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attention: EEN
ocor S

Thanks for your call yesterday Regarding DIR 58685, and thank you for providing me the AER details.
It appeared that you may have been dialing our Fax Number, however | have gone into eBs and
updated Pharmacovigilance Contact details immediately, so this should not recur again.

| have been in contact with the_ from the US Manufacture Fziomed

overnight and confirmed the following the following actions on the part of the Manufacturer.

SRR <.

“Fziomed Inc received notification of the device incident report from you at TGA, File Reference E19-
612208, concerning Oxiplex/AP overnight on 31 July.

We first received word of the reported incident from our distributor in Australia and the surgeon on Tuesday,

30 July, 2019. G and ovr EEENEEEEEEEEEEEEEE  s-o'<c ith the surgeon on the

same day. | was also on the call.

Fziomed agree with your assessment that the product was used off label for two reasons; 1) Oxiplex/AP
has not been evaluated in children and 2) Oxiplex/AP has not been evaluated following opening of the
bowel.

FzioMed has received no other reports of this nature. Our initial assessment of the reported incident
concluded that it was not reportable.

As clarification, please note that the one case report in horses of product identified in the blood mentioned in
the surgeon'’s report to TGA was not following use of a FzioMed device.”

| have attached the IFU leaflet supplied with the device for your information where the “precautions”
are quite clear. There should be no need to consider IFU modification at present.

As we know there is less clarity around reporting of adverse events in relation to “Off-Label” use such
as this situation where the surgeon has relied on clinical experience and judgement. e.g

https://www.tga.gov.au/reporting-adverse-events

Our practice is “if in doubt — report” and we have reminded the Distributor to advise us of all reports.
This incident would have been a 30 day report.

Regards,


https://www.tga.gov.au/reporting-adverse-events

vantage

Medical Product Consuling




LA 0Xxiplexe/Ap

Absorbable Adhesion Barrier Gel

Manufactured by:

FzZioMed

www.fziomed.com

FzioMed, Inc.

231 Bonetti Drive

San Luis Obispo, CA 93401
USA

FzioMed Australia Pty Ltd

5 Yatama Place

Currumbin Waters QLD 4223
Australia

OBELIS S. A
Bd. Général Wahls, 53

1030 Brussels, Belgium
Tel: +32.2.732.59.59
Www.obelis.net

Not for distribution in the USA

]| C€0344 Q)

Contents: 2 — Syringe 20mL H— L
1 — Applicator tip = (L
0 mL
| =)

02329(C) EN only

DESCRIPTION

Oxiplex/AP is a clear, single use flowable gel. The gel is a sterile, absorbable
combination of polyethylene oxide (PEO) and sodium carboxymethylcellulose
(CMC). The gel is calcium stabilized, isotonic, and has been shown in
preclinical studies to clear the peritoneal cavity within 30 days.

INTENDED USE
Oxiplex/AP is intended for use as a mechanical barrier to adhesion formation.

INDICATIONS

Oxiplex/AP is intended to be used as an adjunct to intrauterine or peritoneal
surgery for reducing the incidence, extent, and severity of postoperative
adhesions at the surgical site.

CONTRAINDICATIONS
Do not use Oxiplex/AP in the presence of infection.

WARNINGS
Do not inject intravenously.

PRECAUTIONS

Oxiplex/AP is supplied sterile. Do not use beyond the expiry date. Safety and
efficacy of Oxiplex/AP have not been studied under conditions of reuse of
device and/or applicator. Reuse may lead to immunological response and/or
infection due to cross contamination, improper storage and/or handling.

Oxiplex/AP has not been studied in combination with other adhesion
prevention products, in the presence of intraperitoneal medicinal agents or
hemostatic agents, or as a distention medium.

Oxiplex/AP has not been evaluated in children or pregnant or nursing women.
Therefore, patients should be advised to avoid conception during the first
menstrual cycle after the application of Oxiplex/AP.

Oxiplex/AP has not been evaluated in the presence of malignancies.

Oxiplex/AP has not been evaluated following opening of the bowel, bladder, or

other visceral organs. The gel has not been evaluated in the presence of bile.

As with any implanted material, foreign body reactions may occur with Oxiplex/

AP.

Application of multiple layers of gel in the peritoneal cavity increases the risk of

gel becoming dislodged from the intended site of application, and in some of
these cases, a small amount of residual gel was observed during the clinical
study follow up procedure 6 to 10 weeks later. Residual gel was not
associated with clinical sequelae.34

STORAGE AND HANDLING
Store at room temperature (2 - 25 °C).

HOW SUPPLIED

Oxiplex/AP is supplied sterile in a thermoform tray. The thermoform tray
contains two 20mL syringes of gel and one gel applicator. The exterior of the
package and outer contents are not sterile. Self-adhesive labels are provided
for documentation purposes. The labels identify the product and production
lot.

INSTRUCTIONS FOR USE

PRE-PROCEDURE

Oxiplex/AP is to be used by physicians only. Use Oxiplex/AP according to the
instructions for use.

Risk is inherent in the use of all medical devices. To minimize residual risk
associated with the use of this device, it is recommended that the information
for use be read by the physician and discussed with the patient prior to use of
the device.

Patients known to have a history of hypersensitivity to Oxiplex/AP or its
components should not be treated with Oxiplex/AP.

The gel serves as a barrier between tissues to prevent adhesions from
forming. Tissue must be separated by gel for effective adhesion prevention.

DEVICE PREPARATION AND DISPOSAL
Oxiplex/AP is for single use only. Do not reuse/re-sterilize.

1. Remove packaging containing the Oxiplex/AP filled syringe and
applicator from box.

2. Inspect packaging for any damage. Do not use if damaged or open.

3. Using sterile technique, introduce syringes and applicator into the sterile
operating field.

4. Remove cap from luer lock end of syringe. When using the applicator for
peritoneal use, connect the gel applicator to the luer lock end of the
syringe; rotate until firmly attached. (The same applicator is to be used
for both syringes, if needed.)

5. After use, discard syringes, any remaining gel, and applicator. The used
Oxiplex/AP device may be a biohazard. Follow national, local, or
institutional guidelines for disposal of biohazard material.

INTRAUTERINE SURGERY

1. Apply gel at the conclusion of the procedure after aspiration of all fluids
and distention media.

2. Attach the syringe luer lock to the hysteroscope. Fill the hysteroscope
with gel by compressing the syringe plunger until gel appears at the tip
end of the hysteroscope.

3. Begin application of the gel at the fundus of the uterus. Gradually apply
gel to completely fill the uterus and cervical canal by compressing the
syringe plunger while slowly withdrawing the hysteroscope. See Figure 1.

4. Conclude the procedure according to the standard technique of the
surgeon.

PELVIC GYNECOLOGICAL AND PERITONEAL SURGERIES

1. Apply gel at the conclusion of the procedure after aspiration of all
irrigation fluid. It is recommended that the patient be placed in a reverse
Trendelenburg position for the most efficient removal of residual irrigation
fluid.

2. Cover all anatomical sites where adhesion prevention is desired with a
single layer of Oxiplex/AP.* Applicator dispenses the gel in a “ribbon.”
Only a single-layer gel ribbon (about 2 mm in depth) should be used to
coat the tissue surfaces for which adhesion prevention is intended. See
Figure 2.





3. Use only enough gel to place a single layer of gel on the tissues as
described. It is not necessary to use all 40mL of gel.

4. Do not reposition gel with probes or other instruments once it has been
applied. If gel falls into a pool of irrigation fluid, its ability to adhere to
peritoneal tissues may be compromised. Therefore, it should be removed
from the peritoneal cavity and new gel should be applied to the site.

5. Conclude the procedure according to the standard technique of the
surgeon.

*ADDITIONAL GEL APPLICATION INSTRUCTIONS: PELVIC
GYNECOLOGICAL SURGERIES
1. Lift ovary away from pelvic sidewall and apply a single layer of gel to cover
the ovarian fossa and posterior surface of the ovary.
2. Return ovary to normal anatomical position and apply a single layer of gel
to cover the anterior portion of the ovary.
3. Apply a single layer of gel to cover the Fallopian tube, including the
ampulla and the mesosalpinx.
4. Apply a single layer of gel to cover the lateral aspect of the uterus facing
the adnexa.

Typically 15mL of gel is sufficient to cover a single adnexa and adjacent
structures, including the ovarian fossa and lateral margin of the uterus.

ADVERSE REACTIONS

No device-related adverse reactions were reported in clinical studies.>
Although not necessarily attributable to the use of Oxiplex/AP, the following
adverse events have been reported: pain, fever, swelling, inflammation, foreign
body reaction, and poor performance.

REFERENCES

1. Di Spiezio Sardo, Attilio, Marialuigia Spinelli, Silvia Bramante, Marianna
Scognamiglio, Elena Greco, Maurizio Guida, Vito Cela and Carmine Nappi. "Efficacy of
a Polyethylene Oxide-Sodium Carboxymethylcellulose Gel in Prevention of
Intrauterine Adhesions after Hysteroscopic Surgery." J Minim Invasive Gynecol 2011,
18, no. 4: 462-9.

2. Fuchs, Noga, Noam Smorgick, [do Ben Ami, Zvi Vaknin, Yoseph Tovbin, Reuvit
Halperin and Moty Pansky. "Intercoat (Oxiplex/AP Gel) for Preventing Intrauterine
Adhesions after Operative Hysteroscopy for Suspected Retained Products of
Conception: Double-Blind, Prospective, Randomized Pilot Study." J. Minimally Invasive
Gynecol. 2014, 21, no. 1.

3. Lundorff P, ) Donnez, M Korell, AJ Audeburt, K Block and GS diZerega. 2005. Clinical
evaluation of a viscoelastic gel for reduction of adhesions following gynecological
surgery by laparoscopy in Europe. Human Reproduction. Vol. 20:2, pp. 514-520.

4. Young P, A Johns, C Templeman, C Witz, B Webster, R Ferland, M Diamond, K Block
and GS diZerega. 2005. Reduction of postoperative adhesions after laparoscopic
gynecological surgery with Oxiplex/AP Gel: A Pilot Study. Fertility and Sterility. Vol.
84:5, pp. 1450-1456.

Figure 1

By lmeilies s ioprm Hysismsoops

Figure 2

ia 1

L —
B

l1a Position the gel-filled applicator by aligning the applicator slot
over a margin of the desired site.

1b Sweep the applicator tip laterally over the site while depressing
the syringe plunger to apply a 2 mm deep ribbon of gel.

1c After completely covering the site once, do not apply additional
gel to that site.

2a,b,c If the site is not adequately covered by a single layer of gel,
additional layers can be applied next to previously applied gel.
Avoid applying additional layers of gel on top of one another.
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From: [RIS <|RIS@health.gov.au>
Sent: Thursday, August 1, 2019 2:53 PM

To: -@advantagemgc.com.au' <- advantagempc.com.au>
Subject: FW: DIR 58685 - Sponsor Completion Letter [SEC=OFFICIAL, ACCESS=Commercial]

oo SR

Further to our telephone conversation please find attached the completion letter for DIR 58685 a user
report.

Regards

Medical Device Incident Report Investigation Scheme (IRIS)
Medical Devices Branch

Therapeutic Goods Administration (TGA)

Email: iri

Fax: 02 6232 1713

Post: PO Box 100, Woden, ACT 2606

Courier: 136 Narrabundah Lane, Symonston, ACT 2609

Please Note: Medical device sponsors and manufacturers can use the online Medical Device Incident Reporting
(MDIR) system using a TGA eBusiness Service (eBS) user name and password. The MDIR system allows sponsors
and manufacturers to submit initial, follow-up and final reports and to review reports already submitted to the TGA.
A user guide and FAQ are available from the ‘Training’ section of the TGA eBS portal, or from the TGA website.

If you are a sponsor or manufacturer requiring a new account to gain access to the MDIR system or need to update
your details with TGA eBS, please click on the following link to access the appropriate forms:

http://www.tga.gov.au/form/ebusiness-services-forms
If you have any issues please contact TGA eBS on 1800 010 624 or email: eBS@tga.gov.au

Online reporting ~

Sponsors / Manufacturers: http://www.tga.gov.au/safety/problem-device-report-industry.htm
Medical Device Healthcare Professionals/Users: http://www.tga.gov.au/safety/problem-device-report-user.htm

From: IRIS [mailto:IRIS@health.gov.au]
Sent: Thursday, 1 August 2019 1:12 PM
Subject: DIR 58685 - Sponsor Completion Letter [SEC=0OFFICIAL, ACCESS=Commercial]

veor SR

Please see the attached letter in relation to a Device Incident Report (DIR) that was submitted to the
Therapeutic Goods Administration (TGA) by a healthcare professional/user.

Kind regards,


http://www.advantagempc.com.au/
mailto:IRIS@health.gov.au
mailto:iris@tga.gov.au
http://www.tga.gov.au/safety/problem-device-report-industry.htm
http://www.tga.gov.au/form/ebusiness-services-forms
mailto:eBS@tga.gov.au
http://www.tga.gov.au/safety/problem-device-report-industry.htm
http://www.tga.gov.au/safety/problem-device-report-user.htm
mailto:IRIS@health.gov.au

Document 1

Device Support Team

Medical Device Incident Report Investigation Scheme (IRIS)
Medical Devices Branch

Therapeutic Goods Administration (TGA)

Email: [RIS@health.gov.au
phone: o7 SR

Phone: IRIS 1800 809 361
Post: PO Box 100, Woden, ACT 2606
Courier: 136 Narrabundah Lane, Symonston, ACT 2609

Important: This transmission is intended only for the use of the addressee and may contain confidential or legally privileged
information. If you are not the intended recipient, you are notified that any use or dissemination of this communication is strictly
prohibited. If you receive this transmission in error please notify the author immediately and delete all copies of this transmission.
This response is general information given to you without prejudice; it is not binding on the TGA and you should get your own
independent legal advice to ensure that all of the legislative requirements are met

Please Note: Medical device sponsors and manufacturers are encouraged to submit adverse events via the online Medical
Device Incident Reporting (MDIR) system. The MDIR allows sponsors and manufacturers to submit initial, follow-up and final
reports and review reports already submitted to the TGA. The MDIR can be accessed via
https://apps.tga.gov.au/prod/mdir/MDIRSummary.aspx, using a TGA eBusiness Service (eBS) user name and password. MDIR
guidance documents and FAQ are available from the ‘Training’ section of the TGA eBS portal, or from the TGA website. MDIR
Technical assistance is available via 1800 010 624 or email (eBS@health.gov.au). If you are a sponsor or manufacturer requiring a
new account to gain access to the MDIR system or need to update your details with TGA eBS, please click on the following link -
http://www.tga.gov.au/form/ebusiness-services-forms.

Online reporting forms for Medical Device Healthcare Professionals/Users can be accessed via:
https://apps.tga.gov.au/prod/mdir/udir03.aspx

For ongoing information and updates please subscribe to the TGA’s Medical Devices Information and |VDs Information email

subscription services.

"Important: This transmission is intended only for the use of the addressee and may contain
confidential or legally privileged information. If you are not the intended recipient, you are notified
that any use or dissemination of this communication is strictly prohibited. If you receive this
transmission in error please notify the author immediately and delete all copies of this transmission."


mailto:IRIS@health.gov.au
https://apps.tga.gov.au/prod/mdir/MDIRSummary.aspx
http://www.tga.gov.au/safety/problem-device-report-industry.htm
mailto:eBS@health.gov.au
http://www.tga.gov.au/form/ebusiness-services-forms
https://apps.tga.gov.au/prod/mdir/udir03.aspx
https://www.tga.gov.au/tga-medical-devices-information-email-list
https://www.tga.gov.au/tga-ivds-information-email-list
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DESCRIPTION

Oxiplex/AP is a clear, single use flowable gel. The gel is a sterile, absorbable
combination of polyethylene oxide (PEO) and sodium carboxymethylcellulose
(CMC). The gel is calcium stabilized, isotonic, and has been shown in
preclinical studies to clear the peritoneal cavity within 30 days.

INTENDED USE
Oxiplex/AP is intended for use as a mechanical barrier to adhesion formation.

INDICATIONS

Oxiplex/AP is intended to be used as an adjunct to intrauterine or peritoneal
surgery for reducing the incidence, extent, and severity of postoperative
adhesions at the surgical site.

CONTRAINDICATIONS
Do not use Oxiplex/AP in the presence of infection.

WARNINGS
Do not inject intravenously.

PRECAUTIONS

Oxiplex/AP is supplied sterile. Do not use beyond the expiry date. Safety and
efficacy of Oxiplex/AP have not been studied under conditions of reuse of
device and/or applicator. Reuse may lead to immunological response and/or
infection due to cross contamination, improper storage and/or handling.

Oxiplex/AP has not been studied in combination with other adhesion
prevention products, in the presence of intraperitoneal medicinal agents or
hemostatic agents, or as a distention medium.

Oxiplex/AP has not been evaluated in children or pregnant or nursing women.
Therefore, patients should be advised to avoid conception during the first
menstrual cycle after the application of Oxiplex/AP.

Oxiplex/AP has not been evaluated in the presence of malignancies.

Oxiplex/AP has not been evaluated following opening of the bowel, bladder, or

other visceral organs. The gel has not been evaluated in the presence of bile.

As with any implanted material, foreign body reactions may occur with Oxiplex/

AP.

Application of multiple layers of gel in the peritoneal cavity increases the risk of

gel becoming dislodged from the intended site of application, and in some of
these cases, a small amount of residual gel was observed during the clinical
study follow up procedure 6 to 10 weeks later. Residual gel was not
associated with clinical sequelae.34

STORAGE AND HANDLING
Store at room temperature (2 - 25 °C).

HOW SUPPLIED

Oxiplex/AP is supplied sterile in a thermoform tray. The thermoform tray
contains two 20mL syringes of gel and one gel applicator. The exterior of the
package and outer contents are not sterile. Self-adhesive labels are provided
for documentation purposes. The labels identify the product and production
lot.

Document 1
INSTRUCTIONS FOR USE

PRE-PROCEDURE

Oxiplex/AP is to be used by physicians only. Use Oxiplex/AP according to the
instructions for use.

Risk is inherent in the use of all medical devices. To minimize residual risk
associated with the use of this device, it is recommended that the information
for use be read by the physician and discussed with the patient prior to use of
the device.

Patients known to have a history of hypersensitivity to Oxiplex/AP or its
components should not be treated with Oxiplex/AP.

The gel serves as a barrier between tissues to prevent adhesions from
forming. Tissue must be separated by gel for effective adhesion prevention.

DEVICE PREPARATION AND DISPOSAL
Oxiplex/AP is for single use only. Do not reuse/re-sterilize.

1. Remove packaging containing the Oxiplex/AP filled syringe and
applicator from box.

2. Inspect packaging for any damage. Do not use if damaged or open.

3. Using sterile technique, introduce syringes and applicator into the sterile
operating field.

4. Remove cap from luer lock end of syringe. When using the applicator for
peritoneal use, connect the gel applicator to the luer lock end of the
syringe; rotate until firmly attached. (The same applicator is to be used
for both syringes, if needed.)

5. After use, discard syringes, any remaining gel, and applicator. The used
Oxiplex/AP device may be a biohazard. Follow national, local, or
institutional guidelines for disposal of biohazard material.

INTRAUTERINE SURGERY

1. Apply gel at the conclusion of the procedure after aspiration of all fluids
and distention media.

2. Attach the syringe luer lock to the hysteroscope. Fill the hysteroscope
with gel by compressing the syringe plunger until gel appears at the tip
end of the hysteroscope.

3. Begin application of the gel at the fundus of the uterus. Gradually apply
gel to completely fill the uterus and cervical canal by compressing the
syringe plunger while slowly withdrawing the hysteroscope. See Figure 1.

4. Conclude the procedure according to the standard technique of the
surgeon.

PELVIC GYNECOLOGICAL AND PERITONEAL SURGERIES

1. Apply gel at the conclusion of the procedure after aspiration of all
irrigation fluid. It is recommended that the patient be placed in a reverse
Trendelenburg position for the most efficient removal of residual irrigation
fluid.

2. Cover all anatomical sites where adhesion prevention is desired with a
single layer of Oxiplex/AP.* Applicator dispenses the gel in a “ribbon.”
Only a single-layer gel ribbon (about 2 mm in depth) should be used to
coat the tissue surfaces for which adhesion prevention is intended. See
Figure 2.



3. Use only enough gel to place a single layer of gel on the tissues as
described. It is not necessary to use all 40mL of gel.

4. Do not reposition gel with probes or other instruments once it has been
applied. If gel falls into a pool of irrigation fluid, its ability to adhere to
peritoneal tissues may be compromised. Therefore, it should be removed
from the peritoneal cavity and new gel should be applied to the site.

5. Conclude the procedure according to the standard technique of the
surgeon.

*ADDITIONAL GEL APPLICATION INSTRUCTIONS: PELVIC
GYNECOLOGICAL SURGERIES
1. Lift ovary away from pelvic sidewall and apply a single layer of gel to cover
the ovarian fossa and posterior surface of the ovary.
2. Return ovary to normal anatomical position and apply a single layer of gel
to cover the anterior portion of the ovary.
3. Apply a single layer of gel to cover the Fallopian tube, including the
ampulla and the mesosalpinx.
4. Apply a single layer of gel to cover the lateral aspect of the uterus facing
the adnexa.

Typically 15mL of gel is sufficient to cover a single adnexa and adjacent
structures, including the ovarian fossa and lateral margin of the uterus.

ADVERSE REACTIONS

No device-related adverse reactions were reported in clinical studies.
Although not necessarily attributable to the use of Oxiplex/AP, the following
adverse events have been reported: pain, fever, swelling, inflammation, foreign
body reaction, and poor performance.

REFERENCES

1. Di Spiezio Sardo, Attilio, Marialuigia Spinelli, Silvia Bramante, Marianna
Scognamiglio, Elena Greco, Maurizio Guida, Vito Cela and Carmine Nappi. "Efficacy of
a Polyethylene Oxide-Sodium Carboxymethylcellulose Gel in Prevention of
Intrauterine Adhesions after Hysteroscopic Surgery." J Minim Invasive Gynecol 2011,
18, no. 4: 462-9.

2. Fuchs, Noga, Noam Smorgick, [do Ben Ami, Zvi Vaknin, Yoseph Tovbin, Reuvit
Halperin and Moty Pansky. "Intercoat (Oxiplex/AP Gel) for Preventing Intrauterine
Adhesions after Operative Hysteroscopy for Suspected Retained Products of
Conception: Double-Blind, Prospective, Randomized Pilot Study." J. Minimally Invasive
Gynecol. 2014, 21, no. 1.

3. Lundorff P, ) Donnez, M Korell, AJ Audeburt, K Block and GS diZerega. 2005. Clinical
evaluation of a viscoelastic gel for reduction of adhesions following gynecological
surgery by laparoscopy in Europe. Human Reproduction. Vol. 20:2, pp. 514-520.

4. Young P, A Johns, C Templeman, C Witz, B Webster, R Ferland, M Diamond, K Block
and GS diZerega. 2005. Reduction of postoperative adhesions after laparoscopic
gynecological surgery with Oxiplex/AP Gel: A Pilot Study. Fertility and Sterility. Vol.
84:5, pp. 1450-1456.
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la Position the gel-filled applicator by aligning the applicator slot
over a margin of the desired site.

1b Sweep the applicator tip laterally over the site while depressing
the syringe plunger to apply a 2 mm deep ribbon of gel.

1c After completely covering the site once, do not apply additional
gel to that site.

