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The Sigrrature Odhopaedics Origin Instrument
the Signature Orthopaedics cementless hip stem
handle that quick-connects to several instrument
and minimize the size and weight of the instrume

lndications

Signature Orthopaedics' hip replacement range i

sufficient to supporl the implant. When a surgeon
treatment, the devices are indicated for:

. Non-inflammatory degenerative joint disease

. Inflammatory joint disease including rheum

. Correction of functional deformity including

. Traumatic injury involving the hip joint includi

. Failed previous hip surgery including internal
hemiarthroplasty, surface replacement, or

Gontraindications

In general, prosthetic components require adequ
of prosthetic components is therefore contrai
quantity and or strength of the bone which is su

relative to the extent and severity of conditions
considered based on the patient's overall eva

of such conditions include; osteoporosis,
Other contraindications include:
. Conditions limitirrg blood supply to the bone
. Systemic or local infection.
. Previous high dose radiotherapy.
. Psychological or neurological conditions whi

restricting physical activitY.
. Skeletalimmaturity
. Conditions or activity which may place

tendon & ligament deficiencies, multiple
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Ccmpaction Broaching
The broach should run narallel to the
Begin with the srnallest broach and increase
rotational stability is achieved: broaching
key to help selection of the final broach size.
the femur.
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Femoral Component Insertion
When implanting the definitive stem (same
is directed in by hand. This will help avoid
should be no more than 15-20mm between
stem. lf the stem does not readily go down
is placed, lightly tap the stem impactor to f
of the femur.
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Broach Handle

182-032

d Broach Handle

82-00'1

r Reamer

-0012

Guide

2-011

Release Box Chisel

12-0Q5

k Release Heacl lmpactor

12-017

Release Stem lmpactor

1 2-006

ndard Or! in !nstru rne!'rts
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112
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112
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112
11

112
112
11
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112
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in Braaches

1 8-0809
1 8-0909
1 B-1 009
18-1109
1 8-1 209
1 B-1 309
18-1409
18-'1509
'18-1609

18-'1809

Size 8
Size 9

Size 10
Size 11

Size 12
Size 13
Size 14
Size 15
Size 16
Size 18

Femoral Heads

82-040 @28mm -3.Smm Green
A28mm 0.0mm Yellow
@28mm r-4.0mm Orange
632mm -3.5mm Green
@32mm 0.0mm Yellow
@32mm +4.0mm Orange
b32mm +8.0mm Red
A36mm -3.5mm Green
@36mm 0.Omm Yellow
@36mm r-4.Omm Orange
A36mm r-8.0mm Red
b40mm -3.5mm Green
A40mm 0.Omm Yellow
@40mm r-4.Omm Orange
Z40mm +8.0mm Red

182-041
182^042
182-017
82-01 8

182"019
182-020
182-021
182-022
182-023
182..024
182"043
182-044
182-045
182-046

Preoperative Tem plates

212-108
212-109
212-110

Size 8 Template
Size 9 Template
Size 10 Template
Size 11 Ternplate
Size 12 Template
Size 13 Template
Size 14 Template
Size 15 Template
Size 16 Template
Size 18 Template

12-111
212-112
212-113
212-114

12-115
12-116 q.

15% fiR16ln'212-118
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Fositioner UniEody

12-026

I Reamer

12-023

red Pfln Reamer

Femoral Head Extractor

116

Cu Broach Flandle

112

Broach

12-.328

Qu Release Stem lnsefter

112 12-323

h l'landle Power Adaptor
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1 8-0800
1 8-0900
1 B-1 000
'18-1100

18-1200
1 B-1 300
1 8-1 400
1 8-1 500
1 B-1 600
1 8-1 800

Size 8
Size 9
Size 10
Size 11

Size 12
Size 13

Size 14
Size 15

Size 16
Size 18

1 8-0901
18-1001
18-1101
18-1201
1 8-1301
18-1401
I 8-1 501
'18-1601

1 8-1 801

Size 9
Size 10
Size 11

Size 12
Size 13
Size 14
Size 15
Size 16
Size 18

rin Standard @ffset Collared Stem

1 8-0902
18-1r002
18-1102
18-1202
1 8-1 302
18-1402
18-1502
'18-1602

18-1802

Size I
Size 10
Size 11

Size 12
Size 13
Size 14
Size 15
Size 16
Size 18

in High Offset Collared

1 8-0903
1 8-1 003
18-1103
18-1203
'18-1303

1 8-1403
1 8-1 503
1 8-1 603
1 8-1 803

Size 9
Size 10
Size 11

Size 12
Size 13

Size 14
Size 15
Size 16
Size 18
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Coxa Vara Sliem

