PRODIMED

CATALOGUE
MEDICAL DEVICES







PRODIMED

More than fifty years of experience in the development and manufacturing of medical devices have
earned us the recognition of gynaecology and human reproduction specialists in France and throughout
the world.

Prodimed is reaffirming its ongoing commitment to offer you better products and services:

Most of our products are manufactured in France, at our plant in Neuilly-en-Thelle (Oise, FRANCE).

This know-how has allowed us to keep expanding our product development into ever more technical and
demanding areas, using materials of the highest medical quality.

Our mission is to offer to our customers the best in terms of quality, performance, reliability and value.
Whether for our latest developments or for devices that have become international references, it is our
constant desire to support changes in protocols developed by the best teams of clinicians and propose
to them the best tools.

Our daily mission: to provide care to women and accompany them through each phase of their lives.

For more detailed information, please contact your local representative or:

International Sales Department Prodimed sas
Tél. +33(0) 144951700 4, rue de I'Europe - ZI
Fax + 33 (0) 1 44 9514 90 60530 Neuilly-en-Thelle - FRANCE

customer-service@ccdlab.com www.prodimed.com
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Sterilization

Radiation

Radiation sterilization is used for all devices destined for Assisted Reproductive

Technology (ART).

Reproductive cells (sperm and eggs) or embryos are particularly sensitive to their environment, the
Prodimed chose this technique to ensure that the sterilisation of the devices will have no impact on the
survival and development of the cells.

Radiation sterilization consists in exposing the products to radiation. This technique ensures the complete
absence of residual cytotoxic compounds, but may cause problems related to the degradation of certain
materials.

For this reason, it cannot be used for all devices.

Ethylene oxide

Ethylene oxide (EO) is used for devices in contact with adult patients.

Products sterilised by EO must undergo an aeration cycle to eliminate gas residues. The quantity of
residue is precisely controlled and must comply with international standards for acceptable dose limit.
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French design and manufacturing

R&D teams are constantly developing The products are regularly inspected during
innovative products to meet user needs. the manufacturing process. For some products,
inspection is carried out on 100% of them.

The plant manages all production techniques:
extrusion, moulding and overmoulding.
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Certifications

m Certificates of conformity with requirements of international standards

G M — D CERTIFICAT
Enous thu CERTIFICATE OF REGISTRATION
N° 20716 rev. 5

GMED cartifie que le systdme de management de la quallté développé par
MED that the quality system developed by

PRODIMED
4, rue de I'Europe - ZI
60530 NEUILLY-EN-THELLE FRANCE

pour les activités
for the activities
de cathéters de de radiologle,
le o prénatal, le les
o istée (PMA) et la Intra-utérine.
Design, manufacture, mmdwmﬁmhm
devices for obstetric and :
functional exploration, prenatal sampling, cervical and endometrial sampling, assisted reproductive
mmm(ARaneumowm
réalisées sur le(s) site(s) de
performed on the location(s) of

PRODIMED
4, rue de 'Europe - 21 60530 NEUILLY-EN-THELLE FRA

complies with the requirements of the international standards
NF EN ISO 13485 : 2016

Début de validité / Effective date : March 8th, 2020 (Included)
Valable jusqu'au /Expiry date:  March 7th, 2023 (included) -
Etabllle /Issued on : March Sth, 2020 o
cofrac On beh:

H Technical Director

GMEDN" 20716-5 P

H]
SOOI

GMED « Société par Actions Simplifiée au capital de 300 000 € « Organisme Notifié/Notified Body n® 0459
Siége social : 1, rue Gaston Boissier - 75015 Paris  T&L : 01 40 43 37 00 + gmed.fr

ISO 13485: 2016
NF EN ISO 13485: 2016

W CE certifications

ATTESTATION / CERTIFICATE N° 20815 rev. 7
Délivrée & Paris e 14 avril 2021

GM=D

—
G N — ATTESTATION/ CERTIFICATE N° 20713 rev. 7
— Déliveée & Paris lo 14 avrll 2021 BHOUREIIHE, Issued in Paris on Aprl 14th, 2021
GHAVEEITHE Issuedtin Paris on Aprl 141, 2021

