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���D�*�1�q�LQGLVSHQVDEL�H�SHU���HVWUXVLRQH�GH��FHPHQWR
����H�*�1��LV�HVVHQWLD���RU�FHPHQW�H�WUXVLRQ
���D�SLVWR�D�*�1�HV�LQGLVSHQVDE�H�SDUD��D�H�WUXVLyQ�GH��FHPHQWR
���H�*�1�HVW�LQGLVSHQVDE�H�SRXU���H�WUXVLRQ�GX�FLPHQW
���LH�9RUULF�WXQ��*�1�LVW��XP�(�WUXGLHUHQ�GHV��HPHQWV�XQEHGLQ�W�HU�RUGHU�LF�
����*�1�p�LQGLVSHQViYH��SDUD�D�H�WUXVmR�GR�FHPHQWR
���H�*�1��SLVWRR���LV�QRRG�DNH�LMN�YRRU�GH�H�WUXVLH�YDQ��HW�FHPHQW
��*�1�oLPHQWRQXQ�HNVWU���RQX�LoLQ��HUHN�LGLU
*�Пістолет�має�важливе�значення�для�екструзії�цементу.
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�(�(;�����(��*(1��� LV�D�VWHUL�H� DQG�GLVSRVDE�H�GHYLFH� �RU� W�H�SUHSDUDWLRQ�DQG�DSS�LFDWLRQ�R�� ERQH�FHPHQW�SUH�GRVHG�ZLW��
sterile�powder�dosed�with�Gentamicin�antibiotic�(sterilised�by�ethylene�oxide)�and�sterile�liquid�(sterilised�by��ltration).�The�device�
is�contained�in�a�double�sealed�blister.
�(�(;�����(��*(1��� D��RZV� VXU�HRQV� WR� XWL�LVH� D� ERQH� FHPHQW� Z�LF��� �URP� SUHSDUDWLRQ� W�URX��� WR� DSS�LFDWLRQ�� UHPDLQV�
completely�isolated�inside�the�device,�thereby�eliminating�any�possibility�of�contamination.�During�the�preparation�phase,�components�
are�submitted�to�vacuum�cycles�(push-pull)�(Fig.�3).
The�preparation�stage�does�not�require�any�kind�of�accessory�instrument,�while��nal�application�is�performed�with�the�aid�of�the�GUN�
APPLICATION�DEVICE.
The� clear�device�makes� it� easy� to�perform� the�preliminary�veri�cation�of� the�components,� as�speci�cally� required�by� ISO�5833�
VWDQGDUGV��DQG�PDNHV�LW�SRVVLE�H��RU�W�H�XVHU�WR�VHH��DQG�W�HUH�RUH�WR�FRQWUR��W�H�ERQH�FHPHQW�GXULQ��W�H�PL�LQ���ZDLWLQ��DQG�GH�LYHU��
stages.
�RUHRYHU��(�(;�����(��*(1���SURYLGHV�W�H��R��RZLQ��DGYDQWD�HV�
�� UHGXFHG�SRVVLEL�LWLHV�R��PLFURELD��FRQWDPLQDWLRQ�R��W�H�ERQH�FHPHQW�
�� UHGXFHG�UH�HDVH�R��PRQRPHU�YDSRXUV�LQWR�W�H�HQYLURQPHQW�
�� RSWLPD��PL�LQ��R��W�H�FHPHQW�
�� possibility�of�obtaining�high�and�low�viscosity�cement.
�(�(;�����(��*(1����DV�W�H�VDPH��HDWXUHV�DV��(�(;�*(1���ERQH�FHPHQWV��
�� low�polymerisation�temperature�thanks�to�a�powder/liquid�ratio�higher�than�the�tradicional�2:1;
�� UH�HDVH�R��*HQWDPLFLQ�RYHU�WLPH�
�� �RZ�UH�HDVH�R��PRQRPHU�UHVLGXH�
�� high�mechanical�performances.
�(�(;�����(��*(1���FRPSRQHQWV�
�� GHYLFH�FRQWDLQLQ��SRZGHU�DQG��LTXLG�FRPSRQHQWV��RU�W�H�SUHSDUDWLRQ�DQG�DSS�LFDWLRQ�R��W�H�ERQH�FHPHQW�
�� FDQQX�D��RU�W�H�H�WUXVLRQ�
�� rod�to�extrude�the�cement�from�the�cannula.

