RADIESSE®

INJECTABLE IMPLANT
INSTRUCTIONS FOR USE

Injectable implant RADIESSE® in the following versions:
1. Injectable implant RADIESSE® contains:

* Injectable implant in a syringe, 1.5cc fill volume -1 pc.
 Sterile injection needles 27G x %” (0.4x20 mm) (MA # RZN 2018/7086) — 2 pc.
« Instruction for Use — 1 pc.

2. Injectable implant RADIESSE® contains:

* Injectable implant in a syringe, 3.0cc fill volume - 1 pc.
< Sterile injection needles 25G x 1” (0.5x25 mm) (MA # RZN 2018/7086) — 2 pc.
¢ Instructions for Use — 1 pc.

DESCRIPTION

RADIESSE? injectable implant is a steam sterilized, latex-free, non-pyrogenic, semi-solid, cohesive completely
bio-degradable deep and sub-dermal implant. The principal component is synthetic calcium hydroxylapatite,
a biomaterial with over twenty years of use in orthopedics, neurosurgery, dentistry, otolaryngology and
ophthalmology. Calcium hydroxylapatite is the primary mineral constituent of bone and teeth. The semi-solid
nature of the implant is created by suspending calcium hydroxylapatite in a gel carrier that consists primarily
of water (sterile water for injection USP) and glycerin (USP). The gel structure is formed by the addition of a
small amount of sodium carboxymethylcellulose (USP). The gel is dissipated in vivo and replaced with soft
tissue growth, while the calcium hydroxylapatite remains at the site of injection. The result is long-term yet
non-permanent restoration and augmentation.

RADIESSE? injectable implants have a particle size range of 25-45 microns and can be injected with a
25 gauge outer diameter (O.D.) to 27 gauge inner diameter (1.D.) or larger needle with a standard Luer fitting.
Use of needles smaller than 27 gauge I.D. may increase the incidence of needle occlusion.

INTENDED USE/INDICATIONS

RADIESSE?® injectable implant is indicated for plastic and reconstructive surgery, including deep dermal and
sub-dermal soft tissue augmentation of the facial area.

CONTRAINDICATIONS

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

. RADIESSE® injectable implant is contraindicated in patients with known hypersensitivity to any of the
components.

. RADIESSE® injectable implant is contraindicated in patients prone to developing inflammatory skin
conditions or those patients with a tendency for developing hypertropic scars.

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

. RADIESSE® injectable implant is contraindicated in the presence of foreign bodies such as liquid silicone
or other particulate materials.

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

. RADIESSE® injectable implant should not be used in patients with systemic disorders which cause poor
wound healing or will lead to tissue deterioration over the implant.

. RADIESSE® injectable implant is contraindicated for patients with bleeding disorders.

WARNINGS

. Introduction of RADIESSE® 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 RADIESSE®
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 health care practitioner specialist should an intravascular injection occur.
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Implant should not be injected into organs or other structures that could be damaged by a space
occupying implant.

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.

In the event of a hypersensitivity or allergic reaction, a significant inflammation or infection may occur
requiring the removal of the implant.

Some 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 that 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 effectiveness during pregnancy or in lactating females has not been established.

The safety and efficacy of RADIESSE® injectable implant for use in the lip mucosa has not been established.

PRECAUTIONS

In order to minimize the risks of potential complications, RADIESSE® should only be used by health care
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.

RADIESSE?® 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.

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®
injectable implant can be easily added in subsequent injections, but cannot be easily removed.

The RADIESSE® injectable implant injection procedure, like similar injection procedures, has small
but inherent risks of infection and/or bleeding. The patient may experience slight discomfort during
and following the procedure. Therefore, anesthetic techniques common with this treatment should
be considered. The usual precautions associated with percutaneous injection procedures should be
followed to prevent infection.

Do not re-sterilize. RADIESSE?® 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 reshield used needles. Recapping by hand is a hazardous practice and should be avoided.

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

If laser treatment, chemical peeling, or any other procedure based on active dermal response is
considered after treatment with RADIESSE® injectable implant, there is a possible risk of eliciting
an inflammatory reaction at the implant site. This also applies if RADIESSE® injectable implant is
administered before the skin has healed completely after such a procedure.

Injection of RADIESSE?® into patients with a history of previous herpetic eruption may be associated with
reactivation of the herpes.

Safety of RADIESSE® injectable implant beyond 3 years has not been investigated in clinical trials.



ADVERSE EVENTS

Adverse events seen in a clinical trial with RADIESSE® injectable implant were generally expected, mild in
nature, and short in duration. In a multi-center, randomized, controlled trial for the treatment of nasolabial folds
by subdermal injection, one fold was injected with the RADIESSE® injectable implant and the other fold was
injected with a commercially available collagen dermal implant. The most common adverse events reported
were redness, swelling and bruising. There was no significant difference in adverse event rates between
the nasolabial folds injected with RADIESSE® and those injected with collagen dermal filler. Needle jams
occurred during RADIESSE?® injections in one (1/117, 0.9%) subjects. In all cases, the needle was replaced
and the RADIESSE?® injections were completed without further sequelae. There were no reported vascular
compromises that occurred in nasolabial folds injected with RADIESSE® or the collagen dermal filler.

The following adverse events were reported during clinical trials performed with the RADIESSE® injectable
implant: ecchymosis, edema, erythema, granuloma, nodule, pain, pruritus, soreness, tenderness, numbness,
contour irregularity, lumps, rash, discoloration, hardness, headache, scab, tightness, abrasion, burning
sensation, papule/pustule, fever, firmness, hearing loss, swelling, nausea.

POST MARKET SURVEILLANCE

The following adverse events have been identified during post-approval use of RADIESSE®. Because they
are reported voluntarily from a population of uncertain size, it is not always possible to reliably estimate their
frequency or establish a causal relationship to RADIESSE®. These events have been chosen for inclusion due
to a combination of their seriousness, frequency of reporting, or potential causal connection to RADIESSE®:
infection, cellulitis, impetigo, loss of effect, product displacement/migration, allergic reaction, anaphylaxis,
hives, rash, pruritus, urticaria, angioedema, inflammation, necrosis, granuloma, nodules, induration, erythema,
skin discoloration, pustule, skin pallor, hair loss, paresthesia, ptosis, 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, nausea, pericarditis, scarring, sensitivity to cold, vascular occlusion/obstruction, vascular
compromise, ocular ischemia, diplopia, visual impairment/blindness, facial muscle paralysis, Bell's palsy.

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.

INDIVIDUALIZATION OF TREATMENT

Before treatment, the patient’s suitability for the treatment and the patient’s need for pain relief should be
assessed. The outcome of treatment will vary between 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
The following is required for the percutaneous injection procedure:
. RADIESSE® injectable implant syringe(s)

. Appropriate size needle(s) with Luer lock fittings. The preferred size is a 25 gauge outer diameter (O.D.)
to 27 gauge inner diameter (1.D.) or larger needle with a standard Luer fitting. Use of needles smaller in
diameter than 27 gauge I.D. may increase the incidence of needle occlusion.

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. Local or topical anesthesia at
the injection site or sedation should be used at the discretion of the physician. After anesthetizing the site,
apply ice to the area to decrease local swelling/distention.

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 not an indication of a defective product.

4. Peel or twist apart the needle packaging to expose the hub. For use of needles other than the needle(s)
provided with this package, follow the directions provided with the needle(s).

