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EXPLICATICN OF SYMBOLS

Schirmer Tear Test
Ophthalmic Strips

D‘EVICE DESCRIPTICN
Whatman Filter Paper MNo. 41
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of 1mm, hnwnga round blunt tip and is
packed individually in pouches befors
sterilization.

IN*ENDED USE/INDICATIONFCR USE
A bla  sterile i
Sehirmar Strip (External Use Dnly: s used to
measure the amount of tear secretion of the eye.

TARGETAGE GROUP
UseAllAge Groups

DURATION OF USE

Transient Use (Less than &0 Minutes). It is
recommended to withdraw the product after 80
minutes from the patient. The user is accountabla
for any type of problem taking place in case of use
after 80 minutes of the same device

STORAGE CONDITIONS
'StDra at spec:hed tsmpsrature and
0°c
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TARUN ENTERPRISES

works: Shed No. E 20, NSIC Campus
Mirzapur Rosd, Maini
Prayagra)-211008, UF, India

Regd Office: 88, Strachy Road
Prayagraj-211001, Uttar Pradesh, India
Customar Cara No - «01-81 76080204
Email infof@optilecheyecars. com
Wabsita: www. oplitecheyecara. com
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MED DEVICES LIFESCIENCES BY.
Knizersgracht 482, 1017EG
Ameterdam The Metherlands

Email. mfo@@meddevicas nel

Phone: +31-202254558

to 40°C and Humldll)r in belwesn 35RH to
65RH).

CONTRAINDICATIONS

The device should not be used in patients who
shaow hypersensitivity to any of the companents of
the praparation. Schirmer Tear Test Strips
contraindicated in patients with ocular surface
damage, inflammation or ulcers of comea and
conjunctiva,

NATURE OF BODY CONTACT
Eyeball

MODEOFACTION

Ta conduct a Schirmer's test, a doctor places a
piece of filler paper inside the lower eyelid of both
eyes and the person closes their syes. After 5
minutes, the doclor remaves the filter paper. Tha
doctor then assesses how far the tears have
travelled on the paper. In general, the smaller the
amount of moisture on the paper, the fewer tears
that persan has produced

HOWSUPPLIED
Schirmer tear test strips ars supplied sterle, in

Ref No TE/AFLIDZ. I=sus Mo, (1, Issua Date - 1212 22
Few Moo 100, Rev Date  Nil

dividual pouches, The overall packing contsins
Schirmer tear test strips and medical literatura
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insert, in an outer enclosing box, with external
Identification stickers.

MATERIALSUSED
‘Whatman Filter Paper Mo. 41

CAUTIONS
Do not use the device if the sterilized peckage is
cpenordamaged,

AWARNING

= Tarun Enterprises does not held any
responsibility if the device is reused
Reusing the device may cause serious
preblems to patients are as under -

a The used strip might nat have printed
scale and may nol comply with the
claim.

. The filter paper tip gets deformed after
weiting. The used strip might not be in a
to be used again due to this
deformed shape,

Reusing the device may cause the
transfer of contagious and
communicable disease to the
patient and other serious problems to
patienis due to re-use of device such as
HIV, Hepatitis, contsglaus
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» Only qualified medical practitioner should
use the device as perthe intended use.
« Sterility Is guarantsed only when the
packing is neither opened nor damaged,
* Do not re-sterilize the device by any
mathed. Tarun Enterprises ne

DIRECTIONS FOR USE

+ Danotapply any topical medication tothe eya or
perform any manipulation of the eye before
performing this test,

+ Position patient in examining chair with head
againsta headrest,

+ Examination room lights should be dimmed.

* Carafully cpen strips taking care not to touch the
rounded end of the sirip,

+ While the patient lcoks up, carefully insert
rounded end into the lower temporal lid
margin of the eye, making sure the strip fits
snugly.

* Wit for 5 minutes, remove the strip and record
the length of the moistened area.

* The product should be stored at Temperaturs
10°-40°C and Hurnidity 35-85 RH.

+ Mishandling or improper transpart can causs
damage tothe device or packaging.

DEVICE LIFE

The expiration date of the product is the sterility
expiration date, The product should not be use
after tha Indicated sterility expiration date.

RETURM OF DAMAGED PRODUCT

Raturn the preduct in its original packing identified
by the batch number, purchase Information. your
raferance and reason for return. Please contact
yaur local distributor office regarding product
return/axchange.

DISPOSAL OF THE USED DEVICE
The used device should be disposed off in
compliance with the |acal regulatory

lizbility for devices that have been re-sterilized

» Donotreuse the devica.

- Readinstruction before use.

« Stare at specified temperature and
humidity (Temperature in betwsan 10°C
to 40°C and Humidity in between 35RH to
B5RH).

*» The used strip and pouch should be
disposed off in compliance with the local
regulatery requiremeants.

* Do not use the device after sterilty expiry
date.

* For External Use anly.

+ Kespoutof reach of children.

* Kespaway from sun fight.

PRECAUTIONS

When handling the product care should be taken

te aveoid damags from handling. Aveid crushing

and cnrnpmg damage fo the product due o
of surgical its such as

forceps i,

el s.

REPORTING

Adverse evenis and/or potentially sight-
threatening complications that may reasonably be
regarded as product related and that were not
previously ewpected in nature, seventy or
Incidence must ba report to Tarun Enterprises.

ACCURACY

The printed scale of a Schimer strip is a mm scala
from 00 mm to 35 mm with a |=ast count of 1mm
The accuracy of the compleie scale (0 to 35pmm is
& 1mm which implies an accuracy of & 0.028mm
between two graduated mm lines.
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