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1 STERILE KIT CONTAINING SILICONE GEL FOR STEREOTAXY
This Utility Model Patent application relates to an original
"SILICON-BASED DISPOSABLE STERILE MT FOR STEREOTAXY",
particularly to 5 a kit, which basically consists of two pieces, i.e. a syringe,
which is pre-filled with silicone gel fqr radiological contrast, and is supplied
with or without a needle, appropriate for the test to be performed; and is
duly packed in a box or plastic film. The model in question points out
becausTERASE RITENTANING SARCONE SEYFBRUFRPOTAXY
are proved to be 10 efficient in the elaboration of tests and/or procedures
that need radiological contrast, such as for example the localization of
impalpable or hidden wounds.  Stereotaxy is a radiological technique,
which has been already widely used in the pre-surgical marking of
impakbs|d Hddytabiodiel Ravernaisplictitiopr astates T EnObr A RSILICON-
as an infra-radiological control of 15 confirmation of the area marked by
BABFEiy @T@D@&Bi%cmmffm PORST eiéPW Prticularly to
adequate contrast on a radiological film, present some disadvantages

esulting from their, guick dispersign and/qr absorption by human or animal
i ﬁﬁhﬂﬁ@ﬁ%g@ BRI AR PLFESp difft GLSHARBRa WY ¢hokt pre-filled

common ones: 20- Image without exact delimitation, without sharpness
wighlustlicone gel for radiological contrast, and is supplied with or without a

needle, appropriate for the test to be performed; and is duly packed in a box or
plastic film. The model in question points out because it uses
polidimetilsyloxane, the peculiar characteristics of which are proved to be

efficient in the elaboration of tests and/or procedures that need radiological

contrast, such as for example the localization of impalpable or hidden wounds.

Stereotaxy is a radiological technique, which has been already widely used

in the pre-surgical marking of impalpable neoplastic tissue wounds.
In the present STATE OF THE ART, as an infra~radiological control of
confirmation of the area marked by the stereotaxy, iodined contrasts are used,

which in spite of providing an adequate contrast on a radiological film, present

'lsome disadvantages resulting from their quick dispersion and/or absorption by

human or animal tissues. Among these disadvantages we shall point out the
following most common ones:

- Image without exact delimitation, without sharpness (blurry);
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2 Diffusion and absorption by the tissue within a short period of time that
can make the procedure unfeasible; Risk of allergic-anaphylactic
reactions in iodine-sensitive patients; Impossibility of identification of
the marked area, in the macroscopic 5test of the surgical piece by the
pathologist.  Having all these problems in mind, the inventor, after
numberless researches, created the "SILICON-BASED DISPOSABLE
STERILE KIT FOR STEREOTAXY", which is a set consisting of a syringe

that is pre:filed with silicone gel (pqlidimetilsyloxane - PDMS), and is .

i SLTLREAY THE FPRORTRA R IRd RS SU AR Erdiepdygf time that
contains a needle specific for this kind of procedure that has specific
charactmimkﬂhoexm@eemf@ﬁylgbbIems of negative

@nterference in the nuclear medicine techniques, radiological localization of
impalpaRippedrAsit IaHHPRYIste el fiRHS e dihis-suiesitife gftients;

be also supplied without the aforementioned needle. 15The new kit has

T A R TR ARSI i g oo

area, i.e. the area marked by the stereotaxy;

test of the surgical piece by the pathologist.

'Having all these problems in mind, the inventor, after numberless

researches, created the “SILICON-BASED DISPOSABLE STERILE KIT
FOR STEREOTAXY?”, which is a set (I:onsisting of a syringe that is pre-filled
with silicone gel (polidimetilsyloxane — PDMS), and is aimed at replacing the
iodine containing contrast. The kit preferentially cohtains a needle spediﬁc for
this kind of procedure that has specific characteristics and does not present any
_pfoblems of negative interference in the nuclear medicine techniques,
radioiogical localiiation of impalpable wounds and routine histological tests. The

kit in question can be also supplied without the aforementioned needle.

The new kit has the following main advantages, among many others:
"~ Excellent radiological contrast;
- Adequate and precise delimitation of the injection area, i.e. the area
marked by the stereotaxy;
- Reduction of occurrence of possible allergic-anéphylactic reaction in
the patient; |

- Lack of local risk due to the complete excision of the marker;
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Reduction of occurrence of possible allergic-anaphylactic reaction in 20the
patient; Lack of local risk due to the complete excision of the marker; 3 -
Blocking of reflux of the radiological medicine after the injection, avoiding
this way the radioactive contamination aof the skin and the needle course
in the tissue;  Adequate and exact macroscopic localization of the
wound site by the 5pathologist that increases the diagnostic efficiency
during the microscopic exam.  Dyes and other substances may be

added t bl ' ' ot, and,other supplements, such e e .
gauze, g?ct)f\%s, c t?c(?g,%lan;lsepgé’:?%gs & }glé’r%cs%ﬁ]ﬂ%p?ﬁ}g{gﬁa@%% ﬁe Injection,
also used. 10In this way, a kit with exclusive characteristics is invented,

and duef¥oiingdhis Jiaynthgeradinaciiveosqntaaninniinonaofe thedskin and the

duly packed, the product assures reliability, agility, accuracy, safety and
low costiecthle cwuiiselifiett ptideasionals.