2a,b,c If the site is not adequately covered by a single layer of gel,
additional layers can be applied next to previously applied gel.
Avoid applying additional layers of gel on top of one another.
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From: IRIS

To: -@advantagempc.com.au

Subject: FW: DIR 58685 - Sponsor Completion Letter [SEC=OFFICIAL, ACCESS=Commercial]
Date: Thursday, 1 August 2019 2:53:22 PM

Attachments: DIR 58685 - Sponsor Completion Letter.pdf

Dear l\/Ir-

Further to our telephone conversation please find attached the completion letter for DIR 58685
a user report.

Regards

Medical Device Incident Report Investigation Scheme (IRIS)
Medical Devices Branch
Therapeutic Goods Administration (TGA)

Email: iris@tga.gov.au
Fax: 02 6232 1713

Post: PO Box 100, Woden, ACT 2606
Courier: 136 Narrabundah Lane, Symonston, ACT 2609

Please Note: Medical device sponsors and manufacturers can use the online Medical Device Incident
Reporting (MDIR) system using a TGA eBusiness Service (eBS) user name and password. The MDIR system
allows sponsors and manufacturers to submit initial, follow-up and final reports and to review reports already
submitted to the TGA. A user guide and FAQ are available from the ‘Training’ section of the TGA eBS portal,
or from the TGA website.

If you are a sponsor or manufacturer requiring a new account to gain access to the MDIR system or need to
update your details with TGA eBS, please click on the following link to access the appropriate forms:

http://www.tga.gov.au/form/ebusiness-services-forms
If you have any issues please contact TGA eBS on 1800 010 624 or email: eBS@tga.gov.au

Online reporting ~

Sponsors / Manufacturers: http://www.tga.gov.au/safety/problem-device-report-industry.htm
Medical Device Healthcare Professionals/Users: http://www.tga.gov.au/safety/problem-device-report-
user.htm

From: IRIS [mailto: IRIS@health.gov.au]
Sent: Thursday, 1 August 2019 1:12 PM
Subject: DIR 58685 - Sponsor Completion Letter [SEC=0OFFICIAL, ACCESS=Commercial]

oo R

Please see the attached letter in relation to a Device Incident Report (DIR) that was submitted to
the Therapeutic Goods Administration (TGA) by a healthcare professional/user.

Kind regards,

Device Support Team

Medical Device Incident Report Investigation Scheme (IRIS)
Medical Devices Branch

Therapeutic Goods Administration (TGA)
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Email: IRIS@health.gov.au
Phone: 05T SR

Phone: IRIS 1800 809 361
Post: PO Box 100, Woden, ACT 2606
Courier: 136 Narrabundah Lane, Symonston, ACT 2609

Important: This transmission is intended only for the use of the addressee and may contain confidential or legally
privileged information. If you are not the intended recipient, you are notified that any use or dissemination of this
communication is strictly prohibited. If you receive this transmission in error please notify the author immediately and
delete all copies of this transmission. This response is general information given to you without prejudice; it is not binding
on the TGA and you should get your own independent legal advice to ensure that all of the legislative requirements are
met

Please Note: Medical device sponsors and manufacturers are encouraged to submit adverse events via the online
Medical Device Incident Reporting (MDIR) system. The MDIR allows sponsors and manufacturers to submit initial, follow-
up and final reports and review reports already submitted to the TGA. The MDIR can be accessed via
https://apps.tga.gov.au/prod/mdir/MDIRSummary.aspx, using a TGA eBusiness Service (eBS) user name and password.
MDIR guidance documents and FAQ are available from the ‘Training’ section of the TGA eBS portal, or from the TGA
website. MDIR Technical assistance is available via 1800 010 624 or email (eBS@health.gov.au). If you are a sponsor or
manufacturer requiring a new account to gain access to the MDIR system or need to update your details with TGA eBS,

please click on the following link - http://www.tga.gov.au/form/ebusiness-services-forms.

Online reporting forms for Medical Device Healthcare Professionals/Users can be accessed via:
https://apps.tga.gov.au/prod/mdir/udir03.aspx

For ongoing information and updates please subscribe to the TGA’s Medical Devices Information and |VDs Information
email subscription services.



Document 4

Australian Medical Device
Incident Report Investigation Scheme

File Reference: E19-612208
Fziomed Australia Pty Ltd Sent by email

PO Box 339
CURRUMBIN WATERS QLD 4223

Email: -@fziomed.com
pear SN

DEVICE INCIDENT REPORT DIR 58685 - ARTG # 152224 - Barrier, absorbable, adhesion
prevention

An incident report has been received by the Therapeutic Goods Administration from a healthcare
professional/user for the above mentioned medical device and an investigation into the incident is
now complete.

A copy of the Medical Device Incident Report Investigation Scheme (IRIS) database entry,
including the investigation summary is attached for your information. The Therapeutic Goods
Administration is not requesting any action from you.

Should you have any further queries concerning this report please cal— or send an
email to: IRIS@health.gov.au.

Yours sincerely

Signed electronically by

Administration officer

Incident Report Investigation Scheme
Device Vigilance and Monitoring Section
Medical Devices Branch

Therapeutic Goods Administration

01/08/2019

PO Box 100 Woden ACT 2606 ABN 40 939 406 804
Phone: SRRl Fax 026203 1713 Email: IRIS@health.gov.au www.tga.gov.au
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DIR 58685 - ARTG # 152224 - Barrier, absorbable, adhesion prevention

Reporter Reference #:

Date of Adverse Event: Date of Initial Report:

22 | 30/07/2019

ARTG #: Brand Name:

152224 Oxyplex/AP laparoscopic absorbable adhesion barrier gel
Device Class: Model #: Serial #:

Class III

Software Version: Batch #: Lot #:

Manufacturer:

Fziomed Inc [40334]

Sponsor: Contact Name: _

Fziomed Australia Pty Ltd [49415]

PO Box 339
CURRUMBIN WATERS QLD 4223 Phone: (G
Fax: Email:-@fziomed.com

Reporter: Confidential: No

Paediatric Surgeon Phone:_

Perth Children's Hospital Fax:

Email: _@health.wa.gov.au

Date of Implant: Date of Explant:
24/07/2019

Clinical Event Information:

We used the product Oxiplast laparoscopically after adhesiolysis for adhesive bowel obstruction as
an anti adhesive barrier gel approx. one week prior.

A full blood count was taken yesterday and the blood film identified the presence of a foreign body.
This was confirmed with a repeat blood film today.

[t is currently suspected that this extracellular blood foreign body is the agent (oxyplast)

The reason for it being within the blood stream is unclear.

We have not found any documented case reports of this in humans. There is one case report in
horses of the product being identified in blood.

Page 2 of 3
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Details of Similar Events: N/A

Number of Similar Events: N/A Rate of Similar Events:N/A

Countries Similar Events Also Occurred: N/A

Problem Observed (Level 1)
Agent found in blood sample

Investigation Findings (Level 1)
No Findings Available

Investigation Conclusion (Level 1)
Cause Not Established

Outcome of Investigation (L1)
Reviewed, for Trending Purposes Only

Summary of Investigation:

The aim of the Medical Device Incident Report Investigation Scheme (IRIS) is to improve the
standard of medical devices and to reduce the number and severity of incidents with devices in
Australia, through voluntary cooperation between medical device users, industry and government.
Thank you for submitting your adverse event report and contributing to the ongoing work of the IRIS
scheme.

The TGA conducts a review of all adverse event incidents reported to it. The outcome of the review
may take a number of paths including (but not limited to):

The commencement of a formal investigation which could lead to regulatory action such as the
recall of the product, advice to users on the safe use of the device, manufacturing improvements
and/or design changes, etc.

The individual report may be closed but used for monitoring and trending analysis. This means
that the information is incorporated into an ongoing body of evidence on the current real-world
performance and safety profile of the device.
In this instance, no further investigation of the reported event will occur. The TGA will continue to
monitor the rate and pattern of occurrence of the reported adverse event and may re-open the file as
appropriate.

Date Completed:
01/08/2019

ekorkek End of DIR 58685 okl
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From:

To: IRIS

Subject: Read: DIR 58685 - Reporter Completion Letter [SEC=OFFICIAL, ACCESS=Personal-Privacy]
Date: Thursday, 1 August 2019 1:14:53 PM

Your message

To. R

contained an option unknown to Outlook, therefore receipt generation failed.



Document 6

From: IRIS

To: -@fziomed.com

Subject: DIR 58685 - Sponsor Completion Letter [SEC=OFFICIAL, ACCESS=Commercial]
Date: Thursday, 1 August 2019 1:12:03 PM

Attachments: DIR 58685 - Sponsor Completion Letter.pdf

oo SRR

Please see the attached letter in relation to a Device Incident Report (DIR) that was submitted to
the Therapeutic Goods Administration (TGA) by a healthcare professional/user.

Kind regards,

Device Support Team

Medical Device Incident Report Investigation Scheme (IRIS)
Medical Devices Branch

Therapeutic Goods Administration (TGA)

Email: IRIS@health.gov.au

Phone: DST GG

Phone: IRIS 1800 809 361

Post: PO Box 100, Woden, ACT 2606

Courier: 136 Narrabundah Lane, Symonston, ACT 2609

Important: This transmission is intended only for the use of the addressee and may contain confidential or legally
privileged information. If you are not the intended recipient, you are notified that any use or dissemination of this
communication is strictly prohibited. If you receive this transmission in error please notify the author immediately and
delete all copies of this transmission. This response is general information given to you without prejudice; it is not binding
on the TGA and you should get your own independent legal advice to ensure that all of the legislative requirements are
met

Please Note: Medical device sponsors and manufacturers are encouraged to submit adverse events via the online
Medical Device Incident Reporting (MDIR) system. The MDIR allows sponsors and manufacturers to submit initial, follow-
up and final reports and review reports already submitted to the TGA. The MDIR can be accessed via
https://apps.tga.gov.au/prod/mdir/MDIRSummary.aspx, using a TGA eBusiness Service (eBS) user name and password.
MDIR guidance documents and FAQ are available from the ‘Training’ section of the TGA eBS portal, or from the TGA
website. MDIR Technical assistance is available via 1800 010 624 or email (eBS@health.gov.au). If you are a sponsor or
manufacturer requiring a new account to gain access to the MDIR system or need to update your details with TGA eBS,

please click on the following link - http://www.tga.gov.au/form/ebusiness-services-forms.

Online reporting forms for Medical Device Healthcare Professionals/Users can be accessed via:

https://apps.tga.gov.au/prod/mdir/udir03.aspx

For ongoing information and updates please subscribe to the TGA’s Medical Devices Information and [VDs Information

email subscription services.
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Australian Medical Device
Incident Report Investigation Scheme

File Reference: E19-612208
Fziomed Australia Pty Ltd Sent by email

PO Box 339
CURRUMBIN WATERS QLD 4223

Email: -@fziomed.com
pear SN

DEVICE INCIDENT REPORT DIR 58685 - ARTG # 152224 - Barrier, absorbable, adhesion
prevention

An incident report has been received by the Therapeutic Goods Administration from a healthcare
professional/user for the above mentioned medical device and an investigation into the incident is
now complete.

A copy of the Medical Device Incident Report Investigation Scheme (IRIS) database entry,
including the investigation summary is attached for your information. The Therapeutic Goods
Administration is not requesting any action from you.

Should you have any further queries concerning this report please cal— or send an
email to: IRIS@health.gov.au.

Yours sincerely

Signed electronically by

Administration officer

Incident Report Investigation Scheme
Device Vigilance and Monitoring Section
Medical Devices Branch

Therapeutic Goods Administration

01/08/2019

PO Box 100 Woden ACT 2606 ABN 40 939 406 804
Phone: SRRl Fax 026203 1713 Email: IRIS@health.gov.au www.tga.gov.au
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DIR 58685 - ARTG # 152224 - Barrier, absorbable, adhesion prevention

Reporter Reference #:

Date of Adverse Event: Date of Initial Report:

22 | 30/07/2019

ARTG #: Brand Name:

152224 Oxyplex/AP laparoscopic absorbable adhesion barrier gel
Device Class: Model #: Serial #:

Class III

Software Version: Batch #: Lot #:

Manufacturer:

Fziomed Inc [40334]

Sponsor: Contact Name: _

Fziomed Australia Pty Ltd [49415]

PO Box 339
CURRUMBIN WATERS QLD 4223 Phone: (G
Fax: Email:-@fziomed.com

Reporter: Confidential: No
Dr

Paediatric Surgeon Phone:_

Perth Children's Hospital Fax:

Email: _@health.wa.gov.au

Date of Implant: Date of Explant:
24/07/2019

Clinical Event Information:

We used the product Oxiplast laparoscopically after adhesiolysis for adhesive bowel obstruction as
an anti adhesive barrier gel approx. one week prior.

A full blood count was taken yesterday and the blood film identified the presence of a foreign body.
This was confirmed with a repeat blood film today.

[t is currently suspected that this extracellular blood foreign body is the agent (oxyplast)

The reason for it being within the blood stream is unclear.

We have not found any documented case reports of this in humans. There is one case report in
horses of the product being identified in blood.

Page 2 of 3
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Details of Similar Events: N/A

Number of Similar Events: N/A Rate of Similar Events:N/A

Countries Similar Events Also Occurred: N/A

Problem Observed (Level 1)
Agent found in blood sample

Investigation Findings (Level 1)
No Findings Available

Investigation Conclusion (Level 1)
Cause Not Established

Outcome of Investigation (L1)
Reviewed, for Trending Purposes Only

Summary of Investigation:

The aim of the Medical Device Incident Report Investigation Scheme (IRIS) is to improve the
standard of medical devices and to reduce the number and severity of incidents with devices in
Australia, through voluntary cooperation between medical device users, industry and government.
Thank you for submitting your adverse event report and contributing to the ongoing work of the IRIS
scheme.

The TGA conducts a review of all adverse event incidents reported to it. The outcome of the review
may take a number of paths including (but not limited to):

The commencement of a formal investigation which could lead to regulatory action such as the
recall of the product, advice to users on the safe use of the device, manufacturing improvements
and/or design changes, etc.

The individual report may be closed but used for monitoring and trending analysis. This means
that the information is incorporated into an ongoing body of evidence on the current real-world
performance and safety profile of the device.
In this instance, no further investigation of the reported event will occur. The TGA will continue to
monitor the rate and pattern of occurrence of the reported adverse event and may re-open the file as
appropriate.

Date Completed:
01/08/2019

ekorkek End of DIR 58685 okl
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From: IRIS

To: _@health.wa.gov.au

Subject: DIR 58685 - Reporter Completion Letter [SEC=OFFICIAL, ACCESS=Personal-Privacy]
Date: Thursday, 1 August 2019 1:06:21 PM

Attachments: DIR 58685 - Reporter Completion Letter.pdf

Dear Dr-

Please see the attached letter in relation to the Device Incident Report (DIR) that you submitted
to the Therapeutic Goods Administration (TGA).

Kind regards,

Device Support Team

Medical Device Incident Report Investigation Scheme (IRIS)
Medical Devices Branch

Therapeutic Goods Administration (TGA)

Email: IRIS@health.gov.au

Phone: DST G

Phone: IRIS 1800 809 361

Post: PO Box 100, Woden, ACT 2606

Courier: 136 Narrabundah Lane, Symonston, ACT 2609

Important: This transmission is intended only for the use of the addressee and may contain confidential or legally
privileged information. If you are not the intended recipient, you are notified that any use or dissemination of this
communication is strictly prohibited. If you receive this transmission in error please notify the author immediately and
delete all copies of this transmission. This response is general information given to you without prejudice; it is not binding
on the TGA and you should get your own independent legal advice to ensure that all of the legislative requirements are
met

Please Note: Medical device sponsors and manufacturers are encouraged to submit adverse events via the online
Medical Device Incident Reporting (MDIR) system. The MDIR allows sponsors and manufacturers to submit initial, follow-
up and final reports and review reports already submitted to the TGA. The MDIR can be accessed via
https://apps.tga.gov.au/prod/mdir/MDIRSummary.aspx, using a TGA eBusiness Service (eBS) user name and password.
MDIR guidance documents and FAQ are available from the ‘Training’ section of the TGA eBS portal, or from the TGA
website. MDIR Technical assistance is available via 1800 010 624 or email (eBS@health.gov.au). If you are a sponsor or
manufacturer requiring a new account to gain access to the MDIR system or need to update your details with TGA eBS,

please click on the following link - http://www.tga.gov.au/form/ebusiness-services-forms.

Online reporting forms for Medical Device Healthcare Professionals/Users can be accessed via:

https://apps.tga.gov.au/prod/mdir/udir03.aspx

For ongoing information and updates please subscribe to the TGA’s Medical Devices Information and [VDs Information

email subscription services.
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Australian Medical Device
Incident Report Investigation Scheme

DN | File Reference: E19-612208

Paediatric Surgeon Sent by email
Perth Children's Hospital

Email: _ @health.wa.gov.au

Dear Dr-

DEVICE INCIDENT REPORT DIR 58685 - Oxyplex/AP laparoscopic absorbable adhesion
barrier gel

An investigation into the incident you reported to the Therapeutic Goods Administration
concerning the above device is now complete.

A copy of the Incident Report Investigation Scheme (IRIS) database entry, including the
investigation summary is attached for your information.

Thank you for your support of the Medical Device Incident Report Investigation Scheme. Should
you have any questions regarding this report please call_ or send an email to:
IRIS@health.gov.au.

Yours sincerely,

Signed electronically by

Administration Officer

Incident Report Investigation Scheme
Device Vigilance and Monitoring Section
Medical Devices Branch

Therapeutic Goods Administration

01/08/2019

PO Box 100 Woden ACT 2606 ABN 40 939 406 804
Phone: SRRl Fax 026203 1713 Email: IRIS@health.gov.au www.tga.gov.au



D t7
DIR 58685 - Oxyplex/AP laparoscopic absorbable adhesion barrier gel ocumen

Reporter Reference #:

Date of Adverse Event: Date of Report:

s22 ] 30/07/2019

ARTG #: Brand Name:

152224 Oxyplex/AP laparoscopic absorbable adhesion barrier gel
Device Class: Model #: Serial #:
Class III

Software Version: Batch #: Lot #:
Manufacturer:

Fziomed Inc

Sponsor: Contact Name:
Fziomed Australia Pty Ltd _

PO Box 339

CURRUMBIN WATERS QLD 4223 Phone:

Reporter: Confidential: No
- R
Paediatric Surgeon Phone:_

Perth Children's Hospital Fax:

Email: _ @health.wa.gov.au

Date of Implant: Date of Explant:

Clinical Event Information:

We used the product Oxiplast laparoscopically after adhesiolysis for adhesive bowel obstruction as
an anti adhesive barrier gel approx. one week prior.

A full blood count was taken yesterday and the blood film identified the presence of a foreign body.
This was confirmed with a repeat blood film today.

It is currently suspected that this extracellular blood foreign body is the agent (oxyplast)

The reason for it being within the blood stream is unclear.

We have not found any documented case reports of this in humans. There is one case report in
horses of the product being identified in blood.

Page 2 of 3
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Investigation Summary:

The aim of the Medical Device Incident Report Investigation Scheme (IRIS) is to improve the
standard of medical devices and to reduce the number and severity of incidents with devices in
Australia, through voluntary cooperation between medical device users, industry and government.
Thank you for submitting your adverse event report and contributing to the ongoing work of the IRIS
scheme.

The TGA conducts a review of all adverse event incidents reported to it. The outcome of the review
may take a number of paths including (but not limited to):

The commencement of a formal investigation which could lead to regulatory action such as the
recall of the product, advice to users on the safe use of the device, manufacturing improvements
and/or design changes, etc.

The individual report may be closed but used for monitoring and trending analysis. This means
that the information is incorporated into an ongoing body of evidence on the current real-world
performance and safety profile of the device.
In this instance, no further investigation of the reported event will occur. The TGA will continue to
monitor the rate and pattern of occurrence of the reported adverse event and may re-open the file as
appropriate.

Date Completed:
01/08/2019

ohrokox End of DIR 58685 ook

Page 3 of 3
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Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring 30/';[/(?3;

DIR : 31-ID : 428385

Released by_ on 21/11/2018 18:36:59

Report #: Records Management #: Reporter's Reference #: Report Type:

58685 E19-612208 Fnal

ARTG: 152224 DRecument Container UBL,

Report Status: Sponsor's Reported Category: Date of Adverse Event: Date of Initial Report:
Closed _ 30/07/2019

Date of Final Report: Date of Initial TGA Action: Reviewed by Team: Date Response Received:
30/02/2019 30/07/2019

Date Completed: Operator at Time of Event: if "Other’ Operasor Selected: Reporter Confidentiality:
01/08/2019 Doctor No

Source of Report: If ’Other’ Source Selected: Type of Initial Action:

Surgeon Trend datz only

Event Descripfion for Website Publication:

Blood film test revealed exbhaellular blood foreign body in patient which is suspected to be this product.

Clinical Event Information:

We used the product Oxiplast laparoscopically after adhesiolysis for adhesive bowel obstruction as an anti adhesive barrier gel approx. one week prior.
a full blood count was taken yesterday andthe blood film identified the presence of aforeign body.

thiz was confirmed with a repeatblood film soday.

1t is currently suspected that this extiacellular blood foreign body is the agent (oxyplast)

The reason for it being within the blood stream is unclear.

We have not found any documented case reports of this in humans. There is one case report in horses of the product being identified in blood.

Number of Incidents in Report: Contact: Altemative Person Title: Altermnative Person First Name:
i} Reporter
Alernative Person Surname: Altermative Person Phone: Altemative Person Fax: Alternative Person Email:
Sex: Weight: Age:
Patient Focused Corrective Action Taken: Patient History:
Patient Outcome/Consequences: Additional Event Description:
Describe any test (Lab, xiay, etc.): Injured - Extent of Injury: Other medical devices currently using/implanted: Medical Problem Device Used For:
Blood film: :Signif cant extracellular precipitant present between Unknown Procedure or Surgery

and overlying red cells- thig is blue-purple in appearance. No
intracellular organisms seen.