5. Remove the Luer 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. The needle must be tightened securely to
the syringe and primed with RADIESSE?® 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 of the needle. If leakage is noted at the Luer fitting, it may be
necessary to remove the needle and clean the surfaces of the Luer fitting or, in extreme cases, replace
both the syringe and the needle.
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6. Locate the initial site for the implant. Scar tissue and cartilage may be difficult or impossible to inject.
Avoid, if at all possible, passing through these tissue types when advancing the injection needle.

NOTE: Do not inject 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® injectable implant should be injected sufficiently deep so as 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.

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 into the deep dermis to the starting location. [Refer to additional instructions, below,
for augmentation of specific facial areas.] 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 material in the desired
location. Continue placing additional lines of material until the desired level of augmentation is achieved.

AUGMENTATION OF CHEEKS, CHIN, FACE OR CORNER OF THE MOUTH

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 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.

5. Injection can be made in the subcutaneous tissue or muscle, but not adjacent to bone or in the epidermis.

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 ice or cool compresses to areas of injection for approximately 24 hours.

. Avoid the sun, tanning (ultraviolet) lights, sauna and intense facial treatments postoperatively.

. Massage area if palpable nodules become present.

. Promote facial rest for one week by encouraging patients to limit talking, smiling and laughing.

. Inform patient that postoperative swelling and numbness is common. Swelling will usually resolve within
7 to 10 days, but may persist for several weeks. Numbness should resolve within 4 to 6 weeks.

HOW SUPPLIED

RADIESSE® injectable implant is provided sterile and non-pyrogenic in a syringe packaged in a foil pouch and
boxed for convenient storage. Each unit consists of one pre-filled syringe containing RADIESSE® injectable
implant and 25 ga O.D. to 27 ga |.D. needle(s). The degree of accuracy of syringe graduations is +0.025¢cc for
the 1.5cc volume. The degree of accuracy of syringe gradations is +0.05cc for the 3.0cc volume. 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 blood transfer
between patients. All which, in turn, may lead to patient injury, iliness or death.

STORAGE

Packaged RADIESSE® injectable implant should be stored at a controlled room temperature between 15°C
and 32°C (59°F and 90°F). Do not use if the expiration date has been exceeded. The expiration date is printed
on the product labels.

DISPOSAL

Used and partially used syringes and injection needles could be biohazardous and should be handled and
disposed of in accordance with facility medical practices and local, state or federal regulations.



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.

Merz North America Inc. as a manufacturer of the medical device ‘Injectable implant RADIESSE® guarantees
the compliance of the product with all parameters and properties specified in this document, subject to the
conditions of transportation, storage, and use in accordance with the instructions for use for two years.

wl

Merz North America, Inc

4133 Courtney St., Suite 10
Franksville, WI 53126 USA
Telephone: 844.469.6379

E-Mail: mymerzsolutions@merz.com

© 2022 Merz North America, Inc.
RADIESSE® is a registered trademark of Merz North America, Inc. The Merz logo is a trademark of Merz
Pharma GmbH & Co. KGaA.

Distributed By:

Authorized Representative in RF
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tel. +7 (495) 653 8555; www.merz.ru

SYMBOLS USED IN LABELING

M Manufacturer g Use-by date
Batch code Catalogue number
Sterile. Sterile
“ ﬁs::hzed using steam or dry E Sterilized using ethylene oxide.

Single use only.

Do not resterilize.
Do not re-use.

Do not use if package is

Not Made with Natural Rubber Latex.
damaged.

Caution
Indicates the need for the user
to consult Instructions for Use.

L 9@

Needle

> ® ®

Temperature limit.

The temperature limits to which the
J/mj P medical device can be safely exposed

15°C (59°F) is in the range from 15°C to 32°C, the

upper and lower limits are indicated

accordingly by numbers (59-90°F).
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RADIESSE®

WHBLEKLUUOHHbIA UMMNIAHTAT
MHCTPYKLUA NO NPUMEHEHUIO

WHbekumoHHbIM umnnaHTat RADIESSE® B cnepaytowmx hopmMax Bbinycka:
1. UHbeKumnoHHbI umnnantat RADIESSE® cogepxut:

¢ WHBbEeKUMOHHbIW MMNMAHTAT B WNpULIe, HOMUHaNbHLIA 06beM 1,5 Ky6. cM — 1 WT.
¢ CrepunbHbie UMbl ANA UHbeKuM, 0,4 x 20 mm (27G x 3/4 proima) (PY Ne P3H 2018/7086) — 2 wr.
¢ WHCTpyKums no npumeHeHunro — 1 wr.

2. WHbeKUMoHHbIN umnnaHtat RADIESSE® copepxXuT:

¢ WHBEKUMOHHbIN UMNNaHTaT B WNpULIE, HOMUHaNbHbIA 06beM 3,0 Ky6. cM — 1 WT.
¢ CTepunbHble UMb ANA UHBbeKuUK, 0,5 x 25 mm (25G x 1 aroim) (PY Ne P3H 2018/7086) — 2 wi.
*  WHCTPYKUMS NO NpuMeHeHUto — 1 W.

OMUCAHUE

WHbekunoHHbIN  uMnnanTat RADIESSE® — cTepunu3oBaHHbIi MapoM, HE COAepXalyuin naTtekca,
anuporeHHbIn, MNOMyTBepAblil, KOTre3WOHHbIN, MOMHOCTbIO  Guonormyeckn gerpagvpyembiii  rmy6Gokuii
AepmarnbHbiii 1 cybaepmanbHbii  unnep. Ero OCHOBHbIM KOMMOHEHTOM SIBMSETCS  CUHTETUYECKWiA
rMapokcuanatuT kanbums, ©Guomatepuan, yxe 6Oonee pgABaguatv NeT NpUMEHsieMbli B opToneauu,
HeipoX1pypruu, CToMaTonorMu, oTonapuHronoru 1 odransmonornn. MapokcuanaTut kanbumus sensetcs
OCHOBHbIM MUHEparnbHLIM KOMMOHEHTOM KOCTHOW TkaHu W TkaHu 3y6oB. [lonyTeepgoe cocTosHME
vMnnaHTaTa JOCTUraeTcs CycrneH3npoBaHWeM rnapokcuanaTtuTta KanbLys B renesom HocuTene, CocTosLeM,
B OCHOBHOM, U3 BOfAbl (CTEpUnbHON BoAbl ANs nHbekunii (USP)) u rnuueputa (USP). Menesasi cTpykTypa
hopmupyeTcs nytem aobasneHvsi HebGonbluoro KonmyecTBa kapBokcumeTunuenmionossl Hatpus (USP).
lenb paccacbiBaeTcs in Vivo 1 3aMeLLiaeTcsi pacTyLLMMU MSTKUMU TKaHsMU, B TO BpeMs Kak ruapokcuanatut
KanbLys 0CTaeTcsi B MecTe MHbekuun. B pesynbrate gocTuraeTcs AONTOBPEMEHHOE, XOTS U He MOCTOsIHHOe
BOCCTaHOBIIEHNE U ayrMeHTaLus.

WHbekumoHHble nmnnaHtatel RADIESSE® umetot pasmep Yactvy B AvanasoHe 25-45 MKM U BBOASTCS C
MOMOLLbIO UMbl kanubpom oT 25G no BHelHeMy AnameTpy 4o 27G no BHYTPEHHeMY AnameTpy unu 6onblue
CO CTaHAapTHbIM pasbemom Jlioapa. Ucnonb3oBaHue vMrn Kanubpom MeHble 27G No BHYTPeHHeMy
AnameTpy MOXeT yBeNnMuMBaTh BEPOATHOCTL 3aKyMOPKU UMMbI.

