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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 IIiNeedle 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-dermal/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 phoesphate 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 atthe site of
injection. The period-of biodegradation of RAD IESSE ‘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 Lidoecaine injectable implant is manufactured in a 1,5 ml syringe, ‘has a calcium
hydroxylapatite-particle size range of 25-45 mierons and is injected with a K-Pack-ll 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, ene 1.5 ml syringe in a foil pouchtand two sterile needles 27G x yw.TW (0,4 x 20 mm) for
single use with CE-mark.

Two traceability labels are incorporated into the pouch label.



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 MEDIEAL 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 jor 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 presencelof 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.

= Notto'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.



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 offoreign 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 .orwill lead to tissue deterioration aver 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 ofthe 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 thesface 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 sheuld 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.



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 studyywith RADIESSE Lidocaine
Injectable Implant).

Healthcare practitioners are-encouraged to discuss all potential risks of soft tissue injection
with their patients prior totreatment and ensure that patientsare-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 RAD IESSE 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 RAD IESSE Lidocaine
injectable implant, so that they can inform their primary care health professionals and/or
radiologists:.._In a radiographic study of 587patients, there was no indication_ of RADIESSE
injectable implant (without lidocaine) potentially masking abnormal tissues orwas interpreted
as tumorstin 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.



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 usualprecautions
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 pougch. nor the syringe
has been damaged during shipment. BDo. 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. RecCapping 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 BELOTERQO 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 otherprocedure 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,
dermahrasion 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 @ 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.
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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-RAD IESSE
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 loess, and puffiness.

The following adverse events have beengidentified 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 linclusion 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;jhyperpigmentation), 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, teothache, vomiting.

Patients with specific’ ethnic characteristics, e.g. Asianpopulation, 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 followingtinterventions have been reported: antibiotics, anti-inflammatories, (¢corticosteroids,
antihistamines, 'analgesics, massage, warm .compress, excision, drainage, and. surgery. This
information_dees not constitute and is not intended to be medical advice, a recammendation on
how to treat'an adverse event or an exhaustive list of possible interventions./ Rhysicians 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 eventslisted in the "Adverse events" section, you should consult

a health care professional.
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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 afterthe 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 standardmethods. 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 smallamount of moisture normally present
inside the foil pouch for sterilization purposes; thisis nbl an indication of a defective
product.

4. Peel ortwist apart the needle packaging to expose the hub.

5 Remove the Ltuer 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 injectablesimplant. 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 atthe 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.Aveid passing through these tissue types when advancing
the injection needle.

NOTE: Do notinject into a blood vessel.



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 hon-dominant hand.

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.

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.

After injections~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, whichsmay 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.
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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 whichin 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; ho voids or absence of color uniformity.

Labeling Labels correct and properly applied, labels clearand
legible

pH value 6.8-76

Media Percent solids 54.3% =583% (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/ml

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



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 & 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 circulationyin the territory of
the Russian Federation (certificate of registration No. RZN 2018/7086).

Dimensions of the needles supplied withiRADIESSE 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 0 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 OFMATERIALS, COMING INTO BIRECT 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.
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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}/dlmetr_lylsnoxane cor_nplylng 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:casmetic gloss to the pouches.

The foil pouch with three ready seals is covered by polyurethane-based ink,
colorsiwhite 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 transpart package (carton box):

The carton box is made-of cardboard.

TRANSPORTATION, STORAGE, USE CONDITIONS

Transportation jis.carried out by any means of transport.

RAD IESSE Lidocaine injectable implant should.be transported, stored and used at'a temperature
of 15*C -32°C;/The manufacturer does not impaese any requirements for atmospheric pressure.
Do not use ifthe expiration date has been exceeded. The expiration date is printed on the product
labels.



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, Moscoew, street 3rd Yamskogo Polya 2;-bid. 26, 2nd floor, premises VII,froom 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.

INO0186-01/JUN2024



[MepeBoa ¢ aHIMIACKOTO A3biKa Ha PYCCKU 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 MHBbEKLUNOHHbIN «Pagnec» (Radiesse) ¢ NMAOKaUHOM

Mbl, kKomnaHus «Mepy HopT Amepuka; WNHK.» (Merz North America,vInc.), yuypexgeHHasa wu
OCYyLLecTBNAOWAA LeATENIbHOCTbL B COOTBETCTBUU C 3aKoHogfaTenbcTBOM “CLUA, pacnonoXeHHas
no agpecy: 4133 KoptHu Crt., opuc 10, ®paHkceunn, BuckoHcnH 53126, CLUA (4133 Cortney
St., Suite 10, Franksville, WI 53126, USA), HacTosW UM 3adBAseM, 4To npunaraeMble JOKYMEHTHI
HacToAwWwMM  3asaBnfeM, 4YTO  MpwuaaraeMble  LOKYMEHTbl  ABAATCA  NOAMIMHHLIMKU U
KOH(MAEHUMNANbHBIMU KONMUAMN.

[MepeyeHb NpunaraeMblX LOKYMEHTOB:

1 WHCTpyKUMA MO NPUMEHEHUID Ha MUMNAaHTaT WHbEKUUOHHBbIM «Paguec» (Radiesse) c
NMAoKaMHoOM - 13 cTpaHuy

/nognuce!
Yapnbs OxeraH (Charles Jagun), fOKTOp 4en0BOro ag,MmuHucrpuposaHusa (DBA)
CT. pyKkoBoaguTenb N0 BONpocam perucrpayum

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

LW tat CeBepHasd KapofnHa
OKpyr Yalik

A, MaprapeT Fomec (Margaret Gomez), HQTapuyc Okpyra Yaiik, CeBepHas KaponuHa,
HAcTOAWMM YAOCTOBEPSAID, UYTO B YKasaHHbl/#eHb KO MHe nuyHo sasuncs ‘Yapnbs JI>keran u
NoATBePAUN (hakT Hafnexalwero nognMcaHUAMPUNaraemoro JOKyMeHTa.

B noaTtBepXAeHWe BbIWEN3NIOXEHHOIO g=nNpocTaBuna(-a) CBOK MNOAMWUCHL W NpunoXxun(-a)
othmumnanbHyto nevatb 10 noHa 2024 r.

/nognwncol CpokK feinctBuA Moeil nuueHsnum nctekaet 02 mapta 2027 .
HoTtapuyc

[MeyaTh: Maprapet Fomec, HOTapuye

OkpyrYaiik, CesepHasi KaponuHa
Cpok-fenictems Moel nuueHsnm nerekaet 02mapTa 2027r.]

4133 KopTHu CtpuT, odmc 10, dpaHKCBU, BUCKOHCHH 53126 «262-835-3300 «www.merzusa.coni



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 mm)
(nponssoactea «TEPYMO KOPOT H.B.», benbruga, PY Ne P3H 2018/7086) -.2)wr.

- UHCTPYKLUMS NO NpuMeHeHnto - 1wT.

HA3HAYEHWE

MHBbEeKUMOHHBLIA ummnnaaHTaT «Pagunec»-. (Radiesse) ¢ NMAOKaMHOMY. npefHasHavyeH And
NN1acTUYeCKOro M PeKOHCTPYKTUBHOMO/BMeLaTeNbCTBa, BKAOYasA T[Ny60KYH [epMalbHY 1
cybaepManbHy ayrMeHTaLno MArkux TKaHein B 06nactu nuua.

MOTEHLWMANbHbLIV MOTPEBMUTE/Nb

MmnnaHTaT MHBbEKLUMOHHBIN «Paauec» (Radiesse) ¢ NMA0KaMHOM AO/PKEH NCMNONb30BaTbCA TONbKO
Bpayamu, npowesWwnmMmn Hagnexauiee obyyeHne, UMeOW MU COOTBETCTBYIOLW NI ONbIT U 3HAHUSA
aHaTOMMUW MeCTa BbINOMHEHUA UHBEKLUM W MPpUAeralLlinx y4acTKOB.

MmnnaHTaT MHbEKUMOHHbBIN «Paghec» (Radiesse) ¢ nnaokamHemM:npeaHa3HayYeH 419 NPUMEHEHNA
B Ie4e6HO-NPONNaKTUUYECKUX YUPEXAEHUSAX.

OIMMCAHWME

MMnnaHTaT WHbeKUMOHHbI «Paguec» (Radiesse) c. VimaokanHoM MpeAcTaBnsgeT co6oi
CTEPUNbHBIW, He cofepXallinin naTtekca, NONYTBePAbl, KOFE3UOHHbI UMNNAHTaT. Ero 0CHOBHbIM
KOMMOHEHTOM AIBASETCH CUMHTETUYECKUI KanbLma rugpokcuanaTuT, CycneHAMpoBaHHbIA B rene-
HOCUTENe, KOTOPbIA COCTOUT M3 CTEPUNbHOW BOAbl ANS MHbeKuuin (Papm. CLUA),sranuepmHa
(Papm. CLUA), HaTpus. kapbokcumetunuenntonosbl(®apm. CLUA), HaTpusa agurugpodocdata
aurngpata (Papm. CUIA, EBp. dapm,. bput, apm.)HaTpua rugpogocdara 6e3BogHOro (dPapm.
CLWA, EBp. thapmg-Bput, dapm.) n 0,3% nungokanHa rugpoxnopuga (®apm, CHIA). Tenb
paccacbiBaeTca inmjwvivo M 3ameljaeTca pacTyWumMum MArKMMU TKaHAMU, B-~TO BpPeEMSA Kak
rMapoKcmanaTuT_KanblUua oCcTaeTcs B MecTe WHbeKuuuW. Mepuopg 6uogerpagauniy mmnnaHtata
MHBbEKUMOHHOTro «Paagunec» (Radiesse) ¢ NMAOKaNHOM B MeCTe MHbEKL MW cocTaBaseT He 6onee 30
MecsLeB NOCNE WHbeKuuu (umnnaHtauum). JlMaokanH oOKasbiBaeT KPaTKOBPEMEHHOE MeCcTHOe
obesbonueatoilee pfeicteue. B pesynbTaTe’ fOCTUraeTcs [AONTOBPeMEeHHbIA, XOTA U He
NOCTOAHHbIA-3PHEKT BOCCTAHOBMEHUS U ayIMeHTaLum.