Addifional Patients Added:

Search Reporter By Sumame: Reporter #: Preferred Contact Method:
- Email
Reporter Title: First Name: Sumame:

Drcitinne FamnamedTnokidoabinn



Paediatric Surgeon

Address 1:

Counby:
Australia

Mobile:

As Above?:

Yes

Search Reporter By Surname:

Title:

Position:

Address 1:

Postcode:

Mobile:

Product Exempt (Note: If not exempt, enier ARTG No):
No

Product Licence Category:

Included

Brand Name:

Oxyplex/AP lapasoscopic absotbable adhesion bamier gel

Model #:

Purchase Date:

Place of Implantation:
Peith Childrens Hospital

Access Contact Surname:

Additional Devices Added:

Manufacturer Name:

Fziomed Inc
Address 2:

Address2:

Postcode:

Email:

_@health.wa.guvau

If No, filt out the folfowing:

Initial Reporter #:

First Name:

Address 2:

Country:

Email:

Search Device ARIG:

152224

Device Class:

Class I1I

Initial Device Description:

QOxyplex/AP laparoscopic absorbable adhesion barsier gel
Serial #:

Expiry Date:
Reported Device Location:

Insitu

Access Contact Phone:

Town/Suburb:

BT PRt Tt

Perth Chidren's Hospital
Town/Suburb:

Phone:

Are you happy for the device

company to contact you about the incident?:

%]

Surmame:

Company/Instibution:

Town/Suburb:

Phone:

Allow the device company

to contact you about the incident:

O

Device ARIG #:
152224

GMDN / UMDN Code:
34212

Usage of Device:
Batch #:

Date of Implant:
24/07/2019

Access Contact Title:

Access Contact Fax:

Manufacturer Client Id:

40334

State/Provinoe:

State:

Fax:

Last External Submission By:

Initial Reporter Confidential :

Preferred Contact Method:

State:

Fax:

Therapentic Licence Type:

Medical Device

GMDN / UMDN Text:

Barrier, absorbable, adhesion prevention

Software Version:

Lot #:

Date of Explant:

Access Contact First Name:

Access Contact Email:

Address 1:

Country:

Document 8



Postcode:

Manufacturer Informed:

Contact Sumame:

Supplier Name:

Town/Suburb:

Phone:

Supplier Informed:

Yes

Contact Sumame:

Licence Sta:t Date:

08/085/2008
Problems Obseived:

For website publication:
Yes
Repoit Priority:

Not Investigated

Reviewed by Team:

Team Meeting Notes:

Reviewed by BPRC:

Meeting Notes:

Bate:
31/87/2019
Injured Party:

Patient
Sterile:

Phone:

Date Aware of Adverse Event:

State:
Fax:
Date of Supplier Contact:

30/07/2819
Contact Phone:

Pate of Initial TGA Action:
30/07/2019

Ready for Publication:

Reason Sent To Meeting:

BPRC Reason Sent To Meeting:

Assessor:

Potential Effect:

Serious Injury
Invasive Bevice:

Contact Title:

Address 1:

Countiy:

Email:

Contact Title:

Contact Fax:

Repoit Status:
Closed

Investigated:

Qutcome from team meeting:

Outcome from DPRC Meeting:

Licence S tatus:
Active
Actual Effect:

No Injury
Single Use:

Investigation Reason:

Rate considered low at this stage

Status Reason:

Found Prior To Use:

No
Human Origin:

Austialia Document 8

Email:

Contact First Name:

Address 2:
Postcode:

Website:

Contact First Name:

Contact Email:

Team Assignment:

Unassigned

Status Effective Date:
08/05/2088
Sample Reeeived:

No
Genetically Modified:



Yes

Yes
Reusable: Rigk Frequency:
No Unilkely

Rigk Assessment Notes:

QUK Consulted, no problems with IRIS, PMR or recalls.

Rigk ig agent found in blood test. Not enough information # determine that the foreign body in blood sample is agent.

First DIR since 2012.

Final Risk Assessment:

Yes

Sponsar/Manufacturer Information Section
Search Sponsors:
49415

Attention To:

Name:

Fziomed Australia Pty Ltd
Address 1:

2 | PO Box 339

State:
QD

Email:
_szicm ed.com

investigabon Infermation Secbon - Submitted by Sponser/Manufacture

Postcode:

4223

Device Analysi Resulke:

Additional Details {use for tables):

A

Type Causze and Outkcome: Number of Similar Events:

Countries Similar Events Algo Occurred:
Completed Actions:

Additional Commente:
01/08/2019 - DIR Closed

Yes

Rigk Severity:

Serious

No
Rigk Rating:
Minos Rigk

Address 2:

Phone:

Details of Similar Evente:

CAPA# Reference:

Risk Assessment

Frequency:

Rating:

Expected Rate:

Ptanned Actions and Proposed Timelines:

Click [N] bo begin a new Correspondence entry. Note that the Email address specified here will receive a notification if the Date Received = not hiled in by fite Date Expected.

" Document 8

Further Review Needed:

Team Review

Client#:
49415
Town/Suburb:

CURRUMBIN WATERS
Fax:

Severity:

Actual Rate:



Correspondence and Chronology Details

Include? Heading

Problem Observed Details
Problem Observed (Level 1)

Appropriate Term/Code Not Available

Finding Details

Investigation Findings (Level 1)

No Findings Available

Conclusion Details
Investigation Conclusion (L1)

Cause Not Established

Outcome Details
Outcome of Investigation (L1)

Reviewed, for Trending Purposes Only

Investigation Type:

Investigator's Notes:

Type L1 Type L2

Reporter Routine
Correspondence Letter

Sponsor Routine
Correspondence Letter

Problem Observed (Level 2)

Investigation Findings (Level 2)

Investigation Conclusion (L2)

Outcome of Investigation (L2)

Latest Investigation (DII) where this DIR is the Primary DIR:

Reporter DIR Closure

Sponsor DIR Closure

Sent Expected Received Response

01/08/2019

01/08/2019

Problem Observed (Level 3) If 'Other' Selected

agent found in blood sample

Investigation Findings (Level  If 'Other' Selected

3)

If Additional Conclusion Detail Requested

If Additional Conclusion Detail Requested

Latest Investigation (DII) where this DIR is a Related DIR: Investigator:

Summary Findings:

The aim of the Medical Device Incident Report Investigation Scheme (IRIS) is to improve the standard of
medical devices and to reduce the number and severity of incidents with devices in Australia, through
voluntary cooperation between medical device users, industry and government. Thank you for
submitting your adverse event report and contributing to the ongoing work of the IRIS scheme.

The TGA conducts a review of all adverse event incidents reported to it. The outcome of the review may
take a number of paths including (but not limited to):

- The commencement of a formal investigation which could lead to regulatory action such as the
recall of the product, advice to users on the safe use of the device, manufacturing improvements and/or
design changes, etc.

- The individual report may be closed but used for monitoring and trending analysis. This means
that the information is incorporated into an ongoing body of evidence on the current real-world
performance and safety profile of the device.

In this instance, no further investigation of the reported event will occur. The TGA will continue to
monitor the rate and pattern of occurrence of the reported adverse event and may re-open the file as
appropriate.

Document 8

Notes

Extension Number:

Recall Number:
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Other Device (Entered): Brand Name: Manufacturer Name: Device ARTG #:

Other Devices
Device ARTG No: Manufacturer Name: Sponsor/Supplier: GMDN / UMDN Text: Trade/Brand Name: Serial #:
Model Number: Batch #: Lot #: Expiry Date:

Sample Details Additional Details

Date Entered: LIMS #: Sample Requested: Sample Received: Manufacturer: GMDN: Device Description: Brand Name: Serial Number:
Reason for Testing: # Samples from # Samples from Outcome of TGA's Testing: Lot Number: Batch Number: Model Number: Version Number:
Reporter: Sponsor:

Who sent the device to the TGA?: Why does the TGA have the sample?:

Patient Details
Sex: Weight: Age:

Patient Focused Corrective Action Taken: Patient History:

Injured - Extent of Injury: Was device directly linked to death?: Was device directly linked to permanent disabiltiy?: Consequence:

Other Consequence: Describe any test (Lab, xray, etc.): Additional Event Description: Medical Problem Device Used For:



Where did you get this device from?: How reliant is the affected person on correct/safe operation of this device?:

Supplier

Partially

Any other relevant information to aid assessing/investigating the incident?:

Similar events - how

Title:

Fax:

Occurred in Australia:

Yes
Town/Suburb:

FILE

178457

many times?: Date of Recent Report: Event Reported To:

First Name: Last Name:
Email:

Organisation: Address Line 1:
State: Postcode:

DIR 58685 - Original user report

DIR-REQ Closed - OPR Administration User

IRIS Investigator

01/08/2019 13:12:26

239 Form

01/08/2019

Reporter Reference Number:

Phone:

Address Line 2:

Document 8

Normal 0



27111/2023, 09:27

Form Details

y Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

DIR : 45 - 1D : 527372

Report #: Records Management #:
71615 E21-373395

ARTG: 152224 Document Container URL
Report Status: Sponsor's Reported Category:
Closed

Date of Final Report: Date of Initial TGA Action:

09/08/2021 09/08/2021

Date Completed: Operator at Time of Event:

23/12/2021 Doctor
Source of Report: If "Other’ Source Selected:

Hosgpital Administrator

Event Description for Website Publication:

Blood film test revealed, ext:acellular blood foreign body in patienss which are suspected to be this product.

dinical Event Information:

Reporter's Reference #:

Date of Adverse Event:

Reviewed by Team:

21/09/2021
If 'Other' Operator Selected:

Type of Initial Action:

For Team Meeting

Initially reported on [Redacted ]; Report number 58685: Blood Film Test revealed, e xtracellular blood foreign body in patient which is suspected to be this product.

Report Type:

Final

Date of Iniial Report:

09/08/2021

Date Response Received:

Document 9

Released by Theta Technologies on 24/11/2821 14:57:03

Reporter consen® %o contact by sponsor:

No

09/08/2021
SIGNED

After an index case in [Redacted], we retrospectively reviewed all cases that this product was used and have identified additional cases whereby a precipitant was identified on blood flms in the post operative period after the product was used at surgery. The presence

of this precipiant is not explained by the companies documentation ag a potential outcome after using the product

Number of Incidents in Report: Contact:

5 Initial Reporter

Altermative Person Surmame: Altemative Person Phone:

Recorded Problems Observed:

Appropriate Term/Code Not Available -> ->

Recorded Clinical Signs, Symptoms and Conditions:

Others - > Insufficient Information ->

Recorded Health Impacts:

Insufficient Information -> ->

Sex: Weight:

Pafient Focused Corrective Action Taken:

Patient Outcome/Consequences:

ileader_production tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=2008642485

Alternative Person Title:

Alternative Person Fax:

Age:

Pafient History:

Additional Event Description:

Gender e Primary Pathol

Altemnative Person First Name:

Altemnative Person Email:

Complication descriptor

Precipitant in blood film

Precipitantin blood film

Mild Precipitate

Mild-Mod Precipitate
Mild Precipitate

1/9
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No Injury

Describe any test (Lab, xray, esc.):

Additional Patiens Added:

Search Repoiter By Sumame:

Reporter Title:

Pasition:

Adminishative Coordinab

Address 1:

15 Hospital Avenue
Country:

Australia
Mobile:

As Above?:
No

Search Repoiter By Sumame:

Title:

Pasition:

Paediatric Surgeon
Address 1:

15 Hospital Avenue
Postcode:

6009

Mobile:

Product Exempt (Note: If not exempt, enter ARTG No):
No

Product Licence Category:

Included

Brand Name:

Oxiplex/AP Gel - Barrier, absarbable, adhesion prevention
Model #:

Purchase Date:

Injured - Extent of Injury:

No Injury

Reporter #:

First Name:

Address 2:

Postcode:

€009

Email:

officeofoperations@health.wa.gov.au

If Na, filt out the folfowing:

Initial Reparter #:

First Name:

Address 2:

Country:
Australia

Email:

_@health.wa.gnvau

Search Device ARIG:

152224

Device Class:

Class III

Initial Device Description:

Oxiplex/AP Gel - Barrier, absarbable, adhesian prevention
Serial #:

Expiry Date:

ileader_production tga.gov.au/InformationleaderAD/Forms/FormDetailPrint aspx?sid=2008642485

Form Details

Other medical devices currently using/implanted:

Sumame:
Company/Institution:
Perth Children’s Hogpial
Town/ Suburb:

Nedlands

Phone:

L ast External Submission By:

Sumame:
Company/Institution:
Perth Children’s Hospial
Town/ Suburb:

Nedlands

Phone:

Allow the device company
%0 canfact you about the incident:

|

Device AR TG #:

152224
GMDN / UMDN Code:

34212

Usage of Device:

Single Use
Batch #:

Date of Implant:

Document 9

Medical Problem Device Used For:

Preferved ContactMethod:

Email

State:

WA

Fax:

Initial Repaiter Confidential:
Yes

Preferred Contact Method:

State:
WA

Fax:

Therapeutic licence Type:

Medical Device

GMDN / UMDN Text:
Baitier, absorbable, adhesion prevention
Software Version:

Lot #:

Date of Explant:

2/9
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Date of Inital Procedure:

29/08/2021

Access Contact First Name:

Access Contact Email:

Manufacturer Name:

Fziomed Inc
Address 2:

Postcode:

Manufacturer Informed:

Contact Surname:

Supplier Name:

Fziomed Australia Pty Ltd
Town/Suburb:
CURRUMBIN WATERS

Phone:

Supplier Informed:
Yes

Contact Surname:

For website publication:

Yes

Reviewed by Team:

21/09/2021

Notes for Team meeting:

Place of Implantation:

Access Contact Surname:

Licence Status:

A

Town/Suburb:

Phone:

Date Aware of Adverse Event:

State:

QLD
Fax:

Date of Supplier Contact:

12/07/2021
Contact Phone:

Ready for Publication:

Reason Sent To Meeting:

User report

Investigated:

Yes

Outcome from team meeting:

Investigation (within DIR) is
recommended

Form Details

Reported Device Location:

Place of use

Access Contact Phone:

Status Effective Date:

08/05/2008

Manufacturer Client Id:
40334
State/Province:

Fax:

Contact Title:

Address 1:
PO Box 339
Country:
Australia

Email:

Contact Title:

Contact Fax:

Investigation Reason:

More information is required

Team Assignment:

Access Contact Title: Document 9

Access Contact Fax:

Additional Devices Added:

Address 1:
Country:
Email:

Contact First Name:

Address 2:
Postcode:
4223
Website:

Contact First Name:

Contact Email:

Team Priority:

Team A (AIMD, III & Reg/Listed) Routine

Zero recalls, no PMR, no similar events. This is a HCP report. Please find attached a letter from Hospital Doctor sent to Sponsor for content. Not too sure if the Doctor wants a response from TGA. Should we request the IFU
to see if "precipitant on post-operative blood films" is a known complication and maybe get rates?

Outcomes from Team Meeting:

Request current IFU

Date:

Severity:

Incidents in the last 12 months:

ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=2008642495

Manufacturer analysis:

Manufacturer documentation:

3/9



27111/2023, 0927

09/08/2021

Incidenks in last 24 months:

Incidenie in last 36 months:

Incidente Worldwide:

Producke supplied the last 12 months:

Produch lied last 24 ths:

Produch lied last 36 ths:

Producke supplied Worldwide:

Search Sponsors:

49415
Attention To:

State:

QLD
Email:

I @fziomed.com

Device Analysis Results:

Additional Defails (use for tables):

Type Cause and Outcome:

Countries Similar Evenis Algo Occurred:

Completed Actions:

5 - An illness/injury was resolved or
prevented with freatment by a health
professional

Manufacturer action:

No

1VD status:

Number of potential contributing factors:

Yes - some potential factors (up to 3)
Specific factors identified:

Compatibility of device - patient
characteristics

Number of potential gsensitivibies:

Yes - some potential gsensitivities (up to
3)

Specific sensitivities identif ed:

Device usged in high risk populations,

Device used in high acuity dinical
environmenhs

Consultations during risk assessment:

I undertook an intemet search (e.g.,
Google)

Name:

Form Details

ESTIMATED LEVEL OF INVESTIGATION: FINAL LEVEL OF INVESTIGATION:

Level 1 Investigation (to complete
screening)

Level 1 Investigation (o complete
screening)

EXCEPITON TO INVESTIGATION LEVEL:

Final; Low 1ates. No similar reporke over the six months, last report is 30/7/2019. no
batch or cluster issue identified.

ESTIMATED LEVEL OF PRIORITY: FINAL LEVEL OF PRIORITY:

Routine Routine

EXCEPITON TO PRIORITY LEVEL:

Final; Low 1ates. No simiar reporke over the six months, last report is 30/7/2019. no
batch or cluster issue identified.

Final Rigk Assessment:

Yes

Fziomed Austialia Pty Ltd

Address 1:

PO Box 339
Postcode:

4223

Number of Similar Evenie:

Address 2:

Phone:

Defais of Similar Events:

CAPA# Reference:

Frequency:

Rating:

Expected Rate:

Planned Actions and Proposed Timelines:

ileader_production tga.gov.au/InformationleaderAD/Forms/FormDetailPrint aspx?sid=2008642485

Injured Party:

Patient

Found Prior To Use:

No
Reusable:

No

Document 9

Unknown - updated information from

the manufactuter is required

Device Recalls:

0. No recallg for gmnilar incidenie in

Australia
Is AE covered by current recall:

No
Similar evenis (past € months):

0 incidents

3 or more events - batch/model:

No

3 or more events - health district:

No

3 or more events - organisation:

No

Client#:

49415
Town/Suburb:

CURRUMBIN WATERS
Fax:

Severity:

Aciual Rate:

419



2711112023, 0927
Additional Comments:
DIR closed 23/12/21

Details of Reasons
Reason for Level 1 Investigafion

Unknown Issues

Details of Focus

Essenfial Principles

Details of Source
Sources of Evidence

Information from Sponsors (e.g. 41JA, Questionnaires, Emails)

Investigation Questions (Level 1 and Level 2):

Request for IFU

Delays in response by product manufacturers:

L

Other Riske (which need to be specifed):

Next StepsforLevel 1 Investigation:

Correspondence and Chronology Details

Include? Heading Type L1

O Reporter Routine
Correspondence

O Sponsor Routine
Corregpondence

Sponsor Routine
Corregpondence

O

If 'Others please specify here

Delays in response by incident reporters:

N

Type L2

Reporter Notification Let:er
Sponsor Request for
Informafion - email or
letter/informal

Questionnaire - non-
regulatory

Email

ileader_production tga.gov.au/InformationleaderAD/Forms/FormDetailPrint aspx?sid=2008642485

Form Details

If ‘Other’ Selected

Expected Sourcing Date

12/10/2021

Delays in analysis within the TGA:

N

Next Steps for Level 2 Investigation :

Sent Expected Received
24/09/2021

24/09/2021 22/10/2021 28/09/2021
12/10/2021 08/11/2021 15/10/2021
23/12/2021

Delays in reporting by other sources (e.qg. clinical registries):

|

Response

D21-3144232

D21-3217454

Document 9

Date of Evidence Received

Notes

D21-3133367

D21-3133392

D21-3203270

5/9



27/11/2023, 09:27 Form Details

Sponsor Routine Sponsor DIR Closure Letter 23/12/2021 Document 9
Correspondence
Reporter Routine Reporter DIR Closure Letter 23/12/2021
Correspondence
Problem Observed Details
Problem Observed (Level 1) Problem Observed (Level 2) Problem Observed (Level 3) If 'Other' Selected
Appropriate Term/Code Not Available extracellular blood foreign body
Details
Level 1 Level 2 Level 3
Others Insufficient Information
Details
Level 1 Level 2 Level 3
Insufficient Information
Finding Details
Investigation Findings (Level 1) Investigation Findings (Level 2) Investigation Findings (Level  If 'Other' Selected
3)
Usage Problem Identified
Conclusion Details
Investigation Conclusion (L1) Investigation Conclusion (L2) If Additional Conclusion Detail Requested
Cause Traced to User Cause Traced to Intentional Off-Label, Unapproved, or
Contraindicated Use
Outcome Details
Outcome of Investigation (L1) Outcome of Investigation (L2) If Additional Conclusion Detail Requested
Reviewed, No Further Action Required
Latest Investigation (DII) where this DIR is the Primary DIR: Latest Investigation (DII) where this DIR is a Related DIR: Investigator: Peer Review:
No
Investigator's Notes: Summary Findings: Recall Number:

ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=2008642495 6/9
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A review of IFU state that Product "has not been evaluated in children” and “a small amount of residual gel was

observed during the clinical study follow up procedure 6 to 10 weeks later”
Therefore off label by using the product on children ages 2-7 years, and there will be a residual amount in blood test during the clinical study follow up procedure 6 to 10 weeks later”

done in the post op period up to 10 weeks post op, given the absorption rate (6-10 weeks).

Other Device (Entered): Brand Name: Manufacturer Name:

Other Devices

Device ARTG No: Manufacturer Name: Sponsor/Supplier:

Model Number: Batch #:

Sample Details

Date Entered: LIMS #:
Reason for Testing: # Samples from
Reporter:

Patient Details

Sex:

Patient Focused Corrective Action Taken:

Injured - Extent of Injury:

Other Consequence:

Lot #:

Sample Requested: Sample Received:

# Samples from Outcome of TGA's Testing:
Sponsor:

Weight:

Was device directly linked to death?:

Describe any test (Lab, xray, etc.):

Form Details

A review of the device instructions for use (IFU) states that “Oxiplex/AP has not been DOCUment 9
evaluated in children”, the IFU also includes “a small amount of residual gel was observed
Reviewed no further action required.; however the TGA will continue to monitor the rate
and pattern of occurrence and may re-open the file as appropriate.
Device ARTG #:
GMDN / UMDN Text: Trade/Brand Name: Serial #:
Expiry Date:
Additional Details
Manufacturer: GMDN: Device Description: Brand Name: Serial Number:
Lot Number: Batch Number: Model Number: Version Number:
Who sent the device to the TGA?: Why does the TGA have the sample?:

Age:

Patient History:

Was device directly linked to permanent disabiltiy?: Consequence:

Additional Event Description: Medical Problem Device Used For:

ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=2008642495
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Where did you get this device from?:

Supplier
Any other relevant information to aid assessing/investigating the incident?:

Similar events - how many times?: Date of Recent Report:
Title: First Name:
Fax: Email:
Occurred in Australia: Organisation:
Yes
Town/Suburb: State:
Nedlands WA
FILE 00206BAB01B2210712152749
FILE Oxilpex_PCH_July2021
FILE DIR 71615 - Original User Report
FILE RE DIR 71615 - Request For Information Letter ...
FILE Reporter/user complete letter
FILE Sponsor complete letter
314737 DIR-REQ Closed =

ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=2008642495

How reliant is the affected person on correct/safe operation of this device?:

69

318

860

1553

156

159

Form Details

Event Reported To:

Last Name:

Address Line 1:

15
Postcode:

6009

Form Item

Form Item

Form

Form

Form

Form

OPR Administration User

Document 9

Reporter Reference Number:

Phone:

Address Line 2:

Hospital Avenue

Report Information Section / Brand Name

Report Information Section / Brand Name

23/12/2021

Normal

8/9



27/11/2023, 09:27 Form Details
Document 9

IRIS Investigator

23/12/2021 14:43:18

ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=2008642495 9/9



Document 10

From: IRIS

To: officeofoperations@health.wa.gov.au

Subject: DIR 71615 - Reporter Notification Letter [SEC=OFFICIAL, ACCESS=Personal-Privacy]
Date: Friday, 24 September 2021 10:27:32 AM

Attachments: DIR 71615 - Reporter Notification Letter.pdf

Dear

Please see the attached letter in relation to the Device Incident Report (DIR) that has been
submitted to the Therapeutic Goods Administration (TGA).

Kind regards,

Device Support Team

Medical Device Incident Report Investigation Scheme (IRIS)

Devices Post Market Monitoring | Medical Devices Surveillance Branch
Therapeutic Goods Administration (TGA)

Department of Health

Email: IRIS@health.gov.au
#hone: osT R

Phone: IRIS 1800 809 361
Post: PO Box 100, Woden, ACT 2606
Courier: 136 Narrabundah Lane, Symonston, ACT 2609

Important: This transmission is intended only for the use of the addressee and may contain confidential or legally
privileged information. If you are not the intended recipient, you are notified that any use or dissemination of this
communication is strictly prohibited. If you receive this transmission in error please notify the author immediately and
delete all copies of this transmission. This response is general information given to you without prejudice; it is not binding
on the TGA and you should get your own independent legal advice to ensure that all of the legislative requirements are
met

Please Note: Medical device sponsors and manufacturers are encouraged to submit adverse events via the online
Medical Device Incident Reporting (MDIR) system. The MDIR allows sponsors and manufacturers to submit initial, follow-
up and final reports and review reports already submitted to the TGA. The MDIR can be accessed via
https://apps.tga.gov.au/prod/mdir/MDIRSummary.aspx, using a TGA eBusiness Service (eBS) user name and password.
MDIR guidance documents and FAQ are available from the ‘Training’ section of the TGA eBS portal, or from the TGA
website.