HA3HAYEHUE U NOKA3AHUA K NPUMEHEHUIO

WHbekumoHHbi  umnnantat RADIESSE® npepHasHayeH Ans MNacTUMECKOrO W PEKOHCTPYKTUBHOMO
BMellaTenbCcTBa, BKIoYas rmybokylo AepmanbHylo v cybaepmarbHylo ayrMeHTauuio MSrkux TKaHen B
obnacTu nuua.

NPOTUBOMOKA3AHUA

. MHbekumoHHbIn nvnnaHtat RADIESSE® npoTuBonokasaH npu Hanmmuunuy ocTpbIX W (MnK) XPOHUYECKUX
BOCNaneHuin 6o MHMEKLIMOHHOTO o4ara B MecTe NpoBefeHNs NpoLeaypbl.

. MHbekumoHHbIn umnnantat RADIESSE® npoTvBonokasaH nauuMeHTam C runepyyBCTBUTENBHOCTBIO K
nto6oMy 13 KOMMOHEHTOB npenapara.

. MHbekumoHHbIn umnnantat RADIESSE® npotBonokasaH nauueHTam, CKIOHHBIM K BOCNanuTenbHbIM
peakLyWsiM KOXW, U naumeHTaM ¢ TEeHAEHUVER K runeptpoduyeckum pybuam.

*  He BBoauTe npenapar B 3NWAEPMUC U HE UCTONb3YNTe B KAaYeCTBe 3aMeHWUTENst Koxu. MMnnaHtauus
B 9NMOEPMUC WIK MOBEPXHOCTHbIE CMOM [AEpMbl MOXET MPUBECTU K OCIOXHEHWsIM, Hanpumep
o6pa3oBaHuio PUCTYI, UHPEKLMSIM, IKCTPY3UAM, (DOPMUPOBAHMIO Y3MOB U UHAYPALINA.

. WHbekuMoHHbIn umnnaHtatr RADIESSE® He npegHasHadeH ANS NPUMEHEHUSt C LeNbio KOppeKkumu
rnmabennsapHbIX cknagok. MHbekumy B rnabennspHo o6nactvi ConpoBOXAa0TCSA NOBbILLIEHHON YacTOTON
nokanbHoro Hekpo3sa. OCMoXHeHUs, CBS3aHHbIe C APYTMMU MHBEKLUMOHHBIMI NpenapaTamu, ykasbiBatoT,
YTO MHTEHCVBHbIE MHBEKLMW B MOBEPXHOCTHbIE AepmanbHble cocyapl rnabennspHoit obnact MoryT
BbI3BaTb PETPOrpajHoe MnepeMelleHne BellecTBa B apTepun CeTyaTKu, YTO MOXET MpuBECTU K
3aKynopke COCy/0B.

. MHbekumoHHbIn umnnantat RADIESSE® npoTuBonokasaH npu Hanuuuu UHOPOAHbLIX TeM, Hanpumep
XKUOKOTO CUMMKOHA M APYrX 3ePHUCTbIX MaTepuarnos.

. WHbekumoHHbIn umnnantat RADIESSE® He cnegyeT npUMeHsiTb B 30HaX C HEAOCTaTOYHbIM MOKPLITUEM
3[]0POBOVi TKAHbIO C XOPOLLEN BaCKynspu3aLmvei.

. MHbekunoHHbIn umnnaHtat RADIESSE® He crefyeT npUMEHsiTb Y MaUWEHTOB C CUCTEMHbIMU
paccTpoiicTBaMu, KOTOpbIE MOTYT MPUBECTU K MAIOXOMY 3aXMBIEHNIO paHbl UM NOBPEXAEHNIO TKaHel
Haj MnnaHTaTom.

. MHbekumoHHbIn umnnanTat RADIESSE® npoTuBOnokasaH naumMeHTam ¢ HapyLeHUsIMU CBEpTLIBAEMOCTH
KpOBMU.
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NPEOYNPEXAOEHUA

WHbekumss RADIESSE® B cocyaucTylo CUCTEMY MOXET BbI3BaTb 3mGONMio, WeMWto, WHMaPKT
WM NpuBECTW K 3akynopuBaHwio cocydoB. CriedyeT npUHMMaTb [AOMOSHUTENbHbIE  Mepbl
NpesoCTOPOXKHOCTY MpY UHBbEKUMK cunnepos, Hanpumep BeoauTs RADIESSE® meanexHo, npunaras
K MOPLUHIO MUHUManbHoe ycunue. CoobLuanock 0 pefkux, HO Cepbe3HbIX HeXenaTenbHbIX ABMNEeHUsX,
accouuMmpyembix C BHYTPUCOCYAUCTOM WHBbEKUMEN unnepoB B obnactb nuua. 3T SBMNEHWS
BKITIO4AIOT BPEMEHHOE WM MOCTOSIHHOE HapyLUeHue 3peHus, Crenoty, uepebpanbHyo UWeMulo nnm
uepebpanbHoe KpOBOU3NUAHWE, MPUBOASILLME K UHCYTBTY, HEKPO3Y KOXU U NMOPAKEHWIO PACMONOXEeHHbIX
rmyGxe CTpykTyp nuua. HesameanutensHo NpekpaTuTe UHBLEKLUMIO, €CMN Y NauneHTa nosBAaTcs nobble
criefytoLLye CUMNTOMbI, BKIIOYAIOLLME U3MEHEHUS 3PEHWSI, MPU3HAKM MHCYNbTa, NoBneHeHe KOXMU nnm
Heobbl4Hylo 6onb BO Bpems npoLeaypbl Unu Bckope nocne Hee. COOTBETCTBYIOLMIA Bpay-crneLmanmcT
[omkeH BbICTPO okasaTb MauveHTam MEeAWLIMHCKYI0 MOMOLLb M MO BO3MOXHOCTU OLEHWTb, Gbina nu
BbINOMHEHA BHYTPMUCOCYANCTAs UHBEKLIUS.

MmMnnaHTaT He criedyeT BBOAUTb B OpraHbl U ApYyrue CTPYKTypbl, KOTOPbIE MOTYT GbiTb MOBpPEXAEHbI
C034aBaeMbIM VMMNAHTaTOM NPOCTPaHCTBOM.

He crnegyet BbINOMHATL UMMNMaHTaUMio y NnaumMeHToB, NpuHUMatowmx acnupud unu gpyrue npenaparbl,
cnocobGHble npenAaTCTBOBaTb NPOLECCY 3aXXNBITEHUA.

He cnepyeT npoBoAuTb MMMMaHTauuio B MHMULMPOBAHHbIE UMM MOTEHLMANbLHO MHMULMPOBaHHbIE
TKaHU 1 B OTKPbITbIE MOMOCTM 3-3a BbICOKOTO PUCKa BO3HUKHOBEHWSI MHIDEKLMM 1IN 9KCTPY3un. CunbHoe
VNHMEKLUMOHHOE MOpaXKeHe MOXET Bbi3BaTb MOBPEXAEHWE UMK MOTEPI KOXU Haf WMMMNaHTaToM.
lemaToMbl 1 cepoMbl MOTYT NOTpeGoBaTh XMPYPrUYECKOro APEeHVPOBaHNSI.

