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This Essential Product Information sheet does not include all of the information necessary for selection
and use of a device. Please see full labeling for all necessary information.

EME (WA
INDICATIONS (Fragment Plating System)

EERAZETEZATHIFRERHEMFRHREREER, BAFEE, XTHMAR, FB, BXY,
BRXT, KB, BRE, 558, I, 82, aEs%NIEETFA,

The Fragment Plate System is intended for essentially non-load bearing stabilization and fixation of
small bone fragments in fresh fractures, revision procedures, joint fusion and reconstruction of small
bones of the hand, foot, wrist, ankle, humerus, scapula, finger, toe, pelvis and craniomaxillofacial

skeleton.

CONTRAINDICATIONS

MRHIMA TR, EANFRETAFHTIIN, BRFBERE, WlLE, &/ RAREREHE /&K
HAREALF. MELIH, BEFEERETEBENRGIFE,

If any of the following are suspected, tests are to be performed prior to implantation. Active or latent
infection. Sepsis. Insufficient quantity or quality of bone and/or soft tissue. Material sensitivity. Patients

who are unwilling or incapable of following post operative care instructions.



WASTON HEZS

M E D I C A L

]F]#

EEMEEEM
WARNING AND PRECAUTIONS

REEEMTFFRAXFAUREERRTHE, EEREREFERANMEN~REEZRFR. BELM
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Although the surgeon is the learned intermediary between the company and the patient, the
important information conveyed in this document should be conveyed to the patient. The patient must be
cautioned about the use, limitations and possible adverse effects of these implants. The patient must be
warned that failure to follow postoperative care instructions may cause the implant or treatment to fail.

BANYLARRER IR, THNENTESSBEAREY . FIEMGEANIREREITHE, X
EFENEFE—ESIIHFAKK.

An implant must never be reused. Previous stresses may have created imperfections that can
potentially lead to device failure. Protect implant appliances against scratching or nicking. Such stress
concentration can lead to failure.

BHFRBWEAEENERSS, MERECANIHBERSRZRARMES, SEFEM,
L, EMEE. HEE, £ERANLMACKRE, MREEMETY. WRSMNRSSHEHR., TIN%E
HLSHINERE, —BERUSWIAEINER, IEEENERLE, LS ERFEEEF AR,
ERERE, BANREHANEZEIRE D, EAMMNRESMMEISEME. —RSSWMEE. w8/
REURER. ABOIRHABRABFENENDZITH, AEEEMEMERFARTES THSMENYE
M MAFRBMRIRERAREGAAEZE,

Orthopaedic instrumentation does not have an indefinite functional life. All re-usable instruments
are subjected to repeated stresses related to bone contact, impaction, routine cleaning and sterilization
processes. Instruments should be carefully inspected before each use to ensure that they are fully
functional. Scratches or dents can result in breakage. Dullness of cutting edges can result in poor
functionality. Damaged instruments should be replaced to prevent potential patient injury such as
release of metal fragments into the surgical site. Care should be taken to remove any debris, tissue or
bone fragments that may collect on the instrument. Most instrument systems include inserts/trays and
a container(s). Many instruments are intended for use with a specific implant system. It is essential that
the surgeon and operating theatre staff are fully familiar with the appropriate surgical technique for the
instruments and associated implant
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ADVERSE EFFECTS

ITHBENDTHAENARRE: BTRHTTRSHERHENKRK, UK /SHERME, EhEdX, &
EiED, BEATLERHEAZBEAFNIENTERAS, B1E, HEFTERAS.

The following are possible adverse effects of these implants: potential for these devices failing as a
result of loose fixation and/or loosening, stress, excessive activity, load bearing particularly when the

implants experience increased loads due to a delayed union, nonunion, or incomplete healing.
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FAST REVIE BN ( FREDR ) FAST EISE B ( RHE )
FAST Mini LOC plate (High-strength) FAST Mini LOC plate (High-flexibility)
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=%RE (KR, e MURERA) | TENE
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3-dimensional contouring (Sagittal, Axial, and Coronal)
designed to help match the most complex bone surfaces.

TREAIFAST SE iR o 468 F AR
B, BEFSHEERPHESL.

High Flex Plates: 3-dimensional contouring
(Sagittal, Axial, and Coronal) designed to help
match the most complex bone surfaces.
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Locking screw technology

provides a strong and
stable construct
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Non-locking screw options also available
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5 58 FEAY High Strength Plates:
IS (MEFERAL) | SRELLEZWMEMNK.

2-dimensional contouring (Axial and Coronal) provide
increased plate stiffness over the High Flex Plates.