�(0(������(0�*(1�� �(0(������(0�*(1���)���

)RUPXODWLRQ�RI�FRPSRQHQWV 5()�������* 5()�������* 5()�������� 5()��������

�LTXLG�FRPSRQHQW� 22�g�ampoule 29.3�g�ampoule 29.3�g�ampoule� 16.7�g�ampoule

�HW���PHW�DFU��DWH 98.20�%�w/w 98.20�%�w/w 98.20�%�w/w 98.20�%�w/w

1�1��LPHW����S��R�XLGLQH 1.80�%�w/w 1.80�%�w/w 1.80�%�w/w 1.80�%�w/w

��GURTXLQRQH 75�ppm 75�ppm 75�ppm 75�ppm

3RZGHU�FRPSRQHQW� 60�g 80�g 70�g 40�g

�R��PHW���PHW�DFU��DWH 82.78�%�w/w 82.78�%�w/w 82.78�%�w/w 82.78�%�w/w

�DULXP��X�S�DWH 10.00�%�w/w 10.00�%�w/w 10.00�%�w/w 10.00�%�w/w

�HQ�R����HUR�LGH 3.00�%�w/w 3.00�%�w/w 3.00�%�w/w 3.00�%�w/w

*HQWDPLFLQ��X�S�DWH 4.22�%�w/w�* 4.22�%�w/w�** 4.22�%�w/w�*** 4.22�%�w/w�****

*Equivalent�to�1.5�g�(1.5�M.I.U.),�2.5%�Gentamicin�base�in�60�g�unit.
**Equivalent�to�2�g�(2�M.I.U.),�2,5%�Gentamicin�base�in�80�g�unit.
***Equivalent�to�1.75�g�(1.75�M.I.U.)�2.5%�gentamicin�base�in�70�g�unit.
****Equivalent�to�1�g�(1�M.I.U.)�2.5%�gentamicin�base�in�40�g�unit.

,1�(1�(����(��1��,1�,���,21��)25���(
CEMEX�SYSTEM�GENTA�bone�cement�is�intended�for�the��xation�of�joint�prosthesis�implants�to�the�host�bone.�
In�particular,�this�cement�is�indicated�where�there�is�the�risk�or�presence�of�infections�caused�by�organisms�susceptible�to�Gentamicin.

�21�5�,1�,���,21�
��When�the�loss�of�musculature�or�neuromuscular�compromise�of�the�unhealthy�limb�would�make�the�surgical�procedure�unjusti�able.
��Hypersensitivity�to�the�monomer�or�some�of�the�other�components�of�the�bone�cement.
��Presence�of�grave�myasthenia�or�hypersensitivity�to�gentamicin.

���������������������������������� ����������������



*(1(5�/�35(����,21�
Read�this�instruction�booklet�very�carefully.
��H� VXU�HRQ�PXVW�HQVXUH� W�DW�W�H�SURVW�HVLV�DQG�DQ��S�DVWLF�DFFHVVRULHV�DQG�H�DVWRPHUV�WR�EH�XVHG�DUH�VXLWDE�H��RU�XVH�ZLW��ERQH�
cement.
The�product�must�be�stored�in�a�cool�and�dry�place�at�a�temperature�not�higher�than�25°C�and�relative�humidity�not�higher�than�70%�
and�away�from�direct�light.
NB:�Do�not�remove�the�product�from�the�aluminium�wrapping�until�the�time�of�use�of�the�device.