MMnnaHTaT. WHBbEKLMOHHBLIA «Paguec» (Radiesse) ¢ nujokanHoOM nPOU3BOAUTCA B LWINpuULe
o6beMomM~51,5 M, nMeeT pasmep YacTuU-FUApOKCUManaTnuTa Kanbuus B gnanasoHe 25-45 MUKPOH
n BBOAUTCA ¢ nomoubto urnel K-Pack H.Needle 27G Yn' TW (0,4 MM, xX.20 MM) CO CTaHAapPTHbIM
pasbemaom Jlyep/Nlyep-J1oK.

POPMA BbINYCKA

MmnaaHTaT MHBbEKLMOHHbIA «Paguec» (Radiesse) ¢ (MAOKaNHOM BBIRYCKaeTCA B NpeLBapuTeNibHO
3aN0NHEHHOM LWNpULUe AN O4HOKPATHOrO NPUMEHEHWS, YNaKOBAHHOM B MakeT u3 (ofibru Ans
(UHUIIHOA cTepunm3auun napoM. B Kaxpgoi KopobKe COAEPXKMUTCA OfHA WHCTPYKLWUA No
NPUMEHEHUNIO, OAMH Wnpuy o6bemMom 1,5 ma B nakete M3 hONbIU W ABE CTEpUNbHbIE UMbl 27G.
Y4"(0,4 X20 mMm) ¢ MmapkupoBkoli CE ans 04HOKPATHOTO NPUMEHEHUS.



[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

NMH®OPMALMA O HAINYMMN B COCTABE MEANMUMHCKOIO W3AENUA
NEKAPCTBEHHOIO CPEACTBA (And MEOVWUMHCKOIo.) NMPUMMEHEHWNA
MATEPUWANOB XXNBOTHOIO N A HENOBEYECKOIO MPONCXOXAEHWNA
NunpokanHa rmgpoxnopug nponssoactea«Ansbemapn KopnopelwH» (Albemarle Cogoralon) -
NeKapCcTBEHHOe CPeACTBO, BXOAALLEe B COCTaB MMNAAHTaTa MHbEKLMOHHOIO «Paguec» (Radiesse)
C NMMAOKANHOM.

MNMnnaHTaT MHBEKLUOHHbI «Pagmec» (Radiesse) ¢ NMAOKAaUHOM HE COAEPXMWUT KOMMOHEHTOB
)KMBOTHOTO WM YeIOBEYECKOTO MPOUCXOXAEHNS.

MOKA3AHINA

MmnnaHTaT MHbEKLMOHHBLIN «Paamec» (Radiesse) ¢ (MAOKaMHOM NpefHa3HayeH 4719 CAeAYHOLero:
* KOPPEeKLUMSA HOCLYOHbIX CKNAAOK;

e ayrMeHTauns Lek;

* KOppeKkuus ry6onoabopoaouHbIX CKNagok;

e KOPPEKLMS NMHUN NoABopoaKa;

LUEJIEBAA Mmonyndaumd

B3pocnble nayueHTbl, HE3aBUCUMO OT Mona, N060A 3ITHUYECKON MPUHALNEXHOCTU U NH0ObIM
TUNOM KOXW No PuTUNATPUKY C Y4eTOM NoKasaHuii M-APOTMBONOKa3aHWUiA, CHOPMYANPOBAHHbIX
BUHCHYKLMUMN MO NPUMEHEHUIO.

MPOTUBOIMOKA3SAHWNA

e VIMNNaHTaT MHBEKLMOHHBIA C NMAOKAUHOM MPOTMBOMNOKA3aH Npu Hanauuum 0chbix u (Mnn)
XPOHNYECKUX BOCMANEHNA NMO0 MH(EKLMOHHOrQ 04Yara B MecTe NpoBeAeHUA. OpoLeaypbl.

* N3genne nNpOTMBOMOKA3aHO nNauuMeHTaM C/ TFsHKenoin annepruei, nposehAsioLieiics B Buge
aHauNakcum;An60 ¢ HEOLHOKPATHbIMU TAKENbIMU anfiepruyeckumm peakumsamm B TeKyL Ui
MOMEHT UMW BaHaMHe3e.

e N3genue ganpelwaeTcd NPUMEHATb Yy MALMEHTOB C FMMNEpPUYYBCTBUTENbHOCTHI K NIO6GOMY U3
KOMMOHEHTOB.

* IMNnaHTaT UHBLEKLMOHHbLIA C NTMA0KAaUHOM He NpejHasHayeH A1 NPUMEHEHMS Y NaLUeHTOB C
NOBbILIEHHOW YYBCTBUTENbHOCTHIO K NAAOKANHY MU aHecTeTUKaM FpyRibl aMU0B.

* MnaaHTaT WHBEKUMOHHbLIA C NWLOKAUHOM MNPOTMBOMNOKa3aH ([[@aLMeHTaM, CKNOHHbIM K
BOCNafinTeNbHbIM peakumaM KOXMW, W-RaumneHTam ¢ TeHAeHUWel K runepTpouyeckum pyouam u
Kenougam.

e He )BBOAUTL uM3genne B 3NUAEPMUC W He MUCMONb30BaTb B “KauyeCTBe 3aMEHUTENS KOXM.
VIMANaHTaumns B aNMAepMUC NN MOBEPXHOCTHbIE CAOU AEePMbl MQXKET MPUBECTU K OC/IOXKHEHUAM,
Hampumep, 06pa3oBaHno QUCTYS, MHPEKLMAM, 3KCHy3nam, GOPMNPOBaAHMIO Y3N0B U MHAYPALUIA.
*~VIMnnaHTaT WHBEKUMOHHbIN “«Pagnec» (Radiesse) ¢ nNugokanHoM 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



cocyfbl rnabennspHoli unnm HOCOBOW o6GnacTeid MOryT BbI3BaTb peTporpajgHoe nepeMeleHue
BellecTBa B apTepUM CeTHaTKM, 4TO MOXET MPUBECTU K 3aKYNOPKe COCY0B.

e IMNnaHTaT MHBEKUMOHHbLIN «Pagnec» (Radiesse) ¢ nMgoKanHOM NPOTMBONOKa3aH Npu Hannumm
WHOPOAHbIX Tef, Hanpumep, XWAKOTro CUIMKOHA U APYTMX 3EPHUCTBIX MaTepunanos, Takux Kak
apyrvie dunnepsl, cogepXxawyne TBepAble YacTMLbl, Hanpumep NPOAYKTbI, CO34aHHbLIE HA OCHOBE
rmanypoHoBoit kucnotsl (FK) c go6aBneHnem TBepAbIX YacTul, UAK gpyrue guaiepbl Ha OCHOBe
yacTuy rugpokcuanatnta Kanbumsa (CaHA).

e IMNAaHTaT UHBEKLMOHHbLIN «Pagunec» (Radiesse) ¢ (MAOKaAMHOM He CieAyeT NPUMEHATb B 30HaX
C HelOCTATOYHbIM NOKPbITUEM 340POBOI XOPOLIO BACKYNSAPU3OBAHHON TKaHbHO:

e IMnnaHTaT WMHbEKUUOHHbIA «Paguec» (Radiesse) ¢ NMAOKaMHOM He CNeayeT NPUMEHSTb Y
nayMeHToB C CUCTEMHbIMW paccTpoicTBamMu, Hanpumep, CUCTEMHas ~KpacHas BOJ/YaHKa,
pPeBMaTOUAHbLIA apTPUT M CKNepoLepMUSA, KOTOpPble MOTYT NPUBECTU K MHAOXOMY 3aXUBEHUIO
paHbl UM NOBPEXAEHUIO TKAHER Haj MMNaHTaToOM.

e IMnnaHTaT MHBbEKLMOHHBLIN «Paguec»)(Radiesse) ¢ NMA0KaMHOM NPOTUBOMOKAa3aH NayneHTam ¢
HapyLEeHNIMUN CBEPTbIBAEMOCTU KPOBU,

MPEAYMPEXAOEHWA

* IHbeKUMs MMNNaHTaTa UHbeKLMOHHOTo «Paanec» (Radiesse) c_AMAOKAMHOM B COCYAUCTYHO
CUCTEMY MOXET BbI3BaTb 3M60MM3alNI0, 3aKyNoprBaHNe COCY0B, MiieMUto 1 UHGapkT. CnegyeT
co6t04aTh AOMNONHUTENbHbIE MEpPBl MPEA0CTOPOXHOCTN MPU WHBLEKUUKM DUNNepoB, Hanpumep,
BBOJANTb MHBLEKLMOHHBIA MMNNaHTaT «Paguec» (Radiesse) ¢ NMgOKanHOM MeANeHHO, npunaras K
MOPLWHI MWUHUMaNbHOe ycunue.” Coo6u,anocb 0 PeAaKMX, HO Cepbe3HbiX HaGMaronpuUsTHbIX
COOLITUSAX MPU BHYTPUCOCYANCTON MHBEKL MW (DUNNEPOB B 061aCTh nLa. ITU ABNEHUS BKIOYAOT
BPEMEHHOE WM MOCTOSHHOE “HapylleHne 3peHus, CNenoTy, LUepebpanbHyl0 WWEMUID WAN
Liepe6panbHOe KPOBOW3NUSAHWE; NPUBOASALLME K WHCY/NbTY, HEKPO3Yy KOXU W MNOPaXeHuto
rny6okoit o6nact nuua.. WIHbeKUWo cneayeT HeMmMeANeHHO TMpPeKpaTUTb, ecnnM y nayueHTa
nosBATCSA Nto6ble cnefyoUie CUMNTOMbI, BK/OYaO LW MEe M3MEHEHUS 3PEHNS, MPU3HAKN UHCY/bTA,
no6negHeHMe KOXW WKW HeoOblYHYO 60Nb BO BpPeMs. TpoLeaypbl MAM BCKOpe MOGJe Hee.
CoOTBeTCTBYIOLW W Bpayd-CNeunannucT AO0MKeH 6bICTPO OKa3aTb MauuMeHTaM MeAuliUHCKYI0
MOMOLLb ¥ N0 BO3MOXHOCTN OLEHUTL, OblNa N BbIMOAHEHA BHYTPUCOCYANCTAs UHBEKLNAS.