.- Adequate and exact macroscopic localization of the wound site by the
pathologist that increases the diagnostic efficiency during the

microscopic exam.

Dyes and other substances may be added to the silicone, either inert or not,
and other supplemeﬁts, such as gauze, gl;)véé, coﬁon, antisepﬁc, anesthetic and’
- similar materials can be also used.

In tﬁis way, a kit with exclusive characteristics is invented, and due to the ',
'use of silicone gel, which is complétely disposable and duly 'packed, the product :

assures 'feliability, agility, accuracy, safety and lbw cost to the medical field:

professionals.
:The kit will become more fully understood from the accompanying
drawings, which are given by Way of illustration only, and thus are not

limitative of the present invention, and in which:

Figure 1: Perspective view of the components of the kit, supplied together with

a needle, packed in a pre-shaped package;

Figure 2: Perspective exploded view of the kit, supplied together with a needle;
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The kit will become more fully understood from the accompanying
15drawings, which are given by way of illustration only, and thus are not
limitative of the present invention, and in which: Figure 1: Perspective
view of the components of the kit, suppligd together with a needle, packed
in a pre-shaped package; 4 Figure 3: Perspective view of the components
of the kit, supplied together with an assembled needle; Figure 4:
Perspective view of the components of the kit, supplied together with a

rp&cﬂiae a(;ké%' i ; BF] - Per tive view of t .
,componghts 0 }i%@&%@%ﬁ(ﬁr@eﬁg Ie,%pdgjég1 ?ﬁsaorﬁgﬁéhié%pb%ugfgk%%‘i?gether with
Figure 6: Perspective exploded view of the kit without needle;

afl assembled needle; .

Figure 4: Perspective view of the components of the kit, supplied together with

a needle, packed in a plastic package;

" F igure 5: Perspective view of the components of the kit, without needle,

packed in a pre-shaped padkage;
Figure 6: Perspective exploded view of the kit without needle;

iFigure 7: Perspective view of the components of the kit without needle, packed
in a plastic package.

The “SILICON-BASED DISPOSABLE STERILE KIT FOR
STEREOTAXY?”, object to this Utility Model Patent application, consists
"ess‘entially of a kit (K), which baSically contains a syringe (1), filled with

silicone gelv (2) (PDMS), supplied with or without a needle (3), appropriate for

‘the procedure of stereotaxy that shows an excellent radiological contrast and

macroscopic localization in a histopathological test, and is completely sterile,

- without any kind of negative or harmful interference in the nuclear medicine

.techniques, radiological localization of the wounds and histological routine
tests, and is pécked in a pre-shaped recipient (4) or in a plastic blister pack (5).
The kit may contain other objects, such as gloves, cotton, gauze, and similar

(not demonstrated), everything made of disposable material.
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Figure 7: Perspective view of the components of the kit without needle,
packed in a plastic package. 10 The "SILICON-BASED DISPOSABLE
STERILE MT FOR STEREOTAXY", object to this Utility Model Patent
application, consists essentially of a kis(K), which basically contains a

- syringe (1), filled with silicone gel (2) (PDMS), supplied with or without a

needle (3), appropriate for the procedure of stereotaxy that shows an
excellent radiological contrast and 15 macroscopic localization in a

Visters F&?&i‘etﬂ%l?ﬁt RIsCORIPRIchLERIbR TitBeHiBoYedneOh syringe (1) of

negative or harmf interference in the nuclear medlcme techniques,

diological liz W '
S B SRS WOy O o

. may contain other objects, such as gloves, cotton, auze and S|m|Iar
the(refetzedbretsyeingevEh)inwhichds shilggnsakrdnizimnd snrplied with an

preferentially, the kit (K) in question is composed of a syringe (1) of

iSRAYERGIGh e dirib (1B)YITte thethisiendro fxlttsniaatid i(Bl)endddh (€)adequate
of the referred to syringe (1) WhICh is duly marked (7) and supplied with

entificatiqn bar. code h dle (
R S am St e N FHER R Sy Ofedy The ki ()
The kit (K) pomts out because the referred to syringe (1) is pre- mh |th
r(qb{.e)ma icone gel (2),
syringe (1) is not in use, i.e. remains in the package (5), it remains

RSIPeelF sarMe iR olidinetiksvratienaltionisecsyringel (s kibt in use,

(K) in question may be packed in a pre-shaped recipient (4) coated with a

et %Siﬁég%ﬁeraf?idl% AR ST SR o the also

cotton, gauze, gloves, antls tic and anesthetic materials, etc. (not
¢@m@‘§t@@@i ¢ 1@@1@&19 the variance, the kit (K) could also contain a

“syringe (1) Wlthout

The kit (K) in questlon may be packed in a pre-shaped recipient (4) coated
w1th a film (T1), or in a plastic blister pack (5) Both packages are completely
efficient, and can be accempanied by other components for use, such as cotton,

gaﬁze, gloves, antiseptic and anesthetic materials, etc. (not represented).

