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CEMEX" GENTA

SURGEON INFORMATION

OVERVIEW

Cemex® Genta bone cements are all two-part (powder and liquid) radiopaque polymethylmethacrylate
(PMMA) bone cements which include and release a medicinal substance: gentamicin sulphate. The PMMA
bone cement includes also barium sulphate as radiopaque agent and, in some variants, colouring pigments
which provide a green colour to the cement.

The green coloring increases the visibility of bone cement and to help the surgeon discriminate between
bone tissue and bone cement (E102 Tartrazine Lake or FD&C Yellow N°5 and E133 Brilliant Blue or FD&C
Blue N°1).

The cements are all supplied sterile, for single use, available in different viscosity variants.

Cemex® Genta High Viscosity are the high viscosity variant and they are ideal for manual application.
Cemex® Genta Low Viscosity are the low viscosity variant and they are ideal for application with injection
device, but they can be used also for manual application.

Cemex® Genta Fast is a high viscosity variant that is suitable for manual application in cases where
reduced application times are required.

Cemex® Genta ID green is the medium viscosity variant and it is ideal both for manual and syringe
application.

For Cemex® Genta Low Viscosity and Cemex® Genta High Viscosity, the package contains a 40 g sachet of
powder sterilized by Ethylene Oxide or Gamma Ray irradiation (according to the variant) and a 14,7 g vial of
sterile liquid; the liquid is sterilized by filtration;

For Cemex® Genta Fast, the package contains two 20 g sachets of powder sterilized by Gamma Ray
irradiation and a 8,35 g vial of sterile liquid; the liquid is sterilized by filtration;

For Cemex® Genta ID Green, the package contains a 40 g sachet of powder sterilized by Gamma Ray
irradiation and a 16,7 g vial of sterile liquid; the liquid is sterilized by filtration;

Composition
Cemex® Genta Low Cemex® Genta High
®
RE\QSE‘A]SE\;AG RE\QSE‘EB\;IG Ee?gfﬁi”;in?“ CETBEEreiima
Cemex® Genta LV GAMMA | Cemex® Genta HV GAMMA : REF: 1242420
REF: 1400/AG INT REF: 1400/1G INT
Liquid component: 14.7 g vial 14.7 g vial 8.35g (x2) vial 16.7 g vial
Methylmethacrylate 98.20% w/w 98.20% w/w 98.20% w/w 98,20 % w/w
N-N Dimethyl-p-Toluidine 1.80% w/w 1.80% w/w 1.80% w/w 1,80 % w/w
Hydroguinone 75 ppm 75 ppm 75 ppm 75 ppm
Powder component: 40 g sachet 40 g sachet 20 g sachet (x2) 40 g sachet
Polymethylmethacrylate 82.78 % wiw 82.78 % wiw 82.78 % wiw 82,68 % w/w
Barium Sulphate 10.00 % w/w 10.00 % w/w 10.00 % w/w 10,00 % w/w
Benzoyl Peroxide 3.00 % w/w 3.00 % w/w 3.00 % w/w 3.00 % wiw
Gentamicin sulphate 4.22 % wiw* 4.22 % wiw* 4.22 % wiw* 4,22 % w/w*
Colouring pigments na na na 0,10 % w/w

*Equivalent to 1.0 g (1.0 M.LU.), 2.5% Gentamicin base in 40 g unit and 0.5 g (0.5 M.L.U.) Gentamicin base in 20g unit

Fully formed polymethylmethacrylate (PMMA) bone cement loaded with gentamicin sulphate will have the
following final chemistry formulation:

Cemex® Genta Low Cemex® Genta High

Viscosity
REF: 1400/AG
Cemex® Genta LV GAMMA
REF: 1400/AG INT

Viscosity
REF: 1400/IG
Cemex® Genta HV GAMMA
REF: 1400/1G INT

Cemex® Genta Fast
REF: 12A3100

Cemex® Genta ID Green
REF: 1242420

Polymethylmethacrylate

s 8885 8885 8917 8917
Barium Sulphate (% w/w) 731 731 7,05 7,05
E‘Zr::/?w)‘m sulphete 309 309 298 298
xzah,methaw\ale 027 027 027 027
<NII}UNV;J/\\:;)Ethyl—p'Tu\u\'d'\ne 048 048 053 053

Pe B Po 0]
mﬁmﬁﬁ 0 1% w/w are present in the final product

INTENDED PURPOSE
CEMEX® GENTA bone cements are intended for the fixation of joint prosthesis (hip, knee) implants to the
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host bone

INDICATIONS FOR USE
In particular, CEMEX® GENTA bone cements are indicated where there is the risk or presence of infections
caused by organisms sensitive to Gentamicin.

CONTRAINDICATIONS

Cemex® Genta are contraindicated:

- where the loss of musculature or neuromuscular compromise in the affected limb would render the
surgical procedure unjustifiable.

- in patients who are allergic or sensitive to any of its components including the coloring pigments (E102
Tartrazine Lake or FD&C Yellow N°5 and E133 Brilliant Blue or FD&C Blue N°1) for Cemex® Genta 1D
Green

- Severe renal impairment

- Pre-existing calcium metabolism disorder

Cemex® Genta must be considered carefully in the presence of myasthenia gravis.

INTENDED USERS
Cemex® Genta are intended for use by suitably qualified orthopaedic surgeons, experienced in arthroplasty
procedures, in an operating theatre environment.

PATIENT TARGET GROUP(S)
Skeletally mature patients undergoing a joint arthroplasty.

CLINICAL BENEFITS & PERFORMANCES
Main:

long-term fixation of joint replacement prostheses to living bone tissue
Ancillary:

local antibiotic release

bacterial anti-adhesivity of susceptible species

SUMMARY OF SAFETY AND CLINICAL PERFORMANCES

The Summary of Safety and Clinical Performances (SSCP) is available on the European Database on
medical devices (EUDAMED) at the link https://ec.europa.eu/tools/eudamed, within six months after the
date of publication of the notice of its full functionality.

ADVERSE EFFECTS

The following adverse effects may be associated with use of bone cement. Although some effects are not
directly attributable to the device itself, the surgeon should be aware of these potential complications and
be ready to treat the patient accordingly.

Serious: More frequent
Anaphylaxis Haematoma-haemorrhage

Cardiac arrest
Cerebrovascular incidents
Myocardial infarct
Pulmonary embalism
Sudden death

Other referred reactions:
Adverse soft tissue reaction
Allergic pyrexia
BCIS, bone cement implantation syndrome
(hypoxia, hypotension, cardiac arrhythmias,
increased pulmonary vascular resistance, and
cardiac arrest)
Bladder fistula
Breakage of the bone cement
Delayed sciatic nerve entrapment from
extrusion of bone cement beyond the region of
its intended application
Dysuria
Elevated serum gamma-glutamyl-
transpeptidase (GGTP) up to 10 days post-

Infection of surface/deep surgical wound
Short-term cardiac irregularities
Thrombophlebitis

Transitory fall in blood pressure
Trochanteric bursitis

operation

Haematuria

Heterotopic new bone formation

Intestinal obstruction because of adhesion and
stricture of the ileum from heat released during
polymerization.

Local neurapathy

Local vascular erosion and occlusion

Loosening or detachment of prosthesis

Pain and/or loss of function

Trochanteric separation
Gentamicin-associated toxicity (nephrotoxicity,
otatoxicity)

Other adverse reactions associated with systemic use of Gentamicin therapy include hypersensitivity,
Perucrpauus|MH s Rocsapasiansopeausea, vomiting, urticaria, reversible granulocytopenia, anemia, blood dyscrasia,
MWWREYAESHGRY | O@REYASEREER ol)s toxicity, abnormal hepatic function, hypomagnesaemia, stomatitis, purpura,

allergic contact sensitization and neuromuscular blockade.

The postoperative follow-up should be closely monitored by the surgeon for patients reporting a previous
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experience of sensitivity or allergic reaction to antibiotics, in particular of the aminoglycosides’ family.

WARNINGS- PRECAUTIONS FOR USE

The present instructions for use leaflet must be read carefully.

The use of Cemex® Genta should be carefully considered in patients with coagulation disorders and in
patients with severe cardio-pulmonary insufficiency.Do not use after the expiration date since the
effectiveness of the device may be compromised.

Using the device under conditions other than the indicated use is unlikely to provide benefit to the patient
and increases the risk of the development of drug-resistant bacteria

For the use of bone cement, it is required a high level of coordination between the anaesthetist and the
surgeon. The surgeon must communicate to the anesthetist when the cement is about to be introduced
during the procedure.

In some cases, events defined as “bone cement implantation syndrome” (BCIS) may occur which are
characterized by a number of clinical features that include hypoxia, hypotension, cardiac arrhythmias,
increased pulmonary vascular resistance (PVR), and cardiac arrest, which must be controlled with the
methods in use in modern anaesthesiology. These phenomena are commonly associated with, but are
not restricted to, cemented hip arthroplasty which usually occur at one of the five stages in the surgical
procedure: femoral reaming, acetabular or femoral cement implantation, insertion of the prosthesis or joint
reduction (Donaldson et al., 2009, Br J Anaesth).

Patient blood pressure should be monitored during and immediately after application of bone cement.
While inserting the prostheses over-pressurization of the bone cement should be avoided to minimize the
possibility of pulmonary embolism.

Do not re-sterilize and/or re-use the device as it is designed for single-use on a single patient.

Avoid re-sterilization as it may cause infection risks for the patient. Re-sterilization may change and
affect negatively the product and its performances, including the effectiveness of the antibiotic, causing a
malfunction of the same with serious risks for the patient's well-being.

Never divide the product into two or more portions, in order to use it for other clinical applications or at
different times. This re-use may lead to an error in the correct proportion of powder-to-liquid mix. It could
also cause a sterility loss.

For Cemex® Genta Fast: if only one dose (20 g powder sachet and one 8,35 g liquid vial) of the device has
been used during the surgical operation, discard the remaining dose as described in the section Disposal.
This would be considered a re-use of the product. It could cause a sterility loss and difficulties in the device
use due to the missing of the instructions for correct use.

Cemex® Genta should be used with caution:
in conjunction with other nephrotoxic or ototoxic drugs (e.g. other aminoglycosides, amphotericin
B, cephalosparins, ciclosparins, cisplatin, clindamycin, colistin, polymyxin B, foscarnet, vancomycin,
viomycin,) since they can increase gentamicin toxicity (the low serum level of gentamicin makes this
interaction very unlikely to occur);
in patients who are predisposed to or who have pre-existing clinical conditions that would put them
at risk for gentamicin toxicity (e.g. renal dysfunction, hearing difficulties, dehydration, advanced age,
taking drugs which may affects kidneys, undergoing general anaesthesia, etc).
In such cases, patients should be monitored for toxic blood levels of gentamicin (mainly in the first days
following implantation), as well as for kidney function.
Simultaneous use of gentamicin and strong diuretics such as ethacrynic acid or furosemide may intensify
the ototoxic effect of gentamicin by altering the antibiotic concentrations in serum and tissue.
The use of Cemex® Genta may result in overgrowth of non-susceptible organisms. If overgrowth of non-
susceptible organism occurs, appropriate therapy should be initiated.
In cases of significant obesity gentamicin serum concentrations should be closely monitored and a
reduction in dose should be considered.
Co-administration with the following agents should be avoided:
neuromuscular blocking agents such as succinylcholine, botulinum toxin risk of toxicity due to
enhanced neuromuscular block
anticoagulants such as warfarin and phenindione.as Gentamicin has been known to potentiate them
Cholinergics: antagonism of effect of neostigmine and pyridostigmine.
Bisphosphonates: increased risk of hypocalcaemia.
Sulfites in susceptible people, especially those with a history of asthma or allergy: risk of allergic-type
reactions including anaphylactic symptoms and bronchospasm.

In vitro elution studies (microbiological method) have shown that the daily release of gentamicin never
exceeds the recommended systemic adult dose for gentamicin (5-7 mg/kg/day, adult with normal renal
function) according to Goodman and Gilman's recommendations™.

It is therefore unlikely that the amount of gentamicin absorbed locally from Cemex® Genta will result in
serum levels in the toxic range.

Owing to the presence of gentamicin adverse events typical of these substances may occur, even if

accurrence is unlikely because of the very low serum levels reached.
Perucrpauns MU n Pucanpam-xa)mope

1 The Pharmasu/ogma/ Bas:s of Therapeutics 13th Edition (Brunton L, Hilal-Dandan R, Knollmann B) - McGraw Hill, New York.
Chapter 58: Aminoglycosides (McDougall C)



Gentamicin is potentially nephratoxic and/or ototoxic.

Despite the risk of accumulation is low, care should be taken, and the levels of gentamicin should be
monitored in patients with impaired renal function, and in patients with previous neuromuscular disorders
(e. g. myasthenia gravis, Parkinson’s disease), in particular if they also have a history of renal insufficiency.
In case of administration of muscle relaxants and ether, the neuromuscular blocking properties of
gentamicin may be intensified (using calcium salts it may be reversed). However, this is quite unlikely
in patients with healthy kidneys, whereas in patients with impaired renal function, the probability of
interaction increases in proportion to serum levels.

Plasma trough concentrations of gentamicin higher than 2ug/ml for periods longer than 10 days have
been associated to toxicity.

USE DURING PREGNANCY, BREAST-FEEDING AND IN CHILDREN

There are no available tests which demonstrate the safe use of bone cement during pregnancy or breast-
feeding, and in children.

During pregnancy and breast-feeding the surgeon should weight the benefit for the mother against the
potential risk to the child before using the cement.

It is advisable not to implant bone cement during pregnancy and breast-feeding. In these patients, bone
cement should only be used in critical, life endangering situations.

In the event that the bone cement is used during pregnancy or if the patient becomes pregnant while the
bone cement is in use, she should be notified of the possible dangers to the fetus. Women of childbearing
potential should consider the benefits and dangers associated with the use of the product.

The bone cement is indicated for use in children (skeletally young patients) only when the surgeon deems
that saving the joint through other forms of intervention is not possible.

STERILE PACKAGING INFORMATION
For ref codes 1400/AG and 1400/IG: the package consists of an aluminium wrapping containing a
hermetically sealed blister pack whose contents (40 g sachet of powder and 14.7 g vial of liquid) are
sterilized by ethylene oxide. The liquid is sterilized by filtration and the powder by ethylene oxide.
For codes 1400/AG INT and 1400/IG INT: the package contains a 40g sachet of powder sterilized by
gamma ray and a blister pack sterilized by ethylene oxide containing a 14.7g vial of sterile liquid. The
liquid is sterilized by filtration.
For code 12A3100: the package has 2 sachets (each containing 20g of sterile powder) and 2 phials
(each containing 8.35¢g of sterile liquid). The liquid is sterilized by filtration and the powder by Gamma-
ray sterilization.
For code 12A2420: the package contains a 40g sachet of powder sterilized by gamma ray and a blister
pack sterilized by ethylene oxide containing a 16.7g vial of sterile liquid. The liquid is sterilized by
filtration.
Please discard Cemex® Genta if the external powder sachet and/or the vial blister are damaged or
unintentionally opened before use because the sterility of the device may be compromised.
Do not re-sterilize.