« He flonyckaTth W36bITOUHO KOppeKLuy (NepenoiHeHNs) MecTa BBEJeH NS, NOCKONbKY B TeUeHne
HECKONbKNX Hefenb, -No Mepe AeiAcTBMS MHBEKLMOHHOTO MmnnaHTaTa «Paguec»(Radiesse) ¢
NNLOKANHOM, 0XWAAeTCA yBeNMUYeHne 06bemMa MATKINX TKaHel.

* He cnepgyet BbLIIQMHATbL MMMAAHTALMIO Y MAaUWUEHTOB, MPUHUMAKOLWNX aCNUPUH UKW Apyrue
npenaparsl, CNocobHblIe npenAaTcTBOBaTb NPOLECCY 3aXUBJ/IEHUA.

e He cnegyeT npoBOAWTb MUMNAAHTALWW® B WHOUUUPOBAHHbIE MAW  NOTEHLMANbHO
MHQUUMPOBAHHbIE TKaHW W B OTKPbITbIE TROMOCTU W3-32 BLICOKOTO PHCKA BO3HWKHOBEHWS
MHAEKLUUN UM 3KCTPY3un. CnunbHoe MHAEKLMOHHOE NOopaXKeHNe MOXET /Bbi3BaTb MOBPEXAeHMe
WA NOTEPH KOXWU HaZ UMNAaHTaTOM. FeMaTtoMbl U CEPOMbI MOTYT NOTRPEBOBATL XUPYPIrNUYECKOTO
APEeHUPOBAHNSA.

* [NpMMEHEHNE NHBEKLMOHHOTO uMnaaHTata «Pagmec» (Radiesse) ¢ AMLOKaMHOM Yy MaLMEHTOB C
aKTUBHBIM KOXHbIM BOCNafeHneM WAW UHdekuueld B o6nacTu NpoBefeHUA npoueaypbl Uamn
B6/MBW) Hee HEOOXOAMMO OTNOXUTH, A0 NpeKpaleHns BOCNANUTENBHOI0 WU UH(EKLUOHHOIO
npeLecca.

* .B” cnyyae MNOBLIWEHHOW YyBCTBUTENLHOCTW WAM aN/IEPTMUECKON peakuum CyLlecTByeT
BEPOATHOCTb 3HAYMTENbLHOrO (BOCMANeHMs WM MHGeKUUn S¢° Heo6X0AMMOCTbI0 YyaaneHus
MMnnaHTaTa.



* VIHbEKUWMOHHbIE WMMMMAAHTaTbl MOTYT BbI3biBaTb YM/IOTHEHWE TKaHel B MecTe WHBEKUWW,
MUTPaLUI0 4acTUL, M3 MecTa MHbEeKUMM B ApYyrue vactu Tena u (Unu) annepruyeckiuie nunéo
ayTOMMMYHHble peakLuu.

* BO3MOXHble NOGOYHbIE peakuuu, Kak U Ansa No60ro MMNAaHTUPYemMoro matepwana, moryT
BK/OYATb, MOMMMO MpPOYero: BochaneHue, MHeKuuUto, obpasoBaHWe QUCTYNbI-3KCTPY3NLO,
reMaToMmy, cepomMy, o6pa3oBaHue YNNOTHEHUS, 3aTPYAHEHNE 3aXKUBNEHUS, 06eCLBEYMBAHME KOXM
N HelOCTATOUYHYI0 WM YPe3MEepPHYH ayrMeHTaluio.

e besonacHoCTb UM 3(P(HEKTUBHOCTb NPUMEHEHWUS 3TOr0 MEAMLMHCKOTO W3AENUSA BO BpeMms
6epeMeHHOCTW, KOPMMIEHUS TPyAbl0 WAW Yy NauMeHTOB, He AOCTUTIWIWUX Bo3pacTa 18 neT, He
yCTaHOB/EHA.

MEPbI MPEAOCTOPOXHOCTU

* Yt06bl MUHUMU3NPOBaTL PUCKM MNOTEHLUUANbHLIX OCIOXHEHWUN, WHBEKLMUOHHbLIA UMNAaHTaT
«Paguec» (Radiesse) ¢ nuAoOKauHOM AOMKEH UCMO/Ib30BATLCA TOMbKO BpayaMu, npoweswinmu
Hagnexatee 00y4YeHue, UMeHOLWUMN'.COOTBETCTBYIOLWNA ONbIT W 3HAHUA aHaTOMUKU MecTa
BbIMO/IHEHNA UHBEKLUMN W MPUNEraWnx y4acTKoB.

* YT0Obl MUHUMMN3NPOBATb PUCKU MOTEHLMANBbHbIX OCNOXHEHWUA, Bpa4yn AOMKHbI 03HAKOMMUTbLCA
C MH(hopMaLMeid 0 MEANLUHCKOM M3fennn 1 obydyalowmmm matepuanamMn K HeMy M MOMHOCTbIO
NPoYUTaTb MHCTPYKLUIO MO NMPUMEHEHNIO.

ebeszonacHoCTb U 3PPEKTUBHOCTb KaHWOIW, WCNONb3yeMON Ansa  TFNYyB60KUX UHBEKLUWI
(cyb6pepmanbHbiX W/MAKM cynpanepmocTanbHbliX) € Uenbio HapaliMBaHUa MATKMX TKaHeil ans
YNYYLIEHUA KOHTYPA YeNtoCT, KINHUYECKN OLeHMBanach TOMbKO Ha NPUMEPE KAHIOU C TYMbIM
KoHYnKom (Sterimedix Silkann) pasmepom 27G u gANHOK40 MM W WUrAbl ANS NPOKOAa KOXWU
pasmepom 25G (knuHnyeckoe nccnegosarHue B CLLUA ¢ MHLEKLMOHHLIM UMMIaHTaToOM «Pagnec»
(Radiesse) ¢ nmgokamHoMm)

e Bpayam pekomeHAyeTcs 06CyAMTb C MaLMEHTOM BCE NOTEHUWMANbHbIE PUCKW BBINONHEHWS
MHBEKUUN B MATKME TKaHW A0 Hayana npouefypbl,-U4T06bl MaLMEHT MOHUMAan MPU3HaKKU W
CUMNTOMbI BO3MOXHbBIX;OCNOXHEHWIA.

» Kak 1 BCe Npoyune-UpecKoXKHble NMpoLeypbl, BBEAEHNE UMNNaHTaTa MHBEKLNOHHOTO «Pagmnec»
(Radiesse) ¢ NMJOKanHoM CBsA3aHO C PUCKOM WH{UUMpOBaHMA. VHMDeKLUA MOXeT NPUBECTU K
HE0O6XOAMMOCTU XUPYPrnuUYecKoro u3snevyeHna umanaHTata «Paguec» (Radiessg)-¢c nugoKanHoM.
Heobxogmumo cobntofaTh cTaHLapTHbIe Mepbl NPELOCTOPOXKHOCTN B OTHOLIEHUM MHBEKLNOHHbIX
maTepuanos.

e Y NayMeHTOBy NPUHUMAOWMX NpenapaTbl, KOTOPble MOTYT CHUXaTb CBEPIbIBAEMOCTb KPOBW,
HanpumMep, ACAMPUH UK BaphapuH, MOXETBO3HUKATb YCUeHHOe 06pa3oBaHne KPOBOMOATEKOB
WU KPOBOTEYEHMIA B MECTE UHBEKL MM, KaK-W Npu N060IA MHBbEKLUN.

* YacTtuubl’ rugpokcmanatuta Kanbuus/)(CaHA) B WHBLEKLWOHHOM, “UMMNaHTaTe «Pagmec»
(Radiesse)’'c NMAOKaMHOM 4YeTKO BUAHbL Ha KT-CHUMKax U MamMorpammax, MX TakXe MOXHO
yBuAeTb~ Ha O0030pHbIX peHTreHorpa@uuecknx CHUMKax. AlauneHToB  Heo6XoaMMO
NPOVHGOPMMNPOBATL O TOM, YTO MHBEKLUMOHHLI MMNnaHTaT «Pagnec» (Radiesse) ¢ NMA0KaMHOM
ABNSETCA PEHTIEHOKOHTPACTHbLIM, YTO6blI OHWM MOMM COOOWMTL 06 3TOM CBOEMY /levallemMy Bpady
M (UNw) peHTreHonory. Mo pesynsTaram NPOBEAEHHOr0 PEHTreHOAOINYEeCKOro uccnefoBaHus c
yyacTnem 58 nauMeHTOB MMMNaHTAT MHbEKLUMOHHbIA «Paamnec», (Radiesse) (6e3 nnaokanHa) He
CKpBIBaN NaTofiormyeckne TKaHW=U, He MHTEpPNpeTUpoBancs Kak @fiyxonb 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.



e B MeCTe MWHbeKUMM MOXeT BO3HUKHYTb WHMeKuus, TpeGyrowas nedeHus. Ecal™ Takyto
WHMEKLUNIO He YAaeTCs BblJIeUUTb, MOXKET BO3HWKHYTb HEO6XOAMMOCTb yAaneHus WMMnaHTata
XUPYPrMYecKnM crnocoGom.

e B MecTe BBeAieHUS1 BO3MOXHO BO3HWKHOBEHME peakuuii, CBA3aHHbIX C WHBLEKLMEN, BKOYas
remaTomy, 3puTeMmy, npunyxnocte, 60nb, 3yd, obecuBeuynBaHWe WAN BGONE3HEHHOCTb NpU
nanbnauny. O6bIYHO OHM MCYE3al0T CaMOCTOSATENIbHO B TeUueHue 1-2 AHeil Nocne-UuHbLEKLUN.