B cnyyae MOBBILLEHHOW YYBCTBUTENTbHOCTU UK aJ'IJ'IepFVNECKOIZ peakunn CyuiecTByeT BEpPOATHOCTb
3Ha4yuTernbHOro BocnaneHua unm I/IHCbeKL[VIVI Cc HSOGXOFLVIMOCTMO yAanenusa umnnaHTara.

HeKOTOpre WHBEKUNOHHbIE UMMMAHTaTbl MOryT Bbl3blBaTb YNiOTHEHUE TkaHei B MecTe WUHBEKUMN,
Murpauuio 4actuu U3 Mecta UHbeKUun B Apyrue 4actm tena un (I/IJ'II/I) annepruyeckue nméo ayTOUMMYHHbIE
peakuuu.

Bo3MOoXHble NOGOYHbIE peakunu, Kak u ansa no6oro UMNNaHTUpyemoro matepuana, MoryT BKIoYaTb B
cebs, NOMUMO NpoYero: BocraneHue, nHgekumio, obpasoBaHve OUCTYMbI, KCTPY3NIO, reMaToMy, CEPOMY,
OGDBBOBBHMG YNNOTHEeHWSA, 3aTpyAHEHUE 3aXUBEeHNsA, N3MeHeHWe LBeTa KOXW U HEQOCTaTOYHY uUnm
Ype3MepHYIo ayrMeHTaumio.

BesonacHoctb © a(deeKTVIBHOCTb npenapata Ans XeHwuH BO BpemA 6epeMeHHOCTVI nnwu rpyoHoro
BCKapMInnBaHusa He yCTaHOBIeHa.

BesonacHocTb 1 3PheKTUBHOCTb MHBEKLMOHHOMO uMnnaHTata RADIESSE® ans npumeHeHust B obnactu
cnuauncTon ry6 He ycTaHoBneHa.

MEPbI MPEAOCTOPOXHOCTU

YT06bl MMHUMWU3MPOBATL PUCKW MOTEHLMAnNbHbIX ocrioxHeHuit, RADIESSE® gomkeH ucnonb3oBatbes
TOMNbLKO Bpayamu, NpoLLeALWNMY Haanexallee obyyeHne, UMerLMy COOTBETCTBYIOLLIWIA OMbIT U 3HAHWS
aHaTOMWUK MecCTa BbIMONHEHUA UHBEKLMN U MPUMEratLLnX y4acTKoB.

YT06bI MWUHUMU3NPOBATb PUCKU MOTeHUManbHbIX OCIOXHEHWI, Bpayn OOSMKHbl O3HAaKOMWUTbLCA C
VIHd)OpMaLLMeIZ n OﬁyqalOLLlMMVI MaTtepuanamu o npenapate U MNOJSIHOCTbK NMPOYNTaTb WMHCTPYKUUIO MO
NPpUMEHEHUI0.

MHbekumoHHbIn nmnnaHtat RADIESSE® npegHasHayeH TONMbKO Anst YPECKOXHOTO BBEAEHUSI B MSATKUE
TkaHu. MpaBunbHOE BBeAEHWe UMNNaHTaTa B pybLoBbie 1 3HAYNTENbHO NMOBPEXAEHHbIE TKaHN MOXeT
6bITb 3aTPyAHEHO.

B mecte WHBEKUUN MOXET BO3HUKHYTb IAH(beKLlVI‘iI, TpeﬁyK)LLLaH nevenusi. Ecnn Takyto VIHd.')eKLLIMO He
yAaeTcsa Bbl1Ie4NTb, MOXET BO3HUKHYTb HeOGXOﬂMMOCTb yAanenusa uMmnnaHTtara.

B mecte BBeAEeHNA BO3MOXHO BO3HUKHOBEHUE peaKuw?l, CBA3AHHbIX C I/IH'beKLlVIeIZ, BKMnKo4Yaa rematomy,
NoKpacHeHne, NpunyxnocTb, 60J'Ib, 3yAa, oﬁecuaeqmaaume W 6onMesHeHHOCTb npu nanbnaymn. O6bI4HO
OHW VCYe3al0T CaMOCTOATENbHO B TeYeHne 1—2 AHelt nocrne MHbeKLum.

MoryT dhopmupoBaTbes y3enku, TpebytoLve neYeHus v yaaneHus uMnnaHTara.

MMnnaHtaT MoxXeT HenmpaBWibHO pacnpefenuTbesl, YTo MNoTpedyeT MpPOBEAEHWsT XUPYPrUYEecKoi
KOppeKuum.

He BBOAMTE M3GLITOYHOE KONMYECTBO MMMNMaHTaTa. B YpesBblyaliHbIX Cry4asx Koxa B MecTe UHbeKLUn
MOXET NMOMHYTb. MHbeKuMoHHbIN nMnnaHTat RADIESSE® nerko 8o6aBuTb C NOMOLLbHO AOMONMHUTENBHBIX
VNHBEKLWIA, HO TPYAHO yAanuTb.

Mpouenypa BBeAEHUS MHbeKUMOHHOTO MnnaHTata RADIESSE®, kak 1 Apyrve nofo6Hble MHbEKLUMOHHBIE
npoueaypbl, UMEeT HEBbLICOKME PUCKU WHAUUMPOBaHWS W (Unn) KpoBoTeveHus. [launeHT moxeT
MCMbITbIBATb HEKOTOPbIN AUCKOMOPT BO Bpems 1 nocne npoLeaypsbl. [oatomy pekomeHayeTcs 3apaHee
obaymatb meToabl obe3bonuBaHvs Ans AaHHOM npoueaypbl. Cneayet cobniopate cTaHAapTHbIE Mepbl
NpefoCTOPOXHOCTN NPY YPECKOXKHBIX MHBEKLIMAX AN NpefoTBpaLleHnst NHdeKLun.

3anpelaeTcs NoBTOpHas cTepunusauus. VHbekunoHHbli umnnadtat RADIESSE® nocraensieTcs
CTepWIbHbIM ¥ anuporeHHbIM B 3arne4aTaHHOM nakeTe u3 onbru W npeaHas3Ha4YeH ToMbKo Ans
O[IHOKPATHOTO MPUMEHEHWS Y OAHOrO NaLMneHTa.

Maket u3 (*)OJ'IbI'I/I crieqyet TwaTtenbHO OCMOTPETb Ha npeagMeT OTCYTCTBUA I'IOBpe)K,CleHIAIZ YNakoBKM 1
wnpuua npu TpaHCNOPTUPOBKE. He I/ICHOJ'IbSyIZTe npenapart, eCnu HapyleHa LenoCTHOCTb YNakoBKU U3



dJOﬂbI'I/I nnu noBpexaeH wnpu,. He MCHOHbSyﬁTe npenapat, ecnn CMeLleHbl / OTCYTCTBYIOT KONMa4ok
wnpuua unu nopLieHb. BHympu ynakoeku u3 ¢horbau 06bI4HO Haxo0umcsi Hebonbuwoe Konu4ecmeo
en1azu ecrnedcmeue cmepunu3ayuu; 3mo He S8/ISemcs NPU3HaKoM nospexoeHus npodykma.

*  He nbiTaitTech BbINPSIMUTL COTHYTYIO UMMy BO u3GexaHue ee noriomku. Beibpockte ee v npopomkute
npoLeaypy, UCronb3ysi APYryio Urmy.

. He 3aKprBaIﬁTe NCNONb30BaHHYO UMYy KOJnayYkom. Ha,D,eBaTb KOnna4yok BPYyYHYK OMacHO, U 3TOro
cnepyet nsberatb.

