HYSTEROMETER
Class | srerile
Sterile — Single use
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hysterometer is composed of 2 white flexible distal part, marked with
Black ink, in polyethylene fixed on a calered (according models) stiff
handle in polystyrene,

- ES AND S
DIAMETER HANDLE
REFERENCE cH Fonit) COLOR |
PE 1251000 10 33 Blue
PS1251200 12 4 Grey
PS1251400 14 45 Green

Packaging: bene of 25 units in individual sterile sachet
Strerilizatinon mode: sterilization with echylene oxide.
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The hysterometer allows to assess the uterine cavity depth in the context
of a routine gynaecalogical examination.

*DO NOT USE FOR ANY OTHER PURPOSE*
The hysterometer is delivered STERILE and for SIMGLE UISE

4 - OPERATIONAL PRINCIPLE

After  disinfection of the cervie, the marked distal part of the
hysterometer is inserted into the uterine cavity via a speculum.

5 -~ CONTRAINDICATIONS

The hysterometer must not be used in case of (non exhaustve list) :
Allergy to palyethylene.

6 —POSSIBLE UNDESIRABLE SIDE EFFECTS

The wse of the hysierometer can Induce the following possible
urictesirable side effeces (not exhaustive list):

*  Allergy to a material

= Pain in the wterus
+  light bleeding
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Complications are mainty due to gynaecological pracdce, Perforation is
the major complication (also related to the patients amatomy} but
remains rare. Since hysterometry is an imvasive procedure, serious
complications can cccur after a perforation such as peritonitis, which is
an infection of the peritaneum. If not treaced in tme, the infection can
Iead to the pabent's death.

In order to prevent the risk of perforaton, indications such as a break in
the grip of the forceps on the cervix, abutment against an obstacle, pain
felt by the patient or syncopal tendency, should lead to the remaoval of
the hysterometer and the stop of the procedure.

8 -RECOMMENDATIONS

- Read the instructions for use in their entirety belore use.

- This medical device must only be used by trained and qualified medical
staff or authorised person, familiar with gynaecological explorations
and acquainted with the patholegies in question as well as their
possible complications (under the responsibility of a practitioner).

DO MOT USE rthe device if its packaging has been opened or damaged
or if it shows any defect caused by cransport or Incorrect storage
conditions ar incorrect handling, which might adversely affect its use.

9 -STORAGE COMNDITIONS

In order ta prevent any damage, products should be stored in their
original packaging, in a cold and dry place.

|0 - PREPARATION OF MATERIALS - USE

- Make sure that the packaging is intact and the sheli-life has not expired
as these aspects guarantes the sterilicy and the quality of the product.

= In order to respect the rules of hygiene and safety, wearing gloves is
recommended.

- Open the sachet by peeling off the paper at the point indicated with
D@0 Armones.

- Remove the medical device respecting the asepsis rules.

= Make sure that the device is intact.

- Insert a vaginal speculum and visualize the cervix,

- Disinfect carefully the cervix.

- Perform the assessment of the uterine depth by softly pushing the
hysterometer.

- Gently remaove the hysterometer, respecting the asepsis rules.

*HANDLE HYSTEROMETER WITH CAUTION®
1Ll =DISPOSAL OF THE PRODUCT AFTER USE

After use, dispose of the product and its packaging according to the
pracedures in force in your establishment for the treatment of waste
with infectious risk.

We remind you that these products are strictly disposable devices which cannot
be reused or resteriized
In cose of rewse or resterifzation, their performonces coutd be affected with-an
impartant risk of contamimation,

#5INGLE USE - DO NOT REUSE - DO NOT
RESTERILIZE*

12 —SIGNIFICATION OF SYMBOLS USED ON
LABELS

Expiry date

Lod number

Product raference

Ethylene oxide sterilization

Do not wee If packaging iz
damaged

Do ot reuse

Read the instructions for use

el HEE|ES

Avoid heat

Avoad hurmidity

*
] Manufacluring date
o

Manufacturer

Latex fres

Any serious incident occurring In connection with the medical device
must be notified to the manufacturer and to the compatent authority of
the Member State in which the user and/or padent is established.

Manufacturer:
PRINCE#MEDICAL

PRIMCE MEDICAL 5A5, T4 La Serte du Maulin, 60530 Ercuis - FRANCE
Tél -+ 33 (D)3 44 26 54 76 — prince-medicah@omerincom — www arnce-medicalir

C€

0459

Year of EC mark : 1999