MDIR Technical assistance is available via_ or email (IRIS@health.gov.au). If you are a sponsor or
manufacturer requiring a new account to gain access to the MDIR system or need to update your details with TGA eBS,
please contact TBS Helpdesk via 1800 010 624 or email (eBS@health.gov.au).

Online reporting forms for Medical Device Healthcare Professionals/Users can be accessed via:
https://apps.tga.gov.au/prod/mdir/udir03.aspx

For ongoing information and updates please subscribe to the TGA’s Medical Devices Information and |VDs Information
email subscription services.
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Document 10

Australian Medical Device
Incident Report Investigation Scheme

o0 ] File Reference: E21-373395

Administrative Coordinator Sent by email

Perth Children's Hospital
15 Hospital Avenue
Nedlands WA 6009

Email: officeofoperations@health.wa.gov.au

Dear RPN,

DEVICE INCIDENT REPORT DIR 71615 - Oxiplex/AP Gel - Barrier, absorbable, adhesion
prevention

Thank you for your recent correspondence concerning a problem experienced with the above device.

The information you provided has been entered into the Medical Device Incident Report Investigation
(IRIS) Database, where it will be evaluated against any previous incidents with the same or similar
devices. This report is currently under investigation and a copy of the Device Incident Report (DIR) is
attached for your reference.

Should you have any questions, please contact our team on SR or email:
IRIS@health.gov.au quoting the above DIR number. The TGA may contact you regarding this report.

Thank you for your support of the Medical Device Incident Report Investigation Scheme.

Yours sincerely
Signed electronically by

Administrative Officer
Incident Report Investigation Scheme
Devices Post Market Monitoring Section

Therapeutic Goods Administration

24/09/2021

PO Box 100 Woden ACT 2606 ABN 40 939 406 804
Phone: ZS 2x: 02 6203 1713 Email: IRIS@health.gov.au www.tga.gov.au
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DIR 71615 - Oxiplex/AP Gel - Barrier, absorbable, adhesion prevention

Reporter Reference #:

Date of Adverse Event: Date of Final Report:

S22 | 09/08/2021

ARTG #: Brand Name:

152224 Oxiplex/AP Gel - Barrier, absorbable, adhesion prevention
Device Class: Model #: Serial #:

Class III

Software Version: Batch #: Lot #:

Manufacturer:

Fziomed Inc

Sponsor: Contact Name:

Fziomed Australia Pty Ltd o0 ]

PO Box 339

CURRUMBIN WATERS QLD 4223 Phone:
oo

Reporter: Confidential: Yes

Clinical Event Information:

Initially reported on [Redacted]; Report number 58685: Blood Film Test revealed, extracellular
blood foreign body in patient which is suspected to be this product.

After an index case in [Redacted], we retrospectively reviewed all cases that this product was used
and have identified additional cases whereby a precipitant was identified on blood films in the post
operative period after the product was used at surgery. The presence of this precipitant is not
explained by the companies documentation as a potential outcome after using the product.

Patient Outcome/Consequences:
No Injury

Additional Event Description:

ootk End of DIR 71615 okkokok

Page 2 of 2



Document 11

From: IRIS

To: -@fziomed.com

Subject: DIR 71615 - Request For Information Letter *Response due 22/10/2021* [SEC=OFFICIAL,
ACCESS=Personal-Privacy]

Date: Friday, 24 September 2021 10:33:28 AM

Attachments: DIR 71615 - Request For Information Letter.pdf

oeor B

Please see the attached Request For Information Letter for action. Please note the due date for
aresponse is 22 October 2021.

Kind regards,

Device Support Team

Medical Device Incident Report Investigation Scheme (IRIS)

Devices Post Market Monitoring | Medical Devices Surveillance Branch
Therapeutic Goods Administration (TGA)

Department of Health

Email: IRIS@health.gov.au
#hone: osT R

Phone: IRIS 1800 809 361
Post: PO Box 100, Woden, ACT 2606
Courier: 136 Narrabundah Lane, Symonston, ACT 2609

Important: This transmission is intended only for the use of the addressee and may contain confidential or legally
privileged information. If you are not the intended recipient, you are notified that any use or dissemination of this
communication is strictly prohibited. If you receive this transmission in error please notify the author immediately and
delete all copies of this transmission. This response is general information given to you without prejudice; it is not binding
on the TGA and you should get your own independent legal advice to ensure that all of the legislative requirements are
met

Please Note: Medical device sponsors and manufacturers are encouraged to submit adverse events via the online
Medical Device Incident Reporting (MDIR) system. The MDIR allows sponsors and manufacturers to submit initial, follow-
up and final reports and review reports already submitted to the TGA. The MDIR can be accessed via
https://apps.tga.gov.au/prod/mdir/MDIRSummary.aspx, using a TGA eBusiness Service (eBS) user name and password.
MDIR guidance documents and FAQ are available from the ‘Training’ section of the TGA eBS portal, or from the TGA
website.

MDIR Technical assistance is available via_ or email (IRIS@health.gov.au). If you are a sponsor or
manufacturer requiring a new account to gain access to the MDIR system or need to update your details with TGA eBS,
please contact TBS Helpdesk via 1800 010 624 or email (eBS@health.gov.au).

Online reporting forms for Medical Device Healthcare Professionals/Users can be accessed via:
https://apps.tga.gov.au/prod/mdir/udir03.aspx

For ongoing information and updates please subscribe to the TGA’s Medical Devices Information and |VDs Information
email subscription services.
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Document 11

Australian Medical Device
Incident Report Investigation Scheme

2 File Reference: E21-373395
Fziomed Australia Pty Ltd Sent by email
PO Box 339

CURRUMBIN WATERS QLD 4223
Email: SEE @fziomed.com

Dear SRR

DEVICE INCIDENT REPORT DIR 71615 - Oxiplex/AP Gel - Barrier, absorbable, adhesion
prevention

The Therapeutic Goods Administration has been advised of an incident involving the above product. A
copy of the TGA database report is attached.

To assist in the evaluation and resolution of this report, could you please provide the information

requested below referencing the above DIR number and return it to this office within 20 working
days of the date of this letter and no later than close of business 22/10/2021.

e Please provide a copy of the Instructions For Use.

Electronic submission of all information is preferred. Please send the requested information to
email address: IRIS@health.gov.au

For large size documents, please post a universal serial bus (USB), compact disc (CD), or digital
versatile disc (DVD) via postal address:

Incident Report Investigation Scheme
Devices Post Market Monitoring Section
Therapeutic Goods Administration

PO Box 100

Woden ACT 2606

If you are sending a device(s) to the TGA please follow the instructions via link:

PO Box 100 Woden ACT 2606 ABN 40 939 406 804
Phone: ZZS F2x: 02 6203 1713 Email: IRIS@health.gov.au www.tga.gov.au



Document 11

If you do not respond with the requested information or with a request for a reasonable extension to
this timeframe within the twenty days, you will receive a letter under Section 41JA of the Therapeutic
Goods Act requesting the information and no further extension of time will be granted.

Thank you for your cooperation. If you require further information please contact our team on

Yours sincerely

Signed electronically by

Administration Officer
Incident Report Investigation Scheme
Devices Post Market Monitoring Section

Therapeutic Goods Administration

24/09/2021

Page 2 of 3
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DIR 71615 - Oxiplex/AP Gel - Barrier, absorbable, adhesion prevention

Reporter Reference #:

Date of Adverse Event: Date of Report:

S22 | 09/08/2021

ARTG #: Brand Name:

152224 Oxiplex/AP Gel - Barrier, absorbable, adhesion prevention
Device Class: Model #: Serial #:

Class III

Software Version: Batch #: Lot #:

Manufacturer:

Fziomed Inc

Sponsor: Contact Name:
Fziomed Australia Pty Ltd Y7
PO Box 339
CURRUMBIN WATERS QLD 4223 Phone:

s22 |
Reporter: Confidential: Yes

Clinical Event Information:
Initially reported on [Redacted]; Report number 58685: Blood Film Test revealed, extracellular blood
foreign body in patient which is suspected to be this product.

After an index case in [Redacted], we retrospectively reviewed all cases that this product was used and
have identified additional cases whereby a precipitant was identified on blood films in the post operative
period after the product was used at surgery. The presence of this precipitant is not explained by the
companies documentation as a potential outcome after using the product.

Patient Outcome/Consequences:
No Injury

ootk End of DIR 71615 otk

Page 3 of 3



Document 12

From:

To: IRIS

Cc: ;

Subject: RE: DIR 71615 - Request For Information Letter *Response due 22/10/2021* [SEC=OFFICIAL,
ACCESS=Personal-Privacy]

Date: Tuesday, 28 September 2021 5:12:05 AM

Attachments: DIR 71615 - Request For Information Letter.pdf

02329(D)1 OxiplexAP 1FU.pdf

REMINDER: Think before you click! This email originated from outside our
organisation. Only click links or open attachments if you recognise the sender and know
the content is safe.

Dear Ms. -

See the attached file, 2329(D)1.pdf, that contains the Instructions for Use for Oxiplex/AP that is the
subject of DIR 71615 — Request for Information Letter.

Please contact me if something more is needed.

FzioMed, Inc.| 231 Bonetti Drive, San Luis Obispo, CA 93401 US

T_ | F+1 805 546 0571 (SR @fziomed.com

FZioMed ...,

PRESERVE SURGICAL EXCELLENCE

This e-mail is for the sole use of the intended recipient(s) and may contain information that is confidential and/or privileged.
If you believe you have received this e-mail in error, please do not read, copy or distribute it or any attached material and immediately inform the

sender. Thank you.

From: [RIS [mailto:IRIS@health.gov.au]

Sent: Thursday, September 23, 2021 5:34 PM
To:_@fziomed.com>

Subject: DIR 71615 - Request For Information Letter *Response due 22/10/2021*
[SEC=OFFICIAL, ACCESS=Personal-Privacy]

ocor SRR

Please see the attached Request For Information Letter for action. Please note the due date for
aresponse is 22 October 2021.

Kind regards,

Device Support Team

Medical Device Incident Report Investigation Scheme (IRIS)

Devices Post Market Monitoring | Medical Devices Surveillance Branch
Therapeutic Goods Administration (TGA)
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Department of Health

Email: IRIS@health.gov.au
Phone: osT S

Phone: IRIS 1800 809 361
Post: PO Box 100, Woden, ACT 2606
Courier: 136 Narrabundah Lane, Symonston, ACT 2609

Important: This transmission is intended only for the use of the addressee and may contain confidential or legally
privileged information. If you are not the intended recipient, you are notified that any use or dissemination of this
communication is strictly prohibited. If you receive this transmission in error please notify the author immediately and
delete all copies of this transmission. This response is general information given to you without prejudice; it is not binding
on the TGA and you should get your own independent legal advice to ensure that all of the legislative requirements are
met

Please Note: Medical device sponsors and manufacturers are encouraged to submit adverse events via the online
Medical Device Incident Reporting (MDIR) system. The MDIR allows sponsors and manufacturers to submit initial, follow-
up and final reports and review reports already submitted to the TGA. The MDIR can be accessed via
https://apps.tga.gov.au/prod/mdir/MDIRSummary.aspx, using a TGA eBusiness Service (eBS) user name and password.
MDIR guidance documents and FAQ are available from the ‘Training’ section of the TGA eBS portal, or from the TGA
website.

MDIR Technical assistance is available via [l or email (IRiS@health.gov.au). If you are a sponsor or
manufacturer requiring a new account to gain access to the MDIR system or need to update your details with TGA eBS,
please contact TBS Helpdesk via 1800 010 624 or email (eBS@health.gov.au).

Online reporting forms for Medical Device Healthcare Professionals/Users can be accessed via:
https://apps.tga.gov.au/prod/mdir/udir03.aspx

For ongoing information and updates please subscribe to the TGA’s Medical Devices Information and |VDs Information
email subscription services.

L. ____ 8 ___§ ]}

YEARS OF HEALTH
TED ron

"Important: This transmission is intended only for the use of the addressee and may
contain confidential or legally privileged information. If you are not the intended
recipient, you are notified that any use or dissemination of this communication is strictly
prohibited. If you receive this transmission in error please notify the author immediately
and delete all copies of this transmission."
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Australian Medical Device
Incident Report Investigation Scheme

2 File Reference: E21-373395
Fziomed Australia Pty Ltd Sent by email
PO Box 339

CURRUMBIN WATERS QLD 4223
Email: SEE @fziomed.com

Dear SRR,

DEVICE INCIDENT REPORT DIR 71615 - Oxiplex/AP Gel - Barrier, absorbable, adhesion
prevention

The Therapeutic Goods Administration has been advised of an incident involving the above product. A
copy of the TGA database report is attached.

To assist in the evaluation and resolution of this report, could you please provide the information

requested below referencing the above DIR number and return it to this office within 20 working
days of the date of this letter and no later than close of business 22/10/2021.

e Please provide a copy of the Instructions For Use.

Electronic submission of all information is preferred. Please send the requested information to
email address: IRIS@health.gov.au

For large size documents, please post a universal serial bus (USB), compact disc (CD), or digital
versatile disc (DVD) via postal address:

Incident Report Investigation Scheme
Devices Post Market Monitoring Section
Therapeutic Goods Administration

PO Box 100

Woden ACT 2606

If you are sending a device(s) to the TGA please follow the instructions via link:

PO Box 100 Woden ACT 2606 ABN 40 939 406 804
Phone: ZZS F2x: 02 6203 1713 Email: IRIS@health.gov.au www.tga.gov.au
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If you do not respond with the requested information or with a request for a reasonable extension to
this timeframe within the twenty days, you will receive a letter under Section 41JA of the Therapeutic
Goods Act requesting the information and no further extension of time will be granted.

Thank you for your cooperation. If you require further information please contact our team on

Yours sincerely

Signed electronically by

Administration Officer
Incident Report Investigation Scheme
Devices Post Market Monitoring Section

Therapeutic Goods Administration

24/09/2021

Page 2 of 3
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DIR 71615 - Oxiplex/AP Gel - Barrier, absorbable, adhesion prevention

Reporter Reference #:

Date of Adverse Event: Date of Report:

S22 | 09/08/2021

ARTG #: Brand Name:

152224 Oxiplex/AP Gel - Barrier, absorbable, adhesion prevention
Device Class: Model #: Serial #:

Class III

Software Version: Batch #: Lot #:

Manufacturer:

Fziomed Inc

Sponsor: Contact Name:
Fziomed Australia Pty Ltd Y7
PO Box 339
CURRUMBIN WATERS QLD 4223 Phone:

s22 |
Reporter: Confidential: Yes

Clinical Event Information:
Initially reported on [Redacted]; Report number 58685: Blood Film Test revealed, extracellular blood
foreign body in patient which is suspected to be this product.

After an index case in [Redacted], we retrospectively reviewed all cases that this product was used and
have identified additional cases whereby a precipitant was identified on blood films in the post operative
period after the product was used at surgery. The presence of this precipitant is not explained by the
companies documentation as a potential outcome after using the product.

Patient Outcome/Consequences:
No Injury

ootk End of DIR 71615 otk
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Oxiplex/AP®

Absorbable Adhesion Barrier Gel
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ABSORBABLE ADHESION BARRIER GEL
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PE3OPBMUPYEM AHTUAAXE3VIOHEH BAPWUEPEH TEA
VSTREBATELNY GEL ZABRAMUJICIVZNIKU SROSTO
RESORBERBAR ADHARENCEBARRIERE GEL
RESORBIERBARES ADHASIONSPROPHYLAXE-GEL
ANOPPOOHEIMH FEAH MAPEMIMNOAIZHE AHMIOYPTIAS $YMOYIEQN
GEL DE BARRERA ANTIADHERENTE ABSORBIBLE
RESORBOITUVA KIINNIKKEENESTOGEELI

GEL BARRIERE ANTHADHERENCE RESORBABLE
FELSZIVODO TAPADASGATLO GEL

BARRIERA ANTI-ADERENZE IN GEL ASSORBIBILE
RESORBEERBARE GELBARRIERE TEGEN ADHESIES
ABSORBERENDE, KLEBENDE BESKYTTENDE GEL
WCHEANIALNY ZEL ZAPOBIEGAJACY POWSTAWANIU ZROSTOW
GEL DE BARREIRA ANTADERENCIAS ABSORVIVEL

GEL RESORBABIL CA BARIERA IMPOTRIVA ADERENTELOR
VSTREBATELNY GEL ZABRANMUJUCI VZNIKU ZRASTOV
ABSORPTIVNA ADHEZIJSKA BARIERA V OBLIKI GELA
RESORPTIVNI GEL ZA SPRECAVANJE ADHEZIJE TKIVA
RESORBERBAR ADHERENSBARRIARGEL

YAPISMA (ADEZYON) ONLEYICI EMILEBILIRJEL

This product is protected by one or more of the patents listed on

patentees website (www.fziomed.com)

FzioMed

www.fziomed.com

FzioMed, inc.
231 Bonetti Drive
San Luis Obispo, California 93401, USA

FzioMed Australia Pty Ltd
Suite E316

3 Oracle Boulevard
Broadbeach QLD 4218

Australia

[ECTREF]oBELIS S A
Bd. Général Wahis, 53
1030 Brussels, Belgium
Tele: +32.2.732.59.54
www.obelis.net

C€o0344

02329(D)
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DESCRIPTION

OxplexfAPis aclear, single use flowablegel. The gelis a sterile, absorbable sombination of polyethylene oxide (PEQ)
and sodium carboxymethylcellulose (CMC). The gelis calcium stabilaed, isotonic and has been shownin preclinical
studies %o clear the peritoneal cavity within 30 days.

INTENDED USE
OxplexfAP is intended for use as a mechanical barrierto adhesion formatiori.

INDICATIONS
Oxiplex/AP is intended to be used asan adjunct to intrauterine or peritoneal surgery for reducing the incidence, extent,
and severity of postoperative adhesionsat the surgical s ite.

CONTRAINDICATIONS
Oo not use Oxiplex/AP in the presence of infectio n.

WARNINGS
Do notinject intravenously.

PRECAUTIONS

Oxiplex/AP is supplied sterile. Do not use beyond the expiry date Safety and efficacy of Oxiplex/AP have not been
studied under sonditions of reuse of device and/or applicator Reuse may lead %o immunological response and/
orinfectiondue %o cro ss ontamination, imp roper st rage and/or handling. Oxiplew'AP has not been stud ied
incombnation with other adhesion prevention products, inthe presence of intraperitoneal medicinal agents

or hemostatic agent, oras a dis:entionmedi um Oxiplex/AP has not been evaluated in childrenor pregnant or
nursing women. Therefore, patients should be adv sed t o avoid conception during the first menstrual cycle af :er the
application of Oxiplesy AR Oxplex/AP has not been evaluated in the presence of malignancies. Oxiplex/AP has not
been evaluated following opening of the bowel, bladder, or other visceral organs. The gel has not been evaluated in
the presence of bile. Aswith any impla nted material, foreign body reactions may oscur with Oxiplex/AR Application
of multiple layers of gel in the peritoneal cavity increases the risk of ge| becoming dislodaed from the intended site of
application, andi nsome of these cases, a small amount of residual gel was observed during the clinical sudy follow up
procedure 6 %0 10 weeks|ater. Residual gel was not associated with dlinical sequelae

STORAGE AND HANDLING : Store at room temperature (2 - 25 °C).

HOW SUPPLIED

Oxplex/AP is supplied sterileina thermoform tray The thermoform t-ay contains two 20mL syringes of geland one
gelapplicator The exterior of the package and outer sontents are not sterile. Self-adhesive labels are provided for
documentation purposes. The lbbels identifythe product and production lot.

INSTRUCTIONS FOR USE

PREPROCEDURE

OxiplexfAP is to be usedby physicians only Use Oxiplex/AP according %o the instructions for use, Risk is inherentin the
use of al medical devices. To minimiae residual risk associated with the use of this device, it is recommended that the
information for use be read by the physkian and discussed with the patient prior %o use of the dev 'ce. Patientsknown
%0 havea hisory of hypersensitivity %o Oxiplex/AP or its components should not be treated with Oxiplex/AR The gel
serves as a barrier betwee n tissues to prevent adhesions from forming. Tissue mus: be separated by gelfor effective
adhesion prevention.

DEVICE PREPARATION AND DISPOSAL

Oxiplex/AP is for single use only. Do not reuse/re-sterilize.

1.Remove packaging containing the Oxiplex/AP filed syringe and applicator from box.

2. |nspect packaging for any damage. Do not use ifdamaged or open.

3. Using sterile technique, introduce syringes and applicator nto the sterile operating field.

4.Remove cap from luer lock end of syringe. When using the applicatorfor peritoneal use, connect the gelapplicator

%0 the luer lockend of the syringe; rotate until firmly attached (The same applicator is %o be used for both syringes, if
needed )

5.After use, discard syringes, any remaining gel, and applica toz The used Oxiplex/AP device may be a biohaza rd. Follow
natioral, local, or institutional guideTnes for disposal of biohaza rd material

INTRAUTERINE SURGERY

1.Apply gelat the sonclusion of the procedure af er aspiration of allfluids and disention media.

2.Attach the syringe luer lock %o the hysteroscope. Fill the hysteroscopewith gelby compressing the syrinae plunaer
until gelappears at the tip end of the hysteroscope.

3.Beginapplicatio n of the gel at the fund us ofthe uterus. Gradually apply gel %o completely fill the uterus and eer vical
canal bycompressing the syringe plungerwhile slowly withdrawing the hysteroscope. See Figure 3.

4, Conclude the proeedure ascording %o the standard bechnique of the surgeon.

PELVIC GYNECOLOGICAL AND PERITONEAL SURGERIES

1.Apply gel at the sonclusion of the procedure af er aspiration of allirrigation fluid. It is reeo mmended that the patient
bephcedina reverseTrendelenburg position for the mos: efficient removal of residual irrigation fluid.

2.Cover allanatomical siveswhere adhesion preventionis desired with a single layer of Oxiplexw AP* Applicator
dispensesthe gel in a“ribbon?” Only a single-layer aelribbon (about 2 mm in depth) shouldbe used %o coat the tissue
surfaces for which adhesion prevention isintended. See Figure 2.

3.Use only enough geltoplee= asingle layer ofgelon the tissuesas described. Itis not neeessary to use all 40mL of
gel.

4.Donotreposition gelwith probes o other instruments once it has been applied. If ge | falls in%o a pool of irrigation
fluid, its ability to adhere %o peritoneal tissues may be compromised. Therefore, it shoukd be removed from the
peritonealcavityand new gelshould be applied to the site.

5. Conclude the proeedure aecording o the standard technique of the surgeon.

*ADDITIONAL GEL APPLICATION INSTRUCTIONS: PELVIC GYNECOLOGIKCAL SURGERIES

1.Litovary away from pe lvc sidewalland apply asingle layer of gel %o cover the ovarian fossa and posterior surfaee of
the ovary.

2.Returnovary %o normalanatomical position and apply a single layer of gel %o cover the anterior portion of the ovary.
3.Apply a single layer of gelto cover the Fallopiantube, including theampulla and the mesosalp inx

4.Apply a single layer of gel#o cover the ateral aspect of the uterus facing the adnexa.