e MoryT hopMMpoBaThLCA Y3eKW, TPEOYLLIMEe NeYeHUs UMK yaaneHns nmnnaHIara.

e AMNnaHTaT MOXEeT HeENPaBUbHO pacnpeaennTbCs, YTo NOTPebyeT NpoBeAeHUs XUPYPrnyecKol
KoppeKLuun.

e He BBOAMTE M30bITOYHOE KOMMYECTBO MMIaHTaTa. B upesBblbailHbIX CAy4Yasx KoXa B MecTe
MHBEKLMN MOXET NOMHYTb. WHBEKUMOHHbLIA MmnnaHTat «Paguec» (Radiesse) ¢ nugokanHom
nerko [o06aBuTb C MOMOLLbIO AOMNOAHUTENbHbIX WHbBEKLWUA W BO3MOXHO YAanuTb TONbKO
XUPYPruyecknum cnocobom.

e Mpoueaypa BBeAEHNA UHBEKLNMOHHOIO nmnnaHTata «Paguec» (Radiesse) ¢ NMAOKaMHOM, KaK ©
apyrme nofo6Hble npoueaypbl WHBEKUMW, MMeeT HebONblIME,/ 'HO XapaKTepHble PUCKM
nHuymnpoBaHma un  (ManM) KpoBOTevyeHusa. CrepyeT cob6/wogatb CTaHfapTHble  Mepbl
NpeaoCcTOPOXKHOCTI NPU NMPOBEAEHUN YPECKOXHBIX MHbEKLMIA ANS TIpeA0TBpaLLeHNS NHPEKLUN.

e 3anpeLlaeTcd NOBTOpPHAaA CTEPUIN3ALMA. VIHbEKLMOHHbLIA UMnnaHTaT «Paguec» (Radiesse) ¢
NNAOKANHOM MOCTaBNAETCA CTEPUILHLIM UM anMPOreHHbIM B 3anevyaTaHHOM nakeTe M3 (PONbLIN K
npejHasHayeH TONbKO ANA OAHOKPATHOro NPUMEHEHUS Y OLHOIO NauueHTa.

MakeT ©3 (oNbru cnepyer TWaTeNbHO OCMOTPeTb Ha RpPefMeT OTCYTCTBUA MOBPEXAEHWI
YyNakoBKM U LWNpuLa NpW._TpaHCNOPTMPOBKEe. He MCNosb30BaTb MeAWLWHCKOE M3fenue, eciu
HapyleHa LeNoCTHOCTb-'YMaKoBKM W3 (ONbIM WA RAOBPeXAeH wWnpuy. He wncnonb3oBatb
MeLULMHCKOEe U3aenne, €6 CMeLeHbl/0TCYTCTBYOT KOANAY0K WNpuLa Uiy noplleHb. BHyTpu
ynakoBKM M3 (onbry ~“06bIYHO HAxoAUTCA HebGOMbWOe KONMYeCTBO BRaru AAs  Lenei
CTepuUn3aLmnmn, He SBNAETCA NPU3HAKOM NOBPEXAEHUSA NPOAYKTA.

» He nbiTaliTecb BLIAPAMUTL COTHYTYI WUrAy BO M36exaHuWe ee MOMOMKW. BbibpocbTe ee U
NPoAOMXMTE NPOLEAYPY, UCNONb3YS APYTYIO WUTNY.

« He 3akpblBaiiTe_MCNONL30BAHHYIO UIYy KONMNaykoM. HajgesaTb KOMMauyoK BPYUHYK OMacHo, U
3TOro cneayet usberats.

¢ be3onacHo¢Th WHBEKLWMOHHOrO uMNniaHTarta.«Paguec» (Radiesse) C-AWA0KAUMHOM npwu
CONYTCTBYHUWIMX KOXHbIX Mpouedypax, TakuxX Kak anunaumsa, ynbTpauoeaeToBoe 06/1yyeHue,
pagnmoyacToTHble, abNsALNOHHbIE UM He A6AALMOHHbIE NpoLeaypbl Na3epHOTO, MEXaAHUYECKOro
UAW  XUMWUYECKOTO MUAMHTA, B XOAe (KOHTPONUPYEMbIX KAWHWUYECKWX WUCCNef0BaHUA He
oueHMBanacs.

e WccriegoBaHns B3aMMOAENCTBMS MHBEKLMOHHOTO wMMnnaHTata/\«Pagmec» (Radiesse) ¢
NUAOKAUHOM C MeAULUMHCKUMU npenapaTamMmy v ApyrMy BewiecTBaAMW UAU MUMMNAHTaTaMyu He
MPOBOAWNNNCS.

* ViMetoTcA OrpaHMYeHHble KIUHUYECKWE AaHHble O COYeTaHUU“UHBEKLMOHHOIO MMMaaHTaTa
«Pagnec» (Radiesse) ¢ nMaokaMHOM ¢ npoAykTamu benotepo n/unn 60TyN0TOKCUHOM. B uensax
[ApesoCTOPOXKHOCTY MpenapaTtbl-CAEfYeT BBOAUTL B pa3Hble 061acT nnua. Bpauun fonXHbl UMETb
COOTBETCTBYIOLWMNA ONbIT, @ NALMEHTbI A0MKHbI 6bITb COOTBETCTBYIOLW MM 06pa3om nNogobpaHsl,
TaK KaK He TOJIbKO N0Mb3a, HO U NMOBOYHbIE ABAEHUA MOTYT ObITb KYMYAATUBHLIMUW, U MPUUYNHY
MOBOYHBIX ABMEHWNIA MOXET ObITb TPYAHO ONpesennTb. HeobXxoamMMo cnefoBaTb UHCTPYKLMAM MO



NMPUMEHEHUIO, TNy6WHE BBEAEHUS W COOTBETCTBYHUMM PEKOMEHAALMAM N0 NPUMEHEHUIO
KaXoro npenaparTa.

 [pn BO3MOXHOCTM KOHTAKTa C XWUAKOCTAMU OpraHuama nayueHTa Heo6xoaumolco6ntoaaThb
CTaHAapTHble Mepbl MPeAOCTOPOXHOCTU. [lpoueaypy WHbeKuMW Heo6X0AMMO -APOBOAUTL C
COGMI0EHNEM aCENTUYECKON METOANKHN.

e B cnydyae npoBeAeHWUs nasepHoil 06pabOTKM, XMMMUYECKOro MUAMHIa UAn\AK60oA Apyroi
npoueaypbl, OCHOBaHHOW Ha aKTUBHOW KOXHOM peakuuu, nocfie Npoueaypbl ¢ NPpUMeHEHNEM
MHBEKLMOHHOIO MMMNnaHTaTa «Paguec» (Radiesse) € nuaokKamHoM  CYUECTBYeT PUCK
BO3HWKHOBEHMSA BOCNAaAUTENbHON peakuun B 06nacTM BBefEHWA wuMNAdHTaTa. OTO TaKXe
KacaeTcs c/flydyaeB BBeAeHUS MHBEKLMOHHOIO nMnnaHTara «Pagmec» (Radiesse) ¢ nMgoKanHoMm o
MOMHOI0 3aXWBNEHWA KOXW NOCNe YyKa3aHHbIX npoueayp. [Mpu codeTaHuyM AepmanbHbIX
hunnnepoB ¢ APYrMMU 3CTETUYECKUMMW NpoLeaypamu, TaKUMU KaK MUAUHE, fepmabpasus wau
no 6ol TN nasepHoin 06paboTKK, MHTepPBaA MexXAay npouegypamu A0/KEH/COCTaBNATb 2 HEAENu,
4yTO06bl 06ECNEYNTL NMOMHOE 3aXUBNEHME NOCNe NOCNeAHEN NpoLesypbl

* IHbekuma mmnnaHTata «Paguec» (Radiesse) ¢ nnaokamHom nayueHTam ¢ reprneTuyecKnmmn
BbICbIMAHUAMM B aHAMHE3e MOXEeT NPUBECTU K peakTUBaLMKN BUpyca-repneca.

e BesonacHoCTb MMNNaHTaTa MHbEKLUMOHHOIO «Paanec» (Radiesse) ¢ NMA0OKAMHOM MO UCTEUYEHUN
1.5 neT npyv NpuMeHeHMU B 061aCTM NULLA B XO4€e KIMHUYECKUX UCCeA0BaHUIA He OLeHMBanach.
CnepyeT TwaTeNbHO OUEHMBATb PUCKM U NOAb3Y Yy ““nauynmeHToB C BPOXAEHHON
MeTremMornobuHemuein ¢ ae@muUMTOM TrNHOKO30-6-hocthaT-AEFMAPOreHasbl My MNaLUEHTOB,
NnoNyyvarWwmnx conyTCTBYOLWYR-TePanuio NHAYKTOpaMy MeTrEMOT/I06MHa.

HEBJTAT OMNMPUNATHDBIE EOBbITUA
MauneHTOB HEOGXO4MMO MPOUH(POPMUPOBATL O BO3MOXHOCTM NOGOYHLIX peakuuii, Kak v npu
NPUMEHEHUN NO6Oro MMMNNAHTMPYeMOoro Matepumana.