�(0(1��35(3�5��,21�35(����,21�
��Sterility�is�assured�only�if�the�unit�container�is�not�damaged�or�opened.
��Do�not�re-sterilise�any�of�the�components.
��Do�not�use�the�product�after�the�expiration�date�because�the�effectiveness�of�the�device�may�be�compromised.
��Make�sure�that�the�inner�package�is�undamaged�and�that�the�components�are�undamaged.�Do�not�use�the�product�if�the�powder�

has�agglomerations�or�a�yellowish�or�brownish�color�or�if�the�liquid�is�syrupy.�These�conditions�indicate�that�the�product�has�not�
been�stored�correctly.

��Do�not�add�foreign�substances�to�the�cement�components.
It�is�advisable�to�keep�the�CEMEX�SYSTEM�GENTA�at�a�temperature�of�23°C�±�1°C�for�24�hours�before�use.
The�product�can�be�stored�and�used�at�different�temperatures�(see�the�graph�at�the�end�of�the�information�lea�et)�bearing�in�mind�that�
bone�cements�are�temperature-sensitive.
Temperatures�of�more�than�23°C�for�the�product,�the�prosthesis�and�the�environment�accelerate�the�various�stages�in�the�preparation�
procedure.�Lower�temperatures�retard�the�preparation�stages.

�(0(1���33/,���,21�35(����,21�
Clinical�study�data�demonstrate� the�need� to�maintain� strictly�aseptic� surgical� techniques.�It�must�be�borne�in�mind�that� any�deep�
infection�of�a�surgical�wound�is�a�serious�risk�for�the�successful�outcome�of�the�implant.�Such�infection�may�begin�in�a�latent�manner�
without�clinical�evidence�even�some�years�after�surgery.�
�R�PLQLPLVH� W�H�ULVN�R�� LQF�XVLRQ�R��E�RRG�DQG�GHEULV� LQ�W�H� FHPHQW��DQG�R��PDUURZ�FRQWHQW� LQ� W�H�YDVFX�DU� V�VWHP��SULRU� WR� W�H�
application�of�bone�cement,�the�bone�cavity�should�be�thoroughly�irrigated�with�Ringer�or�saline�solutions�and�dried.
:�L�H�W�H�FHPHQW��DUGHQV��LW�LV�YHU��LPSRUWDQW�WR�PDLQWDLQ�W�H�SRVLWLRQ�R��W�H�SURVW�HVLV�E��PHDQV�R��PDQXD��SUHVVXUH�XQWL��W�H�HQG�R��
the�polymerisation�process;�this�is�essential�to�ensure�optimal�implantation�results.

��(5�35(����,21�
�YRLG� W�H�PRQRPHU� �URP�FRPLQ�� LQWR�FRQWDFW�ZLW�� W�H�VNLQ�RU� W�H�PXFRXV�PHPEUDQHV�DV� W�H��LTXLG�FRPSRQHQW� LV�LUULWDQW� WR�W�H�
airways� and� the�skin.� It�may�cause� sensitization�when�coming� into�contact�with� the� skin.�Cases�of� contact�dermatitis�have�been�
observed� in� susceptible�subjects.� It� is� therefore� advisable� to�wear�a� second� pair�of� surgical� gloves� and�scrupulously�observe� the�
instructions�for�preparation�in�order�to�reduce�the�possibility�of�reactions�caused�by�hypersensitivity.
The�liquid�component�of�the�bone�cement�is�a�powerful�lipid�solvent,�therefore,�avoid�direct�contact�with�the�human�body.�Rubber�
or�latex�gloves�do�not�always�provide�effective�protection�against�the�monomer.�More�suitable�gloves�made�of�different�materials�
are�however�available�on�the�market.�Check�that�these�materials�are�suitable�for�contact�with�bone�cement�(see�the�relative�technical�
data�sheets).�The�bone�cement�should�not�contact�the�gloved�hand�until�the�cement�has�acquired�the�consistency�of�dough,�about�1-2�
minutes�after�mixing.
Once�the�two�components�are�mixed,�the�consistency�of�the�bone�cement�changes�in�just�a�few�minutes:�viscosity�increases�rapidly�to�
form�a�marble-like�mass�which�securely�anchors�the�prosthesis�to�the�host�site.�The�attainment�of�this�state�is�easily�ascertained�by�the�
increase�in�temperature�of�the�cement�itself.�After�a�few�minutes,�the�cement�cools�spontaneously,�indicating�the�end�of�the�reaction�
and�time�when�the�prosthesis�can�be�released.