ATTESTATION CE / EC CERTIFICATE ATTESTATION CE / EC CERTIFICATE

ANNEX V seclion 3 DIRECTIVE SY42/EEC concerning medical devices
For class il devices, a EC design certfcate s required

Fabricant / Manufacturer

Fabricant / Manufacturer
PRODIMED PRODIMED
4, rue de IEurope -1 4, rue de I'Europe - ZI
60530 NEUILLY-EN-THELLE FRANCE

60530 NEUILLY-EN-THELLE FRANCE
Catégorie du(des) dispositif(s) / Device(s) category

Catégorie du(des) dispositif(s) /Device(s) category
Cathéters vasculaires et dispositifs pour la procréation médicalement assistée.

Dispositifs pour la gynécologie et la

Devices for gynascology and for medically assisted procreation. Vascular atheters and devices for medically assisted procreation.

Voir document complémentaire GMED / See GMED additional document

Voir document complémentaire GMED / See GMED additional document
n° 38324 n° 38323
GMED attesto qu des résultats P14s217 - Po01334, waiite - st 45217 - 601334, e
pour Tablanion a o Tatat sl dos dsposifs midicaus énumirs chdessus oot conforme aux xigonces da frripsindt o enumrés ohdess
Fannexe V point 3 e 031 e amene W oxcuant o point 4 de s ot 9343 CEE-
‘GMED cerfes tht, on the basis of the rosus contained in he fie roferonced P145217 - PEOTS34, 1he qualty system - fo tho qualty GHED corfos it on 0 hass of ro rsutscontana i ol lreca PISS2T - PE01298 tho aualty yton - ot sy
nufactuing, e 9342EEC, annox
S3UZEEC, annex ¥ section 3. Woxelsing octon 4
La validité du présent certificat est soumise & une vériication périodique ou imprévue La validié o & une vérification p imprévue
“The validty of the certficate is subject to periodic or unexpecied verication

“The validity of the certficate is subject to periodic or unexpected verification
Début de validité / Effective dato - April 14th, 2021 (included) Début de validité /Effective date : April 14th, 2021 (included)
Valable jusquau /Expiry date :  May 26th, 2024 (included)

Valable jusquau / Expiry date : May 26th, 2024 (included)

g
g
B
z’

Beatrice LYS o 20015 .7 Béatrice LYS
Technical Director § Mot oot 28155 Technical Director

| GuED- 20713 .7
Moie I cericat 207136
GMED » Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifi¢/Notified Body n° 0459

Sidge social : 1, rue Gaston Boissier - 75015 Paris « Tél. : 01 40 4337 00 « amed.fr

GMED - Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n° 0459
Sidge social : 1, rue Gaston Boissier - 75015 Paris « TéL. : 0140 43 37 00 » gmed.fr

Devices for gynaecology and Vascular catheters and devices
for medically assisted procreation for medically assisted procreation
Certificate n°20713 ; GMED n°38324 Certificate n°20815 ; GMED n°38323
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CE marking and symbols

Used on packaging

c € CE-marked device Date of manufacture

r3 [§

® Single use - Do not reuse Expiry date
A Read leaflet before use REF Device reference
Device sterilised by radiation LOT| Batch code

Protect from moisture

Device sterilised with ethylene oxide

Non-sterile

u Manufacturer

P

\\.//
A

Keep away from light and the sun

‘

Do not use if the wrapping or primary packaging
is damaged

@

Brands

The following brand names are registered and are the property of Prodimed:

HOC** OPS Pipelle TDT
Echogyn* ART of PRODIMED Frydman

Size measurements

French gauge system

The gauge of instruments used was defined for the first time in 1849 by Charriére, a French manufacturer of surgical
instruments. Used in the United States, the Charriére scale became the “French” system (F or Fr).
= Charriere (Ch) or French (F/Fr) scale: 1 Ch=1F =1/3 mm

Gauge

The gauge size of a needle indicates what the diameter of the lumen (opening) is. The higher the gauge, the smaller the
diameter.