Tn a constructive variance, the kit (K) could also contain a syringe (1) without

a needle, pre-filled with silicone gel (2), more specifically with

‘polidimetilsyloxane, and when the syringe (1) is not in use, i.e. remains in the

paekage (5), it remains hermetically sealed due to the also conventional closure
cap (T).
The alternative kit (K) in question can be also packed in a pre-shaped recipient

(4) coated with a film (T1) or in a plastic blister pack (5). Both are completely




15 a needle, pre-filled with silicone gel (2), more specifically with

polidimetilsyloxane, and when the syringe (1) is not in use, i.e. remains in

the package (5), it remains hermetically sealed due to the also

conventional closure cap (T). The glternative kit (K) in question can be

also packed in a pre-shaped recipient 20(4) coated with a film (Ti) or in a

plastic blister pack (5). Both are completely efficient, and can be also

supplied together other components for use, such as cotton, gauze,

‘%ﬂ&%n%”.%ﬁap I %T?c?@&ﬁﬁl%%%@&&%&cbﬂ%r?iﬁfﬁéﬁ% s forluse, such as
€ Same invention concept is maintained, dyes and other‘substances,

“either 5inert or not, may be added to the silicone gel (2).. 7 CLAIMS 1)

ooftanONZBINBED BlevessapRiEseiir| and Tansfbetic matgrlals, etc. (not

represented).

If the same invention concept is maintained, dyes and other substances, either

inert or not, may be added to the silicone gel (2).




STEREOTAXY", wherein the kit (K) comprises a syringe (I) including a
needle (3) whereby the needle has a "luer-lock” type fitting end; and the
said syringe (1) is pre-filled with silicone gel (2) including a composition
configured for production of radiological contrast in human or animal
tissue, which when not in use remains hgrmetically sealed via a closure
cap (8). 2) "SILICON-BASED DISPOSABLE STERILE KIT FOR
STEREOTAXY", in accordance with claim 1, is characterized by the
package (4), which is pre-shaped (5)(3,%@{’&1 with a film (TO, or a plastic
blister pack (5), and the referred to kit (K) can be also supplied with other
components for use, such as cotton, gauze, gloves, antiseptic and

eVl SRR e
oo SR A L SRS o
SpeA RIS AL SR G005 e

GRELEIGIR %Y)(Zﬁl)ncﬁl%ﬂrlggq%bﬁég&%xpé%ffgw for C{?J&%@ﬁ%%%%ﬁag gical

STEREOTA , In accordance with claim 3, IS characterize

%&ﬁﬂb@%iﬁﬂﬁ&%hﬂ%ﬁﬁh‘%ﬁsﬁbﬁﬂ[ﬁm&?ﬂoﬁ%R%@Péﬁ%nQ%%ﬁ@ﬁﬂﬁs%aled

film (T1), or in a plastic blister pack (5). Both kits as claimed in claim 3 an

claindoair eapBletely

2) "SILICON-BASED DISPOSABLE STERILE KIT FOR

STEREOTAXY", in accordance with claim 1, is characterized by the package

(4), which is pre-shaped (5) , coated with a film (TI), or a plastic blister pack (5),

and the referred to kit (K) can be also supplied with other components for use,

such as cotton, gauze, gloves, antiseptic and anesthetic materials, etc. (not

represented).

3) "SILICON-BASED DISPOSABLE STERILE KIT FOR

STEREOTAXY™", in accordance with claim 1, is characterized by the kit (K),

which can alternatively consist only of the syringe (1), which is pre-filled with

the silicone gel (2), more specifically with polydimethylsiloxane . When the syringe(1) is
not in use, i.e. remains in the package (5), it remains hermetically sealed via a closure cap

(D).




efficient, and can be supplied together with other components for use,
such as cotton, gauze, gloves, antiseptic and anesthetic materials, etc.
(not represented). 5) "SILICON-BASED DISPOSABLE STERILE KIT FOR
STEREOTAXY", in accordance with claims 1 and 3, are characterized by
the fact that dyes or other substances, eitger inert or not, can be added to
the silicone gel (2).

4) "SILICON-BASED DISPOSABLE STERILE KIT FOR

STEREOTAXY", in accordance with claim 3, is characterized by the alternative

kit (K), is packed in a pre-shaped (4) recipient, coated with a film (TI), orin a

plastic blister pack (5). Both kits as claimed in claim 3 and claim 4 are completely
efficient, and can be supplied together with other components for use, such as cotton,
gauze, gloves, antiseptic and anesthetic materials, etc. (not represented).

5) "SILICON-BASED DISPOSABLE STERILE KIT FOR

STEREOTAXY", in accordance with claims 1 and 3, are characterized by the fact

that dyes or other substances, either inert or not, can be added to the silicone gel

Q).