STORAGE & TRANSPORT CONDITIONS
Store and transport at a temperature below 25°C and in a cool and dry environment. However, if the
temperature during the transport cannot be maintained under 25°C with a relative humidity < 90%, the
medical device can tolerate a temperature between 0°C and 40°C with a relative humidity less than
90% for maximum 5 days.
The device must be shipped and transported in a double wall corrugated box with ECT = 44 Ibf/in (or
ECT = 7.71 kN/m)
Prior to using Cemex® Genta it is advised to store the product at a temperature of 23°C + 1°C for 24
hours before surgery.
Bone cements are temperature-sensitive. Temperatures of more than 23°C for the product, the
preparation accessories and the environment accelerate the various stages in the preparation
procedure. Lower temperatures retard the preparation stages. Please see the graphs reporting the
different preparation phases timings located at the end of this leaflet.

UTILIZATION and IMPLANTATION
Familiarity with proper use of bone cement, and in particular with Cemex® Genta, is essential for
successful use of the device.

It is important to maintain strictly aseptic surgical procedures. Any deep infection of a surgical wound is
a serious risk and will affect the successful outcome of the technique. Some infections may appear later,
even years after surgery, without clinical signs.

The prosthesis that the surgeon chooses for the implantation must be compatible with the use of bone
cement.

Pem“‘l’f‘?@'? ?ﬁ%ﬁ"ﬁ@"ﬁhe following equipment and accessories be available for the procedure:
wwwne'vace
Mlxmg and defivery accessories suitable for bone cements, ensure that they are compatible with PMMA
bone cement (e.g. rubber and elastomer materials should be avoided).
Equipment for joint arthroplasty surgery



Cement Restrictor (if needed according to patient anatomical condition)

TEMPERATURE EFFECTS ON PREPARATION AND APPLICATION TIMING

Bone cements are sensitive to temperature. The temperature of the storage and of the operative room
affects the preparation and application of the cement.

Temperature's effect on cement setting time was evaluated with a laboratory test according to ISO 5833
- Implants for surgery — Acrylic resin cements.

The mixing times, waiting times, working times and setting times of Cemex® Genta are shown on the
diagrams at the end of these instructions. Please note that they are stated for guidance only, because
different factors can affect them. These include the temperature, humidity, ventilation, mixing technique
(speed, use of mixer), the thoroughness of mixing, the inadvertent inclusion of external substances inside
the cement (such as saline solution, blood etc.), and the pre-heating of the prosthesis component itself.
Any increase in temperature of the working environment / cement components / mixing instrumentation /
prosthesis reduces the preparation times. Equally, lower temperatures increase such times.

PREPARATION

Make sure that the inner packages and components are undamaged. Powder should be smooth (no
agglomerations) and not yellow or brown in color. The content in the vial should appear as a low
viscosity liquid. If the powder has a yellowish or brownish color or if the liquid is syrupy do not use
product. This indicates the product has not been stored properly.

The preparation of Cemex® Genta (single dose) is done by mixing the entire contents of one sachet
of powder with one vial of liquid as per the instructions below. If required, more doses may be mixed.
Different lot numbers of Cemex® Genta may be used together when properly mixed.

The surgeon will determine the amount of cement needed based on the clinical application and needs.

Warnmgs
The liquid component of bone cement is a powerful lipid solvent. Contact with monomer to skin
and mucous membranes should be avoided since cases of contact dermatitis have been noted in
susceptible subjects.
In order to reduce the possibility of negative reactions it is recommended to wear gloves to ensure
adequate protection against the penetration of the monomer (methyl methacrylate) into the skin.
PVP (three-layer polyethylene, ethylene-vinyl alcohol-copolymer, polyethylene) and Viton/Butyl gloves
have proved to provide good protection over an extended period. Putting on two pairs of gloves — one
pair of polyethylene surgical gloves over a pair of standard latex surgical gloves — has also proved to
offer adequate protection.
The use of latex or polystyrene-butadiene (rubber) gloves, however, must be avoided. Please request
the confirmation of your glove supplier whether the respective gloves are suitable for the use of this
cement.
The operative area must be correctly ventilated as the liquid component is both flammable and volatile.
The liquid monomer and vapors must never directly be exposed to flames or heated items. It has been
reported that monomer vapors have ignited by use of electrocautery devices in surgical sites near
newly implanted bone cement.
Use caution while mixing the liquid and powder components of the bone cement to prevent prolonged
exposure to the concentrated vapors of liquid monomer. This exposure may cause irritation of the
respiratory tract, eyes, and in some cases the liver, sleepiness and drowsiness.
Personnel with contact lenses should not prepare bone cement or be near the mixing process.

Step 1 - Opening
Open the unit container and place, onto a sterile working surface, the powder sachet and the liquid vial.

Step 2 - Mixing
Break open the vial and pour all the liquid into a proper mixing container.
Open the powder sachet and pour all the powder over liquid.
Mix the cement with a spatula from the outside of the container towards the center to minimize the
presence of air bubbles.
Use the spatula delicately to remave any lumps of unmoistened powder into the overall cement dough.
Mixing time is between 1-1.5 minutes, but the actual time depends on the temperature, the humidity
and the mixing technique, and it is determined by the surgeon's experience.

Warnmgs
Do not open the liquid vial over the mixing container in order to avoid the risk of glass fragments

entering the dough.

The cement should not come into contact with the gloved hand until the consistency of dough has
been reached.

Do not change the ratio between liquid and powder components.

Do.nat.add foreign hadies or other substances (including other antibiotics) to Cemex® Genta.
Pemcrpam MH n Pucanpam-xa)mope

WWW.I cert. ert.ru
tep 3 - Handfmé
For manual application: after mixing, continue moving the dough until it no longer sticks to the gloves
(see the diagrams). At this paint, the mass is ready to be applied._
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For syringe application: immediately after mixing, introduce the cement in an appropriate sterile
delivery device.
The temperature and humidity of the storage and operating room, of the mixing/delivery accessories
used and of the surgeon's hands may determine differences in the timing for cement preparation and
application. These are determined by the surgeon's experience.

Step 4 - Application

- The bone cavity must be properly irrigated with Ringer or saline solutions and dried prior to the
application of bone cement. This reduces the risk of inclusion of medullary fat, bone fragments or other
foreign bodies in the vascular system.
During this phase, apply the cement.
For syringe application: extrusion of the cement must begin in the distal area of the bone cavity and
then flow into the proximal area. In order to avoid the inclusion of possible air bubbles, the cement flow
must be kept as uniform as possible.

Warnings:

- It is important to avoid the presence of liquid between the bone tissue and the cement. The bone
surface must be dried with gauze and/or suction catheters before and during the cementation
process.

Avoid over-pressurization of the bone cement because this may lead to extrusion of the bone cement
beyond the site of its intended application and damage to the surrounding tissues. Moreover, the over-
pressurization of the bone cement should be avoided to minimize the possibility of pulmanary embolism
during the prosthesis insertion.

The surface of the implant that it is intended to be cemented should be covered by a uniform coating
of bone cement. It is important to apply an optimal thickness of bane cement.

Bone cement reaches temperatures higher than physiological ones during the polymerization reaction.
Polymerization of the bone cement is an exothermic reaction that occurs while the bone cement is
setting (hardening) in situ. The released heat may damage bone or tissue adjacent to the implant.

Step 5 - Prosthesis insertion
Once the cement has been applied, the prosthesis can be positioned.
Hold the prosthesis firmly in place until the cement has hardened. This is essential to ensure optimal
implantation results.
Excess cement should be removed prior to setting.
Setting time of the cement depends on the temperature and humidity of the storage and operating
room, type of cement, and the manipulation.
The increase of the temperature of the cement indicates the proceeding of the polymerization reaction.
The cement cools spontaneously after few minutes, which is the end of the reaction and time when the
surgeon can release the prosthesis.

Warnings:
Application of the prosthesis should be completed as quickly as possible as the temperature
of the host bone cavity accelerates cement polymerization.
Inadequate fixation or unanticipated postoperative events may affect the cement-bone interface and
lead to micromation of cement against bone surface. A fibrous tissue layer may develop between the
cement and bone, and loosening of the prosthesis may occur.

POST-OPERATIVE FOLLOW-UP

The cement or the prosthesis (or both) may loosen or fracture due to incorrect cement insertion technigue,
trauma, or latent infection. It is therefore advisable to follow-up all patients regularly and in the long-term
following surgery.

The follow up may include drug monitoring tests, renal function monitoring tests, serum electrolytes,
urinalysis, and audiograms (in the elderly and/or dehydrated patient in whom there is a higher risk of
adverse events associated with Gentamicin use). Elderly patients may have reduced renal function that
may not be evident in the results of routine screening tests, such as BUN or serum creatinine. A creatinine
clearance determination may be more useful.

BONE CEMENT REMOVAL DUE TO PROSTHESIS REVISION

In case of aseptic/septic prosthesis revision a radical debridement shall be performed to remove all cement
and potentially infected and devitalized tissues using common instruments for this type of procedure (e.g.
osteotomes, drills, hooks, curettes, forceps, endoscopic instruments, high-energy ultrasounds, lithotripsy,
laser, bone cement segmental remaver). The pracedure to remove the implant is a case by case decision
by the responsible surgeon depending on the condition of the implant and the patient.

MRI SAFETY INFORMATION
Cemex® Genta are considered as “MR Safe” in accordance with the definition of the standard ASTM F2503,
therefore it does not pose any risk in the Magnetic Resonance Environment.

Perucrpams MU B PocanpaBragsope

e e
The implanted device Cemex® Genta is provided with an implant card to be filled by the Healthcare
Institution/provider with patient data, and to be supplied to the patient. This implant card reports the
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information allowing the identification of the implanted device. The information to be supplied to the
patient about warnings, precautions and measures to be taken is reported on the patient leaflet and on
the following website: https://ifu.tecres.com.

The patient leaflet included in the device package must be supplied to the patient.

Instruction for Implant Card completion

The following data shall be filled by the HealthCare Institution/provider on the implant card front side:
1. Name of the patient or patient ID.

2. Date of implantation (day/month/year).

3. Name and address of the Healthcare Institution/provider.

@ TECRES' IMPLANT CARD
7 ®

https://ifu.tecres.com

Once filled the Implant Card shall be detached from its support and provided to the patient.
Explanation of overall symbols present on the implant card (front and back sides) are reported under
section "SYMBOLS on Implant Card" of the present leaflet.

DISPOSAL

The surplus bone cement should be allowed to set prior to disposal, which should be performed according
to local waste regulations for unused or expired drugs since the device contain antibiotic.

In case of expired shelf-life, left-over unused dose of Cemex® Genta Fast (in case of use of only one
single dose of the twa provided), damaged or unintentionally opened packaging, please dispose the powder
component of Cemex® Genta according to local waste regulations for unused or expired drugs since the
device contain antibiotic. Instead the liquid component, due to its volatility and flammability, should be
evaporated in a properly ventilated hood or absorbed by an inert material and transferred into a suitable
container for disposal in a landfill.

SERIOUS INCIDENT REPORTING
Any serious incident potentially attributable to Cemex® Genta shall be reported to the manufacturer,
TECRES S.p.A., and to the competent authority in which the user and/or the patient is established.

The manufacturer can be reached at the following contacts:

- email: info@tecres.it
- tel:+39 045 9217311

The contact information of the competent authority located in the European Member State in which the
patient is established is reported on European Commission website, under section "medical devices" at
the following link: https://health.ec.europa.eu/medical-devices-sector/new-regulations/contacts_en

Perucrpams MU B PocanpaBragsope
‘www.nevacert.ru | info@nevacert.ru



TIME TEMPERATURE CHARTS / GRAFICI

1 DELLA TEMPERATURA NEL TEMPO / ZEIT-
TEMPERATUR-DIAGRAMME / GRAFICOS DE TIEMPO/TEMPERATURA / GRAPHIQUES TEMPS/

TEMPERATURE / GRAFICOS DA TEMPERATURA AO LONGO DO TEMPO / WYKRESY ZAVLEiNOQCI
POMIEDZY TEMPERATURA | CZASEM / GRAFY ZAVISLOSTI DOBY NA TEPLOTE / TID-
TEMPERATUURGRAFIEKEN / GRAFY ZAVISLOSTI CASU 0D TEPLOTY

CEMEX® GENTA HIGH VISCOSITY

EN Manual application is recommended for the application of Cemex® Genta High Viscosity./ IT Per
I'applicazione di Cemex® Genta High Viscosity si consiglia il metodo manuale./ DE Es wird empfohlen,
Cemex® Genta High Viscosity manuell einzubringen./ ES Para Cemex® Genta High Viscosity se recomienda
la aplicacion manual./ FR L'application manuelle est recommandée pour le ciment Cemex® Genta High
Viscosity./ PT Recomenda-se a aplicagdo manual do Cemex® Genta High Viscosity./ PL Aplikacja reczna
jest zalecana w przypadku zastosowania Cemex® Genta High Viscosity./ CS Pro kostni cement Cemex®

Genta High Viscosity se doporucuje ruéni aplikace./ NL Bij toepassing van Cemex® Genta High Viscosity

wordt handmatig aanbrengen aanbevolen./ SK Pri aplikacii kostného cementu Cemex® Genta High

Viscosity sa odpordca manuélna aplikéacia

Cemex® Genta HV - Temperature Chart
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CEMEX® GENTA LOW VISCOSITY

EN All CEMEX® GENTA can be inserted manually bearing in mind that the syringe application is highly
recommended for low viscosity cements/ IT Tutti i prodotti CEMEX® GENTA possono essere inseriti
manualmente, ricordando che per i cementi a bassa viscosita & vivamente consigliata I'applicazione con
siringa/ DE Alle CEMEX® GENTA Knochenzemente kénnen manuell eingebracht werden, wobei zu beachten
ist, dass bei Zementen mit niedriger Viskositat die Einbringung mit der Spritze dringend empfohlen wird./
ES Todos los cementos 6seos CEMEX® GENTA se pueden introducir manualmente, teniendo en cuenta que
la aplicacion con jeringa es altamente recomendable para los cementos Gseos de baja viscosidad./ FR
Tous les produits CEMEX® GENTA peuvent étre appliqués manuellement tout en sachant que I'application
a la seringue est fortement recommandée pour les ciments & faible viscosité./ PT Todos os CEMEX®
GENTA podem ser inseridos manualmente, mas recomenda-se vivamente a aplicagdo dos cimentos de
baixo viscosidade com uma seringa./ PL Wszystkie wyroby CEMEX® GENTA mozna wprowadza¢ recznie,
pamigtajac, ze aplikacja przy uzyciu strzykawki jest zdecydowanie zalecana w przypadku cementéw o
n|sk|91 Iepkosm/ cs Vsechny kostni cementy CEMEX® GENTA mohou byt aplikovany rucné s védomim,

cky je vysoce doporugeno u kostnich cementl s nizkou viskozitou./ NL Alle
dmatig worden ingebracht, waarbij bedacht moet worden dat het aanbrengen

wurdt aanbevolen vour botcement met Iage viscusiteit/ SK Vsetky kustne

striekackou sa dorazne odporica pri cementoch s mzkou viskozitou.