. BesonacHocTb MHbeKuMoHHoro uMnnaHTata RADIESSE® npu conyTcTBYIOWMX KOXHBIX MpoLiedypax,
anunauuKn, ynetpaduoneToBoMm 0o6nydeHnn nunbo npouedypax NasepHOro, MexaHU4ecKoro wnu
XWMUYECKOrO MUMMHIA B XOAE KOHTPONMUPYEMbIX KITMHUYECKUX UCTIbITAHWIA HE OLieHNBanach.

. B cnyyae npoBeaeHusi nasepHoit 06paboTku, XMMUYECKOTo MUIMHra unu nborn Apyron npoueaypsl,
OCHOBaHHOW Ha aKTVBHOW KOXHOW peakuuu, Mnocne mnevyeHUs C MPUMEHEHWEM WHBEKLMOHHOTO
umnnaHtata RADIESSE® cyluecTByeT puCK BO3HWKHOBEHWSI BOCMANUTENbHOWM peakuuu B oGnactu
nMnnaHTata. OTO Takke KacaeTcsl CryyaeB BBEAEHUS| UHbEKUMOHHOro umnnaHtata RADIESSE® po
MOMHOrO 3aXMBMNEHUS KOXW NOCMe yKa3aHHbIX npoueayp.

. Wubekums umnnantata RADIESSE® nauveHTam ¢ repnetMyeckuMm BbiChINaHUSMK B aHaMHe3e MOXET
accoLMmMpoBaThCsl C peakTuBaLmen repneca.

. BesonacHoCcTb MHBbeKUMOHHOro umMnnaHtata RADIESSE® no uctedeHun 3 neT B xoae KIMHUYECKUX
MCMbITaHWI He OLieHVBanach.

NOBOYHbIE 39®®EKTbI

HexenaTenbHble sBneHusi, HabniogaBliMecs B Xode  KMMHUYECKOrO  WCMbITAHUA  UHBEKLMOHHOTO
wvnnaHTata RADIESSE®, B uenom 6binvM OXugaembiMu, CNaGoOBbIPAXKEHHBIMU W KPaTKOBPEMEHHbLIMU.
B pamkax MHOrOLEHTPOBOro, PaHAOMWU3VMPOBAHHOIO, KOHTPONMMPYEMOro WCCNEAOBaHUA C BbIMOMHEHWEM
cybaepmanbHbIX UHBEKUUA B HOCOryOHble CKMaaku B OAHY CKMaaKy BBOAUMM WHBEKLIMOHHBIA MMNnaHTat
RADIESSE®, a Bo BTOpYI0 BBbINOMHSAMMN UHBEKLMIO MPpeaiaraeMoro Ha pbiHKe KOMnareHoBOro AepMarnbHOMo
wvnnaHTata. Haubonee 4YacTto oOTMevaeMble HeXenaTenbHble SBMEHUS BKMOYanM  MOKpacHeHue,
npunyxnocts 1 kposonopTekn. Mpu BBegeHun B HocoryGHble cknagkm RADIESSE® u konnareHoBoro
[AepmarnbHOro dunnepa sHauuTernbHas pasHuLa Mexay 4acToTON BO3HUKHOBEHWUS HexenaTernbHbIX SBIEHNI
oTcyTcTBOBana. 3acTpeBaHWe WIMbl OTMeYarnocb MNpu BbINOMHeHMM uHbekuuin RADIESSE® y ogHoro
yyacthuka (1/117; 0,9 %). Bo Bcex aTux cnyyasix urmy 3ameHsinu n nHbekuun RADIESSE® npoeogunu 6e3
nocneacTeuit. O cnyyasx cocyaucTbIX NOBPEXAEHUI NpY BBEAEHUU B HOcoryBHble cknagku RADIESSE® nnu
KonnareHoBOro fepManbHoro dunnepa He coobLianochk.

Bo Bpemst KIMMHUYECKMUX UCTbITaHW MHBEKLUMOHHOMO nmnnaHtata RADIESSE® cooblianock o criefytowmx
HexernaTenbHbIX ABMIEHNSX: 9KXMMO3, OTEK, dpUTEMa, rpaHynema, y3enku, 6onb, 3ya, 6onesHeHHoe oLlyLeHre,
60ne3HeHHOCTb NPU NPUKOCHOBEHUM, OHEMEHWE, HapyLLUEHWe KOHTYpa, YNMOTHEHWS, Cbilb, U3MEHeHe LiBeTa
KOXW, OTBEpAEHUE KOXM, ronoBHasi 6onb, obpasoBaHue KOPKW, CTAHYTOCTb KOXW, 3pO3Usi, 4yBCTBO XOKEHWS,
nanyrnbl / NyCTynbl, BbICOKasi TeMnepaTypa, CKNnepo3npoBaHue TKaHew, NoTeps cryxa, NpunyxnocTb, TOLHOTA.

MOCTNPOOAXHbIA KOHTPOIb

Cnegaytolwme HexenartenbHble siBNeHWs ObiMn 3aperucTpyvpoBaHbl B MpoLecce MoCTPerncTpaLnoHHOro
MCMOMb30BaHWS MHbEKUMOHHOro nMnnaHtata RADIESSE®. Mockonbky 06 MX BO3HWKHOBEHMM coobLyanoch
notpebutensamu [06pOBONbHO, He BCerga BO3MOXHO TOYHO OLEHWTb 4acTOTy WUX BO3HWUKHOBEHUSI WIU
YCTaHOBWTb NPUYUHHYIO CBA3b C BBeAeHueM npenapata RADIESSE®. Bbino pelieHo BKMIOUNTL 3TV SBMEHUS,
YUUTbIBasi UX CEPbE3HOCTb, YacTOTy COOOGLLEHUS WM MOTEHUMAnbHYK MPUYUHHYIO CBSI3b C BBEAEHUEM
RADIESSE®: nHdbekums, criermoHa, umneturo, ytpata addekTa, CMeLeHne npoAykTa, annepruyeckas
peakums, aHadpunakcus, KpanmeBHULA, CbiMb, 3yA, YPTUKAPHAas CbiMb, aHTIMOHEBPOTUYECKWIA OTEK, BOocnaneHue,
HeKpo3, rpaHynema, y3enku, aputema, uaMeHeHune LiBeTa KOXWu, MycTyrbl, BneaHOCTb KOXK, BbiNaaeHue Bomnoc,
napecreaus, onylleHne Beka, 6onb, ronosHas 6onb, NpUNYXNocTb, acuMmeTpus, abeuecc, repnetTudeckas
MHEKUMSA, BKMOYasi MPOCTOM reprnec W OMosicbiBaloLWMiA repriec, rematoma, nobnegHeHve, nysbipy,
rONOBOKPYXXeHUe, MarnsipHble OTeKW, rpunnonofobHble cUMNTOMbl, cuHapom [uiteHa-Bappe, TaxunHog,
vwemMunyeckas peakumus, nuMconaHas runepnnasus, ToWHoTa, NepukapauT, pybLeBaHve, 4yBCTBUTENBHOCTb
K XOrofly, OKKIMo3uns / 3aKyrnopka coCyAoB, COCYAVUCTbIE NOBPEXAEHUS, ULLEeMUS rMasa, ABOeHUe, HapyLleHne
3peHusi / cnenoTa, napanuy Mbilly, nuua, napanuy benna.

