeHM, HEOGXOAMMOrO ANs OLEHKU COCTOSHMSA NauueHTa. MOBTOPHYH WHBEKLUIO
cneayeT BbINOMHATbL HE paHee, YeM Yepe3 CeMb AHei nocne npeAblayLieii npouegypbl.

YKASAHNA MO NMPUMEHEHNIO

OBLWWME YKA3AHUA
[lns npouefypbl YPECKOXHOW MHBEKLMM HEOBXOAMMO MCMOMb30BaTh CTEPUbHbLIE UMbl 27G

TW (0,4 X20 mm) ¢ pasbemoM Jlyep//lyep-J10K, BXoAasiLiMe B KOMMNAEKT, CO WAPULOM 06LEMOM
1,5 mn.
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1. MoAaroToBbTE MaLMeHTa K YPECKOXHOW MHBEKLUMW C UCMONb30BaHMEM CTaHLAapTHbIX MeTO0B
acenTWKM M aHTUCENTUKW. MeCTO MHBEKUWUU cnegyet MNOMETUTb C MOMOLLbK XUPYPruyecKoro
mMapkepa v o6paboTaTb HEO6XOAMMbIM aHTUCENTUKOM.

2. TTOATOTOBbTE WNPULLI U UMbl Nepes YPECKOXKHOW MHbeKUMEN. JNs KaX40ro WhnpuLa MOXHO
MCNONb30BaTb HOBY WUIAY, NGO OAHY M TY XK€ UMYy MOXHO NPUCOEANHATL K KaXA0My HOBOMY
Wnpuyy ANs OAHOTO U TOTO Xe NauueHTa.

3. VI3BNekuTe M3 KapTOHHOW YMakKoBKWM NakeT w3 (onbru. Mpu HE06X0AMMOCTM MaKeT MOXHO
BCKPbITb M MOMECTUTb LWMNPUL, B CTepUbHOE MNone. BHYTPU ynakoBKW U3 (hONbIM 06BbIYHO
HaxoAMTcs He6ONbLWIOe KOAMYECTBO Bnaru AAs Leneit cTepunnsayun, He siBseTCs MPU3HAKOM
NOBPE>KEHNs npoAyKTa.

4. CHAMUTE UNN CKPYTUTE YNAKOBKY MIbl, YTOGbI 0CBOGOANTL FONOBKY WUT/bl.

5. CHUMUTe Konnayok Jlyep-JIOK ¢ AMCTaNbHOIO KOHLUA Wnpuua nepes npucoejuHeHueM Urnbl.
Mocne 3TOro WAPUL MOXHO HaKpyTUTb Ha pa3bem Jlyep-J/lok Ha wurne, musberas npu 3TOM
3arpsA3HeHns Urabl. Y TUAM3UpPYTe ynakoBKy urabl. Mrna fo/mkHa OblTb MPOYHO 3aKpeneHa
Ha wWnpuue W 3ano/ilHeHa WMNAaHTaTOM WHbBEKUMOHHbIM «Paauec» (Radiessc) ¢
NNpoKamHoM. M3nuwek mMMmnnaHTata Ha NOBEPXHOCTU pas3beMoB Jlyep-JIOK HYXHO yAanatb
cTepunbHoli candeTkoil. MeaneHHoO HajaBuTe Ha MOpPWeHb WRpULa A0 MOABNEHUA
UMNAAHTUPYEMOrO MaTepuana Ha KOHYUKe Urnbl. Ecnum HabnogaeTcsd yTeuka M3 pasbema Jlyep-
J10K, MOXeT BO3HUKHYTb HEOOXOAMMOCTb 60Jiee NAOTHOMO 3aTATMBAHWUA UTNbl AN CHATUA UTb
M OYMCTKM MOBEPXHOCTEN pasbema Jlyep-JIok. B upe3BblHaHbIX Cay4asX MOXeT noTpeboBaTbCs
3aMeHa u wnpuua, u Urnbl.