Cemex® Genta LV - Temperature Chart

Temperature (°C)

0 1 10
Time (min)
A Mixing B Syringe application € Doughing time D Manual application E Setting time

CEMEX® GENTA FAST

EN Manual application is recommended for Cemex® Genta Fast./ IT Per I'applicazione di Cemex® Genta
Fast si consiglia il metodo manuale./ DE Es wird empfohlen, Cemex® Genta Fast manuell einzubringen./
ES Se recomienda la aplicacion manual para Cemex® Genta Fast./ FR L'application manuelle est
recommandée pour le ciment Cemex® Genta Fast./ PT Recomenda-se a aplicagdo manual do Cemex®
Genta Fast./ PL Aplikacja reczna jest zalecana w przypadku Cemex® Genta Fast./ CS U kostniho cementu
Cemex® Genta Fast se doporucuje rucni aplikace./ NL Bij toepassing van Cemex® Genta Fast wordt

handmatig aanbrengen aanbevolen./ SK Pri aplikacii kostného cementu Cemex® Genta Fast sa odporica
manuélna aplikécia.

Cemex® Genta Fast - Temperature Chart

Temperature (°C)

— — T T T
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CEMEX® GENTA ID GREEN

EN Is ideal bone cement for both manual and syringe application./ IT £ un cemento osseo ideale sia per
I'applicazione manuale che con siringa./ DE Ist sowohl fiir die manuelle als auch fiir die Einbringung mit
einer Spritze der ideale Knochenzement./ ES Es un cemento 6seo ideal tanto para la aplicacion manual
como para la aplicacion con jeringa./ FR Est le ciment osseux idéal pour une application manuelle et &
la seringue./ PT E o cimento 6sseo ideal tanto para aplicagdo manual como com seringa./ PL nadaje
sig idealnie zardwno do aplikacji recznej, jak i przy uzyciu strzykawki./ CS Je idealni kostni cement pro
ruéni aplikaci i aplikaci injekéni stfikackou./ NL is ideaal botcement voor zowel handmatig aanbrengen als
aanbrengen met een spuit./ SK Je idealny kostny cement na manualnu aj injeként aplikaciu.

Cemex® Genta ID green - Temperature Chart

Temperature (°C)

g 10
Time (min)
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SYMBOLS on IMPLANT CARD - SIMBOLI presenti sulla TESSERA PER IL PORTATORE DI
IMPIANTO - SYMBOLE auf dem IMPLANTATPASS - SIMBOLOS EN LA TARJETA DEL IMPLANTE -
PICTOGRAMMES sur la CARTE D'IMPLANT - SiMBOLOS no CARTAO DO IMPLANTE - SYMBOLE
na KARCIE IMPLANTU - SYMBOLY na KARTE IMPLANTATU - SYMBOLEN OP IMPLANTAATKAART
- SYMBOLY na KARTE IMPLANTATU

CATALOGUE NUMBER - NUMERO DI CATALOGO - KATALOGNUMMER - NUMERQ DEL
CATALOGO - REFERENCE CATALOGUE - NUMERO DE CATALOGO - NUMER KATALOGOWY -
KATALOGOVE CISLO - CATALOGUSNUMMER - KATALOGOVE CISLO

BATCH NUMBER - NUMERO DI LOTTO - CHARGENNUMMER - NQMERVO DE LOTE -
NUMERO DE LOT - NUMERO DE LOTE - NUMER PARTII - CISLO SARZE -
LOTNUMMER - CISLO SARZE

DEVICE NAME - NOME DEL DISPOSITIVO - PRODUKTNAME - NOMBRE DEL DISPOSITIVO -
NOM DU DISPOSITIF - NOME DO DISPOSITIVO - NAZWA WYROBU - NAZEV PROSTREDKU
- NAAM HULPMIDDEL - NAZQV POMOCKY

MANUFACTURER - FABBRICANTE - HERSTELLER - FABRICANTE - FABRICANT -
FABRICANTE - PRODUCENT - VYROBCE - FABRIKANT - VYROBCA

DATE OF IMPLANTATION (DAY / MONTH / YEAR) - DATA DI IMPIANTO (GIORNO/MESE/
ANND) - DATUM DER IMPLANTATION (TAG/MONAT/JAHR) - FECHA DE LA IMPLANTACION
(DIA/MES/AND) - DATE DE L'IMPLANTATION (JOUR / MOIS / ANNEE) - DATA DA
IMPLANTAGAO (DIA/MES/ANQ) - DATA IMPLANTACJI (DZIEN / MIESIAC / ROK) - DATUM
IMPLANTACE (DEN / MESIC / ROK) - IMPLANTATIEDATUM (DAG / MAAND / JAAR) - DATUM
IMPLANTACIE (DEN/MESIAC/ROK)

UNIQUE DEVICE IDENTIFIER - IDENTIFICATIVO UNICO DEL DISPOSITIVO - EINMALIGE
PRODUKTKENNUNG - IDENTIFICADOR DE DISPOSITIVO UNICO - IDENTIFIANT UNIQUE
DU DISPOSITIF - IDENTIFICADOR UNICO DO DISPOSITIVO - NIEPOWTARZALNY KOD
IDENTYFIKACYJNY WYROBU - JEDINECNY IDENTIFIKATOR PROSTREDKU - UNIEKE CODE
VOOR HULPMIDDELIDENTIFICATIE - UNIKATNY IDENTIFIKATOR POMOCKY -

NAME AND ADDRESS OF THE IMPLANTING HEALTHCARE INSTITUTION/PROVIDER -
NOME E INDIRIZZO DELL'ISTITUZIONE O FORNITORE DI ASSISTENZA SANITARIA CHE HA
EFFETTUATO L'IMPIANTO - NAME UND ANSCHRIFT DER GESUNDHEITSEINRICHTUNG/DES
LEISTUNGSERBRINGERS, DIE/DER DIE IMPLANTATION DURCHGEFUHRT HAT - NOMBRE
Y DIRECCION DEL CENTRO/PROFESIONAL SANITARIO QUE REALIZO EL IMPLANTE - NOM
ET ADRESSE DE L'ETABLISSEMENT DE SANTE/DU PRESTATAIRE DE SOINS AYANT
EFFECTUE L'IMPLANTATION - NOME E ENDEREGO DA INSTITUIGAO/PROFISSIONAL DE
SAUDE RESPONSAVEL PELA IMPLANTACAQ - NAZWA | ADRES PLACOWKI MEDYCZNEJ
/ SWIADCZENIODAWCY DOKONUJACEJ(-EGO) IMPLANTACJI - NAZEV A ADRESA
ZDRAVOTNICKEHO ZARIZENi / POSKYTOVATELE ZDRAVOTNI PECE PROVADEJICIHO
IMPLANTACI - NAAM EN ADRES VAN DE ZORGINSTELLING/ZORGVERLENER DIE
DE IMPLANTATIE HEEFT UITGEVOERD - NAZOV A ADRESA IMPLANTUJUCEHO
ZDRAVOTNICKEHO ZARIADENIA/POSKYTOVATELA ZDRAVOTNEJ STAROSTLIVOSTI

PATIENT NAME OR PATIENT ID - NOME O IDENTIFICATIVO DEL PAZIENTE - NAME DES
PATIENTEN ODER PATIENTEN-ID - NOMBRE O ID DEL PACIENTE - NOM DU PATIENT
OU IDENTIFIANT DU PATIENT - NOME DO DOENTE OU NUMERO DE IDENTIFICACAO DO
DOENTE - IMIE | NAZWISKO PACJENTA LUB ID PACJENTA - JMENO PACIENTA NEBO 1D
PACIENTA - NAAM VAN DE PATIENT OF PATIENT-ID - MENO PACIENTA ALEBO ID PACIENTA

INFORMATION WEBSITE FOR PATIENTS - SITO WEB INFORMATIVO PER | PAZIENTI -
INFO-WEBSITE FUR PATIENTEN - SITIO WEB DE INFORMACION PARA PACIENTES - SITE
WEB D'INFORMATION POUR LES PATIENTS - WEBSITE DE INFORMAGAO PARA DOENTES
- INFORMACYJNA STRONA INTERNETOWA DLA PACJENTOW - INFORMACNI WEBOVE
STRANKY PRO PACIENTY - INFORMATIEWEBSITE VOOR PATIENTEN - INFORMACNE
WEBOVE STRANKY PRE PACIENTQV

Perucrpams MU B PocanpaBragsope
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SYMBOLS - SIMBOLI - SYMBOLE - SiMBOLOS - PICTOGRAMMES - SiMBOLOS - SYMBOLE -
SYMBOLY - SYMBOLEN - SYMBOLY

CATALOGUE NUMBER - NUMERO DI CATALOGO - KATALOGNUMMER - NUMERQ DEL
CATALOGO - REFERENCE CATALOGUE - NUMERO DE CATALOGO - NUMER KATALOGOWY -
KATALOGOVE CISLO - CATALOGUSNUMMER - KATALOGOVE CISLO

BATCH NUMBER - NUMERO DI LOTTO - CHARGENNUMMER - NQMERVU DELOTE -
NUMERO DE LOT - NUMERO DE LOTE - NUMER PARTII - CISLO SARZE -
LOTNUMMER - CISLO SARZE

USE BY - DA USARE ENTRO - VERWENDBAR BIS - FECHA DE CADUCIDAD - DATE DE
PEREMPTION - PRAZO DE VALIDADE - TERMIN WAZNOSCI - SPOTREBUJTE DO - UITERSTE
GEBRUIKSDATUM - SPOTREBUJTE DO -

DO NOT RE-USE - NON RIUTILIZZARE - NICHT WIEDERVERWENDEN - NO REUTILIZAR - NE
PAS REUTILISER - NAD REUTILIZAR - DO JEDNORAZOWEGO UZYTKU - NEPOUZIVEJTE
OPAKOVANE - NIET OPNIEUW GEBRUIKEN - NEPOUZIVAJTE OPAKOVANE -

DO NOT RESTERILIZE - NON RISTERILIZZARE - NICHT ERNEUT STERILISIEREN - NO
REESTERILIZAR - NE PAS RESTERILISER - NAQ REESTERILIZAR - NIE STERYLIZOWAC
PONOWNIE - OPAKOVANE NESTERILIZUJTE - NIET OPNIEUW STERILISEREN -
NESTERILIZUJTE OPAKOVANE -

CAUTION - ATTENZIONE - VORSICHT - PRECAUCION - ATTENTION - ATENCAQ
-PRZESTROGA - UPOZORNENI - VOORZICHTIG - UPOZORNENIE

CONSULT INSTRUCTIONS FOR USE - CONSULTARE LE ISTRUZIONI PER L'USO -
GEBRAUCHSANWEISUNG BEACHTEN - CONSULTAR LAS INSTRUCCIONES DE USO
- CONSULTER LES INSTRUCTIONS D'UTILISATION - CONSULTAR AS INSTRUGGES DE
UTILIZAGAQ - ZAPOZNAC SIE Z INSTRUKCJA UZYTKOWANIA - PRECTETE SI NAVOD K
POUZITI - DE GEBRUIKSAANWIJZING RAADPLEGEN - PRECITAJTE SI NAVOD NA POUZITIE

B > ® el

STERILIZED USING ETHYLENE OXIDE - STERILIZZATO CON 0SSIDO DI ETILENE -
STERILISIERT MIT ETHYLENOXID - ESTERILIZADO CON GXIDO DE ETILENO - STERILISE A
L'OXYDE D'ETHYLENE - ESTERILIZADO POR OXIDO ETILENO - STERYLIZOWANY TLENKIEM

ETYLENU - STERILIZOVANO ETYLENOXIDEM - GESTERILISEERD MET ETHYLEENOXIDE -
STERILIZOVANE ETYLENOXIDOM

DO NOT USE IF PACKAGE IS DAMAGED AND CONSULT INSTRUCTIONS FOR USE
- NON USARE SE LA CONFEZIONE RISULTA DANNEGGIATA E CONSULTARE LE

ISTRUZIONI PER L'USO - BEI BESCHADIGTER VERPACKUNG NICHT VERWENDEN UND

GEBRAUCHSANWEISUNG BEACHTEN - NO UTILIZAR SI EL ENVASE ESTA DANADO Y

CONSULTAR LAS INSTRUCCIONES DE USO - NE PAS UTILISER SI L'EMBALLAGE EST
ENDOMMAGE ET CONSULTER LES INSTRUCTIONS D'UTILISATION - NAQ UTILIZAR SE A

EMBALAGEM ESTIVER DANIFICADA E CONSULTAR AS INSTRUGGES DE UTILIZAGAQ - NIE

UZYWAC, JESLI OPAKOWANIE JEST USZKQDZONE | ZAPOZNAC SIE Z INSTRUKCJA
UZYTKOWANIA - NEPOUZIVEJTE, POKUD JE OBAL POSKOZEN, A POSTUPUJTE PODLE

NAVODU K POUZITI - NIET GEBRUIKEN ALS DE VERPAKKING BESCHADIGD IS EN DE
GEBRUIKSAANWIJZING RAADPLEGEN - NEPOUZIVAJTE, AK JE OBAL POSKODENY, A

POSTUPUJTE PODLA NAVODU NA POUZITIE

| I II MANUFACTURER - FABBRICANTE - HERSTELLER - FABRICANTE - FABRICANT -

FABRICANTE - PRODUCENT - VYROBCE - FABRIKANT - VYROBCA

UPPER LIMIT OF TEMPERATURE - LIMITE SUPERIORE DI TEMPERATURA - OBERE
TEMPERATURBEGRENZUNG - LIMITE SUPERIOR DE TEMPERATURA - LIMITE SUPERIEURE
DE TEMPERATURE - LIMITE SUPERIOR DE TEMPERATURA - GORNY LIMIT TEMPERATURY -

HORNI TEPLOTNI LIMIT - BOVENGRENS TEMPERATUUR - HORNA HRANICA TEPLOTY

STERILIZED USING IRRADIATION - STERILIZZATO MEDIANTE IRRADIAZIONE

- STERILISIERT DURCH BESTRAHLUNG - ESTERILIZADO MEDIANTE RADIACION -

[STERILE[R||  STERILISATION PAR IRRADIATION - ESTERILIZADO POR RADIAGAO - STERYLIZOWANY

PROMIENIOWANIEM - STERILIZOVANO OZARENIM - GESTERILISEERD DOOR STRALING
- STERILIZOVANE OZIARENIM

MH s
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Perucry

STERILIZED USING ASEPTIC PROCESSING TECHNIQUES - STERILIZZATO CON
TECNICHE DI TRATTAMENTO ASETTICHE - STERILISIERT DURCH ASEPTISCHE
VERARBEITUNGSMETHODEN - ESTERILIZADO MEDIANTE TECNICAS DE PROCESAMIENTO
ASEPTICO - STERILISE PAR TECHNIQUE ASEPTIQUE - ESTERILIZADO COM TECNICAS
DE PROCESSAMENTO ASSEPTICAS - STERYLIZOWANY PRZY UZYCIU ASEPTYCZNYCH
TECHNIK OBROBKI - STERILIZOVANO POSTUPY ASEPTICKEHO ZPRACOVAN -
GESTERILISEERD MET ASEPTISCHE VERWERKINGSTECHNIEKEN - STERILIZOVANE
POUZITIM ASEPTICKYCH SPRACOVATEL'SKYCH TECHNIK

