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Benzoyl Peroxide 0209
The powder component is steriized by EO gas. The zirconium
dioxide incorporated in NTCem—-Spine Bone cement-Radiopacue
act as a contrast medium for X—ray examination.

Indications

NTCem-Spine bone cement is indicated for the filing of pathologic
vertebral bodies

painful vertebral body compression fractures in osteoporosis

painful vertebral body tumors(metastasis or myeloma)

symplomatic vertebral hemangioma

In all named indication is only a palictive treatment, a trerapy of the
systemic ilness is not achieved by the percutaneous vertebroplasty.

Preparation and administration

The liquid monomer, the ampoule itseff and the ampoule package
have been steriized. If any packaging is damaged do not use this
product,

Bone cement is heat sensttive. Any increase or decrease in
temperature from the recommended temperature of 23°C and
variations in humidty will affect the handling characteristics and
seting time of the cement,

Itis recommended thet the unopened product is stored at 23C for
a minimum of 24 hours before use. And, menual handing and
body temperature will reduce the final setting time,

Bone Cement, Variations in the expected setting time over the
cements shelf ffe can oceur, This variation in setting time can be
reduced to a minimum if the cement is stored under the
recommended conditions throughot its sheff lite,

Vacuum mixing of cement can noliceably accelerate the setiing time
of the product. The surgeon should read the manufaciurer's
instructions and be familiar with the mixing system together with the
cement prior fo use.

/N Contraindications

The use of NTCem—Spine bone cement is contraindicated in
patients allergic to any of its components, It is contraindicated in the
younger patient with a normal life expectancy because of lack of
adequate information on the long—term effect.

NTCem-Spine must not be used during pregnancy or the nursing
period.

/N Warnings, precautions and interactions

For safe and efficacious use of NTCem—Spine bone cement the
surgeon should have specific fraining and experience to be
thoroughly familiar with the properties, handiing characteristics, and
application of the product.

Avoid immoderate exercise for recovery period.
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Personnel weanng oontact lenses shouki be informed and limit their
exposure, Guidance from contact lens manufacturers regarding
exposure to initating and noxious vapours should always be
followed.

The safety and effectiveness of NTCem—Spine bone cements in
pregnant women or in children has not yet been established.
NTCem-Spine bone cement should not be used during the first
third of pregnancy, and during the rest of the pregnancy pericd
should only be used in lfe—threatening iinesses.

NTCem-Spine bone cement is supplied sterile for single use only.
Do not re-use, Sterity is only guaranteed if the packaging is
unopened or undamaged. Resterilization of any components of the
cements must not be attempted.

As the monomer is volatie and flammable, any waste liquid
component should be evaporated under a wel-ventileted hood or
absorbed by an inert material and transferred to a suitable container
for disposal. Prior to disposal the surplus bone cement should be
allowed to sel. The polymer component and waste powder should
be disposed of as clinical waste,

To prevent any possible contamination of the cement with glass
fragments, do not break the ampoule containing the liquid
component over the mixing device.

/N Side effects

— Serious side effects, some with fatal ouicome, associated with the
use of bone cements include:

Myocardial infarction, cardiac arres!, cerebrovascular accident,
pulmonary embolism, anaphylaxis.

— The most frequent adverse reactions reported with bone cements are:
Transtory fall in blood pressure, leakage of the resin outside the
vertebral body(in the perivertebral veins(ouimonary embolism), in
the epidural plex(miglopathy, radicolopathy), in the intervertebral
disc), elevated serum gamma—glutamy-transpepfidese up to 10
days post-operation, thrombophlebitis, haemorrhage and
haematoma, pain and/or loss of function, short-term cardiac
conduction iregulerities,

— Other potential adverse events reported for bone cements are:
Hypoxemia, cardiac arhythmia, bronchospasm, adverse tissue
reaction, pyrexia due to allergy to the bone cement, hematuria,
dysuria, bladder fistula, local neuropathy, local vascular erosion
and occlusion, transitory worsening of pain due o heat released
during polymerization.

Important physician information

Adverse reactions affecting the cardiovascular system appear to be
related to the liquid monomer rather than the powder polymer
component of the final product. It appears the more monomer
available on the surface of the final product for systemic absorption,

The expiration date for NTCem spine is two years from the date of
manufacturing,

== How supplied
- Powder component : 1 sterle packet containing 20g of sterile powder
- Liquid component : 1 sterlle ampoule containing 859 of sterile llouid monomer,

== Symbols

. Use By

: Baich Code

: Consult operating instructions
: Caution

* Manutacturer

: Date of manufacture

2195 - CE=mark and identiiication number of nofied body
Product conforms to the essential requirements of
the Medical Device Directive 93/42/EEC
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: Temperature lmitation

. Do not use if package is damaged
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. Keep away from sunlight .

Made in Korea

mal Manufactured by .
METABIOMED CO.LTD. »

270, 0songsaengmyeong 1o, Osong-eup, Heungdeok-gu, L
Cheongju-si, Chungcheongbuk-do, Korea

Tel: +82-43-216-0433 -
Fax: +82-43-217-1988 [
E-mail: info@meta-biomed.com

Web site: http://www.meta-biomed.com "
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Wiesenstr, 35, 45473 Mlheim an der Ruhr, Germany a
Tel: +49-208-30991910
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[STERILETA] : Sterile medical devices processed using aseplic technique
: Steriization using ethylene oxide O
* Authorized representative in the EC -
-
. Do not reuse
.
: Do not resteriize 0
: Catalogue number s
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