Typically 15mL ofgel & sufficient %o cover a single adnexa and adjacent structures, including the ovarian fossa and
lateralmargin of the uterus.

ADVERSE REACTIONS

Nodev cerelated adverse reactions were reportedin clinical studies.'* Although not necessarily attributable fothe
use of Oxiplex’ AP the following adverse events have been reported: pain, fever, swelling, inflammation, foreig n body
reaction, and poor performance.

REFERENCES

1.Di Spiezio Sardo, At:ilio, Marialuigia Spinelli, Silvia Bramante, Marianna Scognamiglio, Elena Greco, Maurizio Guida,
VitoCela and Carmine Nappi. "Efficacy of a Polyethylene Oxide-Sodium Carboxymethylcellulose Gelin Prevention of
Intrauterine Adhesions after Hysteroscopic Surgery."J Minim Invasive Gynecol 2011, 18,no. 4: 46 29.

2.Fuchs,Noga, Noam Smorgick. ldo Ben Ami, ZviVaknin, Yoseph Tovbin Reuvit Halperin and Moty Pansky "Interecat
(Oxiplex/AP Ge ) for Preventing Int-auterine Adhesions af er Operative Hysteroscopy for Suspected Retained
Products of Conceptior. Double-8lind, Prospective, Randomiaed Pilot Study!" 4, Minimally Invasive Gynecol. 2014,
23, o .

3.Lundorf:P,.J Donnez M Koreli, Al Audeburt, K Block and GS diZerega. 2005. Clinical evaluation ofa v scoelastic gel for
reduction of adhesions fol lowing gynecological surgery by laparoscopy in Europe. Human Reproduction. Vol, 20:2,
pp.514-52Q

4.YoungP, A Johns, C Templeman, C Witz, BWebser, R Ferland, M Diamond, K Block and GS diZerega. 2005.Reduction
of pos operative adhesions af :er laparoscopic gynecological surgery with Oxiplex’AP Gel: A Pilot Study Fer tility and
Sterility.Vol.845, pp.1450-1456

Contents: 2-Syringe 20mL D=D:|1"-

1 - Applicator tip 20ml.

1] ——i
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ONWUCAHUE

OxiplewAP e npospauen TeueH ren 3a egHOKpaTHa ynoipeba. [envT e crepusiHa, pesopbn pyema HOMENHALWS OT
nonnetnner okcng (PEO) n Hatpnesa kapbokcnmeTnnuenynoaa (CMC). femeT e cTabuniBnpaH ¢ Kanymin M30TOHWYEH
W B NPEAKNVHNYHA NPOYYBAHMA € NOKA3aHO, Ye NMPO4YNCTRA NEPHIOHBANHATa KYXMHa B PamknTe Ha 30 gHi.

MPEAHA3HA IEHUE

OxiplexwAP e npegHasHaqeH 3a M3N0/I3BaHE KATO MEXaHN4HA 63 pyepa NPOTWE 06PasyBaHETO Ha aAXe3nu.

MOKA3AHUSA
OxiplewAP e noka3ah 32 ynoTpe6a KaTo 40N WIHEHINE Kinbd MHTPAYTEPUHHA NI NEPUTOHEANIHa XNPY P Vs 33
HamasnasdaHe Ha NOAR/BIHETO, CreNeHTa NTEMSCT13 Ha NOCronepaTueHn apxeinn B XWpypru4Hata obnack

NMPOTUBOMOKA3AHUA
He nanonasaire Oxiplex/AP npu Hanuumne Ha n HbekU A

NPEAYNPENAEHUA

Lla HE Ce NHIKEKTHPa MHTpaBeH03HO

NMPEANA3HN MEPKU

OxiplewAP ce goctass crepunen. la He ce w3nonasa cned AalaTaHa M3TUHEHE Ha CPOKa Ha rogHoct besonacHoc1ta
v ednkacHocTTaHa Oxiplex/AP He ca nacnegsaH v npw ycrio Buara Ha NOBTOPHa ynoTpe6a Ha nigenneto u/mn
anfsmkaTopa I'Ios'ropHmD W3NOA3BAHE MOXEe N3 NOBeAe 40 NMYHOSIOTMYHAE peaKLIIﬂﬂ w/van V|H¢CKLLV|$I nopagn
STOPNYHO 3aMBPCABaHE, HEMPaBWIHO ChxpaheHne u/unn Bopasere. Oxplex/AP He e npoydysaH BCeueTaHwe C
APYrMNPOAYKIv 3a NPeoTBPaTABAHE Ha 3ANE3 1K, NPU HA NN ME Ha MHTPA NEPUTOHEA SIHW MEAVNKAMEHTO3HN NN
HEMOCI3TNYH M KTMBH I BELIECTBa, WIW K3aTO CPEACTBO 33 pasgysaHe Ha Kyxuxata. Oxiplex/AP Hee oueHsnsaH npn
neL,a mn Gpementn/kspme W ueHn. [lopa av Tasn NpuumnHa, Nay meHTuTe Tpabsa fa 6eaaT NoCeBeTBaHM 4ansbarsat
334aTve NO BpeMe Ha N WPBNA MEHCTPYanEH Linken Cled npunaraneto Ha Oxiplex/AP.O xiplex/AP He eoueHsgaH npu
HanWumMe Ha 30KayecTeH n obpasysarns, Oxiplex/AP Hee oyeH/IBaH Crie OTBAPAHE HA YEPBaTa, N HOYHNS MEXY D
W D pYrY BYTPELWHM O praH. [eJieT He & OLEHABAH NP HaZMYNe Ha X/b4Ha TeyHoCT KaTo Npu Bcekn umnnaHTvpaH
matepma.i, ¢ Oxiplex/AP mome 02 Bw3HWKHAT peakunn Kb 4yx[0TAsIa HanasiHeTo Ha noseue OT egH CNOW OT rena
B NepUTOHeasnIHaTa KyXWHa ysennuaed pyucka ot OTAe/IAHE H3 |&N3 OT UenesaTta ofnacr Ha NpUIOXeHNe, 3 BHA MO W
OT Te31 CAiyuan e HabnioAaBaH0 MasMO KONMYECTBO OCTaTWYEH e/ NO Bpeme Ha NpOLEAypHTe 3a Npoce iAgaHe

MO KNMHWYHOTO NPOY4BAHE B NEPMOA OT 640 10 ceaMmUM NO-KbCHO.OCra buHMATreN He e 280 UM MpaH C

KANHWYHW nocne anLn 34

CEXPAHEHWE WBOPABEHE
Na ce cvxpaHaga Ha CTaitHa Temnepatypa (2 - 25 °C).

KAKCE JOCTABS

OxiplewAP ce gocTass c repuneH 8 TepmogopmoBata Tasa. TepMopopMmoBaHaTa Taba Cs4b PHKa ABE CMPWHL0 BKA
no20mlcrenn €AVH anfInKETop 33 rea. BwHWHATa 43CT Ha ONaMOBKA13 W BB HLIHOTO CHAbPKIHNE HE CaCreprsiHia.
Mpepocrasenm ca camo3anensal y ce eTUHETY 3@ noKyMeHTALIMOHH K Lesu ETueTTe naeHIMg uMpaT npoayKTa 1
NpOV380.CMBEHaa NapINga.

WHCTPYKLIUK 3A YTIOTPEBA

MPEAW NPOLEAYPATA

Oxiplew APTpsi68a aa ce v3non3sa camo o nekapu. Manonasainte Oxip lex/AP 8 CwOTBETCTBIME C MHCTPYKUN WTE 33
ynotpe6a.

Mpy M3aNQN3BA HETO HA BCHYKN MeMLIMHCKI M3ACNNA C bl 16C18YBa M3BECTEH PACK. 33 A3 Ce CBEAE A0 MUHUMYM
OC[TWHHNAT PHCK, CBBP3aH C M3NON38AHETO Ha TOBa M3AENVe, o= Npenopwysa i HpopMauvara 3a ynotpeta na feae

NP0 YeTeHa OT fiekaps MOBCHAEHa C NaLMeHTa NPEAK M3M0N3BaHE Ha M34ENNETO. [TaLMEHTH NS, HOM O NMAT N3BEC THa
CBPYXUYBCrBTEs IHOCT KoM Oxiplex/AP 1 Hel0BMTE HOMNOHEH M, He 61Ba 4a §waaT TpeTpan nc Oxip lex/AP. lenwT cnymin
kaTo GaprepaMeXay T wkaHWre, 33 13 NPeAoTBPaTH 06 pasyBaHeTo Ha aaneani. ToikaHnTe TPAGBa NaGvaAT pasaeneHn or
rena sa e¢exrvBHa NPeBeHLWA Ha 3 ANesH K.

NOArOTOBKA HA U3 AEJIMETO U U3XBLPJIAHE
OxiplewAP e camo 33 egHOKpaTHa ynoTpeba. Aa He @e 3nonasa/cre puansmpa NoBTOpHA
1. W 3sageTe onamoskaTa, ChAd PHKal 4a CNPUHL0BKaTa, MesiHa ¢ Oxip lex/AP, n annwnkatopa ot kyTusia

2 OmepaiiTe onauoskaTa 33 nospeau. He nanonasaire, awo & NoBpeAEHa NN OT20peHa.
3. Wanonasankn CTepWINHa TeXH VK3, BbBe JeTe CNpy HUOBKWTE W ans WKAaTOpPa B Crepu/IHOTO ONepaTMBHO None.
4. OTCTpaHC’TC K3anaykaia ot HaKpal;lHWKB H3a NP HLOBKATa C fiyep-foK. an W3NOA3B3aHE Ha aNfIMKATOpd3d

NepUTOHea iHa ynoipeba, CBbpIKeTe anAnKaTopa 3a ren CHaKpanHWKa CJiyep JIOKHa CPUHL,0BKaTa; 33BbpTeTe,
AokaTo e= druckpa aobpe. (Mpwu HEOBXOAMMOCT M 32 ABETE CNPUHL0 BKV @2 N3MN0N3Ba CHLYNAT aNANKaTOP.)

5 Cnepgynotpeba n3xsbpaiete CNpUHLOBKN e, BCAKAKB OC1aTh4eH reA, W annukaropa. Wianon3saHoTo nigenve
OxiplewAP moxe ga npeacTasns ba 6nosiormdka onack ock CneagaiTe HaLMOHa fIHUTE, MECTHUTE WK
MHCTUTYUNOHASIHNTE HAaCOKM 33 W3XBbPIISHE Ha 61O,I0TMHHO 0 NaCHWN MaTepyhani.

WHTPAYTEPUHHA XWPYPTUA

. HaHecete ren npu 3aswpwsaHe Ha NPoL,eypaTa, CNeq KaTo aCny pyUpaTe BCMUKM TEYHOC W N CPEACT®E 33
pasdysaHe.

24 n pyKayeTeJyep-JioKa Ha CNPWHLIOBKATa Kb XMCTepoCKHona. HanvnHere xuc repocMona Crea, Kato HaTucHeTe
6yranoTo Ha CNPUHLIOBKATa, AOKATO Ha BbpPXa Ha XV CTEPOCHONa Ce NOSIBN reN.

3. 3anouyHeTe 13 HaHacATE rena B AbHOTO Ha Ma1KaTa. [locreneHHO HaHacAiATe ren, AOKATO 3L Ha ITeNHN e

MaTKATa W L@ PBUKA fIHWS KaHa sl KaTo HaTWCKaTe 6y13S10TO Ha CNPWHLIOBKATa U Cbl \eB pemeHHO 6aBHO nsTernsare
XWCrepockona HasbH, Bukre Ourypa 1.
a. 3asbpleTe npoyeqypala cnopeq C1aHaa p1Hala TeXHWKaHa Xupypra

TA30BW IMHEKOJIOTUMHW U NMEPUTOHEAJIHW XUPYPTUMHWU ONEPALIUA

LB HaHecete ren npu 3asepBaHe Ha NPOL,eQypPaTa, C1e4 KaTO aCNM pUPaTe BCUUKa1a NPV raL OHHA TEUYHOCT.
Mpenopvusa e= nayneH1bT aa 6eae NocTageH B 06bpHaTa NO3MUNS Ha TpeHaenenbypr 3a Hait-ednkacHo
OTCTpaHsABaHe Ha OCTaTb4Ha1a MPWTaLUMOHHE TEYHOCT,

2, Mokpwitre BCMUKN aHAaTOMWN4HKM 0BNACT M, KbAETO C & Menae NpeBeHLMA Ha aaXeann, CeanHnyeH crioi Oxiplex/
AP* AnnnkaTopbT Hanacs rena #b6 ¢opmana Ha .naHaenka”. Tps6sa Aa ce M3NON38a CAMO enH CION Nangenia
ot ren (¢ AbN604M Ha0HO.10 2 MM 33 NOKPMBAHE Ha TWKAHHWTE NOBBLPXHOCTI, NPY HOMTO 82 XKenae NPeseH L s
Ha a axesni. Bkre Qurypa 2.

3, W3nonasaire camoTo 1MOBE rEN, HOMKOTO & HEOBXOANM 33 HAHACAHE Ha eQUHWNYEH CAOW reN BB PXYTbKaHU e,
KaKTo e omv ca Ho. Hee Heobixoanmo a nanonssate Bcudkute 40 ml rea.
a He paamec raaiiTe rena v COHAM WM DY NHCIPYMEHT 1, Clie KaTo & E1n HaHeceH A KO rensT NonaaHe 8 cbpaHa

MPWrauMoOHHa Te4 HOCT, He|0Ba1a cnocobHocT AanNpUNeNEa Kb NEPUTOHBANH W e THKA H NMOIKE 2 @2 BAOLL .
33aTOB3aBTaKeE oryuaﬁ res it Tms Bd la @ W383QN OT NepUTOHEdNHa1a KYXWHa v B obnacira Nace HAHE&Ce HOB ien.
5. 3asbpleTe Npo ueqypata cnopeq C1aHAa p1Hala TEXHWKA Ha XNPY pra,

“HOHHIHMTEIIHM WHCTPYKLIWW 3A HAHACAHE HATEJI: TA30BWU TMHEKOJIOTMYHU XWUPYPTU IHW ONEPALIUW
MoBawri1eTe AituHKa OT Ta30BaTaC1PaHNYHa CTEHa N HA HECETE EQMHNYEH CSIOW ref, KOWTO 4a NOKPW e AMKaTa
Ha ANYHNKa W NOCTE PUO PHaTa NOBLPXHOCT Ha ANYHNKa.

2, BvpHeTe ANYHNKa B HOPMANHa1a aHaTOMWHHA MOIVNLWA N HaHeCeTe M HNUEH ren, 3a 43 NOKpUeTe

aHTEPMOPHaTa 4acr Ha ANYHMKA.

HaHeceTe eguHindeH cnoi res, 3a 4a nokpueTe ¢anoninesara TPLHA, BKN WHN FEHO aMNyNaTa N ME30CaSINMHKCa.

4. HaHeceTe eguHndeH cnoii res, 3a 4a nokpueTe naTepanHala obnacr HamaTtkata CMLE Kb aqHENCUTE.
®6vkHoBeHo 15 ml ren ca 4OCI1aTWYHM 4@ NOKP UAT € AMH3QHENC M HENOCPEACIBEHNTE CTPYK rYP W, BKN 4N renHo
AMKN e Ha AN YHWLWTE W naTepanHaTa 06nacT Ha MalkaTa.

w

HEBJIATONPYATHWU PEAKLIMA

B KAMHWYHWTE NPOY-BaHWS He €8 A0KNaABaHN HebNaronpuArHN peakun, CBmp3aHn c nigenneto. * Makap v He
HeNpemMeHHO Cewp3aHi ¢ nanom3sareto Ha Oxiplex/AP, ca Bunn gokna gsaHm cnegHNTe HEBNAronNpUATH SBNEH A%
6onka, Temne paTypa, NOAYBa He, Bw3NaNeHNe, PEaKLMA KbM Yy K0 TAMO M BRoweHa eGeKrMBHOC @
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Coawpratne:
2 - CnpwHuoeka 20 m|

1 - Bpvx Ha annwukatop 20 mL

20 mbL
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1a —Posizionare I'app ficatore riempito di gel allineando|'aper ura dell'applicatore s u un margine de lla
20na desiderata.
1b - Farescorrere |a punta dell’applicatore lateral mente sulsito przmendo contemporaneamente il
pistone della sringa per applicare un nas o di gel dello spessore di 2 mm.
1c - Dopo aver ricoper 0 completamente il sitounavolta, nonapplicare ulteriore ge | nello stesso sito.
2a,b,c —Se unsingolo strato digel non & sufficiente per ricoprire adeguatamente il sk, & possibile
applicare ulteriori strati v'cino al gelapplicato in precedenza, Evitare di sovrapporre gli strati di gel
aqggiuntivi.

13- Breng de met gel gevulde applicator in positie door de gleufin de applicator te |ijnen met een zijde

van hetgewenste gebied.

1b- Beweeq de tipvande applicator lateraal over het gebied terwijl u de stampervan de spuitingedrukt

houdt om een 2 mm dik gelint aan te brengen.

1c- Breng geen gelmeerop het gebied aan nadat het gehele gebied met gelis bekleed

2a,b,c - Ak hetgebied nietadequaat bekleed & mete=nenkele laag gel, kunnen er extralagen worden
aangebracht naas: de eerderaangebrachte gel.Vermijd het aanbrengen van extralagen boven op
andere geHager.

13- Plasser den gelfylte applikatoren ved & rette inn sporet pé applikatoren over kanten pd det onskede
stedet,
1b- Fer applikatorespissen lateralt over stedet samtidia med at sproytestempelet trykhes for 4 legge et
2 mm dypt bdnd med gel.
1c- Etter at stedeter helt dekket en gang, skal det ikke legges mer gel p3 det stedet.
2a,b,c - Dersom stedet ikhe er korrekt dekket avett enkelt lag gel kan nye lag piferes ved sidenav den
tidligere pifor e gelen. Unngd & pafore ekstralagmed gel pd toppen av etannet.

1a- Ustawi¢ napetniony 2elem ap likator, umiesazajac jego sacaeling nad krawedzig miejsca, adzie bedzie
zaskosowany 2el.
1b- Przesuna¢ w po praek koricéwke aplikatora nad miejscem za sosowania zely, przyciskajac tok
stizykawkiw celu na-odenia wsteqi zelu o grubosci 2 m m.

1c- Po calkowitym, jednokrotnym pokryciu miejsca, nie naktada¢ wiece] sely,

2a,b,c ~Jeeli miejsee nie 205 :anie wia Sciwie pokyte przez jed ng warstwe 3elu, obok wa rstwy nalozo nej
po przednio mozna na‘ozy¢ dodatkowe warstwyNalezy unika¢ naktadanianasiebie dodathowych
warstwzelu.

1a- Posicionar o aplicador cheio de gelalinhando a ranhurido aplicador por cima de uma margem do
local prztendida.
1b- Passar a ponta do aplicador [ateralmente sobre o local, pressionando simultaneamente o émbolo da
sernga paraaplicar um fita de gel de 2 mm de espessura.
1c— Depols de cobrir totalmente o local uma vez, ndo aplicar gel adicionalnesse local.
2a,b,c - Se olocal ndo ficar adequadamente revestido com uma camada énica do gel, podem aplicar-se
camadas adicionais préximo do gel previamente aplicado. Evitar aplicar camadas adic onais de gel
umaspor cima das outras.

1a- Poziionati aplicatorul umplu tcu gel prin alinierea cana luluiaplicatorului pes e marqginea locului dorit.
1b - Miscativarful aplicatoruluitn laseral peste locul respectiv tn timp c e apasati pistonul seringii, pentru a
aplica opanglicd de gel cu o addncime de 2 mm.
1c- Dupd e= ati acoperit o datd complet locul, nu mai aplicati gel suplimentar pe locu | respectiv.
2a,b,c- Dacd locul nu este acoperit corespunzator printr-un singurstratde gel, straturile suplimentare pot
fiaplicate |angd gelul aplicat anteriot Evitati aplica nea straturilor su plimentan: de gelsuprapuse.

1a- Aplikators gélom umiestnite tak, = 3irbinu aplikétorazarovnajte s okrajom pozadovaného miesta.
1b-2 mm hrubd suzku gélu naneste potiahnutim aplika¢nej 3picky laterilne cez mies:o a pritom sticajse
piest striekacky.
1c— Po jednom Uplnom pokrylf miesta nenanasajte na o isté miesto dalsl gél.
2a,b,c - Ak mieso nie je dostatozne pokry t¢ jednou vrstvo u gé lu, mozno vedla uz naneseného gélu
aplikovat dal3ie vrstvy Nenana3ajte viac vstiev gélu na seba.

1a-Z gelom napolnjeni aplikator dréite tako, da bonzza aplikatorja poravnana zrobom mesta nanosa.
1b- Skonico aplikatorja bo¢no potegnite nad mes:om nanosa in ob tem pritskajte na bat brizge ter tako
nanesite 2 mm debelo plas: gela.
1c- Ko zenim slojem povsem prekrijete mes#o nanosa, tja ne nanadajte ve¢ gela.
2a,b,c - Ce meso nanosa i povsem prekrito s slojem gela, lahko dodatne s loje nanesete zraven de
nanesenega gela. l20gibajte se nanasar ju novihslojev gelaenegana drugega.

1a- Postavite apfkator napunjen gelom tako ito ¢ete poravnatiotvor apfikators przko ivice deljene
okacije.
1b - Savijte vrhaplikatora bo¢no preko lokacije dok pritiskate klip3pricaza nano3enje trike gefa dubine
od 2 mm.
1c- Posle potpunog pokrivanja lokacije jednim slojem, nemojse nanositidodatni gelnatomes:a
2a,b,c- Ako lokacija nije adekvatno pokrivena jednim slojem gela, mogu se naneti dodatni slojev’ pored
prethodno nanetog gela. zbegavajte nanosenje dodatnin slojeva gela jedan preko drugog.

1a- Placera den gelfylida applikatorn genom att rikta in applikakoroppningen éver kanten pa det 6nskade
omridet,
1b- Fér applikatorspetsen latersjt Gver omrédet samtidigt som sprutkolven trycks in fératt applicera en
2 mm tjock gelstrsng.
1c— Nar vél omridet ar helt tickt applicerasinget y tterligare gel.
2a,b,c -Om inte omridet tacks tillrickliat av ett enkelt gellagerkan ytterligare lager appliceras intill tidigare
applicerad gel.Undvi att applicera ytterligare gellager ovanpd de tidigars.

1a- Jelile dolduralmus aplikators, aplika¥drin oyudunu uygulama bolgesinin kenanna hizalayacak sekikie
yerles:irin.
1b-2 mm kalnli§indajel seridi uygulamak kin, bir yandan enjek¥drin pistonuna bastirirken, aynt anda
ap lika®drin ucunu uygulama bolgesi Uaerinden yanlamasma gegirin.
1c- Uygulama balgesini jel ile bir kez tamamen kapladiktan sonrs, bubb kg eye daha fazla jel uygulamayin.
2a,b,c - Uygulama b kgesi ¥ek tabakajelile yeterince kaplanmazsa, nceden uygulinanjelin yannailave
tabakalar uyqulanabific. llave jel tabakalarn birbiriUstine gelecek sekilde uygulamaktan kagmn.
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1a-Position the gel-filled applicao r by aligning the applicator ot over a margin of the desired site.
| b - Sweep the applicator tip laterally over the stewhile depressing the syringe plungertoapplya2 mm deep
ribbon of gel.
1c- After completely covering the site on ce, do not apply additional gel %o that site.
23, b c -If the site s not adeq uately covered by a single loyer of gel, additional layers can be applied next to
previousiy applied get. Avoid applying additional layers of gel on %op of one anothar.
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13- [BULNOHUPAI|TE AbNHWA C reN aNNWKaT Op, K& 0 NOAP BHWFE OTBOPA HA aNMKETOP 3 HaQ Y 4aCFbK OT
menaara ofnacy.

b -Mnvaner e Bbpxa Ha a1NWK ar 0pa Nar epanto 11aq 08N ac A a, Karo chlespPamMaIHo Hatnckare SyTanoro ta
CNPUHUGEKATA, 33 i3 HAHECET &€ NAHAMKa OF [eNa C AbNBoHIHE 2 Mhe.

