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SIJIL PENDAFTARAN PERANTI PERUBATAN
MEDICAL DEVICE REGISTRATION CERTIFICATE
Seksyen 5(1) Akta 737
Section 5(1) of Act 737

No. Pendaftaran: GA10738125-203080 Tarikh Sah Pendaftaran: 15/05/2025 - 14/05/2030
Registration No.: Registration Validity Date:

Sijil ini adalah dengan ini diberi kepada: RAINBOW OCULAR DEVICES SDN BHD
This certificate is hereby issued to:

78A, JALAN BP7/8 BANDAR BUKIT PUCHONG,
yang beralamat di: 47120 PUCHONG, SELANGOR,
which is located at: 47120 PUCHONG

SELANGOR DARUL EHSAN

Peranan establismen Wakil Diberi Kuasa
Role of establishment Authorized Representative

bagi mengesahkan peranti perubatan seperti yang dinyatakan dalam Lampiran 1 adalah berdaftar di bawah
Seksyen 5(1) Akta 737.
to confirm that the medical device as detailed out in Attachment 1 is registered under Section 5(1) of Act 737.

Pendaftaran ini diberikan tertakluk kepada peruntukan-peruntukan di bawah Akta 737 dan peraturan-
peraturan yang dibuat dibawahnya serta syarat-syarat seperti di Lampiran 2.

This registration is granted subject to the provisions under Act 737 and its subsidiary legislations and the
conditions as in Attachment 2.
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PIHAK BERKUASA PERANTI PERUBATAN
MEDICAL DEVICE AUTHORITY




LAMPIRAN 1

Attachment 1
No. Pendaftaran: GA10738125-203080 Tarikh Sah Pendaftaran: 15/05/2025 - 14/05/2030
Registration No.: Registration Validity Date:

Sijil ini adalah dengan ini diberi kepada: RAINBOW OCULAR DEVICES SDN BHD
This certificate is hereby issued to:

Butir-butir peranti perubatan yang didaftarkan
Particulars of the registered medical device

Nama Peranti Perubatan  Fluorescein Sodium Opthalmic Strips USP
Medical Device Name

Kelas CLASS A Jenama Fluoro Touch
Class Brand
Kelompok FAMILY
Group
Nama dan alamat MADHU INSTRUMENTS PVT, LTD..
pembuat: F-90/3D, OKHLA INDUSTRIAL AREA PHAS-I, NEW DELHI 110020 INDIA.
Name and address of 110020,
manufacturer INDIA
APPENDIX

NO | NAME AS PER DEVICE LABEL IDENTIFIER BRIEF DESCRIPTION OF ITEM

1 Fluoro Touch 100's MIPL/A4 100s in packaging

2 Fluoro Touch 300's MIPL/A4 300s in packaging

"End Of Product List"
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DIAGNOSTIC STRIPS

F|uoro TOUCh Most commonly used diagnostic strip to visualize defects or abrasions
in the corneal epithelium by staining the areas of cellular loss.

Fluorescein Sodium
Ophthalmic Strips
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Product Code Description Qty. per box

Fluorescein Sodium 100 strips
Ophthalmic Strips (Box of 100) (Sterile)

MIPL/A4
Fluorescein Sodium 300 strips
Ophthalmic Strips (Box of 300) | (Sterile)

Indications Specifications

o Useful for evaluating hard contact lens fitting o Available as sterile strips in individual pouches

o Applanation tonometry o Each strip is impregnated with 1.0 mg of Fluorescein sodium

o Evaluating tear film breakup time o Innovative peel open packing pouch with transparent film on one side
o To visualise defects in the corneal epithelium o CE certified variant also available for evaluating contact lens fitting



