* The product should be store at Temperature 5°-55°C and Humidity
55-75 RH.

* Mishandling or improper ransport can cause damage lo the device
or packaging

EXPIRATION DATE

The expiration dale of the product is the sterility expiration date. The

product should not be use after the indicated sterility expiration date,

RETURN OF DAMAGED PRODUCT

Retum the product in ils original packing identified by the batch
number, purchase information, your reference and reason for retum.

EXPLICATION OF SYMBOLS

Piease contact your local distributor office regarding product return/
exchange.

REPORTING

Adverse events and/or poteatially sight threatening complications
that may teasaniably be reganded a5 product related and that wies not
previously expected in nature, severity or incidence must be report to
Madhu Instruments Put. Ltd,

DISPOSAL OF THE USED DEVICE

The used device should be disposed off in compliance wilh the local
regulatory reguirements,
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Iris Retractor

DEVICE DESCRIPTION

A st of stenla disposabli ¥is relrectoes ks mada of  blus Nylon / PP

ook with i adiustabla sficon lock. The Nylan / PP hook has a ‘\f

shaped bend on one end, which helps in engagng s and puing it
backwards to enlarge the pupl. The silices lock helps in tetsining the
hogk in retractid position during the sugery. Aftet the surgery, the

fock can bo again adpestod (o release the iris so that it comes back 1o

its original prsitian. Four sueh retractors at defferent position e sed

10 epbarge the pupd compltely. A set ol iris retractess ia ndnidusly

packed & ssaled in 2 pouch bafare stenlization.

INTENDED USE / INDICATION FOR USE

A disposable set of sterile iris retractors is used for temparary

retraction {pupil enlargement) of the iris during an ophihalmic sugical

procedure,

CONTRAINDICATIONS

The device is contraindicated for patients with known siicon and

plastic sensilivity.

HOW SUPPLIED

ris Retractors sro suppind sterte; in 0t of 5, packed in a peel open

pouch, Such pouch is enclosed within sn ok printed o, The overall

pacing contains ks Retractors and medical teraturé insert, in an
outidy encloing box, wilh extemal ientificabon stickers

CAUTIONS

Do not use the device if the steriized package is open or damaged

/N WARNING )

o Madhu Instruments Pvt. Ltd does not held any responsibility it the
divien is reused. Reusing the device may cause serious prablems
to patients are as under:

a, The used Iris Retractors might not have enough strength to pull
& hold the Iris and may not comply with the claim.

b, The U shape gets deformed after using. The wped kis Retractor might
ol be in & pesition to be used again do o fis deformed shape.
¢. Re-use of device may lead lo microbia contamination due to

presence of Pseudomonas
d. Contagious and communicable dissase such as HIV, Hepatitis,
jous di izable diseasefundue diseases etc.

+ Only qualified medical practitioner should use the device.

+ Sterility is guaranteed only when the packing is neither opened nor
damaged.

(-

Do not re-sterize tha device by any method. Madhu Intruments
Put. Ltd assumes no liability for devices that have been re-
sterilized.

Do not reuse the device.

Read instruction before use.

Store at specified temperature and humidity.

The used Iris Retractors and pouch should be disposed off in
compliance with the local regulatory requirements.

Do not use the device after sterility expiry date.

For External use only.

Keep out of reach of children.

PRECAUTIONS

When hianding the product care should ba taken Lo avoid damage from
handiing. Avoéd crushing end crimping damage ta the produet due to
application of sugical instrumsents such 8 orceps elc.

DIRECTION FOR USE

+ Open the pauch of sterile set of iris relractors (BY AN UNSTERILE
PERSON) and drop the inner container wilh iris retractors on a
sterile surface without touching iL.

Open the container cap and take out one iris retractor and wash it
with saline water.

Make four 20G incisions at approximately 90 degree apart, The
incision sites are selecled in such a position hat it does not
interfere with the surgical incision and maneuvers Lo follow.

The silicon lock is slided backwards away lrom the hook side and
inserted into the anterior chamber with the help of a Mcpherson
forceps, going beyond the pupil margin.

The retractor is puled towbids the limbis Ul desired diation of
the pupil s achieved. Holding the retractor in desited position, the
silicon rubber kock i =lided up to the imbus 10 hald the retraciee in
place during surgery.

Each of the (our haoks is placed in position one by one.

To remove the retractor from the eye pull the lock backwards,
disingoge the hook from the iris-and pull it out using skght force.
The hook becomas straight momentatdy and. comes eul of the
cormeal woind without damaging the comea, The hooks regain ils
" shape immediately after removing from the eye.