Az
o

AN

KEEP AWAY FROM SUNLIGHT - CONSERVARE AL RIPARQ DALLA LUCE SOLARE - VOR
SONNENLICHT SCHUTZEN - MANTENER LEJOS DE LA LUZ SOLAR - TENIR A L'ABRI
DU RAYONNEMENT SOLAIRE - MANTER AO ABRIGO DA LUZ SOLAR - PRZECHOWYWAC
7 DALA 0D SWIATEA SEONECZNEGO - CHRANTE PRED SLUNECNIM ZARENIM - NIET
BLOOTSTELLEN AAN ZONLICHT - UCHOVAVAJTE MIMO SLNECNEHO SVETLA

MEDICAL DEVICE - DISPOSITIVO MEDICO - MEDIZINPRODUKT - PRODUCTO SANITARIO
- DISPOSITIF MEDICAL - DISPOSITIVO MEDICO - WYROB MEDYCZNY - ZDRAVOTNICKY
PROSTREDEK - MEDISCH HULPMIDDEL - ZDRAVOTNICKA POMOCKA

CONTAINS A MEDICAL SUBSTANCE - CONTIENE UNA SOSTANZA MEDICINALE - ENTHALT
ARZNEIMITTEL - CONTIENE UNA SUSTANCIA MEDICA - CONTIENT UNE SUBSTANCE
MEDICAMENTEUSE - CONTEM UMA SUBSTANCIA MEDICINAL - ZAWIERA SUBSTANCJE
LECZNICZA - 0BSAHUJE LECIVOU LATKU - BEVAT EEN MEDISCHE STOF - OBSAHUJE
LIECIVU LATKU

P ¢ [

FLAMMABLE LIQUID - LIQUIDO INFIAMMABILE - BRENNBARE FLUSSIGKEIT - Li(]UJDU ;
INFLAMABLE - LIQUIDE INFLAMMABLE - LIQUIDO INFLAMAVEL - CIECZ PALNA - HORLAVA
KAPALINA - ONTVLAMBARE VLOEISTOF - HORLAVA KVAPALINA

UNIQUE DEVICE IDENTIFIER - IDENTIFICATIVO UNICO DEL DISPOSITIVO - EINMALIGE
PRODUKTKENNUNG - IDENTIFICADOR DE DISPOSITIVO UNICO - IDENTIFIANT UNIQUE
DU DISPOSITIF - IDENTIFICADOR UNICO DO DISPOSITIVO - NIEPOWTARZALNY KOD
IDENTYFIKACYJNY WYROBU - JEDINECNY IDENTIFIKATOR PROSTREDKU - UNIEKE CODE
VOOR HULPMIDDELIDENTIFICATIE - UNIKATNY IDENTIFIKATOR POMOCKY

0

DOUBLE STERILE BARRIER SYSTEM - SISTEMA A DOPPIA BARRIERA STERILE -
DOPPELTES STERILBARRIERESYSTEM - SISTEMA DE DOBLE BARRERA ESTERIL
- SYSTEME DE BARRIERE STERILE DOUBLE - SISTEMA DE BARREIRA DUPLA ESTERIL
- SYSTEM PODWOJNEJ BARIERY STERYLNEJ - SYSTEM S DVOJITOU STERILNI BARIEROU
- DUBBEL STERIEL BARRIERESYSTEEM - SYSTEM DVOJITEJ STERILNEJ BARIERY

SINGLE STERILE BARRIER SYSTEM WITH PROTECTIVE PACKAGING INSIDE - SISTEMA
DI BARRIERA STERILE SINGOLA CON CONFEZIONE PROTETTIVA INTERNA - EINFACHES
STERILBARRIERESYSTEM MIT INNERER SCHUTZVERPACKUNG - SISTEMA DE BARRERA

ESTERIL INDIVIDUAL CON ENVASE PROTECTOR INTERIOR - SYSTEME DE BARRIERE
STERILE UNIQUE AVEC EMBALLAGE DE PROTECTION A L'INTERIEUR - SISTEMA
UNICO DE BARREIRA ESTERIL COM EMBALAGEM PROTETORA NO INTERIOR - SYSTEM
POJEDYNCZEJ BARIERY STERYLNEJ Z OPAKOWANIEM OCHRONNYM WEWNATRZ -
SYSTEM S JEDNODUCHOU STERILNI BARIERQU S VNITRNIM OCHRANNYM OBALEM
- ENKEL STERIEL BARRIERESYSTEEM MET BESCHERMENDE BINNENVERPAKKING -
SYSTEM JEDNEJ STERILNEJ BARIERY S OCHRANNYM OBALOM VO VNUTRI

MR SAFE - “MR SAFE" (SICURO PER LA RM) - MR SAFE (MR-SICHER) - MR SAFE
(SEGURO PARA RM) - MR SAFE (COMPATIBLE IRM) - MR SAFE (SEGURO PARA RM) - MR
SAFE (BEZPIECZNY W SRODOWISKU MR) - MR SAFE (bezpené pro poufiti v prosttedi

MRI) - MR SAFE (MR VEILIG) - MR SAFE (BEZPECNE V PROSTREDI MR)

DISTRIBUTOR - DISTRIBUTORE - HANDLER - DISTRIBUIDOR - DISTRIBUTEUR -
DISTRIBUIDO POR - BYSTRYBUTOR - DISTRIBUTOR - DISTRIBUTEUR - DISTRIBUTOR

B Pocs;

partust

FRAGILE, HANDLE WITH CARE - FRAGILE, MANEGGIARE CON CURA - ZERBRECHLICH,
MIT SORGFALT HANDHABEN - FRAGIL, MANIPULAR CON CUIDADO - FRAGILE, MANIPULER
rpasnliasopdlIN - FRAGIL, MANUSEAR COM CUIDADO - KRUCHY, 0BCHODZIC SIE OSTROZNIE

= |

|

GEIERICE ZACHAZEJTE OPATRNE - BREEKBAAR, VOORZICHTIG HANTEREN - KREHKE, S
VYROBKOM MANIPULUJTE OPATRNE




COUNTRY OF MANUFACTURE - PAESE DI FABBRICAZIONE - HERSTELLUNGSLAND - PA[%
DE FABRICACION - PAYS DE FABRICATION - PAIS DE FABRICO - KRAJ PRODUKCJI - ZEME
VYROBY - LAND VAN PRODUCTIE - KRAJINA VYROBY

5K

DATE OF MANUFACTURE - DATA DI FABBRICAZIONE - HERSTELLUNGSDATUM - FECHA DE
FABRICACION - DATE DE FABRICATION - DATA DE FABRICO - DATA PRODUKCJI - DATUM
VYROBY - PRODUCTIEDATUM - DATUM VYROBY
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CEMEX® GENTA

XUPYPITMYECKAA NH®OPMALINA

OB30P
KocTHble uemeHTsl Cemex® Genta npeacTaBnstoT cob6oi ABYXKOMMNOHEHTHbIE (MOPOLLKOBbLIE U XWUAKNE)
PEHTrEeHOKOHTpacTHble nonumeTunMeTakpunatHble (MMMA) KOCTHbIE LIEMEHTbI, KOTopble cofdepXat U1
BbICBOBOXIAIOT NekapCTBEHHOE BELLECTBO: CynbMaT reHTamuumHa. KocTtHbli LemeHT n3 MMMA Takke
copepxuT cynbat 6apus B KauyecTBe PEHTTEHOKOHTPACTHOrO areHTa W, B HEKOTOpbIX BapuaHTax,
KpacsilLue MUrMeHTBI, KOTOpble NMPUAAIOT LIeMEHTY 3ereHbli LIBET. 3eneHbli LIBET yyyllaeT BUAVMOCTb
KOCTHOTO LieMeHTa 1 NOMOraeT Xupypry pa3nunyaTtb KOCTHYH TKaHb U KOCTHbIV LieMeHT (E102 Tartrazine
Lake nnun FD&C Yellow N°5 n E133 Brilliant Blue unn FD&C Blue N°1).
Bce LeMeHTbl NOCTaBNSIOTCA CTEPUNbHBIMUA, OJHOPA30BLIMU, AOCTYMHLIMA B PasfUYHbIX BapuaHTax
BSI3KOCTH.
Cemex® Genta High Viscosity - 3To BapuaHT C BbICOKOW BSA3KOCTbIO, KOTOPbIA MaeansHO NoaxoauT Ans
pyyHoro HaHeceHusi. Cemex® Genta Low Viscosity siBNsioTcsA BapMaHTOM C HW3KOW BSI3KOCTBIO U
upeanbHO MOAXOAAT ANt MPUMEHEHUS C MOMOLLLIO WHBEKUWOHHOTO YCTPOWCTBA, HO WX MOXHO
MCMoNb30BaTb W AMsi PYYHOrO HaHECEHUs!.
Cemex® Genta Fast - 370 BapuaHT € BbICOKOW BA3KOCTbIO, KOTOPbIA NMOAXOAUT ANS PYYHOrO HaHEeCeHust
B Cny4asix, korga TpebyeTcsi cokpalleHHOe BpeMsi HaHECEeHNSI.
Cemex® Genta ID green siBNsieTcA BapuaHTOM cpefHei BSI3KOCTW W MAeanbHO NOAXOAMUT Kak Ans
PYYHOrO, TaK ¥ ANS LWNPULIEBOrO NPUMEHEHNS.
[ins Cemex® Genta Low Viscosity 1 Cemex® Genta High Viscosity ynakoska cogepxuT nakeTtuk 40 r
NopoLLKa, CTEPUIN3OBAHHOTO 0BITyHEeHNEeM OKUCHIO 3TUNEHA UMK FaMMa-N3IyYeHNeM (B 3aBUCUMOCTH OT
BapuaHTa) v (hnakoH CTEPUNbHON XMAKOCTU 14,7 I; XUAKOCTb CTEPUNU3yeTcs ounbTpaumen.
[na Cemex® Genta Fast B ynakoBke cogepxatcsi ABa nakeTtuka no 20 r nopoLuka, CTepunu3oBaHHOMO
raMma-usnyyeHmeM, u nakoH CTepunbHOW xwugkocth no 8,35 r; XuOKOCTb CTepunusyetcs
dunbTpaumen;
[ns Cemex® Genta ID Green B ynakoBKe COAEPXWUTCS MakeTWK nopoluka rno 40 r cTepunn3oBaHHOro
ramMmma-usnyyeHnem n nakoH CTepUIIbHOW XMAKOCTU No 16,7 r; KMAKOCTb CTepunmayeTcst ounbTpaumet;

CocraB
Cemex® Genta LV Cemex® Genta High
Apt.: 1400/AG Viscosity Cemex® Genta Fast Cemex® Genta
Apr. 1400/IG ID Green (3enebli)
[Cemex® Genta LV Gamma | Cemex® Genta HV GAMMA Apr: 12A3100 Apr.: 12A2420
APT.: 1400/AG INT Apr.. 1400/1G INT
Kunakun
KOMIMOHEHT: OnakoH 14,71 ®nakoH 14,71 8,35 r (x2) chnakoH OnakoH 16,71
MeTtunmerakpunar 98,20% no macce 98,20% no macce 98,20% no macce 98,20 % no macce
N-n UMeTUNn--TonyuanH 1,80% no macce 1,80% no macce 1,80% no macce 1,80 % no macce
[ MOPOXVUHOH 75 CTP/MUAH 75 CTP/MUAH 75 CTD/MAH 75 cTp/MuH
MopowkoBas
COCTaBNAOWan: 40 r nakeTUK 40 r nakeTuk Maketuk 20 r (2 wr.) 40 r nakeTUk
Monumetunmerakpunar | 82,78 % no macce 82,78 % no macce 82,78 % no macce 82,68 % no macce
Cynbgart 6apus 10,00 % no macce 10,00 % no macce 10,00 % no macce 10,00 % x/6
BeHsounn nepokeua 3,00 % no Macce 3,00 % no Macce 3,00 % no Macce 3,00 % no macce
FeHTamuumHa
cynbcat 4,22 % no macce * 4,22 % no macce * 4,22 % no macce * 4,22 % no macce*
Kpacsime
MUIMEHTbI He He He 0,10 % no macce

OkeusaneHmro 1,02 (
eduHuye 202

,0 ME), 2,5% ocHosaHus 2eHmamuuuHa e 40 2 u 0,5 2 (0,5 ME). OcHosa

2eHmamuyuHa 8

MonHOCTbIO  CHOPMUPOBAHHDBIA KOCTHBIN LieMeHT u3 nonumeTtunmetakpunata (MMMA), 3arpyxeHHbli
CynbaTom reHTaM1LmMHa, Gy1eT UMETb CIIEIYIOLLYIO KOHEUHYIO XUMUYECKYIO (hopMysTy:

e RSPl

Cemex® Genta Low Cemex® Genta High
Viscosity Viscosity Cemex® Genta Fast | Cemex® Genta ID Green
Apr.: 1400/AG Apr.: 1400/1G
Cemex® Genta LV Gamma | Cemex® Genta HV Gamma Apr.: 12A3100 Apr. 12A2420

Apr.: 1400/AG INT Apr.: 1400/1G INT
MonumeTunmerakpunar 8885 8885 8917 8917
(% no macce)
Cynbdar 6apus (% no
Macce! 7,31 7,31 7,05 7,05
FeHTaMuUumMHa
cynbdar (% no 3,09 3,09 2,98 298
macce)
MeTunmetakpunat 027 027 027 0z
(% no Becy)
N-n uMeTUn-TONyNAUH 048 048 053 053

Perucr,

www.neyacert i

info
KoHe4yHOM PO

nevacert.ru
yKInE

LENEBOE HA3SHAYEHUE
KoctHble uemeHTbl CEMEX® GENTA npeaHasHaueHbl Ans ukcaum MMNnaHTaToB NpoTe30B CyCTaBoB
(Taso6eapeHHbIX, KOTNEHHbIX) K KOCTU

Opyeue

3

ebiwe 0,1% no macce




MOKA3AHUA K NPUMEHEHUIO
B uactHocTH, KkocTHble uemeHTbl CEMEX® GENTA nokasaHbl Mpu Hamuuuu pucka uMnm Hanuuus
MHd)eKLlMVI, BbI3BaHHbIX OpraHuaMmamu, 4yBCTBUTESTIbHbIMU K TeHTaMULIUHY.

NPOTUBOMOKA3AHUA

Cemex® Genta npoT1BONoKasaHbl:

npu noTepst MyckynaTypbl WU MpU HEPBHO-MbILLEYHbIA yllep6e — Tak kak [Ans MopaxeHHoW
KOHEYHOCTU XUpyprudeckas npoleaypa HeonpasaaHHa.

y NauueHTOB C annepruei Unu YyBCTBUTENbHOCTBIO K JIOBOMY M3 €ro KOMMOHEHTOB, BKIOYasi
Kpacsiwme nurmeHTobl (E102 Tartrazine Lake unu FD&C Yellow N°5 n E133 Brilliant Blue unu FD&C
Blue N°1) anst Cemex® Genta ID Green

TshKenas noveyHas HeoCTaTOYHOCTb

paHee CylliecTBOBaBLUEE HapyLUeHWe KanbLyeBoro obmeHa

Cemex® Genta cnefyet paccMaTpyBaTh C OCTOPOXHOCTLIO NMPU HANMYUMKM MAACTEHWN.

NPEAMNONATAEMbIE NOJNIb30OBATENN

Cemex® Genta npegHasHaveHbl 4ns1 UCNONb30BaHWS XMPYPramu-opToneaamm ¢ COOTBETCTBYIOLLE
KBaJ‘IVId)I/IKaLlVIEI;I, MMerLwnMn onbiT NpoBEAEeHUA npoueayp 3HOONPOTEe3UPOBaHUA, B YCHOBUAX
onepauuoHHON.

LENEBLIE rPYNNbl NALMEHTOB
CkeneTHO 3penble NaLMeHTbl, NepeHecllne 3HA0NPOTe3MPOBaHNE CyCTaBOoB.

KNUHWUYECKUE NPEUMYLLEECTBA N 3®®EKTUBHOCTb
FMmaBHbIN:

[onrospeMeHHast oukcaLms NpoTe3oB CyCTaBOB K XWBOW KOCTHOW TKaHW
BcnomoratenbHbin:

MeCTHOe BbICBOBOXAEHe aHTUBUOTHKOB

EaKTepVISJ'IbHaﬂ aHTUnaaresnBHOCTb BOCMPUNMYMBLIX BUAOB

KPATKAA UH®OPMALIUA O BE3OMACHOCTU N KNMMHUYECKUX XAPAKTEPUCTUKAX
Ceogka no 6e3onacHoCTM U knuHuYeckum nokasatensm (SSCP) gocTtynHa B EBponeiickoi 6ase
AaHHbIX Mo MeauumHekum naaenusam (EUDAMED) no cebinke https://ec.europa.eu/tools/eudamed, B
TEYeHWe LeCTV MecsILEB C AaTbl Ny6Gnvkauum yBeAOMMNEHUS O € NOMHON (PYHKUMOHANBHOCTY.

NOBOYHbIE 3®PEKTbI

Cneaytoume no6ouHble 3ddekTbl MOryT BbiTh CBA3aHbI C UCMONMb30BAHNEM KOCTHOIO LiemMeHTa. XoTs
HeKoTopble abdeKTbl He CBA3aHbLI HaNPsIMYI0 C CaMM YCTPOWCTBOM, XVPYPr AOIDKEH 3HaTh 06 aTux
NOTEHLMANBHBIX OCNIOXHEHNAX U GbiTb FTOTOBLIM NEYNTL NaLUeHTa COOTBETCTBYIOLLMM 06pasom.

Cepbé3sHblit: Yaue

© Anadpunakcus - [emaToma-kpoBoTEYEHME

- OcraHoBka cepaua * WMHduumpoBaHmue noBepxHOCTHOW/rmy6okom
Llepeﬁposacxynﬂprle WHUMOEHTbI onepaLmoHHON paHbl
WHdapkT mrokapaa © KpaTkoBpeMeHHble HapyLleHUs cepaeyqHow
TpomGoambonusi nero4Homn apT.epumn AesATenbHOCTU
Bre3anHas cmepTb - Tpombocnebut

- Mpexopsiuee nageHne apTepuansHoOro

[pyrvie ynomsHyTble peakuuu: fasnexvs

 HebnaronpusiTHasi peakuyst MArkux -+ BepTenbHbiii Gypeut
TKaHen
Annepruyeckas nupekcus - Tematypusa
BCIS, cMHApPOM MMNNaHTauun KOCTHOro - leTepoTtonuyeckoe ob6pa3oBaHne HOBOW KOCTU
LemeHTa (runokeus, runoteHsnsi, - KuLleyHast HenpOXoAMMOCTb U3-3a CpaLLMBaHUs
cepfieyHble  apuUTMUM,  NOBbILIEHHOE W CTPUKTYPbl NOAB3LOLIHON KULLKW OT Tenna,
COMPOTUBNEHNE NIETOYHbIX COCY/0B U BBIAGMNAIOLLEroCs Npu nonuMepusaunm.
ocTaHoBKa cepaua) - IokanbHas HerponaTus

JlokanbHasi cocyamcTast 3po3visi U OKKITo3Ust
PacliaTbiBaH1e Uy oTcrnoeHne npoteaa
Bonb w/unu noteps dyHKUMn

CBMULL, MOYEBOTO Ny3bIpst
Pas3pbIB KOCTHOrO LieMeHTa
3ameaneHHoe ylemnexne

CenanvLLHOro HepBa 13-3a SKCTPY3UN EepTeanoe paspenene
KOCTHOTO LieMeHTa 3a npeaesbl eHTaMnymnH-accoymmpoBaHHaa TOKCUYHOCTb

06RacTy ero npezanonaraeMoro (HEePOTOKCUHHOCTb, OTOTOKCUYHOCTb)

npUMeHeHust

[naypus

MoBbILLEHHBIV YPOBEHb ramMa-

rnyTamunTpaHcnentuaassl (MTM) B

CbIBOPOTKE KPOBU B TeyeHue 10

[IHel nocre onepauun
Pridrphuind N 3 Pbesipasrtindepd, CBS3aHHbIE C CUCTEMHbLIM NPUMEHEHVEM Tepanun reHTamMULIHOM,
R BeYacert R HRPEISYAGILRE [ bHOCTb, aHacbunakTMUeckue peakumm, TOLHOTY, PBOTY, KpanuBHILY,
o6paTUMyio rpaHynoLUTONEHMNIO, aHEMMIO, ANCKPA3MIO KPOBU, CyA0POrH, TOKCUYHOCTb LIeHTParnbHOM
HEPBHOW CUCTEMbI, HapyLLeHUe OYHKLUU NeYeHM, IMNoMarHueMuio, CToMaTuT, nyprypy,
annepruyeckyto KOHTaKTHYI0 CeHCMBUNM3aLmIo U HepBHO-MbILLIEYHYO Griokaay. MocneonepaLuoHHoe
HabnogeHne [OMKHO TlaTeNlbHO KOHTPONIMPOBATLCA XUPYProM ANs NaLMUeHToB, coobLIakoLLNX O
npeAablayLLEeM onbiTe YyBCTBUTENBLHOCTY UK annepruyeckoii peakuun Ha aHTUBMOTUKM, B HACTHOCTH
cemeincTBa aMUHOIMMKO3NAOB



NPEAYNPEXAEHUSA - MEPbI NPEAOCTOPOXHOCTU MPU UCNOJNIb3OBAHUU

C HaCTDﬂLLleVI VIHCprKLlI/IeVI no NpUMEHEHUIo HeOﬁXO,ElI/IMO BHUMaATENIbHO O3HAKOMUTbLCA.

MpumeHeHne Cemex® Genta cneayeT TWATENbHO PacCMOTPeTb Y MNALMEHTOB C HapyLUEHUSMU
CBEpPTbLIBAEMOCTN KPOBM M Yy NALMEHTOB C TSHKENON CepAeyvHO-NEeroYHon HeaoCcTaTovHoCThbio. He
UCMONb3yiTe MO WCTEYEHUN CPOKa FOAHOCTU, TakK Kak 3(PEEKTUBHOCTb YCTPOWCTBA MOXET ObITb
HapyLueHa.

Vcnonb3oBaHune yCTPONCTBA B YCMOBUSAX, OTAINYHBIX OT YKa3aHHbIX, BPSA N NPUHECET Nonb3y nauneHTy
1 yBENUUMBAET PUCK Pa3BUTUSI NEKaPCTBEHHO-YCTONUMBBLIX GakTepuit.

[ins MCnonb3oBaHWsi KOCTHOTO LIEMEHTa TpebyeTcsi BbLICOKUIN YpOBEHb KOOPAWHALMW  Mexay
aHEeCTEe3NOoNoroM ¥ XMpyprom. Xupypr JOMKEH COOBLUMTL aHECTE3Nonory o ToM, Koraa LuemeHT Byaet
BBE/EeH BO BpeMs npoLeaypbl.

B HEKOTOPbIX Crly4YasX MOryT BO3HUKaTb COGbITVIﬂ, onpejendemMble Kak « CMHOPOM nMnaHTaunn KOCTHOro
uemeHTa» (BCIS), koTopble XapakTepusylTcs PsifoM KIMHUYECKUX MPU3HAKOB, BKIOYAsi MMMOKCUIO,
TMNOTeH3nto, cepaedHble apuTMuUK, NOBbILLEHHOE rerodHoe CoCyaucToe COonpoTuBIieHuE (PVR) n
OCTaHOBKY cepAaua, KoTopble HeOﬁXOFlMMO KOHTpOSiMpoBaTb C MOMOLbD MEeTO4O0B, UCMONb3yeMblX B
coapemeHHon aHecTesnonornn. 3Tu ABNeHUs 06bIYHO CBS3aHbI C LUeMEeHTHbIM 3HO0MNpOoTe3npoBaHMeM
Taaoﬁe,quHHoro CyCTaBa, KOoTopoe 06bI4HO nponcxoauT Ha OAHOM U3 NATU 3TanoB XI/IpypI'I/I‘-leCKOI?I
npouenypsbl. passepTbiBaHWe 6e,qpeHHol7| KOCTU, nMnnaHTauus Beany)KHOI;I BnaguHbl Unu uUemeHTa
6eapeHHoi KOCTH, yCTaHOBKa NpoTe3a Unn ymeHblueHue cyctasa (Donaldson et al., 2009, Br J Anaesth).

ApTepuanbHoe AaBreHve nauveHTa crieqyeT KOHTPONMpoBaTb BO BPEMS U cpady nocne npuMeHeHus
KOCTHOTO LemeHTa. pu ycTaHoBKe npoTe3oB cnedyeT uaberaTb M3GLITOYHOTO AaBMEHUSt KOCTHOMO
LiemMeHTa, YToBbl CBECTU K MUHUMYMY BO3MOXHOCTb TPOMG0O3IMGONNM NEroyHoi apTepum.

He cTepunuayiiTe n/unn He vcnonb3yiiTe YCTPOWCTBO MOBTOPHO, Tak Kak OHO NpeAHasHa4YeHo Ans
0/[1HOPa30BOro UCMOMb30BAHWS HA OAHOM NaLMeHTe.

WN3beraiiTe MOBTOPHON CTEPUNIM3ALMM, TaK Kak OHa MOXET Bbl3BaTb PUCK WH(EKLUMM ANa nauueHTa.
MoBTOpHas CTepUNN3aLINA MOXET NU3MEHUTb U HETaTUBHO MOBMMATL Ha NPOAYKT U €ro XapaKTepUCTUKY,
B TOM 4ucrne Ha 9(peKTUBHOCTb @aHTUBMOTHKA, BbI3biBask €r0 HEUCNPaBHOCTb C Cepbe3HbIMM prUcKkammn
Ans 6narononyyns nauueHTa.

Hvkorga He pgenute npoaykT Ha ABe wnu Goree nopuuii, 4TOBbI MCMONb3OBaTb €ro Anst ApYrux
KIMHWYECKUX NPUMEHEHUI UMK B pasHoe Bpemsi. Takoe NOBTOPHOE WUCMOSIb30BaHUE MOXET NpPUBECTM K
ownbke B NpaBUbHOM COOTHOLLEHWM MOPOLLUKA W XMAKOCTU. OTO Takke MOXET MPUBECTU K notepe
CTEpUIbHOCTW.

[ns Cemex® Genta Fast: ecnu Bo Bpemsi xvpypruyeckoi onepauun 6bina ncnonb3oBaHa TONMbKO OfHa A03a
(nakeTuk nopoluka 20 r 1 oguH nakoH xuakocTn 8,35 r) ycTpoiicTBa, OTKaXMTeCh OT OCTaBLUENCS [03bl, KakK
onucaHo B pasgene «YTmnmaaum». 310 GyﬁleT CYMTaTBLCA NOBTOPHBLIM UCMONB30BAHUEM NPOAYKTA. 310 MOXeT
NpMBECTN K NoTepe CTepPUNbHOCTU N TPYAHOCTAM B UCNONb30BaHUN npmﬁopa n3-3a OTCYTCTBUA UHCTPYKLUMWU NO
nNpaBuUNbHOMY UCMONb30BAHWUIO.

Cemex® Genta cnepyeT ncnonb3oBaTb C OCTOPOXHOCTLIO:

B COYETaHWUM C APYrMU HePOTOKCUHECKUMM WM OTOTOKCUYHBIMK NpenapaTtamu (Hanpumep, Apyrumm
amuHornukosugamu, amdoTtepuuuHoM B, uedanocnopuHamu, LMKIOCMOpUHAMM, LMCTNATUHOM,
KNMMHAAGMULMHOM, KOMUCTUHOM, MOMUMUKCUHOM B, dockapHeToM, BaHKOMULMHOM, BUOMWLIMHOM),
NOCKOMbKY OHM MOTYT MOBbILWATH TOKCUYHOCTb reHTaMULMHa (HU3KWIA YPOBEHb reHTaMULMHA B CbIBOPOTKE
KpPOBW AenaeT 970 B3aMMOAENCTBMe BeCbMa MarioBeposTHbIM);

y NauueHTOB, KOTOpble NMPeapacrnonoXeHbl K HUM WM UMEIoT paHee CyLLecTBOBaBLUME KNMHUYECKue
COCTOSIHUSA, KOTOpble MOryT WX MOABEPrHyTb C PUCKOM TOKCMYHOCTM reHTamuuuHa (Hanpumep,
HapylleHne (yHKUMM nodek, npobnembl co criyxoMm, o6e3BoXuBaHUE, MPEKMOHHbIA BO3PAcT, Mpuem
1eKapcTB, KOTOPbIE MOTYT MOBIIUATL Ha MOYKW, OBLLAasi aHeCTe3ns U T. 4.).

B Takux cnyyasx naumeHTbl AOMKHbI HAXOAUTLCS NoA HabnioAeHNeM Ha TOKCUYECKWIA YPOB EHb FreHTaMuLMHa
B KPOBM (MPEUMYLLECTBEHHO B NEPBble AHW NOCNe UMMNaHTaLuK), a Takke Ha yHKLMIO NoYeK.
OpHOBPEMEHHOEe MPUMEHEHNE reHTaMULMHA U CUMbHBIX AUYPETUKOB, TakxX Kak 3TakpuMHOBast KUCroTa
unn ypocemmna, MOXET YCUNUTb OTOTOKCMYECKOE [AEeNCTBUE reHTamuuuMHa 3a CYeT W3MeHeHus
KOHLIEHTpaLWii aHTUBUOTUKOB B CbIBOPOTKE KPOBU U TKAHSX.

MpumeHeHne Cemex® Genta MoXeT NPUMBECTU K YPE3MEPHOMY POCTY HEBOCTIPUMMYMBLIX OPraHM3MOB.
Ecnu npovicxoguT YpeamepHbIil pocT HEBOCMPUMMUMBOTO OpraHuama, criefyeT HavaTb
COOTBETCTBYIOLLYIO TEpanmio.

B cnyyasix 3HauMTENbHOTO OXMPEHWs CcrnegyeT TWATeNbHO KOHTPONMPOBATb  KOHLEHTpaLuio
reHTaMULMHa B CbIBOPOTKE KPOBU 1 CrieflyeT pacCMOTPETb BOMPOC O CHUXEHWW A03bl.

CnepnyeT u3beratb COBMECTHOTO MPUMEHEHUS CO CrieAyoLLUMU areHTaMu:

HEPBHO-MbILLEYHbIE GIOKATOPbI, TAKME KaK CyKLIMHWUIXOMMUH, GOTYNOTOKCUH, PUCK TOKCUYHOCTM U3-3a
YCUINEHHOWN HepBHO-MbILLEYHOW Brnokaap!

M3BECTHO, YTO aHTUKOArynsHTbI, Tak1e kak BapdapuH 1 reHTaMuumH phenindione.as NoTeHUMpPYIOT UX
XonuHepruyeckue CpeacTBa: aHTaroHU3M AeCTBUS HEOCTUTMWUHA U NMPMAOCTarM1Ha.

BucdocoHaThl: NOBbILEHHbIA PUCK Pa3BUTUS TMMNOKanbLMeMUn.

CynbuTbl y BOCTIPUMMYMBBIX TtOAEN, OCOBEHHO y TEX, y KOro B aHamHese Gbina actMa unu anneprus:
PUCK annepruyeckux peakumi, Bkioyasi aHacunakTuiyeckue CUMMTOMbI M GpoHxocnasm.
WccnepoBaHus No amioMpoBaHuio in vitro (MUKpoBuonoryeckuii MeToa) nokasanu, YTo CyTo4Hoe
BbICBOOOXEHNEe TreHTaMULMHa HWKOrAa He MpeBblllaeT PEeKOMEHOYeMYlo CUCTEMHYI 03y
reHTaMMuMHa ans_B3pocrnblx (5-7  mr/kr/cyT, Bspocnbu?l C HOpManbHOW pyHKUMEWH Moyek) B
Lmsammn Myamana v Mnmaxa®.

H%Wﬁﬁ?rmih\ﬂ@@ﬁﬁ’ﬁﬁfb’“wo KOMMYECTBO reHTammumHa, abcopbuposaHHoro fokansHo 13 Cemex®
Genta, npuBefeT Kk TOMy, YTO YPOBEHb reHTamuuuMHa B CbiBOPOTKE KPoBM OyAeT HaxoauThCsi B
TOKCWYHOM AvanasoHe. bnarogapsi NpuCyTCTBUIO FreHTaMULMHA MOryT BO3HMKaTb HeXenaTerlbHble
SIBMEHNs1, XapaKTepHbIe AMs 3TUX BELLECTB, IaXe €CIM OHW MaroBepOsiTHbI U3-3a AOCTUIHYTOrO O4eHb
HU3KOrO YPOBHSI B CbIBOPOTKE KPOBU.

1 ®apmakonoaudeckas ocHosa meparnuu 13-e uzdaHue (bpaHmoH J1., Xunan-faHdaH P.,
HonnmatH B) - Makepoy Xunn, Hto-Vopk. [nasa 58: AmuHoznuko3udsi (Makdyaann C)



FeHTaMWULMH NOTeHLManbHO HethPOTOKCUYEH /UMM OTOTOKCUYEH.

HecMoTpsi Ha TO, 4TO PUCK HAKOMMEHWs HEBbLICOK, CrieayeT cobniogaTh OCTOPOXHOCTb U KOHTPONMPOBAaThL
YPOBEHb lEHTaMWLMHA Y MALMEHTOB C HapylleHUsMU (DYHKUMW MOYeK, a Takke Yy MaLMeHTOB C
NPEeALLIECTBYIOLLMMA  HEPBHO-MbILLEYHbIMU  paccTpocTBamMu  (Hanpumep, MuacTeHusi, GonesHb
MapkuHCOHa), B 4aCTHOCTW, €CAM Y HUX Takke €CTb B aHaMHe3e MoyveyHasi HeJoCTaTO4HOCTb. Mpu
BBEEHUM MNOPENaKCaHTOB 1 3(pvpa HEPBHO-MbILLIEYHbIE BNOKMPYIOLLME CBOWCTBA reHTamMmuLMHa MoryT
6bITb yCUNEHbI (MPU UCMONb30BaHUM CONEN KarnbLWs OHWM MOTYT GbiTb 06palleHbl BCnsTb). OaHako aTo
MarnoBeposiTHO y NaLMEHTOB CO 3A0POBbLIMM MOYKaMM, TOTAA KaK y MaLMEHTOB C HapyLUEHHOM yHKLMEN
NoYeK BEPOSITHOCTb B3aMOAENCTBUSA YBENMYMBAETCS NPONOPLIMOHANBHO YPOBHIO B CbIBOPOTKE KPOBU.
Hu3kne KoHLEeHTpaLuumn reHTaMmuumHa B nnasme KpoBy Beille 2 r/Mn B TeveHue nepuogos 6onee 10 aHei
6bInu CBSA3aHbI C TOKCUYHOCTBIO.

NPUMEHEHUE BO BPEMSA BEPEMEHHOCTW, KOPMIIEHWUSA MPYAbLIO U Y AETEN
He cyllecTByeT [OCTYMHbIX TECTOB, KOTOpble AEMOHCTPUPYIOT Ge30nacHoe UCMONb30BaHUE KOCTHOTO
LieMeHTa BO BpeMsi 6epeMeHHOCTU UK KOPMITEHUS! TPYAbIO, a Takke y AeTen.
Bo Bpemsi 6epeMeHHOCTV U KOPMMeHWsi TpyAblo XMpYpr [AOMKEeH B3BECUTb MONb3y ANs Matepu U
noTeHUMarnbHbIA PUCK ANst peGeHka Nepea UCMoNb3oBaHUEM LieMEHTa.
PekomeHZyeTCsl He UMNNaHTUPOBAThb KOCTHBI LIEMEHT BO BPEMS GEPEMEHHOCTM U KOPMITEHUS TPYAbIo.
Y Takux NaLneHTOB KOCTHbIN LIEMEHT CrieflyeT UCMOoMNb30BaTh TOMbKO B KPUTUYECKMX, YTPOXKAIOLLMX XKU3HU
cuTyauusix. B Tom criyyae, ecnn KOCTHbI LeMEHT UCMONb3yeTcsl BO BpeMsi GepeMeHHOCTV N ecnn
naumeHTka 3abepeMeHena BO BPEMS UCMONb30BaHKsi KOCTHOTO LIEMEHTa, OHa [OIDKHA ObITb yBEAOMIIEHA
0 BO3MOXHbIX ONACHOCTSIX ANA nnoaa. XXeHuwmHam AeTopoaHOro Bo3pacTa CTOMT 3aayMaThecsi O Nonb3e
1 OMacHOCTK, CBA3aHHbIX C ynoTpebneHnem npoaykTa. KOCTHbIN LIEeMeHT NokasaH K NpUMeHeHUo y AeTen
(CKeneTHO-IOHbIX MaLMEHTOB) TOMbKO B TOM Crlyyae, eCn XvpYpr CYMTaeT, YTO COXPaHUTb CycTaB C
NOMOLLBIO APYTUX )OpM BMeLLaTensCTBa HEBO3MOXKHO.
VH®OPMALMA O CTEPUIIbHOW YINAKOBKE
Ons aptukynoe 1400/AG un 1400/IG: ynakoBka COCTOMT U3 arntOMUHWEBOI YNaKoBKW, copepxallei
repMeTUYHO 3aKpbITylo BNUCTEPHYI0 YNakoBKy, CoaepXmmoe KoTopoii (40 r nakeTuka nopowka n 14,7
r chnakoHa XUAKOCTM) CTEPUNI30BAHO OKUCLIO 3TUNeHa. XXuakocTb cTepunuayercs ounbTpauven, a
MOPOLLIOK — OKUCbIO 3TUMEHA.
Ons aptukynos 1400/AG INT u 1400/IG INT: ynakoBka coaepxwT nakeTuk nopowka 40 T,
CTepUnNnU3oBaHHbI raMma-nyvyamm, 1 GnMCTEepHyl0 ynakoBKy, CTEPUIIM3OBAHHYIO OKUCLIO 3TUMeHa,
coaepxalyto pnakoH 14,7 r CTepUNbHON XMAKOCTU. XKUAKOCTb CTepUnmayeTcs nytem unbTpaumm.
[Ons apTtukyna 12A3100: B ynakoBke 2 nakeTuka (kaxabli conepxut 20 r CTepUIbHOro NopoLuka) u 2
bnakoHa (kaxablii coaepxut 8,35 r cTepunbHOI XMaKocT). XXMAKOCTb CTepUMnusyeTcs unbTpaumnen,
a nopoLLOK — raMMa-cTepunmsaumeit.
Ona apTtukyna 12A2420: ynakoBka COAepXWT nakeTuk nopowka 40 r, CTepunu3oBaHHbIA ramma-
ny4amu, U GRMCTEPHYIO YNakKoBKY, CTEPUITN3OBAHHYKO OKWCLIO ITWUNEHa, cofepxallylo rakoH
cTepunbHo xuakoctn 16,7 r. XKuakoctb cTepunmayetcsi nyTem unbTpaumu.
Moxanyiicta, BbiGpocbTe Cemex® Genta, ecnu BHELLHWIA NakeTWK C MOPOLWIKOM u/unu Gnuctep
bnakoHa MoBpeXaeHbl UNK Crly4aiHO OTKPbITbI Mepes UCMOoNb30BaHNEM, NMOCKONbKY CTePUITbHOCTb
YCTPOICTBA MOXeT 6bITb HapyLLeHa.
He ctepunuayiite noBTopHo.
YCnoBusi XPAHEHUA U TPAHCNOPTUPOBKU
XpaHuTb 1 TpaHCNOPTMPOBATL Npu Temnepatype Huxe 25°C 1 B npoxnaaHoM u cyxom mecte. OfHako,
ecnu TemnepaTypa BO BpeMsi TPaHCMOPTUPOBKA He MOXeT nopaepxusatbesi Huxe 25°C npu
OTHOCUTENbHON BNaxHocTn < 90%, MeANLIMHCKOe YCTPOMCTBO MOXET BbiAepXuBaThb Temnepatypy ot 0°C
10 40°C ¢ oTHoCUTENbHOM BNaXHOCTbIO MeHee 90% B TeueHne MakcuMyM 5 gHen.
YCTpPOICTBO AOIMKHO GbiTh OTMPABMNEHO U TPAHCNOPTUPOBAHO B ABYCTEHHOM rodposiiuuke ¢ ECT =
44 dynT-cuna/gronm (nu ECT 27,71 kH/m)
Mepen vcnonb3oBaHnem Cemex® Genta pekomeHAyeTCst XpaHUTb NPOAYKT Npu TeMnepaTtype
23°C + 1°C B TeyeHune 24 yacos [0 onepauun.
KocTHble LieMEHTbI YyBCTBUTEMbHBI K Temnepatype. Temnepatypa Gonee 23°C ans npoaykTa,
NPUHaANEXHOCTE AMsi MPUrOTOBIEHWSI W OKpYXXalollei cpefbl YCKOpSieT pasfiMyHble aTarbl
npouecca npurotoBneHusi. Bonee Hu3kne TemnepaTypbl 3amMeanstoT dTanbl  MOAFOTOBKY.
Moxanyicta, O3HaKOMbTeCb C rpadukaMnM pasnUYHbIX 3TanoB MOATOTOBKM U BPEeMeEHW,
PacroNIoEHHbIMU B KOHLIE 3TOii GPOLLIOpbI.

YTUNU3ALUUA N UMMNNTAHTALUA
3HaKoOMCTBO C NpaBUIbHbLIM UCMONb30BaHUEM KOCTHOTO LieMEHTa, B YacTHOCTM ¢ Cemex® Genta, umeet
BaXKHOE 3HaYeHue OIS YCMeLIHOro UCMONb30BaHWs YCTPOMCTBA.
BaxHo nopmepxuBaTb CTPOrO  acenmTUYecKMe Xupyprudeckvue npoueaypbl. Jlloboe rnyGokoe
MHULMPOBaHUEe onepaLMoHHON paHbl NpeAcTaBnseT cobol CepbesHblii PUCK 1 NOBIIMSIET HA YCMELUHbI
ucxoa MeToaukn. HekoTopble MHAEKUMM MOTyT NOSIBUTLCS NO3Xe, Aaxe CNycTs rofel nocne onepawuu,
6e3 KIMHUYECKUX NPU3HAKOB.
MpoTes, KOTOpbIN XMPYPr BbIGMpaeT Anst UMMNMaHTaLumK, JOIDKEH BblTb COBMECTUM C UCMONb30BaHUEM
KOCTHOTO LieMeHTa.

PekomeHayeTcsi MMETb B Hanuuuu criedyioliee o6opyaoBaHWe W akceccyapbl Ansi MpoBeAeHus
npoueaypb:
MpUHAANEXHOCTN ANsl CMELUMBAHNS U AOCTABKU, NOAXOASLUME AN KOCTHBIX LIEMEHTOB, JOIMKHbI BbITh

COBMESTUMbLC-KOCTHLIM HeMeHTOM 13 MMMA (Hanpumep, cneayeT usberatb MCMONb30BaHUSA PE3NHBI N
PocanpaBHagzope
A B nfo@nevacert.ru
O00pyaoBanvie Alis AMPYPrii 3HA0NPOTE3NPOBaHUSA CYCTaBOB



- LleMeHTHbII pecTpukTop (NMpu HEOoBXOAMMOCTU B COOTBETCTBUM C aHaTOMUYECKUM
CoCToAAHMEeM I'IaLLI/IeHTa)

BIWAHUE TEMNEPATYPbI HA NOArOTOBKY U BPEMA BHECEHUA
KocTHble LieMeHTbl YyBCTBUTENbHBI K TeMnepaType. TeMnepaTypa B XpaHUMyLLE 1 onepaLyioHHOM
3arne BMUsiET Ha NOArOTOBKY U HAaHECEHMe LieMeHTa.
BrnsiHne TemnepaTypbl Ha BpeMsl CXBaTblBaHUs! LIEMEHTa ObIrio OLIEHEHO C MOMOLLbI0 NabopaTopHbIX
uCnbITaHU B COOTBETCTBUM co cTaHaapToMm ISO 5833.
- Mmnnanmamei 05151 Xupypauu — UeMeHmMb! Ha 0CHO8e aKpusiogoli CMOb.
Bpemsi cmeluvBaHus, oxupaaHusi, BpeMeHu paboTbl W BpemMeHu cxBaTbiBaHusi Cemex® Genta
nokasaHo Ha guarpamMmax B KOHLE AaHHOI MHCTpykuuu. OBpaTuTe BHUMaHUe, YTO OHU yKasaHbl
TOMNbKO ANs 03HAKOMIIEHWS!, MOTOMY YTO Ha HUX MOTYT BIUSTb pa3sHble akTopbl. K HUM OTHOCSTCA
Temneparypa, BNaxHOCTb, BEHTUMSLMS, TEXHWKA CMELLMBAHMS (CKOPOCTb, UCMONIb30BaHUE MUKcepa),
TLWaTeNbHOCTb NepeMellnBaHus, ClyyaiiHoe nonagaHne BHELHUX BELLECTB BHYTPb LieMeHTa (Takux
KaK CoNeBOM pacTBop, KPOBb U T. 1.), & Takke NpeABapuUTebHbIA HarpeB cCaMoro KOMMOHeHTa npoTeaa.
IMoboe noebilweHne TemnepaTypbl paboyeit cpefbl / KOMNOHEHTOB LeMeHTa / MHCTPYMEHTOB Ans
CMeLLVBaHWs / MpOTe30B cokpallaeT BpeMsi MOAroToBku. TOYHO Tak ke Gonee HU3kue TeMnepaTypbl
YBESIMYMBAIOT 3TO BPEMSi.