1c - Cneg waT0 nOK preme 06N aCF1a M3LANO EQMH TbT, HE HaHACAIT & AOMENHTE) 1eH [eN B 13 M dBnacT .

23,b,c- Auo dbnacTTa He Sbae 3N EKEaTHO NOK PUTA OF & MH CIGH [ &N, MOME 13 82 HEHECAT A0 MSIHNTENHN
CrosBeren 10 Bede HateceHua rea. WKnreaite HaHaAHE Ha AQTBNHUTE THW /1O e (&N N UH SBPX YADYT.

| a— Aplkator s gelem umi s&te 3térbinou aplikitoru naokraj poza dované ho mista.
1b-Nanes:e 2 mmsig prouzek gelu tade ni m aplikan |ho hrotu laters|n& pf es pazadované mi stoa sout asny m
swcovin m plstu st kat ky
1c— Po pokrytf poZadované ho m{ danenanaiejie nas: e/ né misto dd3l gel,
23,b,c -Pokuid mi o nenfdostate né pok ryto jednou vrstzou gelu, je moz né vedle dff ve aplikované ho gelu
nané st dal§f vrstvy. Nenaniej sevi ce vrstev gelu na sebe.

| a- Den gelfyid e applikato r-placeres ved at rette applikato ribningenind mod kanten af dete nskede omrd de
| b -Applikator spids en sty ges lateralt over om radet, mens injektionssp e jtens stempe |trykkes ned, s& der
phfares geliet 2 mmtyktband
1c— Néromrd det er dee kkethelté n gang, sha | der ikke pdfo res mere geli det pdgzeldende omrade.
23, b c-Hvis ét lag gelikke e rtilstrae kkeligt til atdee kke heleomradet, . kan der péfores yderligere lag gel ved
siden af denallerede piforte gel.Undgd, at gelbs ndene overlapper hinanden.

1a - Die Off nung des mit Gd gefillten Ap plikatorsmit einem Rand auf die ausgewa hl % Stelle au sric hten.
| b - Mit der Applikato rspitae lateral iberden Situs s:reichen, dabei gleichaeitig den Spritae nkolben d i cken,
um einen 2 mm swrken Streifen Gel aufzutragen.
1c-Sobald der gesamte Be rejch & nmal bedec ktis:, sollte an diese r Stelle kein weiteres G el mehr aufgetragen
werden,
23,b,c —Fall s die Oberfl§che nicht ausreichend mit einerGelschicht badeckt ist, kann eine zustzliche Schicht
neben dem vorher aufgetragenen Gel appl iz ert werden. Dabeiist das Auft agen von einer Gelschicht
aufeine andere zu vermeiden.

| a—ToncBen ote Tov epa ppoyéa pe Tn yéNr, ev8uy papy I ovTag T oxlopr] T ouepa ppoyé ond-vw amd pla and
T na puPESTou EmBuunTO0 OnpElou.
} b- Merakiviior e TheupKd TO GK po Tou EPapHOYE 0 mivw and To onpelo, evd na pdthiha mEde re To Epfolo T
abpryyas, ETon sate va apa pudoete pratavlayéing faBoug 2 mm.
1c - Ay 04 kaNIWpeTe NAF PG T anpEl pe pki ot pion, pnv epa puols re G NoodTITTa yEANGOT 0 anuEoa utd
23,b,c - Bitv to onpelo Sev Exel e upBel eTta privg pe Pk orpxidan yEANG: pTiopelTe va epa p pdoete nPOdBETEG
o1phoek blha oT v und: pxouaa yéhn. AnopayeTe T e@apu oy npd oBeTwy OTPICEWY YEANG nédviw
andra fn unapyova .

1a-Acomo de el aplicador leno de gel alined ndolo con la ranura del aplicador sobre un ma gen del sitio dessa do.
1b-Paselapunts del aplicador laserd mente sobre el sitiomientras presiona el ¢mbolo de lajer’nga para aplieer
unac’ntade gelde 2 mm de espesor.
1c—Después de cubrir eompletamente d sitio una vez, no debe aplicarsemas gel en ese lugar,
23,k c - §i el sitio no q ueda bien cubierto con una sdaeepa de gel pueden aplia rse capas adicionakes: junto al
gel previamente aplicado.Evi te apllcar capas adicionaies sobre las ya aplic adas.

1a - Aseta geelilla wytetty asetin paikall eenkohdist malla asettimen lovikohdealueen reunan kans sa.
b - Veda asettimen k3 rked lateraa fise stj ko hded use n pas it 4 painaen samalia ruiskun mantas, jolloin 2 mm
peksu nauha geelis levittyy kudoksen pintaan.
1c- Kunal ue onpeitetty ko konaan ke ran, geelis ei levitetd enempaa samalie alueelle.
23,bc—Josalue eipeity riittavdstiyhdells kerroksella geelia, i s kerroksia voidaan levit:aa aiem min levitetyn
geelinviersen. Vi lta levittama s a lis kerroksiaj o levvitetyn g eelikerrok sen paa lle.

1a-Positionner applicateur remplide gel en alignant lafente de I'applicateursur une marge du site dé siré,
1b - Passer I'emboist de lapplicateur labé ralement s le site en appuyant sur le pision de la sering ue pour
appliquerunrubandegeld'une épaisseurde 2 mm.
1c-lorsquele site est compReement recouver t d’ une coudie de gel, ii estinutile & en ajouter,
23,b,c - Siune couche uniq ue de gel ne suffit pas pour bie nresouvrir fe site, il es: possible d'ajouterdugel &
@¥ de la coucheexismnte. Les couches de gel ne doivent pas se chevauchar .

ta-Helyezaeelagélld ¥ 1tSt:adagolét akivant helysaéle folott az adagolétiorony bed lifsa val.
tb - 2mm vastaq c k felvitelé hez a fecskend6 dugattyujat folyamato san nyomva, oldal ré1hizza el az adagdé
heagyét az érin tet: veriilet felat t,
| c— Az éiintett terilet egysaeriteljes befedé se ulmnugyanaraahdyre sobbgélt ne vigyen fel.
23, c—Haa terdletet nem mindenhol boritia egy réteg aél, tovabbirétegek vihewsk felkaz vetlend | akor § bban
felvit: g&1ré teg mellé . Keriilje a régids G jabb gél i tegek stfedé #t.
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POPIS

Oxiplex/AP je &iry tekutf gelna jednopouzit{.Gd je s:erilnf vstf ebatelng smés pdy etylén oxidu (PEQ) asodné
soli kar boxymetyi-celulézy (CMQ . Gel je stabilizova n vé prike m, je izotonickfa pf edklinické s:udie ukizal y, Ze je
z dutin yb Fié nf vstf ebd ndo 30dnd.

pouziml
Prosths dek Oxiplex/ AP je unéen k pou tf jako mechanicks p fekd ka tve rby stisti.

IND K ACE
Prostfe dek Oxiplex/ AP j'e uréen k pou? tf jako dopl né k nitr odé ko nlho nebo peritonesinflio chirurgickéthio za kroku za
C lelem snizenf vy skytu, roas ahu a zéveznostipooperani ch sl s 0 v mi s # chirurgicke ho za kroku.

KONTRAIND KACE
Nepouzivejte gel Oxp lex/AP vp Htomnostiinfece.

VAROVANI
Nezavadéjte nitrozil né.

BE ZPEC NOST NI OPATRENI

Pros:tedek Oxiplex/ AP se doda va skerilnf.Nepouzivej¥e po datu espirace. Bezpet nost a 6 &innos: p rost‘ edku Oxipless/
AP nebyla vestova na za podmi nekopaka vané ho po uzitf prosifedku & nebo apli ki toru. O pakované pouziti mide

veé s:k imunologicke realci & nebo infe kei zp U5 obené kiffov o ukontaminai, nespravng m skladovd nf ma/ nebo

manip ulac.Prost’ edek @xiplex’' AP neby studova n v kombinaci s jing mi produkty pro prevenci siis0, za pff tomnosti
intraperitonedini ch l&ivy ch latek ¢ihemostitidkych lstekanijaeo distene nimédium. Rf pravek Oxiples’ AP nebyl
hodnocen u détiani u t& hotny ch nebo koj'ldc h 3en. Z toho divodu je nutné pacientky poutit, aby se viyhnuly
oplodné nf b& hem p rvnf homenst: uat nth o cyklu po aplikacip rostf edku ®xip lex/ ARPros t* edek @xpp lex’ AP nebyl
hodnocen v pFitomnostizhoubny ch nddord. Pros¥ edek Oxiplex/ AP nebyl hodnoee n po otevi‘eniste va, mot ové ho
mé chy fe anijinych vnitf nfch orga n0, Gel nebylhodnocen v pfitomnostiZIti. Steyné jako ujinych implantovangc h
materiald mi de u prosfedku Ox/plex’ AP dojit k odml tavé reaki organizmu. Aplikace v ce vrstev gelu v pe ritones Inf
duting zvySyje riako uvohé nf gelu z urené ho mista aplikace a v n& kberf ch pfipadech bylo b& hemk finické < udie v
rozmez( od zikroku po dobund skdujidch 6 az 10ty dni pozor ové no malé mnozstvl zbyt kové ho ge lu. 28yt kov § gel
nebylspojen sklinickfmi ndsledky.

SKLAD OVANI A M ANIPULACE: SK aduj te pFi pokoj ové teploté ( 2-25 °C).

ZP0S0B DDD AVANI

Pr ostfe dek Oxiplex/ AP se dodévd sleriln v tepehé tvarované m podnosu.Tepe|né tv arovany podnos obs a huje dv& 20ml
strfkatk ys aelem a jeden aplikator gel uVnéjéi povrch balenia vn&jz{obsah nejsou sterilr. Pro u¢ely dokumentace jsou
k dispoa ci samolepicl &titky. St tky ozna? ujf produkt a vy -obni §a rsi

NAV OD KPOUZITI

PREDZPRACOV AN

Prostfe dek Oxiplex/ AP mokio u pouz|vat pouae Ié kaf’i . Prostf edek Oxiplex AP pouz| veyte dle pokynd v ndvo duk pouzi.
S pousfvarim vel kery ch adravotnicky ch p ros:ted kit je'sp ojeno riziko. Zaii¢elem minimalizace rezidudInf ho rizika
spojené ho s pouvari m %0 hoto prostfe dku se doporut uje,aby si I kaf pfed po uziti m p rostf edku prec et informace o
poutiti a projednal je s pacientkou.

Paclentky s anamnéaou ple citfivilostina p rostfe dek Oxiplex/ AP nebojeho sout 4 sti nesmi by t p rostfe dkem Oxiplex/
AP j&eni,

Gelslouzfjako pfekaz ka mezitkd némj aby se zabrénilo tvorb& sri s 0. Pro G&innou p revenci s st musf by ttkan
oddélena gele m.

PRIPRAV A A LKVID ACE PROSTREDKU

Pr ostfe dek Oxiplex/ AP je uréen kjednordaové mu pous . Nepouzfve jte opalo vané / neres: erilizuj be..

1. Vyyméte krabi¢ky bal enf obsahuild ity efe ni s7{ ka ku p rost* edku Oxiple AP-a aplikd tor.

2. Jwontroluste, ada baleni nenf pask oz eno. Pokudje otevie né nebo poskozené, nepouzive) te ho.

3. Sterilnltechnikou zavedte jehly a aplikdtor do sterilni ho operaz nfho pole.

4, Sejméte wzavérzkonee st kat ky shrotem Luer Lock. Pokud ptiperil onealni m pouzitf pouzhrdte aplikator,
p lipojte aplik ator gel u ke konai st kat ky s hrotem Luer Lock; oté¢ ej te, dokud nedoj de k pevnému spojent. (V
pfi padé potfe by je nutné pouzlt stefny aplikator sob& ma sfika tkam i)

5. Popousitf dikviduj v stikat ky, zby vajid gela ap likétor. Pouzity pros tf edek Oxiplex/AP mi 3 pfeds avovat
biologic ky nebez pet ny mai e ridl. Do dré uj b n&rodnf, mi < nine bo nemoc nik nf po kyny pro likvidaci biclogic ky
nebezp e¢nf ch maters10.

NITROD ELOZ MCHIRURG ICK E ZAK ROK Y

b, Gelaplikuj e nazavér zakrok u poodsat vekerfc h dekutina disten¢ nf ho mé dia.

2. Ptpojtehrot Luer Lock sFrkat kyk hys teroskopu. Naplitte hysterodeo p gelem stta ovanlm pistu st‘f ka¢ ky, dokud
se gelneo bjevf na hrotu hysteroskopu.

3. Zahajee aplikac geluv misé&fundudélohyPos:up né aplikuyte g el abyste acela naplnili &l ohu a eenikalr kanal
stia¢ovani m pf siusfikac ky pi'i pomalém vy tahovanihy steroskopul.Viz obriaek 1.

4,  Zakrok dokon¢ete standardni technikou podle zv yklosf d ané ho chirur ga.

PANEV NI GY NEK OLOGICKE A PERITONE ALNICHIRURG ICK E ZAK ROK Y

1. Gel aplikujte na zavér zé kr oku po odsatf ves ker ych tekutn pouzity chk p roplachovar. Pacientku se doporut uje
umi sit do reverzn{Trendelenburgov y polohy, kte rd zajisW co nejii¢in néj§f odstr art ova nf zb ythovych tekutin
pouzity ch k proplachovd nf.

2. Anatomic ké oblas:i, ve kterfch chcete zaf istit prevenci s std, pf ekry te jednouststvou prostf edku Oxiplex’ AP*
Aplikitor davkuje gelv, pdsu” K poknti povrchu tka né na které chcete zajisit prevencismisl,je nut né pouzit pas
gelu vjedné vratvé (v hloubce pfibliz né 2 mm). Viz obrdze k 2.

3. Poutzite pouze mnoz stvi gelu, kierd bude dos:atovat kumiske nijedné w sy gelu na tkd né popsany m post s pem
Nenfnutné poutitviech40 migelu

4. Po aplkacigel nepfemist ute sondamiani 24 dnfri dal${ min s:roji. Poku d g el spadne do nahr omadé né tekutiny
pouziték proplachové nf, miie by t ohrode na jeho schopnost prilnout k peritonesini m tkarfm. Z toh o di vodu je
nutné ho z peritoned| nf dut Ny ods ranit a na mis4o aplikovat novy gel.

5. Zikrok dokortete standardni technikou podle zvyklos 4 dané hochirurga.

“DALSIPOKYNY K APUK ACI GELU: PANEVNIGY NEK OLOG KKE CHIRURGK K E ZAKROKY

1. Nadzvedné& te vaje& nfk mimo pa nevnf st& nu a aplikujte jednu vr stvu gel u, kkera pokry je vajet nikovo u jamku a
zadnf pov rch vajetniku.

2. Vrtevsjetnikdo normiInf anato mické pobhy aaplikujte jednu vrstvu gely, kter pokryje pfednf ¢as:vaj eniku.

3.  Aplkujte jednu vrstvu gelu na pok rytf vej covo du wé etné ampule a mezosap'inxu.

4. Aplikujte jednu vrstvu aelu napokr ytf bo¢ nf s any délo hy sm&F ujiclk adnexe.

15 mlgelu obvykle postatuje k pokryti jedné adnexe a p filehifc h struktur v¢ etné vaj & nikové jamky a pos:ranni ho

okrajedélohy.

NEZ AD OUCI OCINKY

Vklinickge h studilch nebyy hlaseny 7adné nezs douc! Gginky souvisejid s prostfe d hem.'* B es: ode nebyly nutn&:
prRitiny poutitip roshedku Oxiplex/AP byly hlaSeny na sleduiicl nezddoud uZinky: b olest, horet ka, otok, zarét,
odmitava reakee organismu a Spatng v§ kon.

U TERATURA

1.Di Spiezio Sardo, At:ilio, Marialuigla Spinelli Silvia Bramante, Marianna Scog namiglig Elena Greco, Maurizio G uida,
Mto Cela and Carmine Nappr. * Efficacy of a Polyet hylene Oxide-Sodium Carboxymethylee llulose Gel in Prev ention of
Int-auterine AdhesionsafterHysteroscopic Surgery JMinim Invasive Gy nesal 2011, 18 no. 4: 462- 9.

2.Fuchs,Noga, Noam Smorgick, Ido Ben Amji, ZviVaknin, Yoseph Tovbin, ReuvitH alperin and Moty Pansky. ‘Inter coat
(Oxp lext AP G o) for Preventing Intrauterine Adhesions after Operative Hysteroscopy for Su spected Retained
Prod ucts of Conception: Double-8lind, Prospecti ve, Randomized Pilot & udy ). Minimal ly Irvsasve Gynesol. 2014,
21, no.h.

3.lundoiffP, JDonnez, M Kordll, AJ Audeburt, K 8 ock and G§diZ erega. 2 005 Clinic al evaluation ofa viscoelastic gel for
redu ction of ad hesions fol owing gynecalogical surgeryby laparoscopy in Europe. Human Reproduction Vol 20: 2,
pp-514520.

4.YoungP, AJohns,C Templeman, C Witz B Webster, RFerland, M Diamond, KBlock and GS diZereqa. 2005. Reductions
of postope rati ve adhesions after lapar oscopic gynesologieel surger y with Oxiplexs’ AP Gel: A Pilot Study. Fer tility and
Sterility Vol. 84:5,p p. 1450-14 56,

Obsahbaleni:
2-20mlinjele nl stf Ika¢ ka = 20mL
1 -aplikdtor H:m
20 mL
E—
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BESKRIVELSE

Oxiplex/AP er en klar, flydende gel tilengangsbrug. Gelen e ren steril, resorberbar blanding a fpolyethylenoxid
(PEO)og natrium carboxymethylcel lulose (CMC) Gelen er calciums:abiliseret, isotonisk,og har i praekliniske forseg
vist sig atresorberet fra peritoneakaviteten inden for 30 dage.

ANVENDELSE
OxiplexfAP er beregnettil brug som en mekanisk barriere til adhzesionsdanne lse.

INDIKATIONER

Oxiplex/AP er beregnettil brugsom et hjzelpemiddel i forbindelse med intrauterin eller peritoneal kirurgi til reduk tion
afincidens, udbredelseog svaerhed af postoperative adhzesioner omkring operationsstedet.

KONTRAINDIKATIO NER
Oxiplex/AP mdikke anvendes ved tiktedevzerelsen afinfektion.

ADVARS LER
Maikhkeinjiceresintravenast.

FORHOLDSREGLER

Oxiplex/AP leveres sterilt. Ma ikke anvendes efter udlebsdatoen. Sikkerheden ved og ef'ektivitetenaf Oxiplex/AP er
ikke blevet undersegt under forhokd med genanvendelse af anordningen og/eller applikatoreri. Genanvendelse kan
medfereimmunologisk respons og/eller i nfektion pga. kr ydsko ntaminering, ukorrekt opbevaring og/eller handtering.
Oxplex/AP er khe blevet under sagt | kombination medandre adhaesionsheemmende produkterved tils:edeveerelse
af intra peritoneale lesgemid ler eller haemostatk a eller som et udspifingsmiddel. Oxiplex/ AP er ikke blevetevalueret
hos bem eller grav de eller ammende kvinder.Patienter bar derfor rddes til at undgé grav ditet underden farste
menst-uationscykl us efter péfering af Oxiplesx/AP. OxiplewAP er ikke blevet evilueret ved tils.edevaerelse af malig niteter
Oxiplex/AP er ik e blevet evalueret efter dbning af tarmen, bleeren eller andre indvoldsorganer. Gelen er ikke blevet
evilueret ved tik:edevaerelse af gakle. Som ved ethver timplanteret materiale kan der opst4 fremmed|egemereaktioner
ved behandfng med Oxiplew AP.Pafering af flere lag med gel iden pertonesale legemshule eger risiwoen for,atgelen losner
sig fra det tilsigtede paferingsomrade, og i nogle af disse tilfeelde, blev en lillesmule res:erende gel observeret i forbindelse
med den kliniske undersegelse, som blev udfertsom opfalgning til indgrebet 6 til 10 uger senere, Resterende gel blevik ke
associeret med klinishke felgesygdomme 24

OPB EVARING O G HAND TERING : Opbevares ved stietemperatir @ - 25 °C).

LEVERING

Oxplex/AP leveres sterilti en ¥ermoformet bakke. Den termoformede bakhke indeholder %0 20 ml-sprojter medgelog
engelapplikator. Pakningens udvendige overflade ogindhold er i kke sterile. Der medfolger selvklaebende mae rkater til
dokumentationsformal. Maerkaterne identificerer produk ¥et ogdet tilherende batxchnummer,

BRUGSANVSNING

FOR PROCEDUREN

Oxiplex/AP ma kun anvendes aflaeger. Oxiplex/AP skal anvendesi henhold til brugsa nw<nunge n

Brugen af alle medicinske anordninger medfereren risiko. For at minimere rest-isici associe ret med denne anordning
anbefales det, at brugsanv'sningen leeses af [z2gen og diskuteres med patienten, inden anordningen tages i brug.
Patienter, som har en sygehi storie med over falsomhed over for Oxiplew AP eller anordningens kompo nenter, b r ikke
behandles med OxiplesyAP.

Gelen fungerer som en barriere mellem veevss:ruktu rer for at forhindre adhaesionsdannels e. Veevet skal deles ved hjeelp
af gelen for at opnd en effe ktiv, adhzesionshaemmende virkning.

KIARGOR ING OG BO RTSKAFFEL SE AF AN ORDNINGE N

Oxplex/AP er kun beregnet tilengang sbrug. Maikke genbruges/resteriliseres.

i.  Fjernemballagenmed den fyldte OxiplewAP-sprojte og applikator fra aesker.

N Efterse emballagen for beskadigelse. Tag k ke produktet i brug, hvis embalbgen er beskadiget eller brudt.

3. Overfer sprejsern eogapplkatoren til det s:erile o perationsfelt vha. en steril teknik.

4 Fjern haet:en fra sprojtens luer-lds. Ved peritoneal brug skal gelapplikatoren kobles til sprojtens luer-lés; drej den,
indtil den er sikhert fastkoblet. (Den samme applikator skal anvendes til begge sprojver, om nedvendigt).

5. Efter brug skal sprojserne, evt.reste rende gelog applikatoren kasseres Den brugte Oxiplex/AP-anordningkan
udgere enmiljofare. Falg nationale, lokaleog institutionelleretningslinjer vedr, bor ts kaffel se af miljofarliat
affald.

IN RAUTERINKRURG

Pafer gelen vedindgrebes afslutning og efter aspiration afalle vaeshker og udspiling smidler.

2. Kobl sprejsens luer-s til hysteroskopet Fyld hysteroskopet med gel ved at t-ykke ned pa sproj:es:emplet, indtil
gelen kommer til syne i spidsen afhysteroskopet.