�3(�,�/�35(����,21�
�RUUHFW��� FHPHQWHG� SURVW�HVHV� DUH�VWDE�H� DQG� �RQ���DVWLQ��� �RZHYHU�� W�H� FHPHQW�RU� W�H� SURVW�HVLV� RU�ERW��PD�� EHFRPH� �RRVH�RU�
�UDFWXUH��R��RZLQ��GHVHDVH��WUDXPD��LQFRUUHFW�FHPHQW�LQVHUWLRQ�WHF�QLTXH�RU��DWHQW�LQ�HFWLRQ��LW�LV�W�HUH�RUH�DGYLVDE�H�WR��R��RZ�XS�D���
patients�regularly�and�in�the�long-term�following�surgery.�Bone�cement�extrusion�outside�its�application�site�may�determine�adverse�
effects�for�the�patient�(see�Adverse�Effects).
Following�surgery,�if�any�form�of�infection�should�arise,�patients�must�immediately�consult�their�doctors�to�reduce�the�risk�of�infection.

Caution:�bone� cements�reach�temperatures�higher�than�physiological� temperatures�during�the�exothermic�polymerisation�
reaction.�Polymerization�of�the�bone�cement�is�an�exothermic�reaction�that�occurs�while�the�bone�cement�is�hardening�in�situ.�
The�released�heat�may�damage�bone�or�tissue�adjacent�to�the�implant.
��H�XVH�R���(�(;�����(��*(1���V�RX�G�EH�FDUH�X����FRQVLGHUHG�LQ�SDWLHQWV�ZLW��FRD�X�DWLRQ�GLVRUGHUV�DQG�LQ�SDWLHQWV�ZLW��
severe�cardio-pulmonary�insuf�ciency.
��H� DSS�LFDWLRQ� R�� �(�(;� ����(��*(1��� ERQH� FHPHQW� V�RX�G� EH� FDUH�X���� FRQVLGHUHG� LQ� SDWLHQWV� ZLW�� SUH�H�LVWLQ�� UHQD��
insuf�ciency.
The�use�of�CEMEX�SYSTEM�GENTA�as��rst�option�in�the��xation�of�a�prosthetic�implant�should�be�carefully�considered�as�it�may�
increase�the�risk�of�the�development�of�gentamicin-resistant�bacteria.
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��H�XVH�R���(�(;�����(��*(1���PXVW�EH�FDUH�X����HYD�XDWHG�LQ�FDVH�LW�LV�XVHG�WR�HW�HU�ZLW��RW�HU�QHS�URWR�LF�DQG�RWRWR�LF�
drugs.

��(���5,1*�35(*1�1�����5(����)((�,1*��1��,1���,/�5(1
There�are�no�tests�which�demonstrate�the�utilisation�safety�of�bone�cement�during�pregnancy�or�breast-feeding�and�in�children.
Bone�cement�should�not�be�used�in�the��rst�three�months�of�pregnancy;�for�the�remaining�gestation�period,�bone�cement�should�only�
be�used�in�life-endangering�situations.
��H�ERQH�FHPHQW�LV�LQGLFDWHG��RU�DSS�LFDWLRQV�LQ�F�L�GUHQ�RQ���Z�HQ�LW�LV�EH�LHYHG�LPSRVVLE�H�WR�VDYH�W�H�MRLQW�W�URX���RW�HU��RUPV�
of�intervention.

1(*��,�(�())(���
The�blood�pressure�often�drops�temporarily�immediately�after�implanting�the�bone�cement�and�the�prosthesis.The�following�negative�
reactions�may�arise�with�use�of�bone�cement,�but�they�are�not�directly�due�to�the�bone�cement.�
Surgeons�must�be�aware�of�these�complications�and�be�ready�to�treat�them�if�they�occur.