6. OnpegennTe HayanbHOe MeCTO BBeAeHWS MMNnaHTaTa. VIHbeKUUU B Py6LOBYI U XPSALLEBYIO
TKaHb MOTYT GblTb 3aTPYAHEHbl WX HEBO3MOXHbI. MpuMepamu py6bLOBOA TKaHU Ha nuLe
SBNAKOTCA: WPaMbl OT YFPeBO CbINW Ha NKLEe, WpPaMbl OT 0XOF0B, YKYCOB C06aK, HECYACTHbIX
cnyyaeB uau onepaywii. Tpumepom XpsleBol TKaHW Ha JNiMue SBASETCS  BMCOYHO-
HVKHEYENCTHON cycTaB. Mpu BBOAE UMbl M36eraiTe NpoKanbiBaHWSA TaKUX TUMOB TKaHEN.

MPUMEYAHWME: 3anpeliaeTca NpoBOAUTb MHBEKLIMM B KPOBEHOCHbLIE COCYAbl.

7. TnybnHa MHbLEKLMM W KOAMYeCTBO BBOAMMOrO MaTepuana 3aBWCAT OT MecTa M pasmepa
BOCCTAHOBMEHUS WAWM ayrMeHTauuu. MMnnaHTaT WHbBEKUMOHHLIA «Pagunec» (Radiesse) ¢
NMOKanHOM cfnegyeT BBOAMTb [0OCTaTOYHO TrAy60KO, 4TOObI MNpeaoTBpaTuTb 0b6pa3oBaHMe
Y3€e/1KOB Ha MOBEPXHOCTM KOXU M ULWIEMUIO Bbllenexalnx TKaHei.

8. HE BBOOUTE N3BEbITOYHOE KOJIMYECTBO U3AE/NTNA B MECTO BBEAEHWA.
MpumeHANTe nNonpaBoYHbIN Ko3auumeHt 1:1. B TeyeHMe WHBEKLMU MNEPUOSUYECKU
pasrfnaxuaiite MM MaccupyiiTe BBeAEHHbIN MaTepuan, YTobbl NOAYUYUTb CrIQXEHHbIA KOHTYP.
MakcumanbHaa peKkoMmeHayeMas rogosas o3a MMnaaHTata MHbeKLNMOHHOTO «Pagunec» (Radiesse)
C MMA0KaWHOM COCTaBAAET 10 M.

[lo3a MOXeT BapbMpoBaTbCs MAM OblTb YBE/IMYeHa B 3aBMCMMOCTM OT MOKa3aHWI, TKaHeM,
BO3pacTa, rNy6uHbl BBEAEHUSA U TEXHUKN UMNNaHTaLNN.

9. Ecnu npu HaaTuMy Ha NOPLWEHb oWyl aeTCs 3HAYUTENIbHOE CONPOTUBAEHUE, ANA 06/1erYeHus
BBEAEHUSA MaTepuana MOXHO HEMHOIO NepeMecTUTb UrNy. Ecnn 3HaYMTeNbHOE CONMPOTUB/EHNE
BCE elle ol yLLaeTcsl, HE0O6X0A4MMO NOMHOCTHIO U3BMEYL UTNY M3 MecTa MHBEKL MW U NMOBTOPUTb
nonbiTKy B ApYyrom MecTe. Ecnyv npogoskaeT owylaTbCa 3HAYMTeNbHOE COMPOTUBIEHUE,
nonpo6yiiTe 3aMeHUTb UrNy. Eciv MaTtepuan BBECTU He YAaeTCs, 3aMeHUTe WNPUL, U UYy.

10. Beegute uUray cpesoMm BHWU3 NoA yraom npubnusntensHo 30° B rny60KMe cnou gepmbl Ao
LOCTMXEHUS >Xenaemoro nonoxeuusa. (O npoueaypax B 30He nuua cMm. B «MPOLUEAYPA B
OBNACTW NULA»). OCTOPOXHO HaKMMaiTe Ha nopLlerrb wnpuua, 4ytobbl HauyaTb BBeAeHUE
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y MMNNaHTaTa, U MefseHHO BBOAUTE MaTepuan, BbITATMBas WAy W pa3Melias HUTb MaTepuana B

HY>XHOM MecTe. MpogomkainTe pasMmewiaTb AOMNONHUTENbHbIE HATWM MaTepuana, noka He 6ypeT

r AOCTUTHYT Xenaemblii YpOBEHb ayrMeHTauMn. HUTb MUMNNAHTUPYEMOTo MaTepuana AoaxHa 6biTh

/ MONHOCTbI OKPYXXeHa MATKMMW TKaHsMW, 6e3 rnobynspHbiX OTNOXeHWA. O6nacTb MHBLEKLMUM

J MOXHO MaccupoBaTb Mo Mepe HEOOGXOAMMOCTU ANS AOCTUMXKEHUS PaBHOMEPHOTO pacnpeaeneHuns
MMnnaHTara.