18-0904 Size g

18-1004 Size I0
18-1104 Size 11

18-1204 Size 12
18-1304 Size 1 3

18-1404 Size 14
18-1504 Size 15
8-1604 Size 16
8-1804 Size 18

Heads

52-011
52-012
52-01 3
52-.021
52-.022
52-023
jZ-UZ+

52-032
52-033
52-034
52-041
52-042
52-043
52-044

52-611
52-612
52-613
52-621
cz-ozz
52-623
52-624
52-631
52-632
5.Z-OJJ

cz-oJ+
52-641
52-642
52-643
52-644

D28mm -3.5mm CrCo
A28mm Cl.Omm CrCo
A28mm +'4.0mm CrCo
A32mm -3.Smm CrCo
b32mm Ct.0mm CrCo
A32mm +'4.0mm CrCo
Z32mm +'8.0mm CrCo
@36mm -3.5mm CrCo
Z36mm Ct.Omm CrCo
A36mm +4.0mm CrCo
A36mm +8.0mm CrCo
@40mm -:3.timm CrCo
b40mm Ct.Omm CrCo
A40mm +4.0mm CrCo
A40mm +8.0mm CrCo

@28mm -i3.5mm Ceramic
@28mm Cr.0mm Ceramic
A28mm +4.Omm Ceramic
@32mm -3.5mm Ceramic
@32mm 0.Onrm Ceramic
Z32mm +4.Omm Ceramic
D32mm +B.Omm Ceramic
Z36mm -3.Smm Ceramic
A36mm C.0mm Ceramic
Z36mm +4.Omm Ceramic
O36mm +8.Omm Ceramic
D40mm -3.Smm Ceramic
64.0mm 0.0mm Ceramic
A40mm +4.0mm Ceramic
D40mm -t-8.0mm Ceramic
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Su sful long-tern-r fixation of ihe Origitr cenrentless hip becular bone

fot d by the comperction broaching system. A successful pr ruments

pro in the tray ;rs well as the surgeon's technique and rstancling of tlre u;rderluing mech tsrn

T trabecular sheath is a cavit\t of dense cancellous bone t is forrrred lirre-to-line with the onding implant

By design, the corrtact stress; between compacted trabe ar bone and implant is ltighly lecl down the

4* pendix. C*rnp;*etioft tsr*freh

lelies on a "sheath" of crrmpacted t

edure is eclually dependent on the i

oIthe stem. According to \Aiolff's Law, this dense she and the traceculae that support it

in response to applied loads until the stiffness of the she closefy matches the stiffness of th

con uous stiffness l3radient at the implant-bone interface m imizes stress shielding and micromo

Te*hn!qu*sslg I A F"-, L.r

stz
ten

tim

It is
rmp

strengthen over
inrplant stem. A

between the
ll rnake this

k for axial

t and tfre true cortical walls Maintaining axial align with the catral from the first broach
UU nation easiet-. lnstrunrents are included in the Origin se to aicl in lateralization tvhere n A change in

mportant to select an approprial.e stem size (and final ch size) to prevent any clirect

during impaction of the broar:h is often the first sign of
lity before checlrinE for rotationetl stability as this can de

It is tter to s;lop broaching when stability is achieved with a mpt to force

AS ized broach into the canal The HA line on the implan t the stern will

ach exceptional stability. Consider a longer neck or highe

Different F:emoral Canal Geometries

Dorr femur type systern classifies femurs based on a ra that relates to the geometry of the fe oral canal:

Ma

propriate; amount of compactlon.
the trabercular sheath.

ightly countersunk broach than to at
stem will sit below the resection line
head oflset.

Dr
left

0.5
0.5 to 0,9
0.9
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R=D
see flgures at the

An -value less than -0.5 ir-nplies a very fluted canal that will ore likerly bind distally if the canal is t over-reamed.

rative templal.ing is especially important for this reason Refer to the Origin lmplant Sizing in this

nioue to heln der:ide whai size reamer to use. The three are as follows.

Type A
Type B
Type C

R
R
R
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Head r

rn) (mm)

Optional
Head
(mm)

:Size
(mm)

iw
46

48

50

52

54

56

58

60

62

64

36

36

36

36

36

36

:ol

28

32

5Z

32

32

32

5Z

32

32

40

40

40

40

40

Cup Liner

. Clinically proven geonretryand
material (GUR1 020 compression
moulded bar stock),

. lAvailabld witln 10/ 20' hoofl!

lor without hood.

. {uffiweE bar stock is crossi-

llinked at 7.5MRads and then
remelted. The product is

subsequently machined from
remelted bar stock and sterilised
with ETO.

tt:ct"t?.

cup

. '6li'p[6311u geomEtryEn

mathrial

. ClihiCally
spayed

. CuPtavaila
andlno hole

HA,Ccqting
. Crystallin
. HA conte

perous co$ting

with standard 3lhole
otions

Porous
. Tensil

Shear

Strength > 6QMPa

> 30MPa

!i5-65o/o and pore

!100 microns.
. Ca/P ratio
. DensitY -
. Porosity -
. Pull out

0,. ?'ig'f

+**

y i68.2%
t - 98.3o/o
. l.o/
9a/o

:sl/o

e4gth - 3

$

(on Ti6Al4V)
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fenden CsnnrmEttee

Hip Prosfhesis / Ranget of Femoral Heads / Ad,

Dear omrnittee members.

n to my previous letter elated current Aprit 25th I

roved.

pleased to give you here

pr^opose bey the standard XLPE liners an
specific ca where surgeon tpay need this

on a routine basis.

Srrh dic lntpXants

wol A

l do no required the CE mark.
le for iumot casbs; In such sit

tion abaut femoral heads en the market.

Our ndard range of CoCr fem,cral head offers the dia rs 2:8, 32, 36 and 40 with 4necK u aily classified as S, M, L. and XL. This range is nternational standard to
of hip
FDA a

ropfasiy anrl complies with the norms on the et. The entire qange is CE

In add
inform

latera
perfe

With m

Olivier

Director

SICA/ATU,CE

To all a wide range of combinations between ccmp s of hip prosthesis and then a
reco ion of anatomy, the femoral heads could be witfr standard stems and la
In addi

In unlik csse of patient demanrJing a custonr head, iike I prote in my previous letter, Si
Orth ics is in position io propose and produce custo head based on surgeon s

AII thc products are CE approved and avaitable on

the
situatio
Signatu Orthopaedics is lSO13*f,85 and complies with
agree nt to produce custom implants.

n to this, Sigrnature Orthopaedics
d XLPE linens that could be use in
the anaiomy of patients.

Best Regards

ERNOIS

ronent could be propose as a custom implant w
for us as we tJo a iot of custom implants for exa

Signatu hopaedics France

'AEDI{S France SAS - EsFace Entreprises L Arabase 2 Rue Georaes

e r93/4illEEC annbx 2 directive

FST7OO CASTR

'itianat informafion

Tend

some mcre

nt lengths of
the requirements
rked and also

a perfect
alized stems.

ntire l'ange of
i'on to restore

nature
In this case

is a usual
ron as
have



: Hip Prosthesis / Range of Femoral Heads

Committee members.

the present letter I hereby confirm that in
r), SIGNATURE ORTI-IOPAEDICS is

) to be useld with the hRlA stem.
tn

s will be produced in case of special request for

4 offsets introduced in our leaflet are the main

my Best Regards

PERNOIS

nature Orthopaedics France

: +33i0)[ Saj i:] t'i Bg- : +3.i(iiii iri3 73 St A4
HCS CAti iiii::! 15 J 

.i 5 tig$
N" I Vi\ i:i,i,i:) 6i5 1 1 3 6i)S

TURE ORTHOPAEDITS Frcnce SAS - Espoce Entrepfises L Arobose - 2 Rue

775 696 R6C4STRE5 - TVA FR 89 8r!;77s696

Chorpok - F871O0 cr',SITRES

Tender Committee
Orthopaedic I m plants Tend

MOLDAVIA

The 25th of April

the standard range of metallic fe
to offer custom hdads with other

cat;e received from the

us6d worldwide.

2079

addition oral heads (made
length



We

Manufacturer: Signature Orthopaedics
Address:

N37 DY26 Co.
lreland

hereby cleclare under our sole responsibility that

Product:
Scope:

being Class lll medic;al devices according to
on the Eurooean Market in accordance with the
the MDD 93l42lEEC as amended by 2007147

The following harmonised standards have been

ISO 132t85:2016

Notified Body:

rUv sLio
Munich, Germany

Full Quality Assurance
Procedures Certificate:

Design Examination
Certificate:

This De<;laration of Conformitv is valid until

Authori:sed Signatory:
Signature

(ltlivier PtsliNOlS

lrJarne, lPrjs-niiin

Attaclzm.ent: List af Prod.ucts

ilr':iI ,\, i$il$i;:ines* ft1"erhiii:li:gv i:

* '-Li-J 0 t$i3"d.*il$3$ rvwu-'.

EC DECLARATION F CONFORMITY

Unit A, IDA Business &
Garrycastle, Athlone

uqope Limited
echnology Park

Femoral Stems and
All oroduction lots

Medical Device - Qualitv
Regulatory Purposes

G1 003228 0001
under Annex ll.3 of

following

igit Notified Bodyr Number;

ean conformity assessment cerl
Directive 93l42|EEC on Medical

28

G7 003228 0007 E n conformity assessment
under Annex ll.4 of Direc;tive 93l42|EEC on Medical VICES

or superseded.

