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VS-Sense

Vaginal Discharge Self-Test

Carefully read the entire insert before using this product

Some menopausal women may have an elevated vaginal pH, and may there for receive a green/
blue result with the swab even though they are not suffering from bacterial
vaginosis or trichomoniasis. As such, you should not use the test if you are menopausal

The VS-SENSE is an in vitro self test, easy-to-use home test kit for external use only, to be used by
women who sense their vaginal discharge is abnormal, to give an initial indication regarding the
causes of their abnormal vaginal discharge

A vaginal discharge is abnormal if it is excessive, has an unusual color, or has an abnormal odor,
compared to your usual discharge. The test can be performed also in cases of itching or irritation,
with a normal discharge. test sensitivity 91.8% and test specificity 92.9%

DIRECTIONS FOR USE/TEST PROCEDURE

1. Take one VS-SENSE out of the bulk package

2. Unwrap the individual VS-SENSE (swab). If the swab is damaged or the swab tip is stained,
dispose the test and use a new one.

3.Make sure that the swab tip dose not contact anything before insertion into the vagina entrance
4. Hold the VS-SENSE test with your fingers on the handling point (pressed section) of the swab

5. Separate the vaginal outer layer skin so the vagina is exposed

L

6. Insert the yellow tip of the VS-SENSE until your fingers reach the outer skin of the vagina
(approximately 5cm (2) into the mid vagina) and rotate the swab several times. Do not touch
the vaginal entrance.

7. Withdraw the VS-SENSE from your vagina. Carefully avoid the tip from contact with anything,
and check that it has collected a visible amount of secretion

8. Wait 10 seconds. Check the tip of the VS-SENSE for color changes from yellow to blue or green.
Note: if any blood stain appears on the VS-SENSE , disregard the results.

9. Dispose the VS-SENSE after usage as you would any other feminine hygiene product

SUMMARY AND EXPLANATION OF THE TEST

INTERPRETATION OF RESULTS

Vaginal infections are a widespread problem among women of all age groups. while some vaginal
infection cases are accompanied with complains of an abnormal vaginal discharge, close to 50% of
infection cases have no such symptoms. The common causes of Vaginitis are Bacteria, Fungus, and
Parasites (Vaginitis may be caused by a combination of such infections). Bacterial Vaginosis may
cause complications, especially in the course of pregnancy and childbirth (1,2,3).

The VS-SENSE indicates by color change (on the yellow tip of the VS-SENSE swab) whether your
vaginal secretion has disordered acidity parameters. Results are based on a combined indication
of pH level and buffer capacity (watery secretion), which characterizes bacterial and/or parasitic
infection (4,5,6)

Apositive test indicates an elevated vaginal pH level, know to accompany bacterial and parasitic
infections, as well as non-infectious causes (including estrogen deficiency).

INDICATION FOR USE

The VS-SENSE should be used to indicate whether your abnormal vaginal discharge is caused by
bacterial or parasitic infections. The VS-SENSE Test determines whether there is a high or low risk
of bacterial or parasitic infections by indicating disordered acidity parameters,

Anindication of abnormal acidity of the vaginal discharge can help evaluate whether your vaginal
symptoms are likely caused by an infection that may require follow-up with your healthcare
provider. Some vaginal infections are known to be associated with abnormal vaginal acidity, have
no over-the-counter treatments, and must be treated by your healthcare provider.

PACKAGE CONTENTS

2individually foil-wrapped VS-SENSE units

1package insert

keep the 2 individually foil-wrapped VS-SENSE units sealed and use it immediately after opening
Time watch is not supplied

The user may use her own watch

CONDITIONS & LIMITATIONS FOR USE

1. To ensure valid results, do not perform the VS-SENSE if the answer to any of the following
questions is yes: (a) is it less than one day befare or the day after your period; (b) there are signs
of menstruations or any vaginal bleeding; (c) it is less than 12 hours after sexual intercourse or
vaginal douching

2.Donot insert the swab deeper than the handling point

3. If you are pregnant, the VS-SENSE may indicate an amniotic fluid leakage. If you are pregnant,
consult your physician before use, as interpreting test results during pregnancy requires
professional knowledge

4. Some menopausal women may have an elevated vaginal pH, and may there for receive a
green/blue result with the swab even though they are not suffering from bacterial vaginosis or
trichomoniasis. As such, you should not use the test if you are menopausal

Positive Result

"

If the tip is stained blue or green after 10 seconds the risk of having a bacterial or parasitic
infection is high. Any Partial blue or green stain on the yellow indicator swab tip should be
considered as a positive result

Important:If you are pregnant and the tip is stained blue or green,

this may indicate an amniotic fluid leak.