�HULRXV
����RFDUGLD��LQ�DUFW
�� �HUHEURYDVFX�DU�LQFLGHQWV
�� �DUGLDF�DUUHVW
�� �XGGHQ�GHDW�
�� �X�PRQDU��HPER�LVP

Other�referred�reactions
�� ��URPERS��HELWLV
�� �DHPDWRPD��DHPRUU�D�H
�� Infection�of�surface/deep�surgical�wound
�� �URF�DQWHULF�EXUVLWLV
�� ��RUW�WHUP�FDUGLDF�LUUH�X�DULWLHV
��Pain�and/or�loss�of�function
�� �RRVHQLQ��RU�GLVS�DFHPHQW�R��SURVW�HVLV
�� (�HYDWHG�VHUXP��DPPD���XWDP���

transpeptidase�(GGTP)�up�to�10�days�
SRVWRSHUDWLRQ

�� �HWHURWRSLF�QHZ�ERQH��RUPDWLRQ
�� �URF�DQWHULF�VHSDUDWLRQ

�� �UHDND�H�R��W�H�ERQH�FHPHQW
�����HU�LF�S�UH�LD
���HPDWXULD
����VXULD
��Bladder��stula
���H�D�HG�WUDSSLQ��R��W�H�VFLDWLF�QHUYH�GXH�WR�
FHPHQW�H�WUXVLRQ�EH�RQG�W�H�UH�LRQ�LQWHQGHG�
for�its�application.

�� �RFD��QHXURSDW��
�� �RFD��YDVFX�DU�HURVLRQ�DQG�RFF�XVLRQ
�� Intestinal�obstruction�due�to�adhesion�and�
VWHQRVLV�R��W�H�L�HXP�EHFDXVH�R��W�H��HDW�
UH�HDVHG�GXULQ��H�RW�HUPLF�SR��PHULVDWLRQ