Ha6ntopaeMble B X0fe “KNMHUYECKOr0 WCMbITaHUS MmNnaHTata WHbEKUMOHHOTO c«Pagnec»
(Radiesse) c NMAOKANMHOM)HE6NArONPUATHBIE COOLITUABBINN 0XXNAAEMbIMMN, CNaboBbIpaXeHHbIMU
N KPaTKOBPEMEHHbIMWs

Bo BpeMsa KAMHMYECKMX WUCMbITAHUA MMMNaHTaTa MHbEKUMOHHOTO «Pagnec» (Radiesse) (6e3
NMpoKanHa) cooblanoch o0 cnefyowmnx HebnaronpuaTHbIX CO6bITUAX: 3KXMMO3,{0TeK, apuTeMa,
y3enku, 60nb, 3y, 60/Me3HEHHOE olyuleHue,-€nabocTb, OHEMeHWe, HapyLUeHue KOHTYypa,
NpuUNyxnocTu, pasjpaxeHue, cbiNb, 3abuBaHue Urnbl, 06ecLBeYNBAHUE KOXW, YNIOTHEHUS,
ronosHas 60Mb,-06pasoBaHNe KOPKKU, CTAMMBaHME: KOXWN, BOCNANeHHbIe rnasa, TeMHble Kpyru nog
rnasamu, apo3us; NATHa, YyBCTBUTENbHOCTbL NO XO4Y HEPBOB, CYXOCTb, YYBCTBOXOKEHUSA, YYBCTBO
Tenna, pacTAXKW, nanysnbl, BHe3anHoe NOKPAcHeHMe nuua, Nuxopagka, rHoMHsbIA 0TUT, 3aKynopka
CMIIOHHbIX XXEJe3, CKIepo3npoBaHMe TKaHen,-NoTepsa cayxa u 0TeYHOCTb.

B npouecce -nocTperncTpayMoOHHOro MCAONb30BaHUA UMMNAHTaTa WHBEKLMOHHOro «Paanec»
(Radiesse)~- (6e3 nupokanMHa) 3aMKCUPOBaHbl cregylowmne HebJaronpuaTHbie COBbLITUSA.
Mockonbky cBegeHns 06 WX BO3HUKHOBEHWM cooblanucb noTpednTensMmu [OOPOBOSBHO
(BknOuYag [aHHble W3 nMTepaTypbl);(JHe Bcerga BO3MOXHO TOYHO OLEHUTb 4acToTy WX
BO3HUKHOBEHWS WUNW YCTAHOBUTb NMPUUYNHHYIO CBA3b C BBEEHWEM WUMMNAHTaTa MHbEKLUOHHOIO
«Paguec» (Radiesse) (6e3 nnpokanHa). bblio peleHo BKAKUYNTL CEAYHOLW e AB/IEHUS, YUNTbIBAS
nX (Cepbe3HOCTb, YacTOTYy COOOLIEHMS O HUX WAU UX MNOTEHUUANTbHYIO MPUUYMHHYIO CBA3b C
BBEEHMEM MMMNNaHTaTa WMHbEKUMOHHOro «Paguec» (Radiesse)-(6e3 nupaokamHa): MHMeKLns
(BkMtovas obpasoBaHuMe OMONAEHKKW), (nNermMoHa, MMNETUro;. yTpaTa asddekTa, CMelieHue
NPoAyKTa, anfepruyeckas peakuus, aHaunakcus, KpanuBHULA, CbiMb, 3y, YPTUKapHas ChbiMb,
aHTMOHEBPOTMYECKMNI OTEK, BOCMaseHMe, HEKpPO3, rpaHyfnema, y3enku, 3aTBepAeHue, 3puTema,
M3MEHeHUe LBeTa KOXW (BKAWOYAA TUNO- W TUNEepnUrMeHTauuio), HeyLOBMEeTBOPEHHOCTb.



nycTynbl, 61eHOCTb KOXW, BblMafieHne BONOC, NapecTe3ns, onyLeHue Beka, 601b (BKNtouas 60b
npun XeBaHWW), ronoBHas 601b, NPUNYXN0CTb, aCUMMeTpUA, abeuecc, repnetTuyeckas UHMeKLmns
(Bkntoyas nNpoCTOi reprec M onofAcbiBalOLWMIA repnec), rematoma, no6nefHeHue; . Ny3bipu,
rO/N0BOKPYXXEHUE, ManspHble OTeKW, rpunnonofobHbie cMMNTOMBI, cuHApom [uileka-Bappe,
TaxXMMHO3, MWeMUYecKas peakuus, nuMmdougHas runepnnasus, 3akynopka uM@arnyeckux
MPOTOKOB,  TOLWHOTA, nepuKapauT, pyb6ueBaHue, YYBCTBUTE/IbHOCTb K  xonogy,
OKKN03MA/3aKynopka cocyoB, COCYAUCTbIe HapyLeHNUsa, UWemMus rnasa, 4BoeHue, HapylleHune
3peHus/cnenoTta, napanny mblwl, Nuua, napanuy benna, o6Mopok, nNpobseMbl, C XXeBaHUEM,
N3bA3BMIEHNE, KUCTA B MeCTe WHBEKLMUM, OWylLleHWe Tenna B MeCTe WUHbeKLWU, obocTpeHue
CYyLecTBYyOWMNX 3a60n1eBaHWiA, BbICTYMaHWe NOBEPXHOCTHbIX BEH, BACKY/UT, [TOpaXeHUe Hepsa,
CAaB/vBaHWe HepBa, KcaHTefnasMa, TpPeBOra, paspbiB TKaHel, nypnypa, KaiabLUWHO3, NTOMKOCTb
Kanunnspos, KOHTaKTHbIA gepMaTuT, 3aTpy4HEHHOe rfnoTaHue, ofbllKa, 60fb B ywax, 60nb B
rnasax, HapyweHue (yHKUWA Beka, rMNocTe3ns, NOBPeXAeHWe HepBa, BE3WKYNbl, HapylleHue
(YHKLWIA Ty6, A3BEHHbIA CTOMATUT, MblUEYHbIE CYAOPOrU, 3a/10XKEHHOCTb-HOCA, PUHOGDAPUHTUT,
HoBOOOpa3oBaHUA, pUHopes, OTCN0eHNEe/POrOBOro CNOS aNuAepMuca, TPewuHbI, paHbl, YNXaHue,
3y6Has 60/b, pBOTA.

MayMeHTbl C 0COGBLIMW 3ITHUYECKUMU XapaKTepuCcTUKaMK, HanpuMep, nauueHTbl a3nmaTcKoro
MPOUCXOX/AEHUSA, AONXKHbI 3HaTb 0 -60/1€e BbICOKOM PUCKE TKAHEBbIX peakuuil, a WMeHHO
BOCMaNUTENbHbIX peakLmi, HapyLeHKnit NUTMeHTaLMI, MoCTBOCMANNTENbHOM
runepnurMeHTaLmnmn, pybuesaHnsa 1 o6pasoBaHnsa KeNOULOB NOC/e MOPaXEHUSN KOXN.

Coobuanocb 0 CNeayoWwnx nevyebHbIX mMepax: npuMeHeHne aHTUOMOTUKOB,
NpPOTUBOBOCNANNTENbHBIX  CPEACTB, KOPTUKOCTEPOMAOB, @HTMIMCTAMWHHBLIX MpenapaTos,
06e3601MBalOLLMX MNpenapaToB;, Maccaxa, TenablX KOMMNPecCOB, 3KCLW3UMW, LPEHUPOBAHUA U
XUPYPruyeckoro BMeLlaTe/ibeTBa. 3T1a UHOOPMALMA He ABNAETCA MeAULMHCKON KOHCYNbTaluen,
pekoMmeHfaumein o cnocobax\ycTpaHeHUs HebnaronpuATHbIX. COOLITUIA UKW MUCYEPNbIBAKOLL UM
nepevyHemM BO3MOXHbIX JledebHbIX Mep. Bpauu [omkHBF OUEHWBATb KaxXAblii cnyvain B
WHAMBUAYANbHOM NOPSAKE M, UCXOAN U3 CBOEr0 NPOecCnOHan5HOro onbiTa, OnpeaensaTh; Kakue
MeTOoAbl nevyeHnsa (ecnum OHWU TpebytoTcA) LenecoobpasHbl 4158 UX NALUEHTOB.

OBCTOATENDBCTBA, MPN KOTOPbEX MAUVEHT AOJDKEH
MPOKOHCY/IbTURPOBATHLCA C MEANUNHCKWM PABOTHUNKOM

Mpn BO3HWUKHOBEHWUM HEGNAronpuaTHbIX CO6bITUIAYKa3aHHbIX B pasgene «He6narenpusaTHble
CO6bLITUA», CNIEAYET-MPOKOHCYNbTUPOBATLCA C BPAUYOM.

CBEAEHWNA O METOAAX, CTIOMOLWbHOKOTOPbIX BOSMOXHQ OMPEAEMTNTDb
MONOXEHVNE MUMMNNAHTATA

Busyanusauus, -MeamuMHCKOro un3genus im ¢vivo BO3MOXHa nocpegctBom MPT  u/unu
YyNbTPa3ByKOBOW ANArHOCTUKMU.

MHANBUAYANN3ALUNA MPOLUEAYPRBI

Mepen npoueaypoil cnefyeT OLEHUTb ~HanuuMe nokKasaHWin pfna ee =nposejeHus. Wcxop
npoueaypsbi.3aBMCUT M OT nauueHTa. B./HEKOTOPLIX CAy4vyasx — B 3aBUCMMOCTM OT pasmepa
fedekTasu, NOoTpeOHOCTEN MauuMeHTa -~ MOTyT NoTpeboBaTbCA AOMOAHWTENbHbIE MPOLEAYPbI
MpoBedeHue AOMNONHUTENbHbLIX WHBEKLWIA AONYCTUMO TOMbKO MO /MUCTEYEeHUN AO0CTAaTOUYHOrO
nepuoga BpeMeHW, HeE06X0AMMOro AAs) OLEeHKW COCTOSHMS nauueHTa. MOBTOPHYH WHBLEKLMWIO
cneflyeT BbIMOMHATL He paHee, YeM Yepe3 CeMb fHell nocne npefblayuieli npoueaypsl.

YKA3AHWVA MO NMPUMEHEHWIO

OBbWME YKASAHWNA

[na npoueaypbl YPECKOXHON MHBEKLMN HEOOXOAMMO MCMNOMb30BaTh CTEPUNbHbIE UMbl 27G
TW (0,4 X20 mMm) ¢ pasbemoM Jlyep/Jlyep-J10K, BXoAsULMe B KOMMAEKT, CO WNPULOM 06bEMOM
1,5 mn.