3. Start p5fering af gelen ved fundus uteri. Pafergelen gradvis: for at fylde uterus og livmoderkanalen fulds:zndigt
ved attrykke ned pé sprojsesternplet, mens hysteroskopet langsomt udtraekkes. Se figur 1.

4. Afslut indgrebet i henhold til kirurgens standardeeknik.

B/EKKENGYNIEKODOGISK OG PERITONEAL KIRURG |
Péfor gelen ved indgrebes afslutning og efter aspiration afal skyllevaeske. Det anbefales, at patienten placeresi
omvendt Trendelen burgs leje for at opnd denmes: effektive fiernelse af resterende skyllevaeske.

2. Oeek alle anatomiskeom@des, hvor der enskes e n adhassiorishaemmende virkning, med eten kit lag OxiplewAP*
Applkatoren dispenserer gelen i et“bind”Kun et enkelt lag g2lbind (ca 2 mm dybl skal anvendestil atdaekke
vavoverflader, hvor der enshes e nad haesionst izemmendev rkning. Se figur 2.

3. Anvend kun nok geltilat placere et enkelt lag gel pé vaevsst-uk birerne iht. ovenstdende anvisninger. Det er ik ke
nedvendigtatanvende al gelen (40 mi).

4. Undlad at repositionere gelen ved hjzelp afsonder eller and re ins:rumenter efter pafering. Hvis der falder gel
ned i skyllevaeske, kan gelens evne tilat adhaerere til peritoneale vaevss:ruk turer blive kompromit:eret. Gelen ber
derfor flemes fra den peritone:ale legemshule, hvorefter en ny portion gel skal paferes omradet.

5. Afslut indgrebet i henhoK til kirurgens standardeeknik.

‘YDERUGERE GELPAFO RING S ANVIS NING ER B/EKKEN GY NEKOLOGISK K IRURG |
| oft ovarietvaek fra baekhensidevesggen, og pafer et enkelt lag gel for at daekke fossa ovarica og ovaries
posteriore overflade.

2 Returnerovariet til organets normale, anato miske placering, og péfer et enkelt lag gelfor at deekke ovariets
anteriore del.

3. Paferetenkelt lag gel for atdaekke tuba uterina, herunder ampulla og mesosalpinx.

4. Péfer et enkelt lag gel for atdeekke den laterale flade af uterus, der vender mod adnexa.

Normalt er 15 ml gel tilstraekkeligt til at deekke en enkelt adnexa oq tilstedende struktures, herunder fossa ovarica og

den aterale margen af uterus.

KOMP1. KATIO NER

Dererikke blevet rapporteret nogen anordningsrelaterede komplikationer i forbindelse med kiniske undersagelser.*
Selvom de ikke nedvendigvis kan forbindes med brugen af Oxiplex/AP. erfalgende komplikationer blevet rapporteret:
Smerte, feber, heevelse, inflammation, fremmedlegemereaktion ogsvaekket praestationsevne.
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Products of Conception Double-Blind, Prospective, Randomized Pilot Study.’ §. Minimally Invasive Gynecol. 2014,

29, ma. 1.
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Indhold: 2 -Injektionssprejte 20 ml
1 - Applikatorspids = 20mL
20 mL

TR Document 12

ORONTANMI

Oxiplex/AP, seffaf, sek kullknimlk, akiskan birjeldis.Jel, polietilen oksit (PEQ) ve sodyum karboksimetilsel Glozun
(CMC) steril, emilebilir bir bilesimid . Jel, kalsiyum ile s:abilize edilmis olup, izotoniktirve klinik ncesi calismalarda
peritoneal bosluktan 30 guniginde temizlendigi gosteril migtir.

KULLANIM ALANI
Oxiplex/AP adezyon olusumuna karsi mekanik bir bariyer olarak kullaniimak Uzere tasarlanmistic

ENDIKASYONLARI
Oxiples/AP cerrahi bolgede amefyat sonras| adezyon sikligini, derecesini ve siddetini azaltmak icin int-auterin veya
peritoneal cerrahide yardmciolarak kullanilmak Uzere tasarlanmigtie

KONTRAENDIKASYONLARI
Oxiplex/AP jeli enfeksiyon varliginda kullanmayin.

UYARILAR

Damar iine enjekte etmeyin.

ONLEMLER

Oxiplex/AP steril ¥edarik edils. Son kullanma tarihinden sonra kullanmayin. Cihazin ve/veya aplika¥run tekrar
kullanidii kosullar attinda Oxiples/ AP guvenligi ve etkililigi arag:inimamistir. Tekrar k ullanim ¢apraz konta minasyon,
uygunsuzsaklamave/veya kullanimdan dolayl immi nolojik sepkiye nede nolabilir. Oxiplex/AP. diger adezyon
onleme Grunleriyle birlikse, intraperitoneal tibbi ajanlar veya hemostatikajanlann varliginda veya bir distansiyon
medyasi olarak ineelenmemis:ir. Oxip ke>/AP gocuklarda veya hamile ya da emziren kadinlarda degerlendirilmemis:ir.
Do layssiyla, Oxiplew'AP uygulandik tan sonra ilk adet dong Usu sirasinda hastslara gebe ik #en kaginmalan tavsiye
edilmelidir.Oxiplex/AP malignitelerin varliginda degerlendiril memis ir. Oxiplex’' AP badirsak, mesane veya diger
organlann agmasinin ardindan degerlendirilmemis:ir. Je|, safra varliginda degerlendirilmemis:ir. Herhangi bir i mplant
materyalinde oldugu gibi, Oxiplex/AP ile yabancimadde reaksiyonlari meydana gelebilir. Perisoneal bosluga birden
fazla jel tabakasi uygulanmasi jelin is:enen uygulama alanindankaymariskini artirirve bu vakalarin bir kisminda, 6 ila
10hafta sonrakiklnik takip galismalan sirasinda kiquk mik tardajelkalintisi gdzlenmisti. Jel kalintisiklinik sekellerle
ilikilendirilmemis:ir.>*

SAKLAM A VE K ULLANM: Oda sicakiidinda (2 - 25 °C) saklayin.

TEDARIK SEKUI

Oxiplex/AP sermoform birsepside steril olarak sunulur. Termoform tepsi, ikiadet 20 mljel sinngasive bir jel aplikatoru
igerir.Ambalajin dis kismive dis iserik ler s:eril degildir. DokUmantisyon amagli olarak kendinden yapiskanli etiketler
sunulur.Etiket, Gruns ve Uretim partisini tanimlar.

KULLANM A TAUNA TLARI

PROSEDOR ONCESI

Oxiplex/AP yalniaca dok torlartarafindan kullaniimak icindir. Oxiplex/AP kullanim talimatlarina gére kullanilmalidic.
Tum tibbi cthaz kullamimlarinda risk mevcuttue, Bu cihazin kullanimiylabaglantili kaknti risk ni minimuma indirmek
icin, kullanimbikgilerinin dokor tarafindan okunmasi ve kullanmdan @ nce hasts ilegorusulmesi gerek. Oxiplex/
AP UriinUne veya bilesenlerine asri hassasiyetiolan hastalara Oxiple>/ AP uygulanmamalidir. Jel adezyon olusumunu
onlemek igin dokulararasi bir bariyer qérevi gorir. Etkin adezyon Gniemeicin doku jel ile ayrilmalidir.

CIHAZ INHAZIRI ANMAS | VE IMHAS |

Oxiplex/AP yalniaca ek kullanimlktirTekrar kullanmayin /tekrarsterilize etmey'n.

1. Oxplex/APile dol siringayive aplka¥dri igerenambalajikutudan gikarin

2. Ambalajda herhangi bir hasar olup olmadini kontrol edin. Ambalaj hasarli veyaagiksa kul lanmayin.

3. Sterilbir seknik kullanarak siringalarive apika®ori s:eril operasyon alanina uygulyin.

4, Sinngann ler k'lit ucundakikapagi¢ikarin. Aplikatari peritoneal kullanima donuk olarak kullanirken, jel
apfkatorini sinnganin luerkilit ucuna baglayin; sikica baglanana kadar dondurin. (Gerekise ayni aplikatsr her
iki ginnga igin kullbnilacaktir)

5. Kullanim sonrasy, sirngakary, kalan bim jeli ve aplikatdri atin. Kulla il mis Oxiplex'AP cihaz) biyolo jktehlike
olus:urabilir, Biyoloj k tehlike olug:uran Grununimhasiigin ulusal, yerelveyakurumsal kilavuz ilkeleri tikip edin.

IN[RAUTEWNCEHRAHSII
Tim sivilarinvedis:ansiyon medyasinin aspirasyonunun ardindan prosed ir sonunda jeli uygulayin.

2. Sinnga luer kilidini histeroskopa takiri. Histeroskopun ucunda jel belirene kadar, sirin ga pistonunu iterek
histeroskopu jel ile dodurun.

3, Jeli uygulamaya uterus uindusundan baglayin. Userusu ve servikal kanalitamamen doldurmak igin, biryandan
sinnga pistonunu iverken bir yandan da yavasga histeroskopu geri gekerek jeli kademefl olarak uygulayin. Sekil1'e
bakin.

4,  Prosedurii eerrahin s:andart teknigine gore tamamlayin.

PELVIK.INB(OLOJIKVE PERITONEAL CERRAHILER
Tim ykama s sinin aspirasyonunun ardindan prosedr sonundajel uygulayin. Kalint| yikama swvisinin en verimli
sekilde giderilmesi icin has:anin tersTrendelenburg konumuna yerles:iriimesi dnerilir.

2. Adezyon Gnlemenin gerek i oldugu tim anatomik bolgele risek bir Oxiplex/AP tibakasiyla kaplayin* Aplikator, jeli
“serit” halinde dagits. Adezyon nlemenin gerekli oldugu dokulan kaplamak iginyalrizca ¥ek bir katman jel seridi
(yaklasik 2 mm derinlidinde) kullaniimalidis. Sek | 2'ye bakin.

3. Dokulara, agklanan sekilde yalniaca tek bir tabaka uygulamak igin gereleesk miktarda jel kullanin. 4 0ml jelin
tamaminin kullaniimasizorunlu degildir.

4. Jeluygulndktan sonra problarla veya diger cihazlarla yerini degis:irmeyin.Jel, yikama sivisi havuzununigine
diserse, peritoneal dokulsra yapsma beceresi azalabikr. Bu yUaden, peritoneal bosluktakijel gideriimelive
bilgeyeyenijeluygulanmalidir.

5.  Prosedirii eerrahin s:andart teknigine gére tamamlayin.

*EK JEL UY GULAM A TALIM ATLARE PELMK JINEK OLOJIKCERRAHILER!

1. Yumurtal §i pelvkyanduvardan kaldirarak uzakllastirinv e yumurtal ik fossasinive yumurtalikark a yizeyin
kaplayacak sekilde ek bir jel tabakasiuygulayin.

2. Yumurtal g normal anatomik konumuna gerigetirin ve yumurtaligin 6n kisminik aplayacak sekilde tek bir jel
tabakasiuygulayin.

3, Ampulla ve meaosalpinks de dahil olmak Gzere fisllop tipUniukaplayacak sekilde tek bir jel tabakasi uygulayin.

4. Uterusun adnekse bakan lateral bo kiesini kaplayacak sekilde sek birjel tabakasi uyguleyin.

Genellikle, yumurtalik fossasive uterusun lateralkenan dahil sek bir adneks ve komsu yapilan kaplamakigin 15 mi jel

yeterlidir.

AD VERS REAK S IYONLAR

Klinikcalismalarda cihazla ilgi i advers reaksiyon bildrilmemisti. 4 Her ne kadar tam olarak Oxiplex/AP kullanimiyla
ilikilendirilemeyecek olsa da, su advers reaksiyonlar bildiriimigir: agn, ates, sisme, enflamasyo n, y aban a madde
reaksiyo nu ve koti performans.
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BESKRIVNING

Oxiplex/ AP dr en klar, flytande gel for engd nasbruk. Gelen ar ensteni, resorberbar kombination av polyetenoxid
(PEQ) och natriu mkarboxymetylcellulosa(CMQ). Gelen drkalciumstabiliserad, isoton och har i prekliniska s:udier v sat
sia forsvinna frdn bukhdlan inom 30 dagar.

AVSEDD ANVA NDNING
Oxiplex/AP ar svsedd foranva'ndning som mekaninsk barridr som p revention mot adherenser.

IND K ATIONER
OxpledAP ar avsedd att anva ndas som kom plementtillint-auterin eller peri'to neal K rurgi forat : minska inci densen,
omfa t:ningen och své righet sgraden av postoperativa adherenservid operationsplatse n.

KONTRAINDK ATIO NER
Anva'nd inte Oxiplex/ AP d4 infektionfd reliager.

VARNINGAR
Farintegessom intravend s injektion.

FORS KTIGHE TSATGA RDER

OxplovAP levereras senl. Anvand inte efter ubadng sdahi m. Oxiple/AP sakerhet och eff ektivitet har inte stiderats
under dteranva ndning av produkt ocheller appﬁkzbr.A\eranvé ndning kan leda tillinfe ktion och/ eller immunologisk
reaktion pé grund av korskontaminering, olamplig for varing och/ eller hantering. Oxiple>’ AP har inte utvarderats
foranvandningmed andra produk serfor adherensprevention, isamband med intaperito neala ldke medel eller
hemostatiska med el eller som vavexpand erande medium. Oxi pleys/ AP har inte utvarderats for anva ndning hosbam
ellergravida eller am mande kvinnor. 05 f6 r bor patienter reso mmenderas att undvika befru kining under den forsta
menst uationscykelnefter applicering av Oxiplex’ AROxiple/AP har inte utvirderats for anva ndning i samband med
malignitet Oxip lo/AP har inte utvarderats efter 5ppning av tarmen, urinbld saneller andra viseeralaorgan.Gelenhar inte
utvérderats £ ranvandning i rér varo av galla. Som vid alla implanterade materialkan kroppen rea gera pé de fammande
foremalen. Flera lager geli bukhd lan 6 kar risken for att gel for fy ttas frdn den avsedda anvand ninasstallet, och inara av
dessa fdlobserverades en liten manad res g el under det kliniska sbdieuppfd ] ningsfo rfa randet 6 till 10 veckor senare.
Aterstdende gelvar inte as ocierad med fo [ds ulkdoma .34

FORVARING OCH HANI ERING Forvarai rumstemperatur (2 - 25 °C).

LEVERANSSATT

OxplodAP levererasseril i en termoformbricka.Termoformbrickan innehd ller tvd 20 mispraor med gel och en
gebppfikator. Utvandigt &r forpackninge ninte steril, Sjalvha frande etikett er tilhandahdlls f6 r dokum entation.
Etiketterna identifierar produktenoch p roduktionspartiet.

BRUKSANVISNING

FORE ING REPPET

OxpleAP ska endas:anvandas av kkare. Anviand Oxiple> AP enligt bruksanv sningen. Ride n &r densa mma som vd
avandnng=n avall medidnsk utr ustiing. o rat :minimera de kvarst3ende risker som ar fo kn ippade med anvs ndningen

av dennaenhet rdeo mmenderas att informationen for awand ning Bses av likaren och diskut eras med patienten innan du
awvander enheten. Patiente rsom &r ka nda for at -vara 8 verkansliga mot Oxiple7/AP eller dess komponenter b5 rinte
behandlas med Oxples/ AP. Gelen fungerar som en barriar mellan vavnaderfo r at: f6 rindra adhesionerfrd n at:bildas.
Va'vnadenmd ste separeras med ge| for effe ktivt adherensGrebyggande.

ANVA NO NING OCH BORTSKAFFNING AV ENHETEN

OxplevAP ar endastaveedd 6 r enadng sbruc Averanva nd/ o msteriliserain te.

1. Tabort fopackningen innehd llande Oxiplew AP fylld spruta och applikato rn frén boxe n.

2. kontrollera at:forpacknngeninte &r skad ad. Anvand inte omden &r skadad eller 6 ppen.

3. Forinsprusorochapplikato ridet sterila ope rationsom ré det med steril seknik.

4. Tabortlocketfrdn luerls snden pdsprutan. Na'r applikato rn anva'nds for peri'to neal anva ndning skad uansluta
gelapplikato mti lluerldsanden pd sprutan och rotera tills den ar ordentligt fias:sat t (Samma applikato r ska
anvandas f6r bd da spruto ma, om det beht vs).

5.  Kassera sprutar, eventuell kvarvarande gel och applikator ef er anvandning. Den anva nda Oxiple/AP-enheten
kan uigd ra en biokoaisk risk. F6lj nationella, lokala eller instititionella riktlinjerfd r bortskaff ande av biohaza rd
material.

INF RAUTERIN K RURGI

1. Appliceragelenislutetav proceduren ef :er du har sugit bortalla v kor och va vnadsexpanderande medel.

2. Fastsprutens luerlds pd hysteroskopet. Fyll hys teroskopet med gel genom at: komprimera sprutkolven tills gel blir
synlia i hysteroskopets spetsande.

3. ®rjaapplicera gelen vdlivmoderns fundus. Applicera aelen gradvis tills hela livmodern och livmoderhalsen fy hs
genom at : komprimera sprutkolven samtidigt som hys teroso pet Bingsamt dras ut. Se bild 1.

4. Slutordetkirurgiska ingreppet enligt standa rdteknik av K rurgeri.

PELVISKGINEK OLOGISK OCH PERN ONEAL K IRURGI

1. Appliceragelenislutet av proceduren efter du har sugit bort hela spolningsvatskan. Oet reeo mmenderas
at: patienten placerasi omvand Trendele nburg-po sition for det mes: eff ektiva aviagsnandet av kvar varande
spolningsvatska n.

2. Tackall anato miska platser da rprevention av adhesion ar 6nskva'rt med ett enda lager Oxiple/AP* Applika®sren
fordelargeleni ett” band” Endastett enda lkger gel (ca 2 mm i djup) bor anvéndas Borat: beldaga vavnadsytorna
for vilka prevention avadhesion &r avsedd. Se bild 2,

3.  Anvand endas: tillrd cklig med gelfor at:applicer et :enda lager gel pd vavnadernap ddet sat: som beskrivs Det
ar in¥e nodva ndigt at :anvanda alla4 0 ml av gel.

4. Flyttainte gelen med sonder eller andrainst ument nérdenhar appliceras . Om gellkommer | kontakt med en
s:or mangde av sponingsvats kan, kandess fomdaa at: sitta fas: v d peritoneala vavnade r dve ntyras Oarfo r ska
den avlsgsnas frdn bukhdlan ochnygelappliceras pé platseri.

5. Slut®r det kirurgiska ingreppe t enligt standa rdteknik av k rurgeri.

*YITERLIGARE INSTRUKT IONER FOR GELAPPI. K ATIO NEN: PELVISK GY NEK OLOGISK K IRURG |

1. lyftbortaggs:ockarna frdn ba ckentes sidovaga och applicera et:enda lager gelsa at: det ta dee r dagstoc ka mas
fossa och dagsko cka rnas bak re yta.

2. Sat:tilbaks dags:odea rna i normal anao misk position och applicera ett enda lager gel s3 at:dettadee r
dagsko ckamas framre del.

3. Appliceraettenda enda lager gelsd at :det ticker dgaledaren, ink lusive ampulla och mesos alpinx.

4. Appliceraettendalager gelsé at: det técker livmoders laterala delmot adnexa.

Vanligtvis &r15mlgeltillidcklia for at: ticka en enda adnexa och intilligaande st ukturer, innefa t :ande dagstoc kamas

fossa och livmoders sidomarginal

KOMPL KATIO NER

Ingaenhetre laterade biverkningar har rapporterats ikliniska s:udie 14 A ven om det inte n6 dvandigtvis Fanifs r
sig tillanva ndningen avOxiplex AP har fbljande biverkningar rappo rterats: smérta, fe ber, svullnad, inflammation,
fram mandek roppsreaktion och da liga prests nda.
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BESCHREIBUNG

Oxiplex/ AP ist ein transparentes, flief3 4 higes Gel zum Einmalgebraucti. Esbesteht aus einer sterilen, resorbierbaren
Mischung aus Polyethylenoxid (PEO) und Natriumn-Carboxymethylceljulose (CMC) . Das Gel ist mit Ka zium
stabilisiert und isodo niscti. Invorklinischen Studien hat sich ge aeigt, dass es in der Perito nealhd hle innerhalb von 30
Tagen abgebautwird.

VERWENDUNGSZWECK
Oxiplex/AP istak mechanische Barriere gegen Adha'sionsbildungindiziert.

INDIKATIONEN
Oxiplex/AP wird erganae nd zur int auterinen oder perito nealen Chirurgie verw endet, um die Inz denz, das Ausmal und
die Schwere postoperativer Adha'sionen an der OP--Stelle zu reduzieren.

KONTRAINDIKATIONEN
Oxiplex/AP darf aicht be1akuben Infekti oneneingesetzt we rden

WARNHINWEISE
Nicht intrave nig s injizie en.

VORS ICHTSMASSNAHMEN

Oxiplex/AP wird steril geliefert. Nicht nach Ablauf des Ve rfall sdatums verw enden. Die Sicherheit und Wi rks am keit

von Oxip leo/ AP w urden nicht unter Bedingungen einer Wie derverw enduna des Produkt s und/ oder des

Applikato rs untersucht. Die Wiederverwendung kann zu einer Immunreaktion und/ oder Infektion infolge einer
Kreuzkontam ination, uns achgemafBer L agerung und/ oder Handhabuna fu hreri. Ox'ple/AP wurde nicht in
Kombination mit anderen Produkten zur Adh4 sionsvorbe ugung bei Vorlie gen int ape ritonealer medizinischer oder
ham osts tischer Wirkstoff e oder als Dehnunasmit e untersuc ht Oxiples/ AP wurde nicht an Kindern od er schw angeren
Frauen oder stillenden F rauen evaluiert. Deshalb sollien die Patientinnen dazu angewiesenw erden, wihrend des
ersten Menstruationszykhlis nach der Anwendung von Oxiplex/AP eine Empfa nanis zu verhl sen. Oxiplex/AP wurde
nicht bei Vorliegen von Malianita ten evaluiert. Oxiplew AP wurde nicht nach einer Offn ung des Darms, der Blase

oder anderer Eingeweide evaluiert. ODas Gelw urde nicht bei Vorliegen von Gallenfla ssigkeit evaluiert Wiebeiallen
implantiereen Materialien kann es bei Oxiplex/ AP zu Fremdid rperrea ktionen kommen. Das Auftragen von mehreren
Gelschic hten in der Peritonealhd hle erhdht das Risiko, dass das Gel sich vonder geplanten Anbringungss elle |6 st,und
in manchen dieser F5lle wurde wahrend der Nachuntersuchung im Rahmen der klinischen Studie 6 bis 10Wochen
spaver immer noch eine kleine Menge restlichen Gek beobachtet. Restliches Gel wurde nicht mit klinischen Spat olgen
assoziert. >

LAGERUNG UND HAND HABUNG: Bei Raumtemperatii r 2 - 25 °Q kgern.