:�51,1*�
The�use�of�bone�cements�demands�a�high�level�of�cooperation�between�the�surgeon�and�the�anaesthetist.�During�the�operation,�the�
surgeon�must�inform�the�anaesthetist�that�the�cement�is�about�to�be�introduced.
In�some�cases�events�de�ned�as�“bone�implantation�syndrome”�(BCIS)�may�occur�which�are�characterized�by�a�number�of�clinical�
�HDWXUHV� W�DW� LQF�XGH� ��SR�LD�� ��SRWHQVLRQ�� FDUGLDF� DUU��W�PLDV�� LQFUHDVHG� SX�PRQDU�� YDVFX�DU� UHVLVWDQFH� ��9���� DQG� FDUGLDF�
arrest,�which�must�be�controlled�with�the�methods�in�use�in�modern�anaesthesiology.�These�phenomena�are�commonly�associated�
with,�but�is�not�restricted�to,�cemented�hip�arthroplasty�which�usually�occurs�at�one�of�the��ve�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).
��H� E�RRG� SUHVVXUH� R�� SDWLHQWV� V�RX�G� EH�PRQLWRUHG� FDUH�X���� GXULQ�� DQG� LPPHGLDWH��� �R��RZLQ�� W�H� DSS�LFDWLRQ� R�� W�H� ERQH�
cement.�In�addition,�overpressurisation�of�the�bone�cement�should�be�avoided�during�the�insertion�of�the�bone�cement�and�implant�
in�order�to�minimise�the�occurrence�of�pulmonary�embolism.�
��H�VXU�HRQ�PXVW�EH�DZDUH�R��W�H�SURGXFW�V��HDWXUHV��SUHSDUDWLRQ�F�DUDFWHULVWLFV�DV�ZH���DV�LWV��DQG�LQ���DSS�LFDWLRQ�DQG�UHVWULFWLRQV�
on�use.
�HFDXVH� W�H� �DQG�LQ�� DQG� FXULQ�� F�DUDFWHULVWLFV� R�� W�LV� FHPHQW� YDU�� ZLW�� WHPSHUDWXUH� DQG� PL�LQ�� WHF�QLTXH�� W�H�� DUH� EHVW�
determined�by�the�surgeon’s�actual�experience.�It�is�strongly�recommended�that�the�surgical�team�carry�out�practical�trials�prior�to�
use�in�patients�under�the�same�instrumental�and�environmental�conditions.
The�liquid�component�is��ammable�and�volatile�and�for�this�reason�the�operating�theatre�must�be�correctly�ventilated.�The�liquid�
component�and/or�its�vapours�must�never�be�directly�exposed�to�naked��ames�or�heated�materials.�Ignition�of�monomer�vapours�
caused�by�the�use�of�electrocautery�devices�in�surgical�sites�near�freshly�implanted�bone�cement�has�been�reported.
�DXWLRQ�V�RX�G�EH�H�HUFLVHG�GXULQ��W�H�PL�LQ��R�� W�H� �LTXLG�DQG�SRZGHU�FRPSRQHQWV�R��W�H�ERQH�FHPHQW�WR�SUHYHQW�H�FHVVLYH�
H�SRVXUH�WR�W�H�FRQFHQWUDWHG�YDSRXUV�R���LTXLG�PRQRPHU��Z�LF��PD��SURGXFH�LUULWDWLRQ�R��W�H�UHVSLUDWRU��WUDFW��H�HV��DQG�SRVVLE���
the�liver.
The�vapours�of�the�liquid�component�may�affect�soft�contact�lenses.
Because�of�the�volatility�and��ammability�of�the�liquid�monomer�of�the�bone�cement,�the�liquid�monomer�should�be�evaporated�
in� a�wellventilated� hood�or� absorbed� by� an� inert�material� and� transferred� into� a�suitable� container� for� disposal.�The�polymer�
component�may�be�disposed�in�an�authorized�waste�facility.
Warning:�Do�not�re-sterilize�and/or�re-use�the�device.�It�is�designed�for�single-use�on�a�single�patient.�Re-sterilization�should�not�be�
carried�out�since�it�can�cause�infection�risks�for�the�patient.�Re-sterilization�can�also�alter�the�device’s�morphology,�the�ef�ciency�of�
the�antibiotics�and�the�mechanical�features,�causing�a�malfunction�of�the�same�with�serious�risks�for�the�patient’s�health.
All�residues�must�be�considered�waste�surgical�material�and�therefore�should�be�eliminated�at�the�end�of�the�operation.
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Prepare�a�dose�of�CEMEX�SYSTEM�GENTA�by�mixing�the�entire�powder�and�liquid�content�following�the�instructions�given�below.
Packages�of�CEMEX�SYSTEM�GENTA�having�a�different�batch�number�can�be�used�together,�following�the�provided�instructions.

,1��5���,21��)25���(
�� use�at�a�temperature�of�23°C�±�1°C;
�� H�LPLQDWH�GHWULWXV�DQG�ULQVH�W�H��RVW�ERQH�VLWH�FDUH�X����ZLW��VD�LQH�VR�XWLRQ�
��Prevent�liquid�from�coming�between�the�bone�tissue�and�the�cement�by�drying�the�bone�surface�using�gauze�and/or�suction�cannulas�
EH�RUH�DQG�GXULQ��FHPHQWDWLRQ�

�� the�whole�stem�of�the�prosthesis�should�be�covered�by�a�uniform�coating�of�bone�cement.
Bone�cements�are�sensitive�to�temperature.�Any�increase�in�temperature�of�the�working�environment,�the�product�and�the�prosthesis�
over�23°C�reduces�the�waiting�and�hardening�times�of�the�bone�cement.�Equally,�lower�temperatures�increase�such�times.

There�follow�detailed�instructions�for�the�preparation�of�CEMEX�SYSTEM�GENTA�bone�cement.�Times�indicated�in�the�instructions�
were�obtained�by�performing�tests�in�laboratory�under�temperature�controlled�conditions�of�23°C�±�1°C.
The�bone�cement�is�extruded�by�GUN�APPLICATION�DEVICE.