Negative Result

If the tip is not stained after 10 seconds, the risk of having a bacterial or parasitic infection is low.

REPEATING THE TEST

If youare not certain that a vaginal discharge was collected on the tip, performasecond sampling
If the tip stained blue or green on either test, the risk of having a bacterial or parasitic infection
is high

REPORTING RESULTS TO YOUR PHYSICIAN

Positive results should be reported to the physician

STORAGE AND STABILITY

1555500 gkl 0553 Carmms dagall uzylidl el diib Ll -5

\
J

Jeaoll dezyladl el da J) dsalol duas io VS-SENSE L 4081 G,hll Jsol -6
Olys Bas ardll §)939 (Usghl 51> o 5 Jls=)

wJeghl domid e 9z ¥

03 a3l oo @Sy apddll Byb ga wlé 6T o eizd daabl 5o VS-SENSE (2,51 -7
JRESUE INPRTTEN IV WA e

513U dL a0Vl oo Oslll § 155 Juas 3] VS-SENSE (3,b § (gamedl) .0ls5 10 g azs! -8
il dales eele VS-SENSE s o5 dsiy ol & el 3] 140000 251

53T Gl oo griie S Lasd ayd i) digshll peiiy allosial asy VS-SENSE ()l -9

2 ks

daalag] dengts

=

a5z Gsla) Jlazo¥l Ol Ols5 10 5558 dsy asY sl 83391 VS-SENSE 3,1 &sls 13]
5 arail) 081 GLH e el ol el5y) sz duds US dle 0555 udb ol

Al doxaas

Iig) 5Sg pas Yl of 33390 VS-SENSE Wb 0slis Shalo i 13] :pla

<gosaia¥) Ikl s e Jiy O Y1

Aok Ay

UA34)> Gl s ole ‘JBJ 10 9,0 a=3 VS-SENSE - OTC B,b § zis Juass <L 13]
Ladiis 35S Jedb sl

samall Bols)

oAz s,z delss VS-SENSE Cpad B,b de dulage 3L3] gz oo 54STie G555 b 13]
esdyz Oala) Jexo¥l Ol ramall asly pasVl ol 3390 VS-SENSE G,b osl5 13] . 3La)
Llle 058y b ol

vamall gl skl galis

(sl e sl s sl o)) dniy) uslons] lss Cebaas 13] Conshall 3] oy

Olidly oyl

8,3l Byl Az Bl 0lSe § B35l cazs
Baslsll Ssamll e ok g1l LumSlall elgil gyl J) oVl elzJl

REFERENCES,

1. Owen MK, Clenney TL. Management of vaginitis. Am Fam Physician. 2004 Dec 1,70(11)2125-32

2. Leitich H, Bodner-Adler B, Brunbauer M, Kaider A, Egarter C, Husslein P. Bacterial vaginosis as
arisk factor for preterm delivery: a meta-analysis. Am J Obstet Gynecol. 2003 Jul;189(1):139-47.

3. Yen S, Shafer MA, Moncada J, Campbell CJ, Flinn SD, Boyer (B. Bacterial vaginosis in sexually
experienced and non-sexually experienced young women entering the military. Obstet Gynecol
2003 Nov;102(5 Pt 1):927-33

4. Pavletic AJ, Hawes SE, Geske JA, Bringe K, Polack SH. Experience with routine vaginal pH testing
ina family practice setting. Infect Dis Obstet Gynecol. 2004 Jun;12(2):63-8

5. Thinkhamrop J, Lumbiganon P, Thongkrajai P, Chongsomchai C, Pakarasang M. Vaginal fluid pH as
ascreening test for vaginitis. Int J Gynaecol Obstet. 1999 Aug;66(2)143-8

6. Egan ME, Lipsky MS. Diagnosis of vaginitis. Am Fam Physician. 2000 Sep 1:62(5):1095-104,

7.CDC - Sexually Transmitted Diseases Treatment Guidelines, 2010 Recommendations and Reports

VS-Sense

Gl OI3L3YI pamal d15 Bl

gath) Jlomtal U3 3305 LalalSy 88001 36,3z

& (PH) Lo50ml Sstuns glis)) Cunkall Ukl Gy Gl eluadl] jazy Ga) 055y 43

pas On oyl ke pamall el ga ol8y3/el s Aot e Jsasd] a2y ad Qs Jegh!
«ldJ (trichomoniasis) l,sakl <1s of (Vaginosis) ¢Sl duadl Glaall oo 3430Lse
unkall gladil sy CS 18] pasmdl) Gadduias W Rty

