Pipelle®

The most widely recognized
name in endometrial sampling

Features and Benefits

* Consistently reliable

* Excellent patient atceptance

* Exiracrdinarly safe

* Rapid, simple technique

* Chinically-documented effectiveness
* Maximum sample yield

* Made in the US.A.




Pipelle®

Rapid, simple technique with Created by a gynecologist for the gynecologist.

proven clinical performance Pipelle’s insightful design and exacting

* 3.1mm 0.0, and fiexibitity allows for ease of

inserfion 4 Most e manufacture provide you with safe simple,

: ) effective and cost-efficient performance that
* Interal piston creates a vacuum for sample _ _ .
collection without any sharp or painful edges can be relied upon time, after time, after time.

* Procedure comfortably performed in as little a¢
30 seconds following basic patient preparation

* Completely seff-contained with no noisy pump
or dumsy syringes

Safe, Simple Sample Collection

Once within the uterine cavity, a vacuum is established
within the Pipelle by manually retracting its internal piston,
Sample collection is easily achieved by simply rotating the
device constantly between your fingers as you slowly pass
the Pipelle several times between the fundus and the inter-
nal os. The Pigelle provides unparalleled patient acceprance
while achieving optimum uterine wall contact and maxi-
mum tssue yield,
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Pipelle® is the “Gold Standard* in
Endometrial Sampling. Utilizing a
Simple Technique with Proven
Clinical Performance and Reliability.
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8200 - Pipelle® Endometrial Suction Curette
Directions for Use (English)

C €oose

The device consists of a clear, flexible, polypropylene sheath that is 26.5 cm
(overall) 23.5 cm (effective) length with a 3.1 mm OD {Outside Diameter) and
a 2.6 mm ID (Internal Diameter). The sheath is 1
markings from 4 cm to 10 cm, distance from the distal tip of the sheath to
indicate the depth of insertion of the sheath into the uterus during use (see
diagram below).

A B 4 cm

\/ WT"“

The 4, 7, 8, and 10 cm point depth markings on the sheath are accentuated

and numbered. At 4 mm from the distal tip of the sheath is the center of the

curetle opening (A) which is 1‘*' mmgn | r. This opening has sharp
iumen :

edges and leads lo

3

. An EVA piston (B) affixed to the

WARNINGS
In patients with amenorrhea, oblaining an endometrial biopsy with the Pipelle
should be performed only after confirmation of the absence of detectable
circulating HCG levels.

CAUTION
U.S. Federal law restricts this device to sale by or on the order of a physician.
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Safety

Extra-durable bag
prevents leaks and tears.
Soft ring design reduces
| tissue damage risks.

Convenience: Easy 4 U.

| Easy in, easy out, easy open, easy close; Saves time!
i Multiple sizes including extra-large

Pouch with string is optional

. The TKBAG/ Retriever Bag is used in all
i tissues/specimen through a small
. size trocar canula,

! Itcomes in a variety of sizes
of procedures includin

9. Gallbladders, Appendices, Ecto
Ovaries, Lung wedges,

Sections of bowel, Splenectomies

types of laparosco
surgical incision. it can be

(@s shown in the table beiow)

Quality

Strict, extensive raw material
selection and 31 quality inspection
steps on every TKBAG,

pic surgery for removing excised
introduced through 10mm or lager

and is suitable for a wide range
pic pregnancies, Lymph nodes,
. Nephrectomies and more

Product Code | Bag Diam (mm) Bag length (mm) Volume (m)] Qty/Box
HSD-80 80 120 75 10 C€0197
i =t | # ] - emalad lalie Sy
ooodstfae | | 3 | | et iwores
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EC Certificate TUVRheinland
Directive 93/42/EEC Annex II, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60077298 0001
Report No.: 17025753 001

Manufacturer: Guangzhou T.K Medical
Instrument Co., Ltd.
A601, Guangzhou International
Business Incubator
Guangzhou Science Park
510663 Guangzhou, Guangdong
China

Products: - Retriever Bags
- Trocar Kits
- Trocars
~ Veress Needles
- Wound Protectors/Retractors

Replaces Approval, Registration No.: DD 60032403 0001
Expiry Date: 2017-08-09

The Notified Body hereby declares that the requirements of Annex II, exciuding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex Ii,
section 5 of the aforementioned directive. For placing on the market of class Il devices covered by

this certificate an EC design-examination certificate according to Annex I, section 4 is required.

Effective Date: 2012-08- }0

Date: 2012-08-10
a . - : !

TUV Rheinland LGA Products GmbH - TillystraGe 2 - 90431 Niirnberg

TUV Rheinland LGA Products GmbH is a Notified Body accofdlnn to Directive 93/42/EEC
concerning medical devices with the identification number 0197.
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Obstetrical Products

137 PIRKIMO DALIS

Mityvac and Mystic ||

Softer, safer vacuum assisted delivery systems

e :

i

; M*Sl’yﬁfe“ low-profile

_Mhshroom* cup

Vacuum release
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A Auxiliary release/
* connection valve

MitySoft® Bell cup




Gentle and effective

B Semirigid mushroom-style cup with new low-profile stem provides smoother
insertion for non-OA presentations.

B Safe, atroumatic design of the Mystic MitySoft* Bell cup design ensures mom’s
comfort and baby’s safety.

B Natural grip provides reliable and comfortable performance for the clinician.

Easy to use

B Unparalleled pump action creates vacuum with minimal effort.
B Easy-loread color-coded vacuum gauge.

B Minigrip handle contoured for smaller hands and grip spans for better control
with traction.

Superior control

B Easytoreach vacuum release valve improves clinician control,
B Ergonomic design allows intuitive handling.

W Freely rotating cup minimizes torsion-related injuries.

Versatile
W Extended stem and low-profile cup make Mystic Il appropriate for both
cesarean and vaginal deliveries.

B Available in the most papular cup styles (MitySoft Bell or
M-Style Mushroom).

W Offered as a self-contained unit with hand pump, or with
Easytoread colorcoded gauge separafe accessory compressor pump,



MifYVﬂt'und MYSﬁ(. " Softer, safer vacuum assisted delivery systems

Pearl Edge
Bell Cup
10004

MitySoft
Bell C up
10020

e Super M-Style
Reusable Cup , A Mushroom® Cup
10500 10008
M-Select Mus'ﬁ'tﬂr.oom Cup Mushroom® Cup
10137 10007LP

Yacuum

Jelivery P




MiWVﬂC'und MYSﬁt' Il soie, cator vacuum assistud detivary systems -
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10022 | Mityvac® Resable Pump e il e g
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Production Quality Assurance

No. CE 69386

In respact of:
The manufacture of dovices as detalled In the Supplementary Information
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Supplementary Information to CE 69386
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_Sterile Trocars, Cannulas and Trocar/Cannula Kits
mmmgﬂmmmcm Delivery Pumps and Delivery Kits
| Vaginal Pessaries
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SINGLE USE
COPIC DEVICES
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VECTEC

'
3
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T'LIFT®
TISSUE RETRACTION SYSTEM

- Provide operofing spoce
- Hold and expose the organs

Nb of units
per box

Reference Commercicl name Packaging includes

- 2 TUFT®
- | introducer
-2 Iodsing dips

AW1é 280
—

Patent application : PCT/ 182010/002759

ADVANTAGES

- Stable and effective retraction

- Easy to use

- Percutaneous introduction: no incision, no trocar needed

- Reduced degree of Trendelenburg

- Quick and simple variation of retraction height during surgery
MD Class lla

Made in France
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APPROVAL TUVRheintand
Full Quality Assurance System

| Medical Devices
| Registration No.: HD 60041616 0001
J Report No.: 28411625 001
.=: Manufacturer: Vectec S.A.
| Bioparc i
_' 03270 Hauterive !
f |
! |
' Scope: ign/developmen manufacturing of disposabl f
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(see attachments for preducts included) I
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Attachment to
Registration No.:
Report No.:

Manufacturer:

Scope:

TOV Rheinland
LGA Products GmbH
Tillystrake 2, 9043 31 Niimnberg

HD 60041616 0001
28411625 001

Vectec S.A.

70 Hauterive
bt

Products included:

scissors, forceps, hooks, poeumoperitoneum needles,
applicacions for digestive, gynaecological and
urological surgeries.

maintaining sterile conditions:

- oocyte puncture cannula guide
- slectrical connection cable