LIEFERFORM

Oxiplex/AP wird sterilin einer Thermoformschale ge liefe rt. Die Thermofo rmsc hale e nthalt z wei mit Gel aefuilite
20-m5pritaen und einen Gelapplika tor.D as A W3ere derVerpackuna und der suBere Inhalt sind nicht steril. Zu

D okuments tionszwechke nw erden selbsthaf :ende Etketten geliefe rtDie Etike t endienender |dentifizierung des
Produks und der Produktionscharge

GEBRA UCHS ANW EISUNG

VORD EMVERFAHREN

Oxiplex/AP darf nurvon Arzten ver wendet w erden Verwenden Sie Oxiple/AP gemé B der Ge brauchsanweisuna.
DieVer wendung alier medizinischen Produkte birgt ein Risko. U mdas Res:risiko im Zusammenhang mit der

Verw endung dieses Produkt szu minimieren, wird empfohlen, dass der Arztdie Gebrauchsinformationen liest und vor
derVerwendung des Produkss mit dem Patienten bespric ht. Patien ten, deren Anamnese eine U berempfi ndlichkeit
geq eni ber Oxiplex/AP oder seinen Komponenten aufiseist,, soliten nic ht mit Oxiplex/AP behandeltwerden. Das Gel
fungiert als Barriere zwischen Geweben, um die Bildung von Adhéa sionen zu vermeiden. G ewebe mussdurchGel

get enntwerden, um einer Adhs sion eff ektiv vorzubeuge n.

VORB EREITUNG UND ENTSORG UNG DES PROD UKT S

Oxiples' AP is: nur fir den einmaligen Gebrauch bestimmt Nich twieder ver we nderverneut sterilisieren.

1. Nehmen Sie die Verpackung, welche die mitOxiple/AP qefiillte Spritae und den Applikato r enthilt, aus dem
Karton

2. Uberpiifen Sie die Verpackuna auf Bescha'digungen Nic ht verwenden, falls sie beschadigt oder geo ff neti st.

3. Uberfiihren Sie die Spritzen und den Applikato r unter Anwend ung einer sterilen Technik i nden sterilen
Operationsbe reich .

4. Nehmen Sie die Kappe vom Spritae nende mit Luer-Anschluss. Bei der peritonealenVerwenduna des Applikato rs
verbinden Sie den Gelapplkato r mit dem Spritzenende mit Luer-Anschluss; drehen Sie ihn solange, bis er fest
sitz t (Derselbe Applikator wird bei Bedarffi r beid eS pritzen verwendet)

5 Spritzen, Ubriges Gelund den Applikato r nach Gebrauch entsorgen. Das gebrauchte Oxiple>/ AP kann eine
biologische Gefahr darstel len. Befolaen Sie die nationalen, lokalen oder die Richtlinien |hrer Enric htung zur
Entsorguna von biologischem G efahrenmaterial.

INT RAUTERINE CHIRURG IE

1. Tragen Sie bei Abschluss des Verfis hrens und nach Abs augung jealicher Flissigkeiten und Dehnung smit el Gel
auf.

2.  Befesigen Sie den LuerAnschluss der Spritae am Hys terossop. Fullen Sie das Hysterodso p mit Gel, indem Sieden
Spritzenkolben hinunterd rii cken, bis Gel am Spitae nende des Hys terossops erscheint.

3.  Beginnen Sie mit dem Auftragen des Gels am Gebarmuterfundus.Tragen Sie das Gel schrithw eise auf, um den
Uterus und den Zervixkanal vollsts ndig zu fiillen, indem Sie den Spritzenkolben hinunterd i cken, wahr end Sie
das Hysteroskop langsam a1 fi dziehen. Siehe Abbildung 1.

4, Schlig?en Sie dasVerfahren gema B der Standardtechnik des Chirurgen ab.

@NRKOL()GIS(HE UND PERF ONEALE OPERATIONEN IM BECKENB EREICH
Tragen Sie bei Abschluss des Verfishrens und nach Abs augung jealicher Spilflissigkeit Gel auf.Es wird
empfohlen, die Patientin in eine umaedee hrte Trendelenbu ra-Position i bringen, um Gbrige S piilfli ssigleit am
eff ektivsten zu entfe rnen

2. Bededee n Sie alle anato mischen Stellen, wo einer Adhasion vorgebeugt werden soll, miteiner eiizelnen Schic ht
Oxiplex/#P.* Der Applikator gibtdas Gelak . Band” ab. Es soll#e nur eine érzeine Schicht des Gelbandes (etwa 2
mm tief) verw endet werden, um die G ewebeo berfls chenzu bed eche n, auf denender Bildung einerAdhs sion
vorgebeugtwerden soll. Siehe Abbildung 2.

3. Yerwenden Sie nur so viel Gelwie notw endig ist, um gema( Beschreibung eine einaelne Gelschicht auf die
Gewebe aufaubringeri. Esist nicht erforderlich, die gesamten 40 ml des Gelszu verwenden.

4, Positionieren Sie das Gel nicht neu mit Sonden ode randeren Ins:rumenten, sobald es aufgebracht ist. Wenn
dasGel in eine Ansammlung von Spiilfli ssighe itge rat, kann seine Haftfahigheit an perito nealen Geweben
beeintrachtiat sein. Deshalb sol lte es aus der Peritoneahd hle entfe rnt und neues Gel solite an der Stelle
aufgetragen werden.

5 Schlieg3en Sie dasVerfahren gema B der Standardtechnik des Chirurgen ab.

*WEITERE ANWEIS UNGEN ZUM A UFBRINGEN DES GELS: GY NAK OLOG IS CHE OPERATIONEN W B ECKENS EREICH

1. Heben Sie den Eiers:ock von der Seitenwand des Beckens an und tragen Sie e n e enzelne Schicht des Gels auf,
um die Fossa ovarica und die hintere Oberfls che des Eierstocks zu bedecken.

2. Bringen Sie den Erers:ock wiederin die normale anatom ische Pos 'ttion zutic kund tragen Sie eine einaelne
Schichtdes Gels auf, um den vorderen Bereich des Eierstocks zu bedec ken.

3,  Bringen Sieeine eilz elne Schicht des Gels auf, um den Eileiterzu bedecken, einsch lieBlic h der Ampulla und der
Mesosalpinx.

4.  Bringen Sie eine ez elne Schicht des Gels auf, um den lateralenzu den Adnexa aeigenden Aspekt des U terus zu
bedecker:.

Gevvi hnlich sind 15 m| des Gels ausreic hend, um ein e nzelnes Adnexum und ang renae nde St ukbi renz u bedecke n,

einschlieBlich der Fossa ovarica und des lateralen Randes des Uterus.

INEB ENW IRKUNGEN

Eswurden keine mit dem Produkt in Verbindung stehenden Nebenwirkungenin klinischen Studien berichet.'#
Obwohl s’e nicht notw endige rw eise der Verwendung von Oxiplex/AP zuzuschreiben sind, wurden die folgenden
unerwi nschen Ereignisse beric htet: Schmeraen, Fieber, Schwelluma, Entziindung, Fremdkd rperreaktion und schlechte
Funktionsfahigleit.
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MEPITPAGH

H y¢hn Oxip lex/APelval wia SiagavAg, Pe uoth yéAn wiag xprang H yéAn anotel el évaotelpo, anoppoofioiuo ulypa
a6 noduaiBulevoéelbio (PEO) kaivatpiobxo wapBo&uueBulokuttaplvn (CMC)H yéAn otaBeponoleltal pe aoBéotio,
elval wbtovry kay, snwc éxelanodeixBelos: mpok Mvices wehé TeC, anoParhetaiansd v TePitovaikr KoOASTNTA evTdg
30nuEpov.

XPHIHTIATHN ONOIANPOOPIZETAI
To Oxiplex/AP nipoopl{e ra yia xpion we Hnxaviedc opayuss 0Tov QXNUAaTIgRS U peaewy.

ENAEIZEIZ

To Oxiplex/AP npoopl{eral yiaxphan we BorBnua oe evbounTtpiakes A replTOvdikeGXEPOUPYIKES ENENBATEL e
OKOT16 TN Pelwar) TG ENDTWATC, TG EK [OaTc Ma L TG coBaPATNTAK TWV UECEYXEP NTIKXDV OuU® (ogwv OT!| XEPoupY A
ToiroBeala.

ANTENAEIZEIZ
Mn xp nawomoLelte T y An Oxiplex/APmapouclaholpwéng.

MPOEIAONOIHZEIZ
Na pr xopnyz(taipe evb ophépia evear).

MPO®YAAZEIZ

To Oxiple/AP Tapéyeral crmog ceipwpévo. Na v P netl OmoteltoL téPav TG nuepornvioc MENGH Sphadwa n
aoTeMOLATHOTTA Tow OXiple/AP ev &xouv LEMETNIGEL WK GUVBH G EMQVAATY Tt ucc MOGTG TOU 1A TPOTEXVERTY 00

TPOLAVTOC /K1 TOw BPApOYAa. H &ravalni ukh xPAGN wiopel va 08Myhoao e avogohoykr| ardoLor TeatAalodn ddw

5100 TUPOBLEVNC KOMNVGNC, oHa GMMANCPOAa&NC i/ xewiopok To®xiplex/ APBev & a LENTE: 0ECWOLAOUS e EMQ
TIPOLAVIT QITOPUYNC WV CULPETELV, TapOUSTa ESOMEPI TOVAIKIV (PapLIa €U KV OUAWIV f QuiLOG IRV 1 TapayovTLN 1t wg
péooSioaToMic To Oxiple/AP Sev éxel afohoynBel oe madia f ce yuvalkeciou elvau évkuo ) Bnhaouy, Eitopévs mipéna va
Ouvio récoL 0TI aoBevell vaamopelyouv Tr aGAPN MATETOV IPWTO KIKAO TG ERVEPPO G | atHTNV BPAPLOYr Tou Bxiplex/AR:
To Oxiplex/AP Sev exet afohoyiPelmapoualamaroBeiciv.To®xiplex/APSev éa aflodoyn:l &laTaaddiavoifn Tou EvTépou, TG
oty A AAv (y rdavvuaiv opydwov.H we Sev exa afiohoynBd napoualaxcAric Biwe kol e wae GO ELRPUTEULEVD UAKS,
eviéyetuivapoiiyou vav pdaeiC ae §évo owua pe T Oxiples/AP.H spapoyr nolMammhiv aTphaswy yE\C arw TTept Tovaikr
WORSTITIT au dva Tov kivduvo a kAo TG YEANS anéTn vTomoSeoia apapuoyic nwatnv o tola npoopl{eraimal, o€ oplopives
and auréq ICTTSPUTTUICEL, (a0 11006TTTa urToAayaTudicyEAngaparprBn ke ward v Stacda xaPakcho(@nomkora
mhaloia TG kAVKFK, LENETNC 6 e 10 eRSoASec apydTepa H unoheyyiamicy yéhn Sev oxenl.Omav je wied enaxéouba.

@YAA=H KAI XEIPEMOX: ®uMdcaere o BepuokPacia Swuatiou (2- 25 °C).

TPONOZ NAPOXHZ

To Oxiplex/AP napéxeral anooTePwuevo ot Sepuopo peiud &loko. O Bepuouop@iude Slokoc mepiéxel Suo oUpLyyec YENTC
Twv 20 ML koL évav egap poyéa YEANG To e§wTePiwd Turfpa e ouokevaalag matta s&»rspm(x TepiexOueva Sev elval
arooTelPwpéva. Olau rowSAANTEC ECLETACTIAPEXOV (L YA OKO: (0 (C TEKWN P won ¢, @ ECLKETEG AEITOUPYOUV Qvaywwp 0 IKA
YA TO MPoidY Kka TNV TTapTida Tou npoidvTog

OAHTIEZ XPHIHZ

MPIN ANNO THN ENEMBAZH

To Oxiplex/AP np &ret va xpricylomoleltat wévo ané tarpoug XpriawoTolelTe To Oxiplex/AP oOupwva peTi g odnyleq
XPA@NG.H xpAon 6Mwv Twv A TPOTEXVOAOYL&V TTPOISVTWY EvEXEL Kivd Ovouc,.[Mava ehaxioronoo évTal ot urToA&uaTieol
dvSuvolniou oxecl{povral pe TN xpAon autol Tou latPoTexvohoyiea B IPOIdVTOE, ouvaTaTal orov/ainy latpd va diaPélel
TG MAMPOYOp lec OXE KA PE T XPATT Watva Tik oulNTAEL e Tov/TY agBevA Tiplv Qné T XPAGrt Tou LarpoTEXVOROY Kol
npoidvrog.To Oxiplex/AP Sev mpénelv axprioyomoleital o acOevelc mou xouv 10 ropiud uirepevalod nalag oro Oxiplesy
AP 1 1a gugraticd o v. H yéhr Aetrroup el we @payuéc e rafli Twv IoTiv g TS Trv QITopUy fj TOU OX NUaTIONod

Oup PUOEWV.M.AQNOTERETUATIXI| QTIOY LYY TWV CUPOOEWY, ol TolTpénelva SaxwpllovTal Le ta&li Touc e yéAr;

MPOETOIMAZIA KAI ATIOPP IWH TOY IATPOTEXNOWOIKOY NMPCIONTOZ

To Oxiplex/AP npoopl{e rat yia | 1a xpAon 6 vo. Mnv XpriowoTolelTe {avd/ urv ENavanooTEPWHVE [E

1. AgaiptoTe T ovokevacla TTou nep €xel T odplyyarou elvat mArpwuévn pe 1o Oxiplex/AP wai Tov epapuoyéa and
T0 wouTl.

2. EmBewpro te Trj cuoxevacla yia ey i uiegMr xpriowoitolelte v Slama twBouv {npég f 6Tur guokevaala eivat

avouxrfi.

M €100 (EWWIAVT| TEXVIKF L EWAYETE TG OUPLYYES M ITOV BPAPLOYEQ OO T [E®0 xapoupywonedlo.

4. Aogalptate To THua and 1o akPo tric oplyyac we ™ B6pa ler lock. @tav xpriowonoElTeTov epapuoyéa yia
:tePitovaikn) xpricn, ouvbecTE TOV Epapuoyta TNE yEANG e TO dkeo TrC alplyyac ue T O6Pa luer lock. Mepa tpéire
nexpt v a ouvbedel o raBepa. (O [iog egappoyéac unopelva xpnoluomoinBel uat yia Tig 60 ovplyyec, &iv XPE.ACTEL)

5. MatatnueAan,anmopplbte TG oUP yyes, TuXGV unoheyyiarkr yeAn wal Tov BPappoyAa. To iarPoTeEXvoloyké TTpoidv
Oxiplex/AP 10U xpnayiomor [Bnke evbéxerat vo amotehel Blodoywd kivduvo. Akoo uBelre Tic eBviMEg, TOTTKES fy
15pupaTIHEG KArEVBUVTACLAS 08NYLEC Yia TV andppipn Tou Boermkivduvou uhuea (.

ol

ENAOMHIPIAKH XEIPOYPTIKH ENMEMBAZH

1. Expapu6aTe yeAn watéTny ohokAnpwon ¢ enéuPaanc, ago G éxelyvel avappdonon SAwv Twv uyplv watTwy
UM wiv S 1IaCTOAAG

2. Zuvbetate 1nO6pa luerlock TNEOOPIYYAG WE TO UNTPOOKSTIO. [EWITTE TO UNTPOOKGTMO HE YEAR, MEOVTag To éufolo
™ aliplyyaq, ewg 6 Tou epgaviatel yeAn oro awpo Tou untPookorlou.

3. ZexwvACTetnv spapuoy Tng yeAng otov8Oho Tng pATPag EgapudoT: atablakd m yEAn péxplv a yeploel TEAElwG n
uritpa watn tPayrid kh §lodog, medovrag To épBolo TG asplyyag evid anoovpETe apyd o untPookéma Aelte Tnv
Exdva 1.

4.  OhokhriphaTe Tn XEPOLPYLKA ETTEURQTN TOMQUVA |E TIW TIPS TUNT| TEXVIKFL TOU/ MCXEPOUPYOU.

MNYEAIKEE [YNAIKOAOVIKEE KAITIEPI ONATKEE XEIPOYPTIKEZ ENEMBAZEIL

1. Eoapu6oTe weAn waté v ohokhApwot 1Tn¢ emépfacnc, apol Exel Yivel avappéenarn 6Aou Tou uypol KaTalovigpol
Tuviordeal vatonoBeteltalo/n acBevr ¢oe avac tpoor; 85on Trendelenburg, e Tv 01000 ENELUYXAVE taL N7mo
QTOTENACLATKI OQQIPETT TOW UTTONEILLATIKOY UYPOL KQTQIOVIOWO 0.

2. Kaholite OMec Tic avaTtol IKEG TonoBealec 6rou emBUUElTE Vo QroPOYETE TOV O NUATICUO OU LY UT8WY LE Ia QTPHIO! |
OxliplesyyAP* O egappoyéac xoPrivel 1 yeAn o uopr "wopdehac't KaAo P re Tic EMAVELEG Ty A ThV W v 61ou
O¢Aerev a anobye (e Tov OXNUATIONS TUpOoeuwV LE pia pévo aTpwan yEAne (B6.8ouc 2 mm neplro u) Aelte Tnv
Exdva2.

3. Xpnoworo uj ate pévo 6ar| yéAr xperaletal yia va ka6 EL E TOUG LOTOUC JE WIT WOV otpthar) yeAric 6nwg
neplypayetaL Aev elvalamapaltrito va xprigionorigere ko ta 40 mL tng yehrg.

4. MnvenavatonroBerelte Tn yeAn e uiheg i @ha 6pyava &pdoov éxe. 161 ylvel epappoyr TnG. E6v néoel vedn-oe éva
on pelo 6rou éxel cuoowp EVBEl uypé waraloviapo, N avoeTrTa Tric va e nkohAnBel oe repiTovaies C 1oToug uropel
va Sjakuf eutel EMOuEvC TTPETEL va Trv ORAIPEOErE and TIW TTep rovaikr KOG TNIA KAV Q EQOPUGOETE BK VEOU
yeAn omv TonoBeola.

5. Ohokhripate T XEPOLPYLKA ETTEURAON TOUQUVA LE TIWV TTIPSTUITT| TEXVIKFL TOU/NCXEPOUPYOU.

SENINPOX OETEL OAHIMEE MA THN EQAPMOTH IEAHE: TYEAIKEET YNAIKOAOT IKEE XEIPOYPIKEE ENEMBAZEIZ

1. AvaonwioTt: ko anouakP Overe TV wodrkn ammd To nAcupkd TolXwUA TNG TUEAOU KAl EYAPUEOTE WUIA WOVA OTX)ar
yeAng via va mahoWece Tov wobrjamd PéSpo wal trv onfaBia emedaveia TnG wodriknc,

2. Emavospépere TV wobikr oTny kavoviki avatouks e B4c 0 wat EpapuéoTe pa wovit oTpwar yeArgya va
waAopere 1o npoaBic TuAua TNe wodh ki ¢

3. E¢pOpu6aTE wa povh aTpiion YEANC yiav a KAAOWECE T g&hmyya, oupmephauBavo pévng Tnc Ank6Bou wal Tng
LETOTANILYYOS.

4. EpOpuOOTE Wa povh aTphon yENG viav a kaheece v niMyia 6Wn tng pAtPog mou BAenel Tipog Ta e§apTAuara

TuvABwg, 15 ML yEANG exaPuoby yratnv dhopn evec e£0pTALAToC wal TwviTaPaKelevy SopwvTou,

oupnepiauBavopévou Tou wobrikmod PéBpou ka TouTTAGyou TepBwplouTNC KATPAG.

ANEMIOYMHTEZ ANTIAPAZEIZ

Kard Tic kAvikdc UEME & Sev avaupépOr) wav avemBiuntec avnidpdoelg mou oxerl{ovral ue To @TPOTEXVOAOYLIMS TIpOL bV
Av wal dev oxerl{ovtal anaparritwe ue  xpAan Tou Oxiplex/AP, ol awdho udeq averB untec avnd pdoelg £xouv
avayepBEL Ahyog, Tuperdg, oldnua, gheyuovr, avildpaan oe {évo owua kal akn anddoan.
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Oxiplex/AP je prozirni %e¢nigelza jednokratnu upotrebu. Ovaj gelje sterilna, resorptivna kombinacija polietilen oksida
(PEO)i nat-ijum karboksimetilceluloze (CMC). Gelje stabiliaovan kalcijumon, izosoni¢an, idokazanoje u pretklinickim
studijama da ¢isti peritonealnu Fupljina u roku od 30 dana.

NAMENA
Oxiplex/AP je namen jen za upotrebu kao mehanitka barijera za formiranje adhezije.

IND K ACUE
Oxiplex/AP jenamenjenda se horisti kao dodatak intrauterinarnoj ili perttoneumskoj hirurgiji radi smanjer ja pojave,
stepenai tezine postoperativnih adhez ja na operativnom mestu.

KONTRAINDIKACUE
Nemojte koristiti Oxiplex/AP uko liko postoji infekcija.

UPOZORENJA
Nemojte doziratiint-avenozno.

MERE PREDOSTROZNOSTI

Oxiplex/AP se isporutuje sterilan.Nemojte ga koristiti posle isteka roka upotrebe.Nijevrsena provera bezbednosti i
efikasnostiOxiplex/AP u uslovima ponovnog koridéenja snedstva i/ili aplikatora. Ponovna upotreba mozedovestido
imunoloskog odgovora i/ifl infekclje zbog unakrsne kontaminacije, neprav Inog skladis:enjai/ili rukovanja. Oxiples/
AP nije ispitivan u kombinac'ji sa drugim preparatima za spretavanje adhezije, u p risustvu intraperitonealnih lekov'tih
sredstava iii hemostatskih sredstava il kao sredstvo zadistenziju (nadimanje). Oxiplex/AP nije ispitivankod dece iii
trudnica, niti kod zena dojilja Stoga pacijentima treba savetovatida izbegavaju zatede sokom prvog menstrualnog
ciklusanakon primene Oxip les/ AP. Oxiplex/AP nije procenjenu prisustvu malig nitets. Oxiplex/AP nije procenjen
nakon otvarar ja creva, begike ifi drugih v'sceralnih organa. Ovaj gel nije procenjen u prisustvu zuéi. Kao i kod drugih
materijala za implantac’ju, reakcije na st-ana tela mogu se pojavitii kod Oxiplex/AP. Primena videst-ukih slojeva gela
u peritonea o $upljini povecava rizikda se gelodvoji od predvdene lokacje p rimene, a u nekim od ovih slutajeva
zabeledena je mala kolitina zaostalog gela fokom postupka pratenja klinicke studije 6 do 10 nedelja kasnije. Zaostali
gel nije povezan sa klinickim posledicama.2*

SKLAD 5 TENJE | RUK OVANJE
Cuvatina sobnoj emperatiri(2 - 25 °C).

NACIN ISPO RUKE

Oxiplex/AP se isporutuje sterilan u termiZkizaptivenom pakovanju. Termicki zaptiveno pakovanje sadrzi dva 3prica
od 20 ml gelaijedanaplikator gela. Spojainji deo pakovanja ispoljni sadrzaj nisu seerilni. Samoljepljive nalepnice su
namenjene za kori¢en je udokumentaciji. Etikete pokazi ju proizvod iproizvodnu seriju.

UPUTSTVO ZA UPOTREB U

PREDPROCEDURA

Oxiplex/AP smeju da koriste samo lekari. Koristite Oxiplex/AP u skladu sauputétvima za upotrebu Rizk postoji
kodupot-ebe svih medicinskih sredstiva. Da bi se smanjio rezidualni rizik povezan sa upotrebom ovog sredstva,
preporutuje se da lekar prottainformac’je o upotrebii razgovara sa pacijentom pre upotrebe sredstva. Kod pacijenata
za oje je poznato da su preosetljivina Oxiples/AP ili njegove komponente ne treba koristiti Oxiplex/AP. Gelslu#

kao barijera izmedu tkiva koja slu# za spreavanje pojave adