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Mark Blu Schirmer Tear Test
Ophthalmic Strips

DEVICE DESCRIPTION

A disposable VWhatman Fitter Paper ho. 41
graduated strip (Smm width x 4 1mm hength} with a
lzast count of 1 mm. It s having a round blunt tip
and a blug colour lina in betwesn tip to Smm mark,
Blue dye (FD & C Blue No.1) wicks up the scale to
improve visibifity in measuring tear production,
This strip is packed individually in pouches before
sterilization,

INTENDED USE | INDICATIONS FOR USE

A disposable sterile ophthalmic diagnostic
Schirmer Strip with Blue Mark (External Use Only)
is used to measure the amaunt of tear secretion of
tha eya.

TARGETAGE GROUP
Use AllAge Groups

DURATION OF USE

Transient Use (less than 60 Minutes) It is
recommended to withdraw the product after 50
minutes fram the patiert, The user is accountabls
for any type of preblem taking place in case of use
after 60 minutes of the sams devics.

STORAGE CONDITIONS
Store at specified temperature and  humidity

|1:| Wemam stacking

™

TARUN ENTERPRISES

Works' Shed No. E 20, NSIC Campus
Mirzapur Hoad, Main

Prayagraj 2110089, UP. Indsa

Regd. Offica: B8, Strachy Roa
Prayagrag211001. Uttar Pradesh. Incsi
Custamer Cama No. +81-8178080204
Emanl: infoipoptilechayecars com
Wabsite: www oplitecheyecars. com

MED DEVIZES LIFESCIENCES B V.
Keizeragracht 482, 1017EG
Amserdam, The Netherands

Ervail: infofmeddevices net

Phare. +11-202764550

Red. Mo TENFLIAZ, lssue No. 01, s Cate 12172 22
Rev. Mo - [, Rev Date : Nil

{Temp in between 10°C to 40°C and
Humidity In between 35RH ta B5RH),

CONTRAINDICATIONS

The device should not be used in patients who
shew hypersensitivity o any of the componants of
the preparaficn. Schirmer Tear Test Strips with
Blue Mark contraindicated in patients with ocular
surface damage, inflammation or ulcers of cornea
and conjunctiva

NATURE OF BODY CONTACT
Eyeball

MODE OF ACTION

Ta conduct a Schirmer's test, a doctar places a
pisce of filter paper inside the lower eyelid of bath
eves and the person closss thelr eyes. After 5
minutes, the doctor removes the filter paper. The
doctor then assesses how far the tears have
travelled on the paper. In general, the smaller the
amount of meisture on the paper, the fewer tears.
that parson has produced.
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HOW SUPPLIED

Schirmer tear test strips with blus mark are
supplied sterile, in individua! pouches. 100 such
pauchas are enclosad within an cuter printed box.
The averall packing conteins Schirmer tear test
sirips with blue mark and medical literature insern,
in an outer enclosing box, with extemal
identification stickers.

MATERIALS USED
‘Whatman Filter PaperNo. 41.

CAUTIONS
Do not use the device if the sterilized package is
open ordamaged.

A WARNING
* Tarun Enterprises does not hold any
responsibility If the device is reused,

Reusing the device may cause serious

problems ta patlents are & under -

a. The used strip might not have printed
scale and may not comply with the
claim.

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

c. Reusing the device may cause the
transfer of contagious and
communicable disease to the
patient and other serious problems to
patients due to re-use of device such as
HIV, Hepatitis, contagious
di ; icable di ‘undue

diseases efc

+ Only gqualified medical practitioner should
use tha device as per the intended use

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

* Do not re-sterilize the device by any
method. Tarun Enterprises assumes no
liability for devices that have been re-sterilized

+ Daonot reuse the device,

+ Read instruction before use.

« Store at specified temperature and
humidity (Temperature in between 10°C
to 40°C and Humidity in between 35RH to
E5RH),

* The used strip and pouch should be
disposed off in compliance with the local
regulatory raguirements.

* Do not use the device afier sterlity expiry

date.
* For External Use only
* Keepout ofreach of children.
* Keep away fromsun light

PRECAUTIONS

‘When handling the product care should be taken
to aveid damage from handling. Avoid crushing
and crimping damags to the product due to
application of surgical instruments such as
farcaps atc.

DIRECTIONS FOR USE

+ Do nat apply any topical medication to the eye
or perform any manipulation of the eye bafore
parfarming this test.

Faosition patient in examining chair with head
againsta headrest.

Examinaticn room lights should be dimmed
Carefully opan strips taking care rot 1o touch
tha rounded end of the strip

‘While the patient looks up, carefully insert
rounded end into the lowar temporal lid margin
ofthe eye, making sure the strip fits snugly.
Wait for 5§ minutes, remove the sirip and recard
the length of the moistened area indicated by
the distance travelled by the blue indicatar dye.

DEVICE LIFE

The expiration date of the product is the sterility
expiration date. The product should not be use
after the indicated sterility expiration date.

RETURN OF DAMAGED PRODUCT

Return the praductin its original packing identified
by the batch number, purchase information, your
refarence and reason for ratum. Please contact
your local distributor office regarding product
returnfaxchange.

DISPOSAL OF THE USED DEVICE

The used device should be disposed off in
compliance with the local regulatory
requiraments.

REPORTING

Adverse events andior pofentially sight-
threatening complications that may reasonably be
regarded as product related and that were not
previously expected in nature, severity or
incidance must be report to Tarun Entarprises.

ACCURACY

The printed scals of a Schirmer sirip Is 2 mm scale
from 00 mm o 35 mm with a least count of Tmm.
The accuracy of the complete scale (0 to 35/mm is
+ 1mm which implies an accuracy of + 0.028mm
between two graduated mm lines.
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