1. MoAaroToBbTE MaLMeHTa K YPECKOXHOW MHBEKLMM C UCMONb30BaHMEM CTaHLapTHbIX (METOL0B
acenTWKMW M aHTUCENTUKW. MeCTO MHbBEKUWWU cnegyetT MOMETUTb C MOMOLLbK XUPYPEWYECKOro
mMapkepa v o6paboTaTb HEO6XOAMMbIM aHTUCENTUKOM.

2. TTOATOTOBbTE WNPULLI U UMbl Nepes YPECKOXKHOW MHbeKUMEN. JNs KaX40ro WhipuLa MOXHO
MCNONb30BaTb HOBY WUIAY, NGO OAHY W Ty XK€ UTNYy MOXHO NPUCOEANHATL K KaXXAOMY HOBOMY
Wnpuyy ANs OAHOTO U TOTO Xe NauueHTa.

3. VI3BNnekuTe M3 KapTOHHOW YMakKoBKWM NakeT W3 (onbru. MNMpu HEO6X0AMMOCTM NaKeT MOXHO
BCKPbITb M MOMECTUTb LWMNPUL, B CTEpUbHOE MNone. BHYTPU ynakoBKW U3-H0oNbIM 06bIYHO
HaxoAMTcCs He6ONbLWIOe KOAMYECTBO Bnaru AAs Leneit cTepunnsayun, He sBASETCA MPU3HAKOM
NOBPE>KEHNs npoAyKTa.

4. CHAMUTE UNN CKPYTUTE YNAKOBKY WIbl, 4T06bl 0CBOGOANTL FONOBKY WUTfibl.

5. CHUMUTe Konnayok Jlyep-JIoK ¢ AMCTafibHOr0 KoHUa Wnpuua nepeg mpucoesnHeHeM Urnbl.
Mocne 3ToOro WNpUL MOXHO HakpyTUTh) Ha pasbeM Jlyep-J/1oK Ha miae, u3berag npu 3Tom
3arpsA3HeHns Urabl. Y TUAM3UpPYiATe ynakoBKy urabl. Mrna fo/mkHa ObiTb NMPOYHO 3aKpenseHa
Ha wWnpuue W 3ano/ilHeHa WMNAQHTATOM WHBEKUMOHHBLIM ~«Paauec» (Radiessc) ¢
NNAOKANHOM. WN3nuweK vMnnaHTata Ha MOBEPXHOCTU pa3beMoB~Jlyep-JIOK HYXHO ypaanatb
cTepunbHoli  candeTkoil. MepaneHHo HagaBuTe Ha nopweHb.) Wnpuua A0 MOABNEHUA
UMNIAHTUPYEMOrO MaTepuana Ha=KOHYUKe Urnbl. Ecnum Habnogaescs yTeuka M3 pasbema Jlyep-
J10K, MOXeT BO3HUKHYTb HEOOXOAUMOCTb 60Jiee NAOTHOMO 3aTALMBAHWUA UTNbl AN CHATUA UTb
M OYMCTKM MOBEPXHOCTEN pasbema Jlyep-JIok. B upe3BblvaHbIX Cy4vasX MOXeT noTpeboBaTbCs
3aMeHa u wnpuua, u Urnbl.

6. OnpegennTe HayanbHOe MECTO BBeAeHWS MMNMaHTaTa. HbeKUUU B py6LOBYIO U XPSALLIEBYIO
TKaHb MOTYT GblTb 3aTPYAHEHbl WX HEBO3MOXHbI. MpuMepamu py6bLOBOA TKaHU Ha nuLe
SBNAKOTCA: WPaMbl OT YFPEBON CbINW Ha NKLE, WPaMbl OT '0KOF0B, YKYCOB C06aK, HECYACTHbIX
cnyyaeB uauW onepayuid.” Mpumepom XpsleBOol TKaHW Ha /NMue SBASeTCS  BUCOYHO-
HVKHEYENCTHON cycTaB:“T1pyn BBOAE UI/bl M36eraiiTe MPoKanbiBaHWSA TaKUX TUMOB TKaHEN.

MPNMMEYAHWME: 3anpeliaeTca NpoBOAUTb MHBEKLN B KPOBEHOCHbLIE COCYAbl:

7. TnybuHa WMHBEKUWW M KONMYECTBO BBOAMMOrO “MaTepuana 3aBUCAT OT MecTa M pasmepa
BOCCTAHOBMEHMA WM ayrmeHTauun. MWmnnaHTaT 'MHBbEKUMOHHbI «Pagnec», (Radiesse) c¢
NNAOKaMHOM cnefgyeT BBOAUTb AOCTATOYHO rAy6oKo, 4ToObl NpefoTBpaTUTHY, o6pasoBaHue
Y3€e/1KOB Ha MOBEPXHOCTM KOXU M ULWIEMUIO BbILWEAEXKALLNX TKaHEe.

8. HE BBOOWTE N3BEbITOYHOE KOJIMYECTBO U3AE/NTNA B MECTO BBEAEHWA.
MpumeHANTe /“RONPaBOYHbLIN  Ko3uumeHt.) 1:1. B TeyeHMe WHBEKUUMA NepuognUyecKu
pasrfnaxuaiite AW MaccupyiiTe BBeAeHHblA=MaTepnan, YTobbl NOAYUYUTb CLAQXKEHHbIA KOHTYP.
MakcumanbHasa pekomeHayeMmas rogosas go3a nMmniaHTata MHbeKLMOHHOO-«Pagunec» (Radiesse)
C MMA0KaNHOM COCTaBNAET 10 M.

[lo3a MOXET BapbMpoBaTbCs MAM OblTh “yBeNMYeHa B 3aBMCMMOCTU/\OT MOKasaHWI, TKaHeM,
BO3pacTa, rNMy6uHbl BBEAEHUSA U TEXHUKM MMNNAHTaLNN.

9. EcAu-fpn HaaTWn Ha NOpPLWEHb ollyllaeTcs 3HaYNTENbHOE CONPOTUBAEHUE, ANA 06/EerYeHus
BBEAEHNA MaTepuana MOXHO HEMHOFO NepeMecTUTb UrNy. Ecnv 3HaUMTeNbHOE CONPOTUB/EHNE
BCE(EUle ol yLLaeTcsl, HE06X0AMMO-NIONHOCTbIO U3BMEUYL UTNY W3 MecTa MHBEKLMM U MOBTOPUTb
nonbiTKy B Apyrom MecTe. EcAW) npofonkaeT owyuliaTbCs 3HAYNTENbHOE COMPOTUB/EHME,
nonpo6yiiTe 3aMeHUTb UrNy. EGAW. MaTepuan BBECTU He YAAeTCH;3aMeHUTe WNPUL, U UTY.

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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MMNNaHTaTa, U MefseHHO BBOAUTE MaTepuan, BbITATMBas WAy W pa3Melias HUTb MaTepnana B
HY>XHOM MecTe. MpogomkainTe pasMmewiaTb AONONHUTENbHbIE HATWM MaTepuana, noka He 6ypeT
AOCTUTHYT Xenaemblii YpOBEHb ayrMeHTauMn. HUTb MUMNNAHTUPYEMOro MaTepuana AoaxHa 6biTb
MONHOCTbI OKPYXXeHa MATKMMW TKaHsiMW, 6e3 rnobynspHbiX OTNOXeHWA. O6nacTb/ UHBHEKLMUM
MOXHO MaccupoBaTb Mo Mepe HEOOGXOAMMOCTU ANS AOCTUMXKEHUS PaBHOMEPHOTO pachnpeaeneHuns
MMnnaHTara.

NMPOUEAOYPA B OBNNACTU NNUA

1. BBeguTe WUray B KOXY Cpe3oM BHWU3 nog yraom npubnusutensHo 30°) Wrna pfomkHa
NPOCKONb3HYTb B rNy60KMe C/IOU AepMbl 0 TOUKKU, B KOTOPOW Bbl XOTUTE HayaTh UHbEKLUIO. OHa
[0MKHAa Nerko NanbnupoBaTbCcs CBO6OAHON PYKOIA.

2. OkasblBaliTe Ha MOpLIEHb MeAsIeHHOE #I0CTOSHHOE pPaBHOMEPHOE [aBfAEHWe ANs BBeAEHWUS
MMMNaHTaTa, OfJHOBPEMEHHO BbITATMBAA ULNY. DTO NO3BONNUT OCTaBUTb TOHKYHO OANHOUYHYIO HUTb
Matepuana. HuUTb UMNNaHTUPYEMOTO mMaTepuana Ao/KHa GblTb NOMHOCTHIO OKPYXXEHA MATKUMM
TKaHAMU 6€e3 rNoGYNSAPHbLIX OTNOXEHWIA/

3. OTAenbHble HUTU MMNNAHTUPYyeMOro-mMaTepuana cnegyeT pasmewatb napannensHo n 61KM3Ko
APYT K ApYyry, a Takxe cnosmu (ecii_BbINOHAETCS KOPPeKuus rnyboknx cknagok). Bo3moxxHo
pasMelleHne HUTel MepekpecTHbIMU-EN0AMKN B 60fiee rNy60KON “HAOCKOCTU ANA CTPYKTYPHO
NOAAEPXKN.

4. Tlocne MHbEKUMN pasrnafbTe=MecTa BBefeHUs yKa3aTeNbHbIM M 6onbWKUM nanbuamu, 4ToObI
nydule pacnpegennTtb MnaaHTaT B cay4vyae CbOpMI/IpOBaHI/Iﬂ HE3Ha4YNUTENbHbIX Y3€/1KOB MaTepuana.

KOHCYNbTUPOBAHWE MALUVEHTA

MauneHTa cneayeT yBeAOMUTh O MPaBULHOM YyXode nNocfie Npoueaypbl, KOTOPbIA MOXeET
BK/OYaTb CneAyloliMe pekomeHaauuu Ans o6ecneyeHUs HOPManbHOrO  3aKWBAEHUS 1
npeaynpexaeHuns 0CA0XKHEHWIA:

» CneayeT npuKnaabiBaTb X0NOAHbIE KOMMNPECCHl K MecTam BBEJEHWSA B TeueHue 24 yacoB nocne
npoueaypbi.

 Mocne npoueaypbl (HE06X0AUMO M36eraTb BO3AEHCTIBUA COMHEUYHOTO W3MyUYeHUs; “[0CeLLeHNS
CONAPUSA U CayHbl, a TakXe NPOBeLEHNS UHTEHCUBHBIX KOCMETUYECKMX Npoueayp Ans. nuua.

e Ecnv npv nanbmagum o6HapyXusatoTca y3enki,) TpebyeTcs OCTOPOXHO MacCUpoBaTb MecTa
BBEAEHUS.

* Heo6Xx0AMMO ‘06ecneunTs MUHUMYM ABUXEHWUNA NNLa B TEYUEHUE HEeLeNN: KaK MOXHO MEeHbLUe
pa3roBapuBaTh;-yNbl6aTbCH U CMEATHCS.

e [MaumeHTa cneqyeT yBeAOMUTb O TaKUX pacnpoCTpaHEHHbIX ABNEHUAX NOC/IE Npouenypbl, Kak
NPUNYXNOCTb'M OHeMeHue. TpunNyxnocTb 06bIYHO McYe3aeT B TeyeHue 7-10 ,U,HeVI, OAHAKO MOXET
COXPaHATLCA 1O HECKOJ/IbKNX HELOEND. OHemeHMe npoxoanT B TEYEHUE 4-6-Hepenb.

He ncnonbsyiiTe MeAnLMHCKOE U3aeNne, ECIM yNaKoBKa U (MAK) WNPAL/NOBPEXAEHbI UAN €CNn
KONMa4yoK LWNpuLa Uiy NoplleHs WNpula HaxoasaTcs He Ha MecTe.

Cofepxxumoe Lwnpuua npegHasHavyeHo TONMbKO ANA OAHOFO. MauueHTa, [ANA  OAHOW
npodesypbl U He [O/HKHO NOBTOPHO CTepunM30BaTbCA. [TOBTOPHOE MCNO/Ib30BaHME MOXKeT
HapyLnTb PYHKUMOHANbHbIE CBOWCTBA U34ennsa M (MNK) APUBECTU K HApPYLUEHUI0 ero
paboTbl. [MOBTOPHOE UCMO/Ib30BaHNE TaKXXe MOXET C034aThb-PUCK 3arpA3HeHNA N3genvs u
(W) NpuBECTM K MHPULNPOBAHUIO MaLMeHTa WUIN NEPeKPECTHOMY MEPEHOCY MHMeKL NN,
BK/lOYasA, NMOMUMO MpPOYEro, MNepeHoc MHMEKLMOHHbLIX 3a60MeBaHU U MNepPeHOC KpPOBU
MeXay nauneHTamun. Bce 3TO, B CBOK 04epefb, MOXeT MPUBECTU K NPUUYUHEHUIO Bpeja
34,0pOBbLIO, 3260/1€BAHMIO N CMEPTWN NaLMeHTa.



CTEPUNBHOCTDb

Wnpny Ans OAHOKPATHOrO MNPUMEHEHWs C NpeABapuUTeNbHO 3anOfIHEHHbIM WMMMANAHTATOM
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 MOATBEPXKAEHWUE COXPaHEHUS

CTEPUNBHOCTN MMNNaHTaTa.

n obecneymBaeT =/QOCTMXKEHMNE

YnakoBka 13 (*)Oﬂbrl/l obecneynsaet CTEPUNBHOCTb MEANLIMHCKOIO n3fenna BnaoTb 40 NCTEYEHNA

CpOKa rogHocTtwu.

Vrnbl cTepuin3oBaHbl 3STUIEHOKCUAOM.

TEXHNYECKUNME XAPAKTEPNCTUKW
Cneyngukauyms Ha nsgenne «MmnnaHTaT MHbEKLUMOHHbIA «Pagnec» (Radiesse) ¢ NMAOKaNHOM»

NcnbiTaHne/napameTp

MpoYHOCTL TepMOCNAaAHHOTO
cCoefluHeHNs naketa u3 onbru

[MaKeTbl K3
thonbrn/TepmocnasHHble
CoefMHEeHNS

HanonHeHue cpefoii

MapkupoBka

3HayveHue pH

MpoueHTHOE cofepXaHune cyxoro
BellecTBa

KoHUeHTpauuna nmgokanHa
rmgpoxnopuja

KoHueHTpauma 2,6-
anmMeTnnaHnauHa (2,6-AMA)

CTepunbHOETH

BakTepuafbHble 3HAOTOKCUHbI

OvHamunyeckas Ba3kocTb (T]) (npu
0,4Tu)

TaHrere-fenbta (npmn 0,6 T'y)
OKoHYaTenbHasa ynakoska/Bbinyck
cepun

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

MuHMUMaNbHas WNPUHA COEANHEHNS
0,64 cm, OTCYTCTBUE OTBEPCTUIA,
MyCTOT MW MOPLLUH, HAPYLIAOLLNX
LLe/IOCTHOCTb COeAUHEeHNs

O6bvem 1,5 mn; oTCcyTeTBME NYCTOT U
HEO4HOPOLHOCTM LBeTa

DTMKETKMN MPaBUALHO 1 Hagnexawlium
06pa3oM HaHeceHbl, 3TUKETKN YeTKue
1 pasbopuuBble

6,8-7,6

54,3%-58,3% (Mm/m)
0,20% -0540%

< 1,65 wi/mnH

CtepunabHoO
<.0;5-E3/mn

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

0,46-0,76

CooTBeTCTBYET

M osekynsapHasa macca rugpokcuanainTa kanbuma - 502 anbToHaE:
O6bem MMnnaHTaTa B KaXX4oM W npuue-oT 1,55 mn go 1,65 mn. A3Bnekaemblii 06beM-He MeHee

1,5 mn.
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NMnnaHTaT MHBbEKUMOHHBIA «Pagunec» (Radiesse) ¢ NMAOKaUHOM BbiNycKaeTcs B NpefBapyhTenbHO
3aMOfIHEHHOM WNpULe AN OAHOKPATHOrO NMPMMEHEHMUs, YNaKoBaHHOM B NakeT W3 (GOAbrn Ans
cTepunusaumy napom.

lMoBepXxHOCTM NakeTa U3 YOoNbIrN COEfMHEHDI C MOMOLLbIO TEPMUYECKOTO NnaBneHud. CoejuHeHne
Mo3BONAET NPENATCTBOBATH NPOHUKHOBEHUIO MUKPOOPTaHN3MOB B 3aJaHHbIX YCNOBNAX, KOTOPbIE
0XBaTblBAKOT MPOLECC CTepUIn3aLmmn, TPAHCNOPTUPOBAHMNE N XPaHEHUE.

LWunpnHa coefnuHeHuns - He MeHee 6,35 MMm.

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

C 26 anpena 2018 ropa wurnbl K-Pack /H., Needle BbinyuweHbl B obpallgHne Ha TeEppUTOPUM
Poccuiickoin ®egepauynmn (permctpaunoHHoe ygoctosepeHme Ne P3H 2018/7086).

Pasmepbl urn, noctaBaseMbiX € WMIANAHTAaTOM WHbLEKUMOHHbIM “«Pagnec» (Radiesse) ¢

ApTtukyn/ BHewHM BHYTpeHHU Yron 3aTouykiw dakTuyeckasa gnHa
pasmep, MM  AMaMeTp, MM (AnamMeTp, MM nrnel (a), ° TPYO6KN Urnbl, MM
KN2719-RBT/ 0,400-0,420 He meHee 0,241 12 20+1/-2
0,40 X 20 mMm (ANVHHBIACcpe3)

MEPEYEHb " OMMNCAHWME MATEPUANQOB, BCTYNMAKOLW X B
HEMOCPEACTBEHHbIV-UNV ONMOCPEAOBAHHbIAKOHTAKT C OPFTAH3MOM
UEJ/TOBEKA

MaTtepuanbl Wnpuua:

KoMmnoHeHT MaTtepuan MpAMON KeHTaKT
C UMNIAHTaTOM
Lnnnngp Conojumep LUKINYeCKoro oneunHa, npo3payHblii Ja
wnpuua Kpaeutensa HeTt
Konnavok CoRONMMeEp LMKINYECKOro onetuHa; Nonynpo3payvHsblii [a
wnpuua Kpacutensa Het
LTok MonnkapboHaT (10 % CcTeKNOHaMnONHEHHbI), 6Genoro HeT
iBe3a
Kpacutensa Het
MopLweHb KpeMHUnopraHn4yecknii Kayuyk [a
Kpacutenu:

0,25 % CUNOKCAHOBbIA MUEMEHT CUHErO LiBeTa
0,1 % CMNOKCaHOBbLIM NUEMEHT 6en0ro uBeLl

pafynpoBKa HaHeceHa uepHUnamwjHépHoro uBeT, ITW Type~P RNT. T[lorpelwHocTb
rpagywpoBKu AeneHunii wnpuya coctaensdeT £ 0,025 mn.

MaTepuanbl Urnbl:

KQOMMOHEHT uUrnobl MaTepuan
TpybKa nrnl Hepxaetowasa ctanb X5CrNil8-10
ConoBKa urnbl MonunponuneH B COOTBETCTBUW CO cTaTbel 3.1.3 EBpoOneickoi

thapmakonen «MonunonepuHbl»



Cwmaska MonnagnmMeTUNCUNOKCAH B COOTBETCTBMM CO CcTaTbein(3.1.8.
EBponeiickoit hapmakonen «CUAMKOHOBOE Macno, NCMOoAb3yeMoe
B Ka4eCcTBe CMa3Ku»

Knesiwee Bew,ecTso ONOKCUAHbIW Knew

MpeaoxpaHUTeNbHbI MonunponuneH

KO/IMa4vyoK UT bl

MpenoxpaHnTeNbHbI A MonunponuneH

KO/INa4yoK ronoBKU Wbl

MepmeTnsMpytoLLas Camoknesiwasca 6ymara (KOHTPOb NePBOro BCKPLITUSA)
3TUKeTKa

rnbl He cofepXXaT KOMMOHEHTOB M3 HaTypPaAbHOro faTekca.

MaTepuanbl NepBUYHOI YNaKOBKM (MAKeT U3 Ponbrin):

KomnoHeHT Matepuan
e BHYTpeHHUIA ¢noii M3 HeOpPMEeHTUPOBAHHOFO-- nonunponuneHa (CPP)
ToNwuHol 80 MKM;ANA ob6ecrneyeHUs repMeTUYHOCTM YNakoBKM U COXpaHeHus
Maket M3  LeN0CTHOCTM TepMOCNasHHOro COeANHEHNS.
60nbru » CpegHuit cnoili m3 antoMUHUEBORN (oMb TONLWMHON 18 MKM Ans npugaHus
XEeCTKOCTU ¥ B/ KayecTBe 3alMTHOro 6apbepa ©FCcBeTa, BNaru u Kucnopoga.
e BHewHnin caon n3 nonuatuneHtepedtanata’/(M3T) TonwmHon 12 MKM gns
NPUMeHeHN BBIBOPOTHON Meyatu v AN NPUAAHNA BHELWHEro 671ecka nakeTy us

honbru.
Ha naketu3 ¢onbrn ¢ TpemMs roTOBbIMMW, T@PMOCNAAHHBIMWU WBAaMW HAHOCUTCS

Kpacka Ha OCHOBe MonunypeTaHa, uBeTa: 0eMblii n cMHUn (pantone 633).

MaTtepuanbl BTOPUYHOW YNaKoBKU (KapTOHHas KOPo6Ka):
KapToHHble KOpPOOKW. MN3roTOBMEHbl W3 LEeMbHOIO -YHCTOLLENNIION03HOTO KapTOHa - #3 6eneHoii

cynbthaTtHoW Lennoae3ssbl (SBS) TonwnHoin 0,018 groiima.

MaTepuanbl TPaHCMOPTHOWN YyNaKoBKKN (KapToHHash KOpo6Ka):
KapToHHasi KOPO6Ka U3roTOB/IEHA U3 KAPTOHA.

YCNoBNA TRAHCITOPTUPOBKW, XPAHEHWNA N TIPUMEHEHWNA

TpaHcnopTUPOBKa OCYLLECTBAAETCA N0 ObIMM BUAAMMN TPaHCMNOPTA.

MMnnaHTaTsUHBbEKLNOHHBIA «Pagnec» (Radiesse) ¢ nuaokanHoM crnefyer  TpaHCNOpTUPOBaTh,
XpaHUTb N“APNUMEHATL Npn Temnepatype=15°C-32 °C. lNpon3BognTens:MeaqULNHCKOTr0o U3genus
He NpeabsiBNAeT TpeboBaHMiA K aTMOCHEPHOMY AAB/IEHUIO.

He npuMeHATL MeSULMHCKOE N3fenne mocne UCTe4eHUA CpoKa rofgHoCTM.

CpoK FOBHOCTU YKa3aH Ha 3TUKeTKax ApOoAyKTa.

YTUAMNIALUNA

Ha depputopun Poccuiickoid Pefepauny WCNONb30BaAHHbIE WAKW—YACTUYHO WMCNOMNb30BAHHbIE
WAPYLBLI U UIAbl 1A WHBEKLWUIA QTHOCATCA K OMAacHbIM OUOMORUYECKMM OTXOAaM U NoAaexar
yTunmsaumm B  COOTBETCTBUU -C TpeboBaHuamu CaHlMuH" 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, O6I.Ll|eCTBeHHbIX
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NoMeLLeHNA, opraHusaumm " npoBefeHNto CaHUTAPHO-NPOTMBOANULEMUYECKINX
(NpohmnakTUYecknx) MeponpuaTUiA» KaK OTXO0Abl Knacca onacHocTu B. Heucnofb3oBaHHble
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 paspa6oTKa W APOM3BO/ACTBO 3TOr0
NPOAYKTa BbIMOMHANNCH C JONIKHOW OCTOPOXHOCTbIO.

STA FAPAHTUSA 3AMEHSIET U UCK/TIIOUYAET BCE APYTUE TAPAHTUW, MPAMO
HE YCTAHOB/IEHHBIE HACTOAWMUM [AOKYMEHTOM, MPAMBIE WU
MNOAPA3YMEBAEMBIE AEVNCTBYIOLLNM 3AKOHOAATENBCTBOM UMM UHBIM
OBPA3OM, BKJ/IFOYAHA, B TOM UWUCNE, JIOBbIE MOAPA3YMEBAEMbIE
FAPAHTUN TOAHOCTU K MPOAAXKE UMM MPUTOAHOCTU K KOHKPETHOM
LLESIN.

Wcnonb3oBaHue 1 XxpaHeHWe LaHHOIO NpoyKTa Hapady ¢ PakToOpaMu, CBA3AHHbLIMU C NaLUEHTOM,
ANArHo3oMm, Jfle4eHUeM, XUPYPFMYECKUMU npouefypamn =n) LPYTMMKW  acnekTamu, He
KOHTPONMpyeMbiMU KoMNaHuer «Mepy HopT Amepuka, VIHK», HenocpeACTBEHHO BAMUSIKOT Ha
n3fenue N Ha pesynbTaTtbl ero fApuMmeHeHus. Ob6a3aTenbcTBa kKoMnaHnun «Mepu, Hopt Amepuka,
VHK.» B paMmKax faHHOW rapaHTum orpaHuyunBaloTCca 3aMeHon nsgenua. KomnaHusa «Mepy Hopt
Amepuka, NHK.» He HeceT OTBETCTBEHHOCTM 32 MOOOYHbIE=MAN KOCBEHHbIE YObITKM, yulep6 nau
pacxofbl, NMPAMO WAM KOGCBEHHO CBA3aHHble C UCMNONb30BaHWEM fAaHHOro usgenud. KomnaHus
«Mepu HopT AMepuka, MHK:» He NPUHUMAET Ha Cebs W-HE AaeT MOSHOMOYUA APYTUM NnLam OT
NMeHN KoMnaHun «Mepl, HopT AmMepuka, VIHK.» NpuHAMaTb Ha cebd Kakme-nnbo WMHble nau
JOMONHUTENbHble 0643aT€/1bCTBA UM OTBETCTBEHHOCTb; CBA3aHHbIE C JAHHbLIM U3JeNEM.

N3rOTOBUTEb:
«Mepu HopT Amepnka, NHK.»
4133 Courtney Street, Suite 10, Franksville, W1 53126, CLUA

YMNONHOMOYEHHbIV NPEACTABUTEAb N3TOTOBUTENIA HATEPPUTOPUN
Pd:

OO6LLeCTBO C-QFpaHMYEHHON OTBETCTBEHHOCTHHO «Mepu Papma» (OO0 «Mepy dapmar)
125124, ropos MockBa, ynuua 3-a4 AMCKOL0 nonsd, 4om 2, Kopnyc 26, 3tax 2, nomeuieHne VI,
KomHaTa 29

Ten. +7(495) 653 8 555; 3n. nouta; info@merz.ru

OBO3HAYEHWA
N3roToBUTENb He cOLepXXMT HaTypasbHOIO
(( naTekca
Homep no katanory O6paTmTech K MHCTPYKLMK MO
REF MPUMEHEHMN IO
Homep cepum He ncnonb3oBatb npu
LOT NOBPEXAEHUN YNAKOBKMN
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Mcnonbsosatb go: MTrr-mMM 3anpeT Ha NOBTOpPHOE

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

RG] rennom

C€ Mapkuposka CE cornacHo
OvpekTtuse 93/42/EEC B
OTHOLIEHUN MeANLUHCKUNX
n3agennii. Mocne gaHHoW

MapKMpPOBKMW CnefyeT HOMEp
YNONHOMOYEHHOTO OpFaHa.

CocTaB MeAUUNHCKOTO M3aenus

ABTopckue npaea © 2024 Merz North America, Inc. Bce npaBsa 3awuuieHsl. MERZ
AESTHETICS n BELOTERO-gaBnat0TCcA 3aperncTpupoBaHHBIMY TOProBbLIMU MapkamMu Merz
Pharma GmbH & Co. KGaA-;RADIESSE - 3T0 3apeructpupoBaHHas Toproeas mapka Merz
North America, Inc.

1K00186-01/MFOHb2024
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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 geicraus: 400 py6. 00 kon

MOAMUCH MepboBad nevartb
HoTapuyca = MocCKBbI HoTapuyca/r. MoCKBbI
Bepemuit HO.U. Bepemuii HO..

oM. Bepemuli

Bcero npolyHypoBaHo, N UL EPOBAHO
W CKpenaAeHo nevaTblo 2°YwncT(-a,-0B).

Hotapuyc: noarmcb
Poccuitckaa ®epepauuns

Nopog MockBa
JBafuatb OATOro UIOHA 4Be ThiCAYN ABaRLAaTbL YETBEPTOro roja

A, Bepemuii HOnna WropeBHa, HoTapuyc ropoga MOCKBbI, CBWAETENbCTBYHD BEPHOCTH-KOMMMN C
NnpeacTaB/iEHHOT0 MHe A0KYMEHTA.

3aperucTpumpo 7/2194-H/77-2024-9-11Y

Ynnaue Horo geictaua: 3000 py6. 00 Kon.

FO.U. Bepe

Bcero npowH)i0©BaHO, MPOHYMEPOBAHO
nckpennNeo newatolo 29 nuct(-a,-0B).