.��
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A�=�PUSH-KNOB G�=�GASKET� Q�=�PERCUSSION�UNIT

B�=�HANDLE H�=�TIP�OF�THE�DEVICE R�=�LEVER

C�=�AMPOULE I�=�CAP S�=�SHOCK�ABSORBER

D�=�PLUNGER L�=�CANNULA�

E�=�BODY M�=�PRESSURIZATION�DISK

F�=�AMPOULE-BREAKER N�=�PUSHER-ROD

67�������5���6��2��7���32:��5
Hold�the�device�by�the�handle�(B)�in�one�hand,�turn�it�upwards�and�strike�the�device�lightly�against�the�palm�of�the�other�hand�5-6�
times�to�release�the�powder�(Fig.1).

67��������5��.����2��7����0328��
Position�the�device�vertically�with�the�cap�(I)�on�a��at�support�surface.�With�one�hand�keep�the�device��rmly�and�with�the�palm�of�the�
other�hand��rmly�press�the�push-knob�(A)�in�order�to�break�the�ampoule�(C)�(Fig.�2).

67�������75�16��55�1��2��7�����48��
Pull�the�handle�(B)�till�it�stops�and�keep�it�like�that�for�about�3�seconds,�push�then�the�handle�till�it�stops�and�keep�it�like�that�for�3�
more�seconds.�Repeat�the�cycle�till�the�whole�liquid�is�transferred�(Fig.�3).
�(0(������(0�*(1���)���
�XUDWLRQ�RI�WKH�VWDJH��LW�LV�DGYLVHG�QRW�H�FHHG����

67�������0���1�
ATTENTION:�FROM�THIS�MOMENT�START�MEASURING�THE�TIME

0�1��/�0,�,1*
Hold�the�device�and�turn�it�upside-down�to�have�it�almost�vertical.�Immediately�vigorously�knock�the�device�against�the�palm�of�the�
�DQG�RU�W�H���RFN��EVRUEHU�����RQ�W�H�*XQ��SS�LFDWLRQ��HYLFH�ZLW��D��UHTXHQF��R��DERXW���NQRFN�D�VHFRQG�DQG�WXUQLQ��E��D�TXDUWHU�
turn�with�every�knock.
Go�on�performing�such�action�in�order�to�have�a�homogeneous�mass�without�lumps�(Fig.�4).

�(0(������(0�*(1�� �(0(������(0�*(1���)���

�XUDWLRQ�RI�WKH�VWDJH��DERXW���� �XUDWLRQ�RI�WKH�VWDJH��DERXW����

���20��,��0,�,1*

6HH�WKH���8�RI�WKH��HPH��6�VWHP�0L�HU

67�������3����1��2��7�����118����1��35�3�5�7�21�2��7����81
Holding�the�device�vertically,�unscrew�the�cap�(I)�and�replace�it�with�the�cannula�(L)�(Fig.�5a).�Delicately�press�the�handle�(B)�upward�
so�that�some�cement�advances�into�the�cannula�for�a�few�centimetres.�Take�the�Gun�Application�Device�(Gun).�To��t�the�device�on�the�
ERG��R��W�H�*XQ��SXV��W�H��HYHU������RUZDUGV�DW�W�H�VDPH�WLPH�DV�SX��LQ��W�H�SHUFXVVLRQ�XQLW��4��EDFNZDUGV��XQWL��LW�FRPHV�WR�D�UHVW�
against�the�body�of�the�Gun.�(Fig.�5b)
Then�take�the�device�and��t�it�into�the�body�of�the�Gun�(Fig.�5c).
Use�the�lever�(R)�to�advance�the�percussion�unit�until�it�comes�into�contact�with�the�push-knob�(A)�(Fig.�5d).�
�XUDWLRQ�RI�WKH�VWDJH��DERXW����

����������������������������������� ����������������



67�������:��7�1�
�(0(������(0�*(1��
Now�position� the�Gun�with�the�device��tted�in�a�vertical�position�(Fig.�6).�With��rm�movements�of�the�lever�(R),�make�the�bone�
cement�advance�into�the�cannula�(L),�till�the�middle�of�it.
Observe�the�meniscus�of�the�cement.�If,�when�stopping�the�advancing�of�the�cement,�the�meniscus�changes�from�convex�to��at�(detail�
X,��g.�6),�then�the�cement�is�NOT�ready�for�the�extrusion.�If,�when�stopping�the�advancing�of�the�cement,�the�meniscus�remains�
convex�for�3-4�seconds�(detail�Y,��g.�6),�the�cement�is�ready�for�the�extrusion.
��H� WLPH� QHHGHG� WR� �DYH� W�H�PHQLVFXV� LQ� W�H� FRUUHFW� �RUP� GHSHQGV� RQ� W�H� WHPSHUDWXUH� R�� W�H� SURGXFW� DQG� R�� W�H� HQYLURQPHQW��
temperatures�higher�than�23°C�±�1°C�reduce�the�waiting�time,�equally,�lower�temperatures�increase�such�time.
�XUDWLRQ�RI�WKH�VWDJH��IURP�����WR�����

�(0(������(0�*(1���)���
Now�position� the�Gun�with�the�device��tted�in�a�vertical�position�(Fig.�6).�With��rm�movements�of�the�lever�(R),�make�the�bone�
cement�advance�into�the�cannula�(L),�till�the�tip�of�it.
�XUDWLRQ�RI�WKH�VWDJH�����

67��������33����7�21
Bear�in�mind�that�the�viscosity�of�the�mass�increases�rapidly�over�time�and�the�cement�may�not�be�expelled�from�the�cannula.�Insert�
the�cannula�(L)�into�the�medullar�cavity�and�begin�to�deliver�the�cement�by��rm�movements�of�the�lever�(R).�It�is�advisable�to�begin�
delivery�from�the�deeper�part�of�the�cavity�and�work�outwards�proximally�with�the�cannula�leaving�the�cement�behind�it�(Fig.�7).
Use�the�pusher-rod�(N)�to�expel�the�cement�left�inside�the�cannula�if�necessary.�Remove�the�cannula�and�then�expel�the�cement�from�
the�cannula�with�the�pusher-rod.
�R�UHPRYH�W�H�V�ULQ�H��URP�W�H�ERG��R��W�H�*XQ��SXV��W�H��HYHU������RUZDUGV�DW�W�H�VDPH�WLPH�DV�SX��LQ��W�H�SHUFXVVLRQ�XQLW�ZLW��URG�
(Q)�backward,�thereby�releasing�the�contact�with�the�push-knob�(A);�the�syringe�can�now�be�removed.

�(0(������(0�*(1��
The�CEMEX�SYSTEM�GENTA�can�also�be�used�to�prepare�a�high�viscosity�cement.�In�this�case,�do�not��t�the�cannula,�wait�until�
at�least�5�minutes�from�the�transferring�of�the�liquid�so�that�the�dough�becomes�very�viscous,�unscrew�the�cap�(I)�and�then�make�the�
cement�come�to�the�tip�of�the�device�(H)�and�touch�it�with�the�glove.�When�the�bone�cement�does�not�adhere�to�the�glove�any�longer,�
it�is�ready�to�be�extruded�without�cannula�directly�into�the��nal�place.
�(0(������(0�*(1���)���
At�a�temperature�higher�than�23°C,�deliver�the�cement�without�stopping.�At�a�temperature�lower�than�23°C,�wait�30�seconds�or�more.

67��������16�57�1��7���35267��6�6
Once�the�cement�has�been�inserted,�the�prosthesis�can�be�positioned;�it�must�be�held��rmly�until�the�cement�has�hardened.�The�graphs�
at�the�end�of�these�instructions�indicate�Setting�Times�for�CEMEX�SYSTEM�GENTA�and�CEMEX�SYSTEM�GENTA�FAST.�Remove�
excess�cement�before�it�hardens.�The��nal�hardening�time�of�the�cement�depends�on�viscosity�of�the�cement,�on�the�environmental�
temperature�and�on�the�temperature�of�the�prosthesis.
Caution!� The� temperature� of� the� host� bone� cavity� accelerates� cement� polymerisation.� Inasmuch,� the� application� of� the�
prosthesis�should�be�completed�as�quickly�as�possible.

Shelf-life
Shelf�life�of�Cemex�System�Genta�is��ve�years.
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