10 May 2019

Date

i" *ile. il3) nYl,$. l:"ei*.nc

:r e {lri-h$. Iiim. *L
riii
jgl



Unit A, ilA Business fr TechnologY P

p +353 0 906400539 www.

28mm, CoCr size XL

, Ath[one, N37 DY?6, lreland
natureortho.coi"n. au



TUV SUD Producl Service . Octagon House . Concorde Way. Segenswofth

To Whom it may conc;ern

Signature t)rthopaedics had an ISO 13485:
Due to unfrcreseen circumstances out of our
and the next availabler audit time has been

Two minor NCs were identified in the previo
has been ercceoted.

There are no concerns regarding the robus
.system.

Regards

Paul Jenkins

Operations Manager MHS UK
TUV SUD lProduct Service
Office: +44 (0)1727 8:37490
Mobile: +4,+ (0)7740 21"35 874

Email address: FAtil.J
www.tuv-sr-rd.co. uk

TUV SUD Product Service
is the kading name of TUV SUD Ltd

Registered in Scolland
Company Number - SC2'15164

lVanaging Director
Brian Austin

orth . Far€rham . PO15 sRLL . UK

16 audit booked in November
, the audit did not go a
frrr March 2019"

audit in August 2018, and

s of {Signature orthopaedics

Phone: +44 (0) 1489 5581p0
Fax: +44 (0) 14Bg 558101

www.tuv-sud.co,uk

AF)

TUV

East

G75 0(

United
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Gertificate
ND. Q',*N S02842 0(}03 Rev. 08

Flolder of Certificate:

Gert*fieation lUlark:

$pope of Certiticate:

The Gertification Body of TUV gilD Froduct S
above has established and is maintaining a
reqrirsments of the listed standard(s). See

Rgpofi No.:

Velid from:
Valid until:

Dqte, 2018-07"20

PAge I oi2
TilV SUD Prcduct Servise GmbH . Certification

$ign
7 Sirius Ro
tene Cove
AU$TR,q

Deslgn,
cf ceme
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delivery s
spinai im
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fixation
marhers,
including
measurin
active an

75S41 21 1

201 8-07-20
?s1 s-02-?&

lrodrlc! $Fivirc

Orthopaed Fty Ltd

N$W2066

:ture
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Certiticate

Applied
$tandard{s}:

Faci*ity{ies}:

EN ISO 1

Medieal
ftequirem*
{iso 1348
DIN HI{ I

Upsrade

Signatur€
7 Sirius

Signature
UnitA, tDA
N37 nYzS

Page ? of 2
TUV SUD Product Service GmbH 'Certification

for regulatory purPoses
03 + esr. 1:?009)

hopaedics Pty Ltd
, Lane Cove West fr{SW 4066, AU

aedics Hurone llimited
giness & Technology Fark,
Westnreeth, lREISND

RidlerstraBe 55 . fi0339 Munich'
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Manufacturer:

Faeility{iee}:

Froduct Category{ies}:

The Certification Body of TUV Sl-ftr Froduct
manulaeturer has inrplemented a quality assu
inspection of the respeetive devices / deviee
assurunee sysl€m conforms to lhe reguiremants
surveillanee^ Far marketing of class ltl devises
also nates overleaf.

Report l{c.:

Vafid from:
Valid until;

Date, 2CI'18-08-06

Page 1 of 1

TLJV StiD Product Service GmbH is Notified Bodv with

TUV SUD Product Service GmbU . Certificatien Bodv . TC}VCI

$ig*atu
Unit A
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IRELANN

Signature
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ent & D{vices Co.,
nhui Province,0hina.

Wuhu Ruijin Medicul Instrt
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Medical Electric
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I: Application and Feature:

Medical Electric drill & saw is one of fver tools which used in pedic

operation. Gradually replaced traditional i
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II: Compositiorr:

III: Model Explanation:

V: Technical Data of acetabulum b
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Mediical Electric

Application and Feature:

Medical electric swing saw(Picture l)is

Swing saw have been Gradually replaced tJre

only can be fumigating. It can be autoclavable

Pressure, oan be killed some of bacteria and

shoften the sterilization. Just under High

minutes,win the valuable time for the patient.t

small size, light weight, no wires, easy to carry,

Composition:

The surgical power tool is composed of
hermetic. The charger is not used for medical i
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Main Technical Feature:

Technical Data:

Prod ucts Classlfication :

Medical electric saw drill's classification is

belongs to inner power B type device, charger

the device can not be used in flammable anaesth

cold, then work again.

Marking Introcluction: E:Class II type inst

Mark: L: foreward R: reversal

Marking introduction: A
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