Cooﬁu.tanoct: O criegyowmx neyebHbIx Mepax: npuMmeHeHne aHTUBMOTUKOB, npoTMBOBOCHANNTENbHbBIX CPEACTB,
KOPTUKOCTEPONAOB, aHTUMMCTaMUHHbBIX MpenapaTos, 066360]'IVIBaIOLL|I/IX npenapartoB, Maccaxa, TennblX
KOMMpeccoB, WCCeYeHUs, OPEeHUpPOBaHUA U XUPYpruyeckoro BMellaTernbCTBa. HaCTOﬂLL[aH VIH(*)OpMaLlMﬂ
He ABnAeTcsa U He npusBaHa ChyXuTb Mel:ll/ILlVIHCKOVI KOHCyJ'IbTaLll/IeIZ, peKOMeH,ClaLIMeVI 0 crocobax neveHust
HexenarternbHbIX SBMEHUA nnu wncuyepnbiBawoLWMM nepevyHemM BO3MOXHbIX neyebHbIx Mep. Bpa‘{l/l AOIKHbI
oueHnBaTb Ka)K,ElbIVI Cﬂyqaﬁ B MHAMBMOYyanbHOM Mnopsake U ucxoas U3 ceBoero I'IpOCbeCCVIOHaJ'IbHOI'O onbiTa
onpenensTtb, Kakue MeTobl neveHna (eCJ'IVI OHN TpeﬁleTCﬂ) LleJ'IeCOO6pa3HbI Anda nx nauneHToB.

WHOMBUOYANU3ALUUA NPOLIEAYPDI

Mepen npoueaAypoit crieayeT OLUEHWTb HanmuuvMe MokasaHwuii Ans Tepanuu, a Takke HeobXoauMoCTb
aHecTesuu. Vcxod Tepanuu 3aBUCWT U OT NMauueHTa. B HekoTopbIx criyyasix — B 3aBUCHMOCTU OT pa3Mepa
fAedekTa v noTpeGHOCTEN NauyeHTa — MoryT noTpeGoBaTbCs AOMOMHUTENbHbLIE Npoleaypbl. MNpoBeaeHue
[OMOMHUTENbHLIX UHBEKUMA AOMYCTUMO TOMbKO MO  UCTEYEHUM [OCTaTOMHOMO Mepuofa BpeMeHH,
Heo6X0AMMOro Anst OLEHKM COCTOsIHMS NaumeHTa. MoBTOPHYIO MHBEKLWIO CriefyeT BbIMONHSATL He paHee, YeM
Yepes ceMb AHeN Nocre npeablayLe NpoLeaypbl.

PYCCKUWH 9




YKA3AHUA NO NPUMEHEHUIO

OBLUME YKA3AHUA

[ns npoueaypbl YpECKOXKHOM MHBEKLMN HEOBX0AMMO crieaytoLlee o6opyaoBaHue.

Lnpuui(bl) C MHBbEKUMOHHBIM MMnaHTatom RADIESSE®.

Wrna (urnbl) cootseTcTBylollero kanubpa ¢ pasbemamu Jliospa. PekomeHayeTcs ucnonb3oBaTb
vy kanubpom ot 25G no BHelwHemy AuameTpy Ao 27G Mo BHyTPEHHeMy AuameTpy unu Gonblue
CO CTaHAapTHbIM pasbemoMm Jliospa. Vicnonb3oBaHue urn kanubpom MeHblue 27G no BHYTPeHHeMY
[VamMeTpy MOXeT yBenmunBaTh BEPOSTHOCTb 3aKyMnopKu1 UMbl.

MoproToBbTe MauMeHTa K YPECKOXHOW UHBEKLMU C UCTONb30BaHWEeM CTaHAapTHLIX METOLOB acenTuku
W aHTMcenTukn. MecTo WHbeKuWW criesyeT MOMETUTb C MOMOLLBI XWUPYPTUYECKOro Mapkepa U
obpaboTatb HEOGXOAUMBIM aHTUCENTUKoM. 1o ycMOTpeHuto Bpada criedyeT WCMomnb30BaTb MECTHY
WK MOBEPXHOCTHYIO aHEeCTE3NI0 B MeCTe MHbeKuun Nnbo cepaumio. Mocne aHecTe3un NpunoxuTe neq,
YTOGbI YMEHBLUMTL MPUMYXIOCTb / pacTshkeHue.

rlO,CerTOBbTe wnpuubl 1 UMbl nepeg NpeCKO)KHOIZ VIH'beKLLI/IeIZ. ,D,J'Iﬂ Kaxgoro wnpuua  MOXHO
MCcnosnb3oBaTb HOBYO UMMy, nvuéo OOHY N Ty XXe UMMy MOXHO NMPUCOEANHATb K KaXXOOMY HOBOMY LUNpULy
ANA OQHOro 1 TOro e nauueHTa.

WaBnekute u3 KapTOHHOIZ ynakoBKW MakeT u3 (bOJ'IbI'l/I. I'Ipm HeOﬁXO[:LI/IMOCTVI nakeT MOXHO BCKpbITb U
MOMECTUTb LLMPULL B CTEPUNbHOE Mnone. BHympu ynakosku u3 ¢horbau 06bI4HO Haxodumcsi Heborbuioe
Konuyecmeo enazu 8criedcmeue cmepunusayuu; 3mo He Aensemcs npU3HakoM nospexoeHus npodykma.

CHumuTe nnu OTKpyTUTE Urny, YTOGbI OCBO60,ELI/|TI> pasbem wnpuua. an NCnonb3oBaHUU UMM, OTIANYHbIX
OT BXOAALMX B KOMMSEKT NOCTaBKu, CJ'Ie,ClyIZTe WHCTPYKUMAM MO NPUMEHEHUIO 3TUX UITT.

CHumute konnavok Jlloapa C AUCTanmbHOrO KOHUA LMpuua neped NpUCOEAVHEHUEM UMb,
BpatuatensHbimM gBMKeHEM CoeAVHUTE LWNpULL ¢ pa3bemoM JTioapa vrnbl. Urna gomkHa 6biTb NPOYHO
3aKpensieHa Ha WMpuue U 3anoflHeHa MHbLEKUMOHHbIM umnnaHtatom RADIESSE®. Vanwuwek
VMnnaHTaTa Ha NOBEPXHOCTW pa3beMoB Jliodpa HYXHO yaanuTb CTepunbHoi candeTkoin. MeaneHHo
HaJaBuTe Ha MOpLUEHb LWNpMLA A0 NOSBMNEHUS UMMIAHTUPYEMOro matepuana Ha KoH4uke urbl. [pun
Hanmunu NpoTeyYkn pasbema Jlloapa Heo6GXOAMMO CHSTb UMMy U O4MCTUTL MOBEPXHOCTL pasbema, nnbo,
B KpaiiHeM criyyae, 3aMeHWUTb LUNPWULL U Urny.

Onpe,u,enVlTe Ha4YanbHOe MeCTO BBeAEeHUA UMmnnaHTara. MH'beKLI,I/II/I B py6LlOByIO N XpALEBYH TKaHb MOTyT
6bITb 3aTpyaHeHbl N HEBO3MOXHbI. I'IpM BBOAE UMbl I'IOCTapaIZTer He npokKarnblBaTb Takne Tunbl TKaHen.

NPUMEYAHUE. 3anpelyaeTc NpoBOAUTL MHBEKLMU B KPOBEHOCHbIE COCYAbI.

