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DESCRIPTION

The Rainboo Polymer Lumbar Cage is made of PEEK (ASTM F2026) and Tantalum (ASTM F560/ ISO 13782). The instruments
are designed for implantations of the Rainboo Polymer Lumbar Cage. The method of implanting is described in the Rainboo
Polymer Lumbar Cage Surgical Technical Manual.

INDICATIONS

The diseases use with autogenous bone graft for spinal interbody fusion operation, including:

Use for Degenerative Disc Disease (DDD) and Degenerative Lumbar Scoliosis at 1 or 2 levels from L1 to S1, e.g. primary
laminectomy for decompression

Grade 1 spondylolisthesis or retrolisthesis at the involved level(s)

Revision surgery for failed column operation or post-operation instability

Stenosis

Pseudarthrodesis at the lumbar

Posterior or anterior approach for lumbar

CONTRAINDICATIONS

Patients with fever or leukocytosis

Patients with infections associated with the spine (e.g. spondylodiscitis)

Patients with a history of material allergy or who tend to react to foreign bodies

Patients whose general medical or psychological condition is unfavorable for- or could be worsened by
the procedure; careful consideration is required on the part of the treating physician/surgeon for these
patients

Patients with inadequate bone quality or quantity (e.g. severe osteoporosis, osteopenia, osteomyelitis)
Pregnancy

PRECAUTIONS

o The surgeon must be thoroughly kr of the ical and i of the Rainboo Polymer Lumbar Cage.
Adequate training, careful reading of the technical manual and experience in the surgical technique is advised before using the
Rainboo Polymer Lumbar Cage.

Patients should be informed of the following reason to cause the possible adverse effects: Obesity, coronary heart disease,
pregnant woman, above Grade 2 Spondylolisthesis without reduction operation, whole body or nerve-end disease, serious
osteoporosis, cartilage, steroids treatment necessarily or abuse medicament.

It is better to implant internal fixator increasing the stability of spine.

It is not allowed to be re-used after the implant contacts physical tissue or body fluid. The reused product will be caused the
serious cross-infection.

POSSIBLE ADVERSE EFFECTS

The following are specific adverse effects which should be understood by the surgeon and explained to the patient. These do not
include all adverse effects which can occur with surgery in general, but are important considerations particular to metallic internal
fixation devices. General surgical risks should be explained to the patient prior to surgery.

e Dural leak

o Nerve damage due to surgical trauma

e Infection

e Pain, discomfort or abnormal sensations due to presence of the device
e Sensitivity or allergic reaction to a foreign body

o Bending or fracture of the implant; loosening of the implant

e Delayed union or nonunion

e Decrease in bone density due to stress shielding

e Bursitis

STERILIZATION

The cage had been sterilized by gamma radiation at least 25 kGy dose. It should avoid contaminating while operation process.
It is necessary to exchange if the packaging has been broken without reason.

The instruments are provided Non-Sterile to hospital. A-SPINE suggests the device should be sterilized via steam sterilization
(under 121 °C/ 250 °F, 20 PSIG for 30 mins) to assure SAL (10°).

SERVICING
Please contact customer service center (+886-2-2926-7088), the authorized distributor or dealer, meanwhile, please offer
patients’ information and item needed in order to preparation and delivery.

[ [—

A-SPINE Asia Co., Ltd.

20F ., No. 80, Section 1, Chenggong Road, Yonghe District, New Taipei City 234634, Taiwan
Tel: (886) 2-2926-7088 / Fax: (886) 2-2926-8807

E-mail: service@aspine.com.tw

Web: www.aspine.com.tw
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598-13386N 38 3 B 598-13426N 2 I a4 13 8
598-14386N 38 1 5 598-14426N 2 ) ) 1 8
598-15386N 38 15 5 598-15426N a2 15 B ) 15 8
598-16386N 38 16 B 598-16426N 2 16 5 a4 16 8
598-17386N 7 598-17426N 2 17 B ) 17 8
598-18386N 18 598-18426N 2 18 5 a4 18 8
59819386 19 598-19426N ) 19 5 ) 19 8
598-20386N 20 598-20426N a2 20 5 599-20446N 4 20 8
598-05406N a s 598-05446N 2] 5 5
598-06406N 4 [ 598-06446N 24 6 5
598-07406N & 7 598-07446N 7] 7 5
598-08406N a 8 598-08446N a 8 5
598-09406N [0 El s 598-09446N 2] 9 5
598-10406N 40 10 5 598-10446N 7] 10 5
598-11406N [ 1 5 598-11446N a4 11 5
598-12406N 0 2 B 598-12446N a 2 5
598-13406N 4 3 598-13446N 7] 13 5
598-14406N Ll 1 598-14446N 2] 14 5
598-15406N 4 15 598-15446N 7] 15 5
598-16406N a 16 598-16446N a 16 5
598-17406N l 7 598-17446N 7] 17 5
59818406\ 4 18 598-18446N 24 18 5
18 22
@2 mm 21 mm
LS BS REQ) £030 | BEH) £020 | AE (A)° L5 e KEQ £030 | BEH) £020 | M (A
598-19446N 7] 19 B 599-19226N 2 19 8
598-20446N a4 ) B 599-20226N 2 2 8
599.05206N 2 5 8 599-05246N 2 5 8
599-06206N 20 3 8 599-06246N 2 6 8
599-07206N 20 7 8 599-07246N 2 7 8
599.08206N 2 8 8 599-08246N 2 8 8
599.09206N 2 9 8 599-09246N 2 9 8
599-10206N 20 10 8 599-10246N 2 10 8
599-11206N 2 1 8 599-11246N 2] 1 8
599-12206N 2 2 8 599-12246N 2 12 8
599-13206N 20 13 8 599-13246N 2 13 8
599-14206N 20 1 8 599-14246N 2 14 8
599-15206N 20 15 8 599-15246N 2 15 8
599-16206N 20 16 8 599-16246N 2 16 8
599-17206N 2 17 8 599-17246N 2 17 8
599-18206N 2 18 8 599-18246N 2 18 8
59919206\ 20 19 8 599-19246N 2 19 8
599-20206N 20 20 8 599-20246N 2 2 B
599-05226N 2 5 8 599-05266N 2 5 8
599-06226N 2 6 8 599-06266N % 6 8
599.07226N 2 7 8 599-07266N % 7 8
599.08226N 2 8 8 599-08266N % 8 8
599-09226N 2 ] 8 599-09266N 26 9 8
599-10226N 2 10 8 599-10266N % 10 8
599-11226N 2 1 8 599-11266N 2% ) 8
599-12226N 2 2 8 599-12266N % 12 8
599-13226N 2 13 8 599-13266N 26 13 8
599-14226N 2 1 8 599-14266N % 14 8
59915226 2 5 8 599-15266N 2% 5 8
59916226\ 2 16 8 599-16266N 2% 16 8
599-17226N 2 17 8 599-17266N % 17 8
599-18226N 2 18 8 599-18266N 2 18 8