Fully Threaded Screws (Locking)

m 10, 12, 14, 16, 18, 20, 22, 24, 26, 28 and 30 mm

Fully Threaded Screws (Non-Locking)

W 10, 12, 14, 16, 18, 20, 22, 24, 26, 28 and 30 mm
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15057—101
4k (02.0)
Drill (©2.0)

156069003 ,/103

MR (£ /B )
Plate Bending Wrench (L / R)

— I

15007—020,/203
RIGTFH / WITEF

Screw Driver (Square)
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15069—001 15069—002
Sa WIRIEFras
Plate Holding Forceps

Drill Sleeve

ST e —————— - vl

15007—107 15007—006
BEBE PERR
Mini Retractor Mini Depth Gauge
15069—000
WA ERME

Instrument Case
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OPERATIVE TECHNIQUE

After making the incision and dissecting the surgical site, debride the fracture as needed. A K-wire can
be used for temporary fixation of the fracture. Hold the plate firmly and drill through one of the holes us-
ing the 2.0 mm drill bit (Figure 1).

Measure the depth using the F.A.S.T. Bone Depth Gauge (FBDG) (Figure 2).
Remove the F.A.S.T. Guide with the F.A.S.T. Peg Driver and discard (Figure 3).

Using the F.A.S.T. Peg Driver, apply the appropriate length locking (FP series) or non-locking (SP series)
screws to secure the plate to the bone. Reduce the fracture (Figure 4).

Once the plate is initially fastened to the bone, the plate may be contoured using the benders.
Note: The plate may be pre-bent initially to allow insertion into a concavity.

It is important not to drill through more than one F.A.S.T. Guide before attaching the screw in the plate.
Drill one hole, remove the F.A.S.T. Guide and apply the appropriate screw before moving to the next
hole. This will help guarantee that each screw locks or seats firmly in the plate.

Figure 1 Figure 2
b : .
Figure 3 Figure4
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Figure 5 Figure 6

Figure 7 Figure 8

Axial and Coronal Bends
Insert the pin end of each of the benders into the F.A.S.T. Guide. Apply force to the benders in opposite
directions (Figures 5 and 6). Care should be taken not to over-bend the plate.

For the High Strength Plates, it is recommended to leave one node free between bender locations
(Figure 7).

Sagittal / Planar Bends (High Flex Plates only) For sagittal bends, place the cylindrical end of the
benders over the F.A.S.T. Guide ensuring the handles are pointed in opposite directions and are parallel
with the plate. Pull the handles inward (Figure 8).

Drill through the F.A.S.T. Guide, remove the F.A.S.T. Guide and insert the appropriate length screw.



WASTON teZis

M E D I C A L

FAST $%AYSHTESRAR  FAST Mini LOC Plate

Figure 9

Bender ———— ———— End Bender

Figure 10

When bending the end node of plate, the End Bender must be placed over the F.A.S.T. Guide in
the end hole (Figure 9).

Use fluoroscopy to confirm reduction and placement. Close the wound with standard technique (Figure 10).

Trimming of Fragment Plates High Strength Plates, a pair of cutters is necessary and should
be used before implantation.

High Flex Plates, a pair of cutters may be used, however, the benders can be used to bend the
node back and forth until it breaks. The cut edges should be smoothed with a bone rasp to avoid soft
tissue irritation.
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MRS B Z FR Product Name 4
Product No. Qty
15057101 B4 (02.0) Drill (92.0) 2
15069001 SIoES Drill Sleeve 1
15069—002 MIRICIF e Plate Holding Forceps 1

15069—-003/103  $NiR#TZ=E ( £/ A ) Plate Bending Wrench (L/ R) &1
15007—107 ME B Mini Retractor 1
156007—-006 AR R Mini Depth Gauge 1
15007—203 M+ Screw Driver (Square) 2
15007—020 TR F AR Quick Coupling 1
15069—000 BWE Instrument Case 1
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** CHANGZHOU WASTON MEDICAL APPLIANCE CO.LTD

IHEEMMRHASHXIME 9 S HB4R (Zip): 213164
9 Xihu Road, Wujin Hi-Tech Industry Zone, Changzhou, China
AREEMNTSHEKTERE 95  #i4% (Zip): 213022
99 Hehai Road, Xinbei District, Changzhou, Jiangsu, China

[E &R (Domestic Sales): [E BRrEB (International Sales):
B3 (Tel) : (+86) 519-85110728 BiE (Tel) : (+86) 519-86522226
(+86) 519-86221101 (+86) 519-86531327
E-mail: huasenmd@163.com E-mail: wastonchina@yahoo.com
service@wastonmed.com info@wastonmed.com

£ & (Fax): (+86) 519-85135555
www.wastonmed.com
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