'my6uHa nHbEKLUMM 1 KONMYECTBO BBOAVMMOrO MaTepuana 3aBucsT OT MecTa 1 pa3mMepa BOCCTaHOBIIEHNS
vnu ayrmeHTauun. MHbekumoHHbii umnnaHtat RADIESSE® cnepyeT BBOAMTL AOCTATOMHO MMyGOKO,
4106bI NPeoTBPaTUTL 06pa3oBaHME Y3eNKoB Ha MOBEPXHOCTU KOXM U ULLEMUIO BbilUENeXaLLnx TKaHew.

HE BBOAWUTE U3BbITOYHOE KONMUYECTBO MNPEMAPATA B MECTO BBEOEHMUA. Mpumensiite
nonpaBoYHbI kKoahduLmeHT 1:1. B TeueHne MHbeKUMN NepUOANYECKN pasrnaxuBanTe U MaccupyiiTte
BBEeIeHHbI1 MaTepuar, 4Tobbl NOMyYnTb CIMAKEHHbIA KOHTYP.

Ecnn npun HaXaTuM Ha noplweHb ollyuaeTcsa 3HauyuTenbHOe COonpoTuBieHue, Ons obneryeHns
BBeAeHWs maTtepuarna MOXHO HEMHOro nepemMecTuUTb UMy. Ecnun 3HauutensHoe COnpoTuBIeHne BCe
elle owlyulaetcs, HeOﬁXOFU/lMO MOMHOCTbIO BbIHYTb UMY U3 MeCTa UHbEeKUUN U MOBTOPUTb MOMbITKY B
Apyrom mecte. Ecrn npoAomKaeT owyuwarbCa 3Ha4uTenbHoe ConpoTuBeHne, I'IOI'IpOﬁyIZTe 3aMEeHUTb
wrny. Ecnn mMartepuan BBeCTU He yaaeTCs, 3aMeHuUTe Wnpuu n nrny.

BBeFLMTe wrny B I'J'Iy60KI/Ie Crnou gepmbl 00 OOCTWMKEHUA XXenaemMoro nonoXeHus. (06 ayrmeHtaumn
OTAEenNbHbIX 30H N1ua CM. B JONONHUTENbHbIX MHCTPYKUUAX HI/I)Ke.) oCTOpO)KHO HaXumaiiTe Ha nopLleHb
wnpuua, 4yTo6bl HavaTb BBeAeHWe nMmnnaHtaTta, U MeaneHHo BBOAWTEe mMaTtepwuarn, BbiTArmeaa vurny v
pasmMellas HUTb Marepuana B HY>XXHOM MecTe. rlpO,D,OJ'I)KaIZTe pasmvewiartb OOMNONHUTENbHbIE HUTU
MaTepwuana, noka He 6y,qu AOCTUTHYT xenaembln YPOBEHb ayrmeHTaunu.

AYITMEHTALMA WEK, NOOBOPOAKA, JIMLIA U YITONKOB PTA

1.
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BeeauTe nrny B KOXY Cpe3om BHW3 Mnof yrnom npubnuautensHo 30°. Urna gomkHa npocKonb3HyThb
B rnyGokve crion Aepmbl 4O TOYKWM, B KOTOPOW Bbl XOTWTE HayaTb WHbekuuto. OHa AoMmKHa nerko
nanbnMpoBaTbCcsi CBOGOAHON PYKON.

Oka3sblBanTe Ha NopLUeHb MeANEHHOe NOCTOSIHHOE paBHOMEPHOE JaBrneHne 45 BBeAeHUS UMMNnaHTaTa,
O[HOBPEMEHHO BbITArMBas urmy. 310 NMO3BOMUT OCTaBUTb TOHKYIO OAWHOYHYIO HWTb MaTepuana. Hute
VMMNNaHTUpyeMoro MaTtepuana AomkHa 6bITb MOMHOCTLIO OKPYXXeHa MATKUMM TKaHAaMK, 6e3 rmobynsapHbIxX
OTNOXEHWIA.

OTAenbHbIE HUTU MMMMAHTUPYEMOro MaTepuana criefyeT pa3mellatb napannernibHo W 6nvsko Apyr k
Zpyry, @ Takke CrosiMu (€Cnu BbINOMNHSAETCS Koppekuusi ryBokux cknafok). BosmoxHo pasmelleHvie
HUTeW NepekpecTHbIMU criosiMy B Goree rny6oKor MIOCKOCTW ANt CTPYKTYPHOMN MOAAEPXKKM.

Mocne NHbEKUUU pas3rnagbre MecTa BBeAeHUA yKasaTellbHbIM U Gonblunm nanbuamu, 4TOGbI nyywe
pacnpegennutb UMNNaHTaT B criyyae d)OpMVIpOBaHI/Iﬂ He3Ha4uTerbHbIX Y3ernkoB Matepuana.

B03MOXHO BbINOMHEHWE MH'beKLlVIVI B MOAKOXHYIO KMeT4yaTKy U Mbllubl, OOHAKO He PALOM C KOCTbHO
W He B anuaepMuc.



KOHCYNbTUPOBAHUE MNALUUEHTA

I'IaumeHTa crnegyet yBedAOMUTb O MpaBWUITIbHOM YyXode nocne npoueaypbl, KOTOprVI MOXET BKMto4aTb
crnegywouime pekomeHgaunm ans yny4eHnsa HopManbHOro 3aXXnusneHnsa n npeaynpexageHns OCIOXHEHWIA:

. CﬂeﬂyeT npuKnagblBaTth e unun XxonoaHble KOMNpecchl K MeCTaM BBeAeHUA B Te4eHne 24 yacos.

. Mocne onepaunu HeOGXO,U.VlMO naberatb BO3,D,eIZCTBI/I$I COMHEYHOro n3ny4yeHusa, noceweHnsa conapua n
CayHbl, a TaKxe npoBefeHNsA UHTEHCUBHbIX KOCMEeTUYeCKUX npoueayp.

. Ecnn npu nansnaumn OGHapy)KIABaK)TCﬂ y3ernku, TpeﬁyeTCH MaccupoBaTb MecTa BBeAEeHUA.

. HGOGXOIZLMMO obecneuntb MUHUMYM FlBI/I)KeHVIVI nvua B TeyYeHue Hegenu — Kak MOXHO MeHblue
pasrosapueaTb, y]'lbl6aTbCﬂ W CMeATbCA.

. MauneHTa cneadyerT yBeAOMWTb O TakMX PacnpOCTPaHEHHbIX MOCEeonepaUVoHHbIX SBMEHUSX, Kak
npunyxnocTb U oHemeHwe. MNpunyxnocTb 06bl4HO Wcye3aeT B TeveHue 7—10 OHeN, OQHAKO MOXET
COXPaHATLCA A0 HECKOMbKUX Heaenb. OHeMeHne NpoxoauT B TeveHne 4—6 Hepenb.

®OPMA NOCTABKK

WHbekumoHHbIn  umnnaHtatr RADIESSE® nocTaensietca CTepuribHbIM M @anuporeHHbIM B LMpULe,
ynakoBaHHOM B MakeT 13 donbri 1 kopobky Ans ynobctea xpaHeHus. Kax/abiii KOMMNEKT COCTOUT U3 OHOTo
HaronHeHHOro LNpuLa, CoAepXKallero MHbEKUMOHHbIN umnnaHtat RADIESSE®, u urnbl (urm) kanubpom
ot 25G no BHelwHeMy AvameTpy A0 27G no BHyTpeHHeMy AuameTpy. MorpelwHocTb rpagyvpoBK/ AeneHunii
wnpuua ans obbema 1,5 ky6. cm coctaensieT + 0,025 ky6. cm. MorpelHoCTb rpagyMpoBKY AeneHnin LWnpuua
ans obvema 3,0 ky6. cm coctasnseT + 0,05 ky6. cm. He ucrnonb3yiite npenapart, ecnu ynakoBka u (unu)
LUNPUL, NOBPEXAEHDI, UMK €CMK KOMNMaYoK LLINpULA Un NOpLUEHb LUMNpULIA HAXOASATCS He Ha MecTe.

CopepxuMoe Wwnpuua npegHa3Ha4eHo TONbKO ANA OQHOTro MauveHTa, ANA OAHOM npoueaypbl U He
AOIMKHO NOBTOPHO CTepununsoBaTbes. IoBTOpHOE UCNONb30BaHME MOXET HapyLWNUTL (PyHKUMOHANbHLIE
CBOMCTBA YCTPOWCTBa U (MNM) NpUMBECTU K HapylieHuto ero pa6otkl. loBTOpHOE ucnonb3oBaHue
TaKKe MOXeT CO3[jaTb PUCK 3arpsA3HeHUs YCTPOMCTBA U (UNM) NPUBECTYU K UHMLMPOBaHUIO NauneHTa
WNU nepeKpecTHOMY MepeHOoCy MHMeKUMMn, BKIOYas, MOMUMO NPOYero, nepeHoc MHMEKLUMUOHHBbIX
3aboneBaHui U NepeHOC KPOBU Mexay naumeHTamu. Bce 310, B cBOIO ouepeab, MOXET np ™ K
NPUYMHEHUIO BpeJa 340poBbLIo, 3a6oneBaHuIo U CMEPTH NauueHTa.

XPAHEHUE

UHbekumoHHbIN uMnnaHTat RADIESSE® formkeH XpaHUTbCS B YNaKOBKE MPU KOHTPOMUPYEMOW KOMHaTHOMN
Temnepatype B AuanasoHe 15-32 °C (59-90 °F). He npumeHsiiTe npenapaT nocre WCTEYEeHUst cpoka
rogHocTn. Cpok rogHOCTH yKa3aH Ha 3TUKeTKax NpoayKTa.

YTUNU3ALUA

Mcnonb3oBaHHbIE Y YAaCTUYHO UCMONb30BaHHbIE wnpuubl U nmel ansa VIH'beKLLIAIZ MoryT 6bITb Gronornyecku
onacHbl U OO0IMKHbI 06pa6aTblBaTbCﬂ W yTUNu3npoBaTbCA B COOTBETCTBUM C MpasBuniamu MeauunHCKOro
yypexaeHus u (be,qepaﬂbelMVl W MECTHbIMW HOpMaTUBaMun.

FAPAHTUA

Komnauusi Merz North America, Inc. rapaHTupyet, 4To pa3paboTka M NPOM3BOACTBO 3TOrO MPOAYKTa
npousBoannnce c [ZlOJ'I)KHOVI OCTOPOXXHOCTbH.

OTA FAPAHTUA 3AMEHAET U UCKNIOYAET BCE OPYIME FAPAHTUWN, HE YKA3AHHbIE NPAMO
B HACTOALLEM OOKYMEHTE, NMPAMbIE U NOAPA3YMEBAEMBIE B CUIY 3AKOHA NIUBO NO
APYrON MPUYMHE, BKIMIOYAA CPEAOM MPOYErO NIOBbIE MOAPA3YMEBAEMbIE FAPAHTUMU
TOBAPHbIX KAYECTB U NPUrOAHOCTM ANA ONPEAENEHHbIX LIENEN.

Vcnonb3oBaHue 1 xpaHeHne faHHOro NPoAyKTa Hapsay ¢ hakTopamu, CBS3aHHBIMU C MaLMEHTOM, ANarHo30M,
neYeHneM, XUpYpruyeckumn npouedypamu W ApyruMy acrnektamu, He KOHTPONMpYeMbliMU KOMMaHuewn
Merz North America, Inc. HenocpeACTBEHHO BMUSAIOT Ha WU3[AeNMe W Ha pesynbraTbl ero MPUMEHEHWS.
ObsizatenbctBa komnaHum Merz North America, Inc. B pamkax JaHHO rapaHTuy OrpaHNyMBaloTCs 3aMeHon
nagenvs. Komnanust Merz North America, Inc. He HeceT OTBETCTBEHHOCTM 3a Kakme-nubo noboyHble unm
KOCBEHHble YObITKM, ylep6 unu pacxodbl, MPSMO UMW KOCBEHHO CBSI3aHHbIE C WCMONb30BaHWEM [aHHOro
napenusi. Komnanust Merz North America, Inc. He npuHMMaeT Ha cebsa 1 He AaeT NONHOMOYUS APYTMM nULam
oT umeHun komnanun Merz North America, Inc. npuHMmaTh Ha cebs kakne-nmbo MHble UM JONOMHUTENbHbIE
06s3aTenbCTBa UM OTBETCTBEHHOCTb, CBSI3aHHbIE C AaHHbIM U3aenvem.

Komnanus Merz North America Inc. B kayecTBe Npov3BOAUTENS MEAULMHCKOro u3genust «HbeKUMOHHBIN
nvnnaHTat RADIESSE®» rapaHTpyeT COOTBETCTBME WM3AENUs BCeM MapaMeTpaM W XxapakTepucTukam,
yKa3aHHbIM B HacCTOSILLEM [OKyMEHTe, C y4eTOM YCIIOBWiA TPaHCMOPTUPOBKW, XPaHEHWS U MPUMEHEHNst
COrnacHO MHCTPYKLUN B TEYeHUe ABYX NeT.

PYCCKUWH "
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3HAKWU, UCMONb3YEMbIE B MAPKUPOBKE

srenie] 1]

MpoussognTens Cpok rogHocTn
Koa naptumn Homep no katanory
CrepunbHo.

CTepunu3oBaHo napom umm
CYXVIM 3KapoM.

TERILE|

CrepunbHo.
CTepunn3oBaHo TUIIEHOKCUIOM.

nOBTOpHaﬂ cTepunusauus He
nonyckaetcs.

MpenHasHavaeTcst TonbKo Ans
0OQHOPA30BOr0O NPUMEHEHNSI.
MoBTOpHOE UCMONb3oBaHMe
3anpeLleHo.

Wcnonb3osaHne npu
HapyLUEeHUN LLenoCTHOCTH
YynakoBKW He ornyckaeTcsa.

M3roToBneHo He 13 HaTyparnbHOro
Kay4yKkoBOro narekca.

> ® | E

Brumanne!
O3sHayaer, 4To nonb3oBaTernio
Heo6X0AMMO 03HaKOMUTLCS C

VHCTPYKLMEN MO MPUMEHEHUIO.

e | B

Wrna

32°C (90°F)
15°C (59°F)

MpepenbHo gonycTuMas Temneparypa.
ﬂpe,qeanble 3HaveHuns Temneparypsbl,
npu KOTODOVI MOXEeT HaxoauTbCs
AaHHOe MeauUMHCKoe u3aenuve,
cocTansioT ot 15 fo 32 °C; BepxHss
N HWXKHAA rpaHuLbl 0603HaYeHb!
COOTBETCTBYOLLNMU Ycnamu

(59-90 °F).
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