Oymdiy Jlsll elut)] Jlomiad Laasa lomiadl dlgw JIU pamil) 83e o VS-SENSE
SN capmcdl Js> Al Olaglaa Jol e ellss damesb 28 Ldall 5a3131,3) Ol
Byl dple 5k doxdly T 05) 53 dugdd OIS 18] el nb Aaghl 3L3Y1 ntmy daslud] 52
L8901 58y Lokis geagd 1 A S Al & Layl s el,2] 5Sg o=l 31,390
Lisusb

) 8sS AlSion UK dulighl OUslil 0] 92.9% duogas 91.8% pamdll dswlus
oebos 18 31,8) Uso 6318ty debigl) GBIl (o pad 33153 Lo olasY) 815 0 el
SLLIW gkl &Ll dolssl O] ks 3,391 Sl 0 50% s 45 . Jughl 5
04 AS)lds (o tepantz O 058 Geakl GLaYN) Sleleablly sshill szl oo ddigdl
! dasdl el dols Slaslas cany O 556 Gashz Laie (e Gaahl Glazl¥l (Obslall
£

31,8] OIS 13] Lasd VS-SENSE pai) ,.091 G3,hall 8) 9slll pa3 3a,b o s VS-SENSE
250651 &)aily PH deast) Sjids e e lisll dazas ol b drdas 62315 ughl

65

e slfs essyz Lt (e Bsls 502 Gall (Gle 31,3D)
Olislay 33155 Lasly Byt o0 Gl el § dlle PH o Ul a3 sl donats
NEYITY @ i sy § L) l..cu' du3sls p& Jolgms QIS vl_.ab 5 UA’))} Laze e
(Onz gAYl

Jlomzudl el9d

55 230 pakedl 18 gkl 931,3] O 13] bosd paginss Jzl oo VS-SENSE Jlamil cazmy
gshall dzzlye 408 £3h Cum fudb ol Geslie Liia oo Osls

3guz)l Ggimma

ookl Calie pads dladia byg.ay Slima busg JS VS-SENSE e (n3ass-1
dadsiwal) 855 -2

JlomzaYly iilis §553 Eanmmy dlaiin 8y9.a9 gilumbl VS-SENSE ) siusoll Bads cam
il asy Yl

Jhmiwdl Olagdiy by &

Store in a dry place and at room temperature. Please note the expiration date on the individual
test package

DYN DIAGNOSTICS LTD. 7 Ha'eshel st. P.O.B 3063 Caesarea Industrila
park 3088900
Customer Service: 1-800-333-636

e Gl dihin 3567 12 B3 B0 ol oS : )

: : 3088900, lucsd duslio diate ;7 L ,0.p st
DYN Diagnostics s

e @ WV

0483 FOR SELF TEST

December 17, 2010Vol. 59/No. RR-12
ME

Common SEMSE

Manufactured: Common Sense Ltd. Haeshel St. 7, POB. 3567, Caesarea 3088900, Israel.
WWW.Cs-commonsense.com

EU Authorized Representative . Obelis 5.3, Boulevard Général Wahis 53, 1030. Brussels,
Belgium, www.obelis net

FRCSVODY002

LISOLLATY TONAQ-OA-T-H

d352Y) gus] ColS 18] VS-SENSE pamd <z Sszma ¥ dBsise gilis e Jguaml opelsd
riloy) Al Azl
Ay 4l By9l asmy psy 51 Jsd £92 52 vamdll sl,z] Sy -1

JA@,N dihis e B35 JS ol Eahll Oledse 39732

dagald Asls ihad ol douiz d8Me dal3) amy delu 12 Ga J3T Ope -3

) s pazs (e dsle 12 5 ST Oye -4

dpalzng] dznazall 9355 03 19 Jagdl § 24350 pH 0983 48 Cunkatl plhadil Gy eluwid)
S 13] gasbl Jlosiwl pasy ] WA dgladb ol Sy $9us Gaa OS5 § 18] i
aSun O\ 3o Fasl VS-SENSE cupird | 39200 ¥ cCanlall gUadil Gy

gusaia¥l Usludl Qi e Jaa Of oSg VS-SENSE ) glows] Wlsz Mals i 13]
WJloszw¥l Jud sJ..wb il Mol s 13]

oamddl Jola/Jleszwdl Olaslss

35048 8guz)l 3o VS-SENSE (30 luzls Lisad u’)" -1

\ Bl oyl - VS-SENSE (pa uoly apdd (s BN s33) -2
ghy adyb ¢ Buz 3] 5l Lghss O
ales] Jud OIS 18] gt 6T o epdll Byl ulé pas a uSTs -3

deghl dss &

13 dpdz 55T Jasiuls

/ o)) Sk bl OIS & ehsmslol VS-SENSE Copsd Sounel -4
1 sl (gasls)]