NOAroTOBKA
Y6eautecb, 4TO BHYTPEHHWE YMNaKOBKW W KOMMOHEHTbI He MoBpex/aeHbl. [opoLlwok JomkeH GbiTb
rnaakvm (6e3 arnmomepauuin) U He XenToro Unn Kopu4HeBoro Leeta. Cogepxvmoe rnakoHa AOMKHO
BbIMMSAETh KaK XUAKOCTb C HU3KOW BA3KOCTLI0. ECMN NOPOLLOK MMeeT XenToBaThblii Unu KopUYHeBaTbIn
LBET MUK eCrn XUAKOCTb cuponoobpasHas, He UCMonb3ayinTe NpoAdykT. 3TO ykasblBaeT Ha TO, YTO
NpoAyKT He XpaHUIcs A0IMKHbIM o6pa3om.
MpurotoBneHne Cemex® Genta (pa3oBasi [03a) OCYLIECTBMSIETCA NyTeM CMELUVMBAHUA BCEro
COAEPXMMOr0 OAHOrO MakeTuka MOpollka C OAHUM (hIIaKOHOM XWOKOCTW B COOTBETCTBUM C
NPUBEAEHHBLIMU HIDKE MHCTPYKLMAMU. [Py HeOBXOANMOCTI MOXHO CMeLLaTh AOMOMHUTESbHbIE [03bl.
Mpu npaBunbHoM cmelmBaHum Cemex® Genta MOXHO MCNONb30BaThb pa3Hble HOMepa NapTwii.
Xvipypr onpeaennt HeobxoaMMoe KONMYecTBO LieMeHTa B 3aBUCMMOCTM OT KITMHUYECKOTO MPUMEHEHNSI
1 noTpeGHoCTEN.

Mpeaynpexaexus:
Knaknii KOMMNOHEHT KOCTHOTO LieMEeHTa SIBIISeTCA MOLLUHbIM NMUnuAaHbIM pacTBoputenemM. Cneayet
usberaTb nonajaHUsi MOHOMEPa Ha KOXy W CRM3NUCTble OBOMOYKM, Tak Kak y BOCMPUMMHMBBLIX
Ccy6bekToB OTMeYeHbI Criydan KOHTaKTHOro JepmaTuTa.
C Lenbio CHMKEHNS! BO3MOXHOCTN BO3HUKHOBEHWSI HEraTUBHBIX peakLmii pekoMeHayeTcs HaaeBaTb
nepyaTtku, 4Tobbl 06ecneunTb 4OCTATOYHYIO 3aLMTY OT NPOHWUKHOBEHWS MOHOMEpa
(MeTunMeTakpunara) B KOXy.
Mepyatkn PVP (TpexCnomHbi NOnNuaTUNEH, 3TUNEH-BUHWUIMOBLIN CNMPT-CONONMMeEp, NONMATUNEH) 1
Viton/Butyl o6ecneunBaloT XopoLLyto 3almTy B Te4eHue ANUTenbHOro neproaa BpemeHn. Hagesanve
ABYX Nap nepyaTok — OAHOW Mapbl MOMM3TUNEHOBbLIX XMPYPrUYECKUX MepyaTok noBepx napbl
CTaHAaPT.HbIX NAaTeKCHbIX XMPYPrMYeCcKVX NepyaTok — Takke [oKasarno CBOK AOCTATOYHYIO 3aLLUTY.
OpHako cnegyeT usberaTb MCNOMNb30BaHUSA NATEKCHBIX UK ByTaaneH-NoNMCTUPONbHbIX (PE3MHOBbIX)
nepuyatok. Moxanyicrta, 3anpocuTe y nocTaBLiMKa NepyaTok NOATBEPXAEHWE O TOM, NOAXOAST nn
COOTBETCTBYIOLUME NEPYATKM AN UCMONb30BaHNS 3TOTO LieMeHTa.
OnepauuoHHas 30Ha AOMKHA MPaBUIbHO MPOBETPUBATLCS, TaK KaK XWOKUIA KOMMOHEHT SBMSeTCS
TIErKOBOCMNaMEHSIOLLMMCS! 1 NeTy4nM. XKnakuii MOHOMEP U napbl HUKOTAA He AOMKHbI NoABEpPraTbCst
NpsIMOMY BO3AEWCTBUIO NaMeHU Wnu Harpetbix npeameTtoB. CoobLianock, YTO napbl MOHOMEPOB
BOCMMAaMEHSINIMCb MPU UCMOMb30BaHUM 3MEKTPOKayTEPHbIX YCTPOWCTB B MeCTax XMpYprayeckoro
BMeLLaTeNbCTBa PSAOM C HEAABHO UMMMAHTUPOBAHHBIM KOCTHBIM LIEMEHTOM.
CobntofaiiTe 0OCTOPOXHOCTb MPY CMELUMBAHUM XUOKUX U NMOPOLLKOOBPa3HbIX KOMMOHEHTOB KOCTHOMO
uemeHTa, 4Tobbl HE AOMYCTUTb ANUTENbHOTO BO3AENCTBUSI KOHLEHTPUPOBAHHbLIX MapOB XWOKOrO
MOHOMepa. JOTO BO3[EWCTBME MOXET Bbi3BaTb pa3fpaXeHue [AblXaTenbHbIX MyTei, rmas, a B
HEKOTOpBbIX CIy4asiX U NeYeHU, COHNMBOCTb U COHIIMBOCTD.
MepcoHan ¢ KOHTaKTHBIMW NIMH3aMU1 He AOIDKEH FOTOBUTbL KOCTHBIN LIEMEHT UIN HaXOANUTLCS PSiLoM C
NpOLECCOM CMELLNBAHMSI.
LWar 1 — OTkpbITHE
OTKpOIiTE KOHTEHEP YCTPOICTBA U MOMECTUTE Ha CTEPUITbHYIO paboyyto MOBEPXHOCTb MaKeTuK C
MOPOLLKOM U (ONaKOH C XUAKOCTbIO.
LWar 2 - CmelwumnBaHue
OTKpoiiTe hnakoH 1 BbineiTe BCIO XWUAKOCTb B MOAXOASILLYI0 EMKOCTb ANIS CMELLMBAHMS.
OTKpOIiTe NakeTUK C NOPOLLKOM U BbIChINbTE BECb MOPOLUOK Ha XWAKOCTb.
MepemelunBaiiTe LieMeHT LINATENeM OT BHELIHEA CTOPOHbI EMKOCTU MO HarnpaBreHuo K LieHTPy,
4TOGbI CBECTU K MUHUMYMY Hanu4ve ny3blpbkoB BO3ayXa.
AKKypaTHO MCnonb3yiTe LinaTtenb, YTOObl yAanMTb KOMKW HEeyBNaXHEHHOro nopollka w3 obLiero
LIeMEHTHOrO TecTa.
Bpemsa cmewwuBanua coctaensier o 1 go 1,5 MuHYT, HO dpakTnyeckoe Bpems 3aBUCUT OT
Temneparypbl, BAaXHOCTU N TEXHWUKM CMELLMBAHWS, @ Takke OnpeensieTcs onbIToM Xupypra.
MNpeaynpexaexus:
He oTkpbiBaiiTe hnakoH C XWOKOCTbIO Haf €MKOCTbIO ANl CMelUMBaHWsi BO u3bexaHue pucka
BoicPattt MiPs B0 fRrGASopE' B TECTO.
niifevicertau Jlnfo@nevacentinikacaTbCsl C PyKOW B nepyaTtke [0 Tex nop, noka He GygeT AocTurHyTta
KOHCUCTEHL s TecTa.
He n3mMeHsiiiTe COOTHOLLIEHME MEXZY XMAKAMU 1 MOPOLLKOBLIMU KOMMOHEHTaMW.
He no6aBnsiiTe nHopoaHble Tena unu Apyrue BellecTsa (Bknovas apyrue aHTubnotukn) B Cemex® Genta.
Lar 3 — O6palueHune
[ns py4HOro HaHeceHusi: NOCNe 3amMeLLMBaHUs NPoOJoIHKanTe ABVKEHNE TecTa 40 TEX Mop, NMoka OHO
He nepecTaHeT NpUNUNaTh K nepyatkam (CM. CxeMbl). Ha aToM aTane mMacca rotoBa k HaHECEHMIO.
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gﬂﬂ npyuMeHeHua wnpuua: cpady nocne CcMelnBaHUA BBECTU LEeMEeHT B COOTBETCTBYIOLLYO
CTepUnbHYto hopMy yCTPONCTBA JOCTaBKM
Temnepatypa 1 BNaXHOCTb B CKNaZiCKON 1 ONEPaLMOHHON, UCMONb3yeMblX MPUHAANEXHOCTAX ANs
CMeLUMBaHUS/AOCTaBKN, @ Takke Ha pykax Xvpypra MOryT OnpeaensTb pasfnuyusi BO BpPEMEHU
NPUroTOBINEHNUS U HaHeceHWs LemeHTa. OHU OnpeaensioTCs ONbITOM XuUpypra.
LWar 4 - Noaaya 3anABKN

KocTHasi nonoctb AOMKHa ObITb AO0IMKHBIM 06pa30M opoLieHa pacTBOpomM PMHrepa nnu conesbiM
pacTBOpPOM U BbICyLLleHa nepeq HaHeCeHMeM KOCTHOro uemeHTta. 370 CcHwxaeT pUCK nonagaHva B
COCyANCTYIO CUCTEMY MefynIApHOro Xnpa, KOCTHbIX OTNIOMKOB UNU APYrMX MHOPOAHbIX Ten.

Bo BpeMA 3TOro atana HaHecuTe LeMeHT.

gl‘lﬂ NpUMeHeHna Wnpuua: 3KCTPy3ns UemMeHTa AO0SMKHa HavyvHaTbCs B ,ClVICTaanOVI obnactu
KOCTHOMN nonocTu, a 3ateM NnocTynatb B MPOKCUManbHYO obnactb. Bo u3bexaHne BO3MOXHOMO
NOSABEHUA Ny3bIPbKOB BO34yXa NOTOK LLeMeHTa JOJKeH BbITb kKak MOXHO Gornee paBHOMEPHbIM.

Mpeaynpexaexuns:

. BaxHo n3beraTb HaXOXOEHUS1 XUAKOCTU MEXAY KOCTHOW TKaHbio M LeMeHTOM. MoBepxHOCTb
KOCTVW [OMKHa ObITb BbICyLLEHA Mapei n/unu otcachiBaloLLyMM KaTeTepamm 0 1 BO BPEMS npoLiecca
LeMeHTaumu.

WN3beraiite M36bLITOYHOTO AaBlieHNUA KOCTHOIO LUeMeHTa, MOCKOJIbKYy 3TO MOXET MPUBECTU K
BblAaBNMBaHUIKO KOCTHOIMO UeMeHTa 3a npefenbl Mecta ero npegnonaraemoro rnpuMeHeHus wu
NOBPEXAEHUI0 OKpY>XatoLnx TKaHewn. Kpome TOro, cnepyetr nsberatb U3BLITOYHOrO AasnexHus
KOCTHOro uemMeHTa, YTOObI CBECTM K MWHUMYMY BO3MOXHOCTb Tp0M603M60J'IVIVI nerovyHomn apTepuu BO
Bpems yCTaHOBKM NpoTesa.

ﬂOBerHOCTb umMnnaHTarta, Ha KOTOprVI npegnonaraeTcsa 3aueMeHTUpoBaTb, OOIMKHA ObITb
MOKpbITa paBHOMEPHbIM MOKPbITUEM U3 KOCTHOIO LiIEeMEHTa. BakHO HaHeCTU KOCTHbIN LuemMeHT
onTUManbHou TONLWMHBbI.

KocTHbIn uemMeHT AocturaeT TemnepaTtyp Bbllle (bMSI/IOJ'IOI’MHeCKVIX B npouecce peakuuu
nonuMmepusauun. ﬂonwmepmsau,mu KOCTHOro UeMeHTa — 3TO 3K30TepmMmuyeckas peakuus, Kotopas
NPOVCXOAUT BO BPEMS CXBaTbIBaHWS (3aTBepAeBaHUsl) KOCTHOTO LEMeHTa Ha mecTe. Bbigensemoe
Tensio MOXeT NOBPeAuTb KOCTb UITU TKaHW, npuneratwmne K UMnnaHTary.

Llar 5 — YctaHoBKa npoTe3a

MNocne HaHeceHust LuemMeHTa nNpoTe3 MOXHO YCTaHOBUTb.

Kpenko yaepxuBaiiTe NpoTe3 Ha MeCTe A0 TeX NOp, Noka LeMeHT He 3aTBepaeeT. ITo HeobXxoAMMO
ana obecneyeHunst onTUManbHbIX pe3ynbTaTtoB UMMNNaHTaunu.

anuwkm uemMeHTa O0SMKHbI 6bITb yAaneHbl nepef cxsaTbiBaHWEM.

BpeMﬂ CXBaTbiBaHUA LLEMEHTa 3aBMCUT OT TemMnepaTypbl U B1aXXHOCTU B MOMELLEHUN ANS XpaHEeHUs
1 3KCTnyaTaumm, Tuna LemMeHTa 1 ycroBuii paboTbi.

MNoBbiweHne TemnepaTtypbl LEeMeHTa yKa3blBaeT Ha NpoTeKkaHne peakunn nonuMmepusauuu.

LleMeHT CaMOmnpou3BOSIbHO OCTbIBAET 4Yepe3 HECKONbKO MUHYT, YTO ABMSAETCA KOHLOM peakumn 1
BpPEMEHEM, KOT[ia XMpypr MOXeT 0CBOBOANTbL NpoTes.

Mpeaynpexaenus:

YcraHoBKa npoTe3a AoMmkHa ObiTb 3aBeplwieHa KaK MOXHO ObiCTpee, Tak Kak
Temnepatypa KOCTHOW NMOJIOCTM NauMeHTa yCKopsieT NoNMMepu13aumio LemMeHTa.

HeﬂOCTaTOHHaH (i)I/IKCaLMSl nnu HenpeasuaeHHble nocneonepauuoHHble cobbITus moryT
NOBMIUATb Ha KOHTAKT LEMEHT-KOCTb W MNpuUBEeCTU K MUKPOABWXEHWUK LeMeHTa OTHOCUTEeSlbHO
NOBEPXHOCTU KOCTU. Mexay LEMEHTOM U KOCTbIO MOXET 06pa3oBaTbCsi Cron (hMOPO3HON TKaHu, U
MOXeT NPOM30NTM pacluaTbiBaHve npoTesa.

NOCNEONEPALUMOHHOE HABNMIOAEHUE

LiemeHT nnu npoTes (unu 1 To, u Apyroe) MoryT ocnabHyTb UNK CIIOMaTLCS U3-3a HENPaBUIMbHOM TEXHUKN
BBEEHUS LieMeHTa, TPaBMbl UINN CKPbITOM UHekuun. MoaTomy pekomeHayeTcs HabnoaTh 3a BCcemMn
nauMeHTamu perynsipHo U B TeYeHNe ANUTENbHOTO BPEMEHU nocre onepawmm.

Mocnepytollee HabnogeHWe MOXET BKMOYATb TECTbl HA MOHUTOPUHT NEKapPCTBEHHbIX CPEeACTB, TeCTbl
Ha MOHUTOPUHT (PYHKLIMW NOYEK, ANEKTPONUTLI CbIBOPOTKW, @aHanm3 MoYM 1 ayamorpamMmbl (y NOXWUIbIX
n/unn 06e3BOXEHHbIX NALMEHTOB, Y KOTOPbIX CyLecTByeT Gonee BbICOKMA puck NoBOYHbIX 3deKkToB,
CBS13@HHbIX C MPYMEHEHVEM FeHTamMuLMHa). Y MaLuMeHTOB MOXWIIOro Bo3pacTta MoxeT HabniopaTtbes
CHUXEHNE (DYHKLUMWM MOYEK, KOTOPOE MOXET He MPOSIBMATLCA B pedynbTaTax PYTUHHBIX CKPUHUHIOBBIX
TecToB, Takux kak BUN unu kpeaTuHuH ceiBopoTku. OnpegeneHue KnupeHca KpeaTuHUHa MOXeT ObiTb
6oree nonesHbIM.

YOANEHUE KOCTHOIO LLEMEHTA NMPU PEBU3UU NPOTE3A

B cnyyae peBusuM acenTU4ecKoro/CenTuyeckoro nmpoTesa MPOBOAWUTCS paguvkanbHas caHauws Ans
yAaneHus BCEro LEMEHTa W MOTEHUWanbHO MHGWLMPOBAHHLIX U AEBUTANWU3UPOBAHHLIX TKaHEeN C
UCMOMb30BaHMEM OBbIYHLIX ANs AAHHOrO BUAA MPOLEAYP WHCTPYMEHTOB (Hanpumep, OCTEOTOMOB,
CBEP, KPIOYKOB, KIOPETOK, LUMMLOB, 3HAOCKOMUYECKUX WHCTPYMEHTOB, BbICOKOIHEPTETUYECKUX
yNbTPasBYKOBbIX WCCMEeAOBaHUM, NUTOTPUNCUM, nasepa, CEerMeHTapHOro CpefcTBa Ans yAaneHus
KOCTHOTO LemeHTa). Mpouedypa yAaneHus uMmnnaHTata sBhseTcs WHAMBMAYANbHLIM PELLEHVEM
OTBETCTBEHHOTO XMUPYypra B 3aBUCUMOCTH OT COCTOSHUSI UMMNAHTaTa 1 naumeHTa.

WH®OPMALINA O BE3OMNACHOCTU MPT
Cemex® Genta cuntatotcsi «6esonacHbiMu ans MPT» B cooTBeTCTBUAW C OnpeaeneHnem ctaHaapTa

Peiniiciyatnia MiBs Poospasngnaopel He NPE/ICTaBNSIOT HUKAKOrO pUCKa B YCMOBUAX MarHUTHOMO pe3oHaHca.
www.nevacert.ru | info@nevacert.ru

KAPTA UMIUJTAHTATA
MmnnaHtupyemoe yctpoiictBo Cemex® Genta noctaBnsieTcs ¢ kapTow MMMNaHTaTa, kotopas AorkHa
6bITb 3aMoSIHEHa MEANLIVHCKUM YuYpexaeHNem/nocTaBLUMKOM MeAULIMHCKUX YCNYT AaHHBIMU NaLueHTa u
npeaocTaeneHa naumeHTy. 3Ta kapTa UMnnaHTarta coobuiaer o
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WHopMaLmK, No3BONALWEN WAEHTUDULMPOBATL MMNMAHTUPOBAHHOE YCTPOWCTBO. WHbopmauus,
KoTOpas AomkHa GblTe NpefocTaBneHa NauveHTy O NpeaynpexnaeHusix, Mepax MpefoCTOPOXHOCTU U
mepax, KOTopble HeOBXOAUMO NPEANpUHSTL, yKasaHa B NUCTKe-BKNaabIlLe W Ha creaytollem BeG-caiite:
https://ifu.tecres.com.

JIucTok-BKNaabill, BXOASLLMIA B KOMMNEKT NOCTaBKW YCTPOMUCTBA, AOMKEH ObITh NPefoCTaBNeH NaLMUEHTY.

WHCTpYKUMA No 3anonHeHnio KapTbl UMNNaHTaTa
Crepytolume AaHHbIe [OMKHbI GbITb 3aNornHeHbl YUpexaeHneM 3paBooXpaHeHNs/MoCTaBLLMKOM
MEAVLIMHCKMX YCIYT Ha NULIEBO CTOPOHE KapTbl UMNaHTaTa:
A. Vmsa nauvenTa unu ngeHtudukaTop naumeHTa.
B. Oata umnnaHtauum (aeHs/mecsu/ron).
B. HasBaHue 1 agpec MeANLIMHCKOTO yYpexaeHus/nocTaBLLyka MeguLNHCKUX YCyT.

@ TECRES' IMPLANT CARD
o )

E https://ifu.tecres.com

Mocne 3anonHenuns KapTa MMnnaHTaTa gOofmkHa ObITb oTaerneHa oT ee OCHOBaHMA 1 NnpeaocTaesneHa
nauueHTy.

MosicHeHus k 06LLLI/IM CUMBOJSIaMm, NMPUCYTCTBYKOLLIUM Ha KapTe uMmnnaHtaTta (J'IVIL[eBaﬂ n oﬁopomaﬂ
CTOPOHbI), NpuBeAeHb! B pasaene « CUMBOJbI Ha kapTe nmnnaHTaTa» HacTosiLei GpoLutopsi.

YCTPAHEHUE

M3nuLLKN KOCTHOTO LEMEHTa [OSDKHbI 3acTbiTb Nepen yTunuaauuen, koTopasi AoMmkHa ObiTb
BbIMOIHEHA B COOTBETCTBMM C MECTHBIMM MpaBUNaMM YTUIU3ALMM HEUCTONb30BaHHbIX UMK
NPOCPOYEHHBIX NEKAPCTB, MOCKOMbKY YCTPOWCTBO COAEPXUT aHTUBMOTUK.

B cny4ae ncTeyeHusi cpoka rogHOCTH, OCTaTKOB HEUCMONb3oBaHHoO Ao3bl Cemex® Genta Fast (B
criyyae UCMONb3OBaHWSi TOMbKO OAHOW pa3oBOM [03bl M3  ABYX), MOBPEXOEHHOW unn
HenpegHamMepeHHO BCKPBITOW YNaKoBKW, MOXanywcra, YTUMU3MPYWTe MOPOLUKOBbLIA KOMMOHEHT
Cemex® Genta B COOTBETCTBUMM C MECTHbIMU MPaBUMaMU YTUNM3ALMU HEUCTIONb3OBAHHbBIX UM
NPOCPOYEHHbIX MPenapaToB, NOCKOSbKY YCTPOICTBO COAEPXUT aHTUBUOTUK. BMecTo aToro xuakui
KOMMOHEHT, M3-3a €ro NeTy4yecTM U BOCMIAMEHSIEMOCTW, [OIDKEH WCMapsiTbCi B XOPOLLO
BEHTUNIMPYEMOM BbITSKKE MMM MOMNOLATbCS WHEPTHbIM MaTepuanom W nepeknagbiBaTtbCs B
MOAXOAALLYI0 eMKOCTb Afst YTUNM3aLmMmn Ha cBarke.

OTYETHOCTb O CEPbE3HbIX MHUMOEHTAX
O no6omM cepbe3HOM MHUMAEHTE, KOTOpbI MOXeT ObiTb cBA3aH ¢ Cemex® Genta, cneayet
coobLaTb nponssoguTento, komnanum TECRES S.p.A., 1 KOMNETEHTHOMY OpraHy, B KOTOPOM
3aperucTpupoBaH Mnosib3oBaTerb W/MnW NaLneHT.

C npoussoauTenemM MOXHO CBA3aTbCA NO CneayrLnM KOHTaKTaMm:
- OnekTpoHHas noyta: info@tecres.it
- Ten.: +39 0459217311

KoHTakTHasi MHGOpMaLMsi KOMNETEHTHOrO OpraHa, PacroyioKEHHOro B rocyapcTBe-yrieHe
EC, B KOTOPOM 3aperncTpupoBaH naulveHT, ykadaHa Ha Beb-caiiTe EBponeiickoit kommceumn B
pasgene «MeANLIMHCKNe nsaenus» no cneaytouei coblnke:
https://health.ec.europa.eu/medical-devices-sector/new-regulations/contacts_en

Perucrpanus MU s Pocsnpasransope
www.nevacert.ru | info@nevacert.ru



FTPA®UKU TEMNEPATYPbI U BPEMEHMU:

CEMEX® GENTA BbICOKAS1 BA3KOCTb
WHCTpYyKUMA No NpUMeHeHMIo: pekoMeHayeTcs Ans npumeHeHus Cemex® Genta High
Viscosity (Bblcokasi BA3KOCTb)

Cemex® Genta HV (Bbicokas Th) - T PaTypPHBbIN T}

h

(°C)

Temnepatyp

BpeBMﬂ (MuH)

A Cwmewnsanve B Bpemsi oxunarns  C Bpemsi sameca Tecta D Pyuroe HaHeceHue E Bpewms cxsaTbiBaHms

CEMEX® GENTA HU3KASA BA3KOCTb
BCE CEMEX® GENTA MoryT GbiTb BBeZEHbl BPY4HYl0, MPUHUMAs BO BHWMaHWE, YTO

NPUMEHEHWE LLNPULA HAaCTOATENbHO PEKOMEHAYETCS AN LEMEHTOB C HU3KOMN BSABKOCTbIO
Cemex® Genta LV (Hu3kas BA3KOCTb) - TeMnepaTypHbIi rpadumk
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A Cuewnsarve B Mpumerierve wnpuua C Bpewms aamecaecta D Pyutoe Haecenve  E Bpews cxsatbipanua




CEMEX® GENTA FAST
HaHeceHue Bpy4yHyto pekomeHayeTcs anst Cemex® Genta Fast

Cemex® Genta Fast - TemnepaTtypHbIii rpacmk
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CEMEX® GENTA ID GREEN

FABNsieTcs naeanbHLIM KOCTHBIM LIEMEHTOM Kak [Nt PYYHOTO, Tak 1 ANS WNPULIEBOTO NPUMEHEHUs

(°c)

Temnepatyp
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Cemex® Genta ID green - TemnepaTtypHbIii rpacmk

A CmewnsaueB Mpnmenenve wnpuua
[
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Bpems (MuH)

C Bpewms 3ameca Tecta D Pyuroe HaHeceHue

E Bpews

20 21



CHMBOJIBI Ha KapTe UMIUIaHTaTa

KaranoxHslit Homep

Howmep naprun

§

HaumenoBanue ycTpoiictBa

IIpousBonurens

]
3

Jlata uMmIaHTanUK (JEHB/MECSL/TON)

YHUKaJIbHBINA HACHTH(HHKATOP YCTPOUCTBA

HasBanue u ajpec MEIUIIMHCKOTO YUPEKACHUS,
OCYIIECTBIISIOLIETO UMITJIAHTALIHIO

Mwms nanuenta win 1D manuenrta

B2 Be

VH(OopMaIHOHHEI BeO-CallT ISl TaleHTOB

CHMBOJIBI

Karanoxxusiii Homep

Homep maptun

BpCMH HCIIOJIB30BaHUA

He ucnons3zoBath NoBTOpHO

He CTEPUIIN30BATHL ITIOBTOPHO

Buumanue

O3HaKOMJIEHHE ¢ HHCTPYKLHUEHN 1O MIPUMEHEHHUIO

CTepI/IJ'II/BOBaH C IIOMOIIBIO OKHUCH DTHJICHA

He ncrions30Bath, €ciu yIakoBKa MOBPEK/ICHA,
[IPOKOHCYIETUPYHTECH ¢ MHCTPYKIIMEH

L9 BE>®0IE

IIpousBoauTens

N
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Bepxuuii npesien TeMnepaTypbl

CTCpI/IHI/IBOBaHBI C IMMOMOIIBIO O6J'Iy‘IeHI/I$I

WWW.I¢

Va o ruC TEPUITH30BaHbI C UCIIOJIb30BAHUEM aCEIITHUECKIX
METOJI0B 00paboOTKH
4__‘\;/ » JlepxatTh BAAIM OT COJTHEYHBIX JIydeH
/7| o~
S




MeaunuHcKkoe yCTpOUCTBO

Coz[ep)l(m‘ MEOUIUHCKHE BEIICCTBA

®

HCTKOBOCHJIZ.MCHSIIOHIMCSI KHUIOKOCTH

VHUKaIbHBIN HACHTH(HHKATOP YCTPOUCTBA

c
=

Cuctema ABOHHOTO CTEPHIBHOTO Oapbepa

Enunas crepuibHas 6aphepHas CUCTEMA C
3aLIMTHON YIIAKOBKOH BHYTPH

MR Ceiidy

Juctpubbrorop

Xpynkue, 00pamarbcst 0CTOPOKHO

CTpaHa TIIPOU3BOJICTBA

C

Z[a’ra TIPOHU3BOJICTBA

LE-a&E0 0

Perucrpams MU 8 Pocagpasragsope
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Via A. Doria, 6 - 37066 CommakamnaHbs * BepoHa — Utanua

TECRES

ADVENCING HIGH TECHUSLIE

d TECRES S.p.A.

Ten. +39.045.9217311 - dakc +39.045.9217330

Peruc M] '0C3[IpaBHAA30pe
Wwww.nevacert. fo@nevacert.ru
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info@tecres.it * www.tecres.com

Ana Tecres
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