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COMMAN CLINICAL COMPLICATIONS

C%I:I\ISSTI-AR?JLCET Multiple cannulated screws have been shown
to lack the mechanical stability of sliding hip
leading to VARUS screws, a's'they do n'ot provide a fixed angle
. with additional fixation into the femoral shaft.
_COLLAPSE r_esultlng This lack of stability is often associated with
IN a reoperation raté  higher rates of reoperation, which can be as
UP TO 13% for high as 13% due to mechanical failure.®*
cannulated screws

SU RGICAL While sliding hip screws offer greater stability
APPROACH ES when compared to multiple cannulated screws,

it requires a more invasive approach for implant
_ insertion due to the size of the implant and
INFECTION in UP TO surgical technique. This may ultimately result in a

are associated with

10% of cases with larger drop in hemoglobin levels, longer hospital
i . stays, and may increase postoperative infection
sliding hip screws ate

RE PO RTE D Lateral protrusion can either occur when the

implant moves laterally while the femoral neck is
TH IG H PAIN shortening during fracture healing, or when the

resulting from side plate protrudes from the side of the hip. In
LATERAL IMPLANT either case, it often results in lateral thigh pain.®
, Rates of lateral protrusion have been shown to be
PROTRUSION in up as high as 5.3% and 3.6% for multiple cannulated
to 5.3% of cases screws and sliding hip screws respectively.




FEMORAL NECK SYSTEM (FNS)
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The FNS was designed to provide higher mechanical stability than multiple cannulated screws.
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The FNS was designed to minimize Furthermore, the FNS was designed to
implant footprint on the bone with reduce the length of incision necessary
its compact design. for implant insertion when compared to
NS SHS a sliding hip screw system. ENEFTT
»
H ' o FNS may help reduce
Sn FNS blood loss and length
” L (m:) " of stay, potentially
I S g6 reducing reoperations
- ‘z‘ due to invasiveness
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The bolt design allows the FNS to
freely glide within the barrel of the

BENEFITS

base plate. This allows for 20 mm : This I_=N.S design
of controlled collapse of the head Z Y 4 feature is lr_ltended to
fragment, with no lateral protrusion & reduce incidences of

lateral thigh pain.

for the first 15mm.




PRODUCT OFFERING

IMPLANT FEATURES

1. Antirotation-Screw (ARScrew)

* Provides rotational stability.

* Allows implant placement even in a small femoral
neck.

* Corresponding size (length) to Bolt.
2. Bolt

* Cylindrical design intended to maintain reduction
during Insertion.

* Provides angular stability.

* Dynamic design (Bolt and ARScrew slide together,
max 20mm)

* Guided collapse designed to reduce lateral protrusion.
3. Plate

* Provides angular stability.

* Designed to reduce implant footprint.

IMPLANT SPECIFICATION

NMATERIAL Ti-6AI-7Nb (TAN)
CONSTRUCT LENGTHS (BOLT + 7Z75-130mm (5mm
ARSCREW) increments)
BOLT DIANMETER 10MmMmm
ARS DIANMETER 6. 4mm
CCD ANGLE (PLATE TO BOLT) 130° (+7.5° for ARS)
PLATE OPTIONS 1 Hole: 12.7mm (width) x
26emm (length)
2 Hole: 12.7mm (width) x
3Iemm (length)
SCREW COMVMPATIBILITY S5.0mm Locking Screws
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O . CERTIFICATE

This is o Certify That The Qualing Mamagement System of

AUSTEOFIX SURGICAL PVT. LTD.

The 15 b Certrfy tlat the
Meetcal Device Quealiry Management Synten of
AUSTEOFIX SURGICAL PRIVATE LIMITED

PLOT M0 81, SOLITAIRE INDUSTRIAL PARK, PHASE 1, DEHMI KALAN,
JAIPUR AJMER EXPRESS HIGHWAY, BAGRLU, JAIPUR - 303007,
RAJASTHAN, INDIA

Rar bern endepemdrntly arsexred and i compiant with the regwirements of:

ISO 13485:2016

{Medcal devices « Cuality management syshoma - Reguiraments for regulalory purposes)
This certrfivate iy applficable to the follomdng sope of oprantions:

DESIGN, MANUFACTURE, EXPORT AND SUPPLY OF ALL TYPES OF
TRAUMA {ALL LOCKING AND NON LOCKING), SPINE, ARTHOPLASTY
ARTHROSCOPIC, MAXILLOFACIAL (DENTAL), CRANIO MAXILLOFACIAL,
EXTERMAL FIXATORS AND ALL TYPES OF DRTHOPEDIC AND
GENERAL SURGIGAL INSTRLUMENTS

FLOT HO. 81, SOLITAIRE INDUSTRIAL PARK. PHASE 1,
DEHMI KALAN. JAIPUR AJMER EXPRESS HIGHWAY,
BAGRU, JAIFUR- 303007, RAJASTHAN, IND1A

faais been assessed and found 1o conform ro the requirements of

ISO 9001:2015

o thie follewing scope :

DESIGN, MANUFACTURE AND SUFFLY OF VARIDUS TYPES
OF TRALIMA, (VARIDUS LOCKING AND BON LOCKING). SPINE,
ARTHOPLASTY, ARTHROSCOPIC, MAKILLOFACIAL (DENTAL)

CRANIO MAXILLOFACIAL, EXTERNAL FIXATORS AND

VARIDUS TYPES OF DRTHOPEDIC SURGICAL INSTRUMENTS
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Date of e confication : 02082025
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This is fo- cerify that the technical dooumentation has been independently assessed and
complant wilh the requitements of MDD drectve QU42EEC s Austenfie Surgheal Pve, L.
= 11-12, PLOT Mok 6, Vivekanand Marg.
i g archmnnt CuSicheme, Juipur, Rajnsthan, India, 40081
Ngmg 1 AUSTEDFIX SURGICAL FRIVATE LIMITED Juipur , Jaipur, Rajastbean (Tndio) - 30000
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City Office :-
C-6, Pearl Pride, Vivekanand Marg, C-Scheme, Jaipur-302005 (Raj.) India
Ph.:+91-141-4010028, 4010029

Factory Address :-

Plot No.81, Solitaire Industrial Park Phase 1, Dahmi Kalan. Jaipur Ajmer Exp. Highway
RIICO Ind.Area, Bagru, jaipur
Ph.:+91-9511348306

info@austeofix.com, www.austeofix.com