NMPOUEAOYPA B OBNNACTU NNUA

1. BBeguTe WUray B KOXY CpPe3oM BHWU3 nog yrnom npubnusutensHo 30°. Wrna p[o/mkHa
NPOCKONb3HYTb B rNy60KMe C/I0U AepMbl 0 TOUKKU, B KOTOPOWN Bbl XOTUTE HavyaTb UHbEKLUIO. OHa
[0MKHAa Nerko NanbnupoBaTbCcs CBO6OAHON PYKOIA.

2. OkasblBaliTe Ha MOpLIEHb MeAsieHHOE MOCTOSSHHOE PaBHOMEPHOE faBfieHWe ANs BBeAeHWS
MMMNaHTaTa, OfJHOBPEMEHHO BbITATMBAsA UrNY. ATO NO3BONNUT OCTaBUTb TOHKYH OAWHOUHYIO HUTb
mMatepuana. HuUTb UMNNAHTUPYEMOTO MaTepuana Ao/KHa GblTb NOMTHOCTLI OKPYXXEHA MATKUMMU
TKaHAMU 6€e3 rNoGYNSPHLIX OTIOXEHWIA.

3. OTAeNbHbIE HATU MUMNNAHTUPYEMOTO MaTepuana cnefyeT pasMelwiaTb napannenbHo U 611M3K0
APYT K APYTY, @ TakxXe cnosiMu (ecnv BbIMOMHAETCA KOPPEKLMSA TNy60KUX CKnafok). Bo3mMoXxHO

N pasMelleHNe HUTE MepeKPecTHbIMU CnosiMM B 6onee rny60KOWA NAOCKOCTM ANS CTPYKTYPHOM
noaAepXKu.

4. Tlocne MHbEKUMWN pasrnafbTe MecTa BBefeHUs yKa3aTeNbHbIM U 6onbWKUM nanbuamu, 4ToObI
nydule pacnpegennTtb UMnaaHTaT B Cay4vae CbOpMI/IpOBaHI/Iﬂ HE3Ha4YNUTENbHbIX Y3€/1KOB MaTepuana.

KOHCYNbTUPOBAHWE MALUVEHTA

MauneHTa cneayeT yBeAOMWUTb O MPaBULHOM YyX04e MNOC/Ae Npoueaypbl, KOTOPbIA MOXeET
BK/lOYATb CneAyloliMe pekomMeHaauuu Ans o6ecneyeHns HOPManbHOrO  3aXKWBAEHUS 1
npeaynpexaeHuns 0CA0XKHEHWNIA:

« CneayeT NpuKnaabiBaTb X0N04HbIE KOMMNPECCHl K MecTaM BBEJEHWSA B TeueHue 24 yacoB nocne
npoueaypbi.

 Mocne npoueaypbl HEO6XOAUMO M36eraTb BO3AENCTBUS COMHEUYHOrO W3MYyUYeHUs, MOCELeHNs
CONAPUSA U CayHbl, a TaKXXe MPOBELEHNS UHTEHCUBHbBIX KOCMETUYECKMX Npoueayp ANns nuua.

e Ecnv npu nanbnauun o6HapyXmBalTCsa y3elKkn, TpebyeTcs OCTOPOXHO MacCUpoBaTb MecTa
N BBeAEHUA.

e Heobxogumo obecneynTb MUHUMYM ﬂ,BVI)KeHVIVI inda B TedeHne Hepennm: Kak MOXHO MeHbLIE
pa3roBapmuBatb, y]'lbl6aTbCFI N CMeAaATbCA.

e [MaumeHTa cnefgyeT yBeAOMUTb O TaKUX pacnpoCTpaHEHHbIX ABNEHUAX NOCNE npouenypbl, Kak
NPUNYXN0CTb U OHeMeHue. TpunNyxnocTb 006bIYHO McYe3aeT B TedeHune 7-10 ,D,HeVI, OAHAKO MOXET
COXPaHATLCA A0 HECKOJIbKNX HELOEND. OHemeHuMe npoxoanT B TEYEHUE 4-6 Hepenb.

He VICI'IO]'Ib3yl7ITe MeanUWNHCKOE n3nenne, eciin ynakoeka un (Mﬂl/l) wnpuu nospexXxaeHbl Uan ecnu
KOona4vyok wnpuuya nan nopweHb wnpuua HaxogAaTcda HE Ha MeCTe.

Cofep>xxumoe Lwnpuua npegHasHayeHo TONMbKO ANA OAHOr0 nauueHTa, 1A OAHOW
npoueaypbl U He A0/KHO NMOBTOPHO CTEpPMIM30BaTbCA. [TOBTOPHOE UCMO/Ib30BAHUE MOXET
HapyWwWnTb (PYHKUMOHANbHbIEe CBOMCTBA U34ennsA U (MNK) MPUBECTU K HapPYyLUEHUI0 ero
paboTbl. MMOBTOPHOE NCNOMb30BaHNe TaKXe MOXeT CO34aTb PUCK 3arpsA3HeHUs U3Lenua u
(nnn) NpuBECTM K MHPULNPOBAHUIO MAaLMEHTa WUIN NMEPEKPECTHOMY MEPEHOCY MHMeKL NN,
BK/lOYasA, NMOMUMO MpPOYEro, MepeHoc MHMEKLMOHHbLIX 3a60neBaHU U MNepPeHOC KpPOBU
MeXay nauneHTamun. Bce 3TO, B CBOK 04epefb, MOXeT MPUBECTU K NPUUYUHEHUIO Bpeja
34,0pOBbLIO, 3260/1€BAHMIO N CMEPTWN NaLMeHTa.
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CTEPUNBHOCTDb

Wnpny Ans OAHOKPATHOrO MNPUMEHEHWs C NpeABapuUTeNbHO 3anO/IHEHHbIM WMMNNAHTATOM
MOANEXUT (PMHULLIHONM CTepuansaumMm napomM B nakeTe u3 HoNbru.

MakeT W3 (ONbrM BblyepXMBaeT MNPOLECC CTepunmsaunn

TpebyeMblX YCNOBUIA AN CTEPUNN3ALUN BHYTPM YNAKOBOYHON CUCTEMBI.
LlenocTHOCTb yNakoBKM M3 (hONbIM MOXHO MCMONb30BaTb KakK MOATBEPXKAEHWNE COXPaHEHUS

CTEPUNBHOCTN MMNNaHTaTa.

n obecneymBaeT AOCTMIXKEHME

YnakoBka 13 (*)Oﬂbrl/l obecneynsaet CTEPUNBHOCTb MEANLIMHCKOIO n3fenna BNa0Tb 40 NUCTEYEHNA

CpOKa rofiHoCTH.

Vrnbl cTepuin3oBaHbl 3STUIEHOKCUAOM.

TEXHNYECKUVME XAPAKTEPNCTUKWN
Cneyngukauyns Ha nsgenne «MmnnaHTat MHbEKLUMOHHbIA «Pagnec» (Radiesse) ¢ N(MAOKaNHOM»

NcnbiTaHne/napameTp

MpoYHOCTL TepMOCNAaAHHOTO
cCoefluHeHNs naketa u3 onbru

[MaKeTbl K3
thonbrn/TepmocnasHHble
CoefMHEeHNS

HanonHeHue cpefoii

MapkupoBka

3HayveHue pH

MpoueHTHOE coAepXKaHune cyxoro
BellecTBa

KoHUeHTpauuna nngokanHa
rmgpoxnopuja

KoHueHTpauus 2,6-
anMeTnnaHnnmHa (2,6-AMA)

CTepunbHOCTL

BakTepuasnbHble 3HAOTOKCUHbI

OunHamnyeckan BAa3KocTb (T]) (npw
0,4Tu)

TaHreHc genbta (npm 0,6 T'w)
OKoHuYaTenbHasa ynakoka/Bbinyck
cepum

Hopmbl
> 5 hyHT-cun (> 22,24 H)

MuHMUMaNbHasA WNPUHA COELNHEHNA
0,64 cm, OTCYTCTBME OTBEPCTUIA,
MyCTOT MW MOPLLUH, HapYyLLAOLNX
LLe/TIOCTHOCTb COeAMHEHMA

O6bvem 1,5 mMn; OTCYTCTBME NYCTOT U
Heo4HOPOAHOCTHU LBeTa

STMKETKMN MPaBUAbHO U Hajnexalium
06pa3oM HaHeceHbl, 3TUKETKN YeTKue
1 pasbopuuBble

6,8-7,6

54,3%-58,3% (m/m)

0,20%-0,40%

< 1,65 u./mMmnH

CtepunbHo
< 0,5 E3/mMn

219,679 Max-425,000 MMax
(219679 ¢ M - 425000 clM)

0,46-0,76

CooTBeTCTBYET

MonekynsapHasa macca rugpokcuanaTtmTa Kanbuma - 502 OanbToHa.
O6bem MMNIaHTaTa B Kakgom wnpuuye-ot 1,55 mn go 1,65 mn. Mi3BnekaeMblil 06beM-He MeHee

1,5 mn.
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NMnnaHTaT MHbEKUMOHHBIA «Pagunec» (Radiesse) ¢ NMAOKaUHOM BbiNyCcKaeTcs B NpefBapuUTenbHO
3aMOfIHEHHOM WNpULe AN OAHOKPATHOrO NMPMMEHEHMUs, YNaKoBaHHOM B NakeT W3 (oNbrn Ans
cTepunusaumy napom.

lMoBepXxHOCTM NakeTa U3 YOoNbrN COEfMHEHDI C MOMOLLbIO TEPMUYECKOTO nnasneHus. CoefuHeHne
Mo3BONAET NPENATCTBOBATbH NPOHUKHOBEHUIO MUKPOOPTaHN3MOB B 3aJaHHbIX YCNOBUAX, KOTOPbIE
0XBaTblBAKOT MPOLECC CTepUIn3aLmmn, TPAHCNOPTUPOBAHMNE N XPaHEHUE.

LWunpnHa coefnuHeHuns - He MeHee 6,35 MMm.

B KOMNMeKT NOCTaBKW BXOAAT 2 OAHOPA30Bble TOHKOCTEHHbIE CTEPUIbHbIE MHBEKLUOHHbIE U /b
K-Pack Il Needle 27G x " TW (0,4 x 20 mMMm).

C 26 anpens 2018 roga urnol K-Pack Il Needle BbinylieHbl B o6palieHWe Ha TeppuTopuun
Poccuiickoin ®egepauynmn (permctpayunoHHoe ygoctosepeHme Ne P3H 2018/7086).

Pasmepbl urn, noctaBaseMbiX € WMMNAAHTAaTOM WHbEKUMOHHbIM «Paguec» (Radiesse) ¢

ApTtukyn/ BHewHM BHyTpeHHM Yron 3atoukn  dakTuyeckasa gnHa
pasmep, MM  AnameTp, MM  AvaMeTp, MM urnel (a), ° TPYO6KN Urnbl, MM
KN2719-RBT/ 0,400-0,420 He meHee 0,241 12 20+1/-2
0,40 X 20 mMm (ANVHHBIRA cpes)

MEPEYEHb " OMMNCAHWE MATEPWANOB, BCTYNMAKOLW X B
HEMOCPEACTBEHHbIV NN OMOCPEAOBAHHbIA KOHTAKT C OPFTAH/3MOM
UEJ/TOBEKA

MaTtepuanbl Wnpuua:

KoMmnoHeHT MaTtepuan MpAMON KOHTaKT
C UMMJIAaHTaTOM
Uunnungp Cononumep LUKINYeCKoro oneunHa, Npo3payHblii Ja
wnpuua Kpacutensa HeTt
Konnavok CononmmMep LMKANYECKOro onetuHa, Noaynpo3payvHsblii [a
wnpuua Kpacutens Het
LTok Monnkap6oHaT (10 % CcTeKNOHaMONHEHHbIN), 6Genoro Hert
uBesa
Kpacutensa Het
MopLeHb KpeMHWAOPraHM4YyeckKnin Kay4vyk Oa
Kpacutenu:

0,25 % CUNOKCAHOBbIA MUTMEHT CUHErO LiBeTa
0,1 % CUNOKCaHOBbLIM NUITMEHT 6enoro uBeLl

pagynpoBKa HaHeceHa uepHunamm udépHoro uBeT, ITW Type P RNT. TlorpelwHocTb
rpagyvpoBKu AeneHunii wnpuya coctasnsdeT £ 0,025 mn.

MaTepmanbl NI nbl:

KOMMOHEHT urnol MaTepuan
Tpy6Ka urnol Hepxagetowasa ctanb X5CrNil8-10
ConoBKa urnbl MonunponuneH B COOTBETCTBUW CO cTaTbel 3.1.3 EBpoOneickoi

thapmakonen «MonunonepuHbl»
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Cmaska MonnagnmeTUNCUNOKCAH B COOTBETCTBMM cO cTaTbeil 3.1.8.
EBponeiickoit hapmakonen «CUAMKOHOBOE Macno, UCMONb3yeMoe
B KauecTBe CMas3Ku»

Knesiwee Bew,ecTso ONOKCUAHbIW Knew

MpeaoxpaHUTeNbHbI MonunponuneH

KO/IMa4vyoK UT bl

MpenoxpaHnTeNbHbI A MonunponuneH

KO/INa4yoK ronoBKU Wbl

MepmeTnsMpytoLLas Camoknesiwasnca 6ymara (KOHTPOb NePBOro BCKPbITUA)
3TUKeTKa

Wrnbl He cogepXXaT KOMMNOHEHTOB U3 HaTypalibHOro faTekca.

MaTepuanbl NePBUYHOI YNaKOBKMK (MaKeT U3 Ponbrin):

KomnoHeHT Matepuan
e BHYTpeHHUWIA cnoid M3 HeopumeHTMpoBaHHOro nonunponuneHa (CPP)
TOoNwmHoOl 80 MKM Ana obecneyeHUs repMeTUYHOCTY YNaKOBKM U COXPaHEHMWSA
Maket U3  LeNOCTHOCTU TEPMOCMNASHHOIO COEfMHEHNS.
6onbru * CpeAHUin cnoit n3 antoMMHNEBOW (HONbLIYM TONWMHON 18 MKM ANA NpuaaHus
XECTKOCTU M B KaYecTBe 3allMTHOro 6apbepa OT CBETA, BNarm u KUCNopoaa.
e BHewHnin cnoit 3 nonuatunedtepedtanata (M3T) TonwmHon 12 MKM Ans
NPUMEHEHNA BbIBOPOTHON Meyatu v AN NPUAAHNA BHELWHEro 671ecka nakeTy us

honbru.
Ha nakeT 13 (onbrn ¢ TpemMs roTOBbIMW TEPMOCMAAHHBIMW LWIBAaMW HaAHOCUTCS

Kpacka Ha OCHOBe MoamypeTaHa, uBeTa: 6enbiii n cuHuin (pantone 633).

MaTepuanbl BTOPUYHOWN yNnakKoBKM (KapTOHHasA Kopobka):
KapTOHHble KOpPOOKM W3roTOBMEHbl M3 LEeNbHOTNO0 YHCTOLLENNIION03HOTO KapToHa W3 6eneHoii

cynbaTHoW uenntonosbl (SBS) TonuwmHoi 0,018 atoiima.

MaTepuanbl TPAHCMOPTHOI yNaKoBKMN (KapToHHasi KOpo6Ka):
KapToHHasi KOpo6Ka 13roToB/IEHA U3 KAPTOHA.

YCNoBNA TPAHCITOPTUPOBKW, XPAHEHWNA N TIPUMEHEHWNA

TpaHCcnopTUPOBKA OCYLLECTBAAETCA NOOLIMW BUAAMMN TPAHCMOPTA.

MMnnaHTaT MHBbEKLMOHHLIA «Pagnec» (Radiesse) ¢ nuaokanHoM cnefyeT TpaHCNOPTUPOBaT,
XpaHUTb N NpUMeHATL Npu Temnepatype 15 °C-32 °C. lNpownssognTenb MegUuLUHCKOTro U3genus
He NpeabsABnsAeT TpeboBaHMiA K aTMOCHEPHOMY AAB/IEHUIO.

He npumeHATb MESULMHCKOE N3fenne Nnocne UCTeYeHa CpoKa rofgHoCcTu.

CpoK rogHoCTU yKasaH Ha 3TUKeTKax MpoaykKra.

YTUNINIAUNA

Ha Tepputopun Poccuiickoid Pepepaumy WCNONb30BAHHbIE WM YACTUYHO WMCNONb30BAHHbIE
WAPULbLI U UTAbl NS UWHBEKLUIA OTHOCATCA K OMAacHbIM OGMOMOTMYECKMM OTXOAam W NOAaexar
yTunamsaumm B cOoOTBeTCTBUM ¢ TpeboBaHuamu CaHlMuMH 2.1.3684-21 «CaHuTapHo-
ANNAEMMNONOrMyeckme TpebOBaHUA K COLEPXKAHWUIO TEpPpPUTOPUIA  TFOPOACKUX W CeNbCKUX
noceneHunit, K BOAHbIM 06beKTaM, NMTbLEBON BOLE U NUTHEBOMY BOAOCHAOXEHUO, aTMOCHepHOMY

BO3AyXy, no4yBam, XWAbIM NoMelWeHnam, akcnayataunun nNPon3BOACTBEHHbIX, 06I.Ll|eCTBeHHbIX
12
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NoMeLLeHNA, opraHusaumm " npoBefeHNto CaHUTAPHO-NPOTMBOANULEMUYECKINX
(NpohmnakTUYecknx) MeponpuaTUIn» KaK OTXO0Abl Knacca onacHocTu B. Heucnonb3oBaHHble
WNpULbI U UTNbI MOANEXAT YTUAN3ALMKM KaK OTXOAbl Kacca onacHocTu A.

TPEBOBAHUA K OXPAHE OKPY>XXAILWEWN CPEAbI
Mpu Hagnexaulein yTunnsauum Bpeaa okpyxxatouieit cpeje He HaHOCUTCS.

FTAPAHTUNA
KomnaHus «Mepy, HopT Amepuka, MHK.» rapaHTupyeT, 4To pa3pa6oTKa W NPOM3BOACTBO 3TOr0
NPOAYKTa BbIMOMHANNCH C JONIKHOW OCTOPOXHOCTbIO.

3TA FAPAHTUSA 3AMEHSIET U UCK/IKOUYAET BCE APYTUE FAPAHTUW, MPAMO
HE YCTAHOB/IEHHBIE HACTOAWMUM [AOKYMEHTOM, MPAMBIE WU
MNOJAPA3YMEBAEMBIE AEVNCTBYOLWNM 3AKOHOAATENILCTBOM UM UHBIM
OBPA3OM, BKJ/IFOYAHA, B TOM UWUCAE, JIIOBbIE MOAPA3YMEBAEMbIE
FAPAHTUMN TOAHOCTU K MPOLAXE UMM MPUTOAHOCTU K KOHKPETHOM
LLESIN.

Mcnonb3oBaHue 1 XpaHeHWe JaHHOT0 NPoAYyKTa Hapady ¢ (pakTopaMu, CBA3AHHbLIMU C NaLUEHTOM,
ANArHo3oMm, Jfle4eHUeM, XUPYpruyeckumu npouegypamn 1 APYTMMKW  acnekTamu, He
KOHTPONMpyemMbiMu KomnaHued «Mepuy HopT Amepuka, VIHK.», HENoCpeACTBEHHO BAMUSIKOT Ha
nsgenue N Ha pesynbTaTbl ero npumeHeHusa. O6sa3aTenscTBa KomMnaHuu «Mepuy HopT Amepuka,
MHK.» B paMmKax faHHOWM rapaHTMu orpaHnymBaroTCA 3amMeHol nsgenus. Komnauus «Mepu HopT
Amepuka, NHK.» He HeceT OTBETCTBEHHOCTM 3a MOOOYHbIE UAN KOCBEHHbIE YObITKM, yulep6 nuau
pacxofbl, NMPAMO WAM KOCBEHHO CBA3aHHble C WCMO/Mb30BaHWEM fAaHHOro usgenud. KomnaHus
«Mepu HopT AMepuka, VIHK.» He NPUHUMAET Ha cebs U He AaeT MOSIHOMOYUA APYTUM Nuuam oT
NMeHN KoMmnaHum «Mepy HopT Amepuka, VIHK.» NpuHUMaTb Ha cebd Kakme-nnbo WMHble nau
JOMONHUTENbHble 0643aTe/IbCTBA UAN OTBETCTBEHHOCTb, CBA3aHHbIE C JAHHbLIM U3JeNEM.

N3rOTOBUTE/b:
«Mepu HopT AMepuka, NHK.»
4133 Courtney Street, Suite 10, Franksville, W1 53126, CLUA

YMNO/THOMOYEHHbIV MPEACTABUTESIb U3TOTOBUTENA HA TEPPUTOPUN
Pd:

OO6LLEeCTBO C OFpaHMYeHHON 0TBETCTBEHHOCTbIO «Mepl Papma» (OO0 «Mepu dapmar)
125124, ropoa MockBa, ynuua 3-a4 AMCKOro nond, gom 2, Kopnyc 26, atax 2, nomeuieHne VI,
KomHaTa 29

Ten. +7 (495) 653 8 555; 9n. nouTa; info@merz.ru

OBO3HAYEHWA
N3roToBUTENb He cofepXXUT HaTypasbHOIO
(( naTekca
Howmep no katanory O6paTnTech K MHCTPYKLMK MO
REF MPUMeHEHMN O
Homep cepuu He ncnonb3oBaTb npu
LOT NOBPEXAEHUN YNAKOBKMN
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Mcnonbsosatb go: MTrr-mMM 3anpeT Ha NOBTOpPHOE

MCnonb30oBaHue
OcTopoxHo! He cTepunn3oBaTb MOBTOPHO
CTepunusauma OKCUAOM 3TU/EHA Mpenen TemnepaTypsl
STERILBEO
Ctepunmsayna napom uam Cyxum Wrna

RG] rennom

C€ Mapkuposka CE cornacHo
OvpekTtuse 93/42/EEC B
OTHOLIEHNN MeANLUHCKNX
n3ngennii. Mocne gaHHoW

MapKMpPOBKMW CnefyeT HOMep
YNONTHOMOYEHHOTO OpraHa.

CocTaB MEAULMHCKOTO M3aenus

ABTopckue npaea © 2024 Merz North America, Inc. Bce npaBa 3awuuieHsl. MERZ
AESTHETICS n BELOTERO aBndatTca 3aperMcTpupoBaHHbIMU TOProBbLIMU MapkamMu Merz
Pharma GmbH & Co. KGaA. RADIESSE - 3T0 3apeructpupoBaHHas Toproeas mapka Merz
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MepeBOoa 4AaHHOIO TEKCTA BbIMOJ/IHEH MEPeBOAYMKOM MantowoBoi AHHOW AHApeeBHOIA

noanncob

Poccuiickasa degepauus
Nopoa MockBa
JBajuatb NATOro UIOHA 4Be ThiCAYN ABafLaTb YeTBEPTOro roja

A, Bepemunin KOnus WNropeBHa, HoTapuyc ropofga MOCKBbI, CBMAETENbC
nepesojumka MantowoBoil AHHbI AHAPEEBHbI.

Moanuck caenaHa B MOeM NPUCYTCTBUMW.

JInyHocTb nognucasLlero JOKYMeHT YCTaHOB/IEHA.

3apernctpuposaHo B peecTpe; Ne 77/2194-H/77-2024-9~//3

Ynna4yeHo 3a CoBepLUEHNEe HOTapuanbHoro geictausi: 400 py6. 00 kon

MOAMUCH MepboBad nevartb
HoTapuyca r. MocKBbl HoTapuyca r. MocKsbil
Bepemuin HO.U. Bepemnii FO.W.

HO.N. Bepemuii

Bcero npowHypoBaHo, ML UL EePOBAHO
W CKpenneHo neyaTbio 2°YucT(-a,-0B).

Horapuyc: noarmcb
Poccuitckaa ®epepauns

Nopog MockBa
JBajuatb NATOro UIOHA 4Be ThiCAYN ABajuaTb YeTBEPTOro roja

A, Bepemuii HOnna WropeBHa, HoTapuyc ropoga MOCKBbI, CBWAETENbCTBYHD BEPHOCTb KOMMM C
NnpeAcTaB/iEHHOr0 MHe OKYMEHTA.

3aperucTpumpo 7/2194-H/77-2024-9-/1Y

Ynnaue Horo geictaua: 3000 py6. 00 Kon.

FO.U. Bepe

Bcero npowH)i0©BaHO, MPOHYMEPOBAHO
nckhennNeo neHatolo 29 nucTt(-a,-0B).
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