* PATRICK CHOAY S.A (PCSA) property
** PRODIMED property
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7 Follicular puncture

OPS® ART of Prodimed sets N

Pre-connected sets for follicular puncture

= Composition:
- Single-lumen, triple bevel and echogenic with engravings.
- Kink-resistant polyurethane tubes.
- Caps ensuring vials are leakproof during collection.
= Benefits:
- The ART of Prodimed sets limit the risk of fracturing the zona pellucidan
(follicular puncture using pump for better control of aspiration). p——— g
- ART needles for enhanced ultrasound monitoring and easier insertion into tissue. ' E ‘Jnéié =
= Versions:
- OI_:‘S. . o _ | 3-way tap
- With tap (the 3-way tap designed for rinsing and flushing the needle).

+ Very high echogenicity
30 cm needle, 17G v five circular echogenic engravings
(1,4 mm) + Excellent penetration quality

+ Increased rigidity and large internal lumen
v thin, rigid walls

+ Flexibility =
v more flexible needle &\

v triple-bevel needle \
‘ \

Product Order Internal Needle Aspiration tubing Cap

Packaging
Name Reference Reference Type Length Diam. Length @Int. @Ext. Type Compatibility

OPS ART m . " Silicone| 15 mlvial
of Prodimed 7003845 Oui | ART” |30cm | 17G [100cm | 1,1 mm| 2 mm cone | type Falcon 10/box

Class lla medical devices. Manufacturer: Prodimed - CE0459. Carefully read the instructions on the labelling.
Use before the expiry date indicated on the wrapping. Do not use if the wrapping or primary packaging is damaged.
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('Y}' Follicular puncture

OPSP® Classic sets N

Premium pre-connected sets for follicular puncture

= Composition:
- Classic needle. Single-lumen, double-bevel and echogenic due to sandblasting.
- Kink-resistant polyurethane tubes.
- Caps ensuring vials are leakproof during collection.

= Benefits:
- The Classic sets limit the risk of fracturing the zona pellucida (follicular puncture using pump
for better control of aspiration).
= Versions:
- OPS.
- Without tap.
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30 cm needle, 17G
(1,5 mm)

+ High echogenicity
v sandblasted tip

+ High penetration quality
v double-bevel needle

+ Large internal lumen
v thin walls

Product Order Internal Needle Aspiration tubing Cap

Ta Packagin
Name Reference Reference - Type  Length Diam. Length @lInt. OExt. Type Compatibility —

KEEEN 7003819 | No | Classic |30 cm " :
oPS . S —— (sandblasted 17G|{60cm |{1.1 mm| 2 mm Silicone | 15 ml vial 10/box
Classic ~ REZPI[IN 7003822 | No tp) | 35cm cone | type Falcon

Class lla medical device. Manufacturer: Prodimed - CE0459. Carefully read the instructions on the labelling.
Use before the expiry date indicated on the wrapping. Do not use if the wrapping or primary packaging is damaged.
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7 Follicular puncture

Ovo ART of Prodimed and Classic needle ®

Needles with advanced technology for egg retrieval

Ovo ART of Prodimed needle

= Composition:
- Single-lumen, triple bevel needle, highly echogenic with engravings.
- Luer-Lock tip.

= Benefits:
- High-quality steel facilitating handling and sliding.
- Triple-bevel to easily penetrate tissue.
- Very high echogenicity for better control.
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Classic needle

= Composition:
- Single-lumen, double-bevel needle, echogenic due to sandblasting.
- Luer-Lock tip

Two needle versions

Classic version

ART of Prodimed version

— el

+ Very high echogenicity
v five circular echogenic engravings

+ Excellent penetration quality

+ High echogenicity
v sandblasted tip

+ High penetration quality

v triple-bevel needle v double-bevel needle

+ Large internal lumen
v thin walls

+ Increased rigidity and large internal lumen
v thin, rigid walls

+ Flexibility
v more flexible needle

Order Internal - Needle
Reference = Reference L Echagenicity Int. ©

Packaging

Product Name

Ovo needle ART . 1.4 mm
of Prodimed ey 0[)8 7003843 30 cm Engraving 1.0 mm 17G 10/box
CEROEO0M 7003805 |  25cm Sandblasting | 1.2 mm 1'f7”(;m 10/box
Ovo Classic needle _— 15
ESPH0 7003807 30 cm Sandblasting | 1.2mm | 72”‘ 10/box

Class lla medical device. Manufacturer: Prodimed - CE0459. Carefully read the instructions on the labelling.
Use before the expiry date indicated on the wrapping. Do not use if the wrapping or primary packaging is damaged.
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E Embryo transfer

e‘e\‘ with ﬂe)(/'b/e

Catheter 1 piece &

Frydman® Classic ez ®

The original catheter for embryo transfer, with flexible tip.

LB L TEC T FRYDMAN CLASSIC CATHETER 5,5

)

4.5 cm (ref 1320200)
5.5 cm (ref 1320500)

Order Internal Useable

Product Name @ Ext. @lInt.  Echogenic Packaging

Reference = Reference Type length

o)

Frydman Classic 4.5 kP PO 7003848 | Straight | 18cm | 1.6 mm | 1.1 mm No 25/box
Frydman Classic 5.5 PO 088 7003852 | Straight 19 cm 1.6mm | 1.1 mm No 25/box

Frydman@ Memory ® VN&\\ea‘o\e'mterna/sl}/

Basic malleable catheter

= 1-piece catheter to transfer embryos with minimal handling

= The malleable catheter can be curved to adapts its shape according to the cervical profile, for insertion
into very narrow or complex cervixes.

[ PO [EE [N FRYOMAN MEMORY CATHETER <,5 ..—‘
\

Order Internal Tvoe Useable
Reference = Reference p length

O Ext. @Int. Echogenic Packaging

Product Name

S#

Frydman Memory  [JEEPUELIM 7003850 | Malleable | 18cm [ 210mm [11mm[ No |  10/box

Class | sterile medical devices. Manufacturer: Prodimed - CE0459. Carefully read the instructions on the labelling.
Use before the expiry date indicated on the wrapping. Do not use if the wrapping or primary packaging is damaged.

PRODIMED
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j Embryo transfer

Catheter 2 pieces
&°

Echogyn® Embryoview M ® "

eniC inSer[
) at %

2-pieces set for embryo transfer with echogenic insert

= Composition:
- Supported, flexible catheter with echogenic insert at its end for ultrasound monitoring.
- FEP (fluoroethylene propylene) insertion sheath for improved sliding.

4.5 cm (ref 1325900)

Insertion sheath Catheter

Product Name L iieral Useable Echogenic Packaging
length O Ext. O Int.

Echogyn
Embryoview M 7003905 183cm | 2.83mm | 21 cm | 1.57 mm | 0.55 mm Yes 10/box
18 cm

Reference ~ Reference Useable
length @ Ext.

Class | sterile medical devices. Manufacturer: Prodimed - CE0459. Carefully read the instructions on the labelling.
Use before the expiry date indicated on the wrapping. Do not use if the wrapping or primary packaging is damaged.
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E Embryo transfer

Catheter 2 pieces

Frydman® Ultrasoft ®

2-pieces set for embryo transfer with ultra-flexible catheter

= Composition:
- Ultra-flexible catheter
- Catheter supported on its proximal end to facilitate handling.
- Stylet sold separately to increase rigidity, curve and protect the insertion sheath during
passage into the cervix.

%‘

Product Name
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Insertion sheath Catheter

Useable Echogenic Packaging
length O Ext. Q Int.

Order Internal

Reference  Reference Useable
|ength @ Ext.

Frydman
Ultrasoft g KPLE S 7003882 | 18cm | 2.2mm |[21.5cm | 1.55mm | 0.7 mm No 10/box
Stylet for
Frydman Soft P00 B8 7003854 | 18.8cm | 1.6 mm N/A N/A N/A N/A 10/box
Ultrasoft

enic rin,
?/O\(\Og 9 a; 1(/,'0

Frydman® Ultrasoft Echo ®

M.

2-pieces set for embryo transfer with ultra-flexible catheter
and echogenic ring

= Composition:
- Ultra-flexible catheter with echogenic ring at the tip for better control.
- Catheter supported on its proximal end to facilitate handling.
- Stylet sold separately to increase rigidity, curve and protect the insertion sheath during passage into the cervix.

- ey AR B P ——re

— Y
—— -‘ - _—

Insertion sheath Catheter
Order Internal

Reference ~ Reference Useable Useable
length CiE length O Ext. Q Int.

Product Name Echogenic Packaging

Frydman CEDYPLOIN 7003883 | 18cm | 2.2mm |21.50cm| 1.55mm | 0.7mm | Yes 10/box
Ultrasoft Echo  ERSalat

Stylet

for Frydman P B8 7003854 | 18.8cm | 1.60mm | N/A N/A N/A N/A 10/box
Ultrasoft Echo

Class | sterile medical devices. Manufacturer: Prodimed - CE0459. Carefully read the instructions on the labelling.
Use before the expiry date indicated on the wrapping. Do not use if the wrapping or primary packaging is damaged.
Frydman Ultrasoft echo exist aslo in 3 pieces «Ultrasoft Frydman Set Echo With Guide. Product information in the next part 3 pieces catheters».
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E Embryo transfer

Ultrasoft Frydman® Set with Guide

P
(o)
o
[©)
c
L
8
|
o
2
=]
[S]
=)
O
O
S
o
(&)
o
O
Q
]
i
0
(2}
<

Insertion sheath Catheter

Echogenic Packaging
Reference = Reference Useable Useable
length 2Bt engn OBt Olnt

Ultrasoft
Frydman® Set 1321600 7003862 |14,5cm | 2.2mm [22,5cm| 1.55 mm | 0.7 mm No 10/box
with Guide

enic rin,
(//(.X\og 9 ar &

Order Internal

Product Name

il

Ultrasoft Frydman® Set Echo
with Guide ®

Insertion sheath Catheter
Order Internal

Reference | Reference Useable Useable
length OBt engmn OBt Olnt

Ultrasoft
Frydman® Set st 00B8 7003869 | 14,5cm | 2.2 mm [22,5cm| 1.55mm | 0.7 mm Yes 10/box
Echo with Guide

Echogenic Packaging

Product Name

Class | sterile medical devices. Manufacturer: Prodimed - CE0459. Carefully read the instructions on the labelling.
Use before the expiry date indicated on the wrapping. Do not use if the wrapping or primary packaging is damaged.
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E Embryo transfer

cetheter Soyp, o

Frydman® Soft with stylet &

Set with insertion sheath, stylet and flexible catheter

= Flexible catheter, supported at its proximal end to facilitate handling, offered with an insertion
sheath equipped with an integrated stylet.

= Introduction sheath to facilitate passage through all cervical profiles.
= Malleable stylet to curve the introduction sheath.

T T ) -

Insertion sheath Catheter
Product Name Order iteral Useabl Useabl Echogenic Packaging
Reference ' Reference = US€able seable
length @ Ext. length @ Ext. D Int.
Frydman Soft
) 1320900 7003857 |14.5cm | 22mm | 22cm | 1.6 mm | 1.15mm No 10/box
with stylet

-thin
Catheter 3 pieces Qe i Cathey,

TDT® set &

Ultra-thin transfer catheter

= Composition:
- Ultra-thin transfer catheter, supported on its proximal end to facilitate handling.
- Insertion sheath with flexible end and two insertion markers at 5.5 and 6.5 cm.
- Malleable metal stylet coated with polyethylene to shape the insertion sheath and facilitate passage through the cervix.

rrrrrr ——— o D
—

Insertion sheath Catheter
Order Internal

Reference = Reference Useable Useable
length @ Ext. length @ Ext. D Int.

TDT Set IEEZII 7003866 | 18cm | 2.2mm [227cm| 1mm [ 06mm [ No 10/box

Echogenic Packaging

Product Name

Class | sterile medical devices. Manufacturer: Prodimed - CE0459. Carefully read the instructions on the labelling.
Use before the expiry date indicated on the wrapping. Do not use if the wrapping or primary packaging is damaged.
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& Intrauterine insemination

Intrauterine insemination catheters S

A range of catheters adapted to different needs

- e - o= . eENIvOR S —— *

Standard version .

v Convenient for most inseminations
v Two lateral openings on the distal tip
v 17 cm in length and 4.5 cm flexible tip

Genitor

v Thin insemination catheter for narrow cervix
v Small diameter
v 17 cmin length and 4.5 cm flexible tip

Malleable Memory catheter with shape memory (é

v Catheters with shape memory for cervixes with difficult |

access |
v Adjusts to all cervix profiles f
v 17 cm in length and 4.5 cm flexible tip ‘i

- - IHT AT R L G T T

Standard version with stylet

v Convenient for most inseminations l
v Two lateral openings on the distal tip ‘
v 17 cm in length and 4.5 cm flexible tip

v Stylet to curve the catheter and facilitate passage through the cervix.

Class | medical devices. Manufacturer: Prodimed - CE0459. Carefully read the instructions on the labelling. Use before the expiry date indicated on the
wrapping. Do not use if the wrapping or primary packaging is damaged.
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El Intrauterine insemination

A range of catheters adapted to different needs

Intrauterine insemination catheters
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Order Internal Length Int. :
e L BT Reference = Reference flexible tip  volume Dllie DR LI
Standard Ul 1221700 7003799 | 17.5cm| 4.5cm 0.40ml | 1.65mm | 2.10 mm 25/box
Genitor IUI s Lo fs0 7003790 | 17.5cm| 4.5cm 0,10 ml | 0.70 mm | 1.60 mm 25/box
Malleable memory IUI
catheter with shape 1221400 7003795 | 18 cm 4.5cm 0.27ml | 1,10 mm | 2.10 mm 25/box
memory
fvtifl:‘g;ﬁt'u' catheter  EEPYSTW 7003794 | 17.5cm| 45cm | 0.40ml | 1.65mm | 2.10 mm 25/box

Class | medical devices except for transport model catheter: Class lla medical device. Manufacturer: Prodimed - CEQ459. Carefully read the instructions on the
labelling. Use before the expiry date indicated on the wrapping. Do not use if the wrapping or primary packaging is damaged.
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Functional
exploration
IRUEREINEE
reproductive
system

Prodimed has long been regularly developing new
devices in collaboration with doctors, to meet their
needs and improve the quality of gynaecological exams.
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“y® Endometrial biopsy

Pipelle® ®

Endometrial biopsy by aspiration,

Standard

for effective endometrial cancer screening The gold standard -
for endometrial
= The Pipelle is the gold standard for the screening of endometrial cancers, cancer screening

with more than two hundred publications attesting to its effectiveness, =
reliability and safety.

= |ts aspirating force provides high-quality sampling.

T e oo o o o —

Order Internal @ Lateral  Sampling

Product Name @ Ext. @ Int. Length Packaging

References = References opening type

| Pipelle 7003760 | 3.1mm [ 26 mm | 23.5cm | 21 mm | Histology |  25/box |

Plpe”e® Mal"k ” ® ‘§Theimprovedversion

Histological and cytological sampling in one procedure SN0V N op

£y,
S

OOO
= The Pipelle Mark I, an improved version of the Pipelle, has a rough distal tip providing for the S
sampling of endometrial surface cells.

o

= For an even more thorough sample collection, allowing for histology and cytology in just one
procedure.

- ——

- v 1 v 1 ‘s oowmerT ,—.P
_| Rough tip for cytology

Order Internal @ Lateral  Sampling
References References D25 @ nt. Langth opening type

Pipelle Mark II EEEPL 7003762 | 34 mm | 2.6 mm | 235cm | 2.4 mm | istology 25/box
+ cytology

Product Name

Packaging

Class | sterile medical devices. Manufacturer: Prodimed - CE0459. Carefully read the instructions on the labelling.
Use before the expiry date indicated on the wrapping. Do not use if the wrapping or primary packaging is damaged.
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“y® Endometrial biopsy

Easy to use

Z>J
—

2- In one movement, pull on the plunger to bring it as far as it will go

3- Sweep the uterus for 30 seconds, in back-and-forth movements 4- Cut the tip of the Pipelle® 5- Push the plunger back in
and rotations again to empty the content

Class Il medical device according the US FDA regulation. Manufacturer: Prodimed - CE0459. Carefully read the instructions on the labelling.
Use before the expiry date indicated on the wrapping. Do not use if the wrapping or primary packaging is damaged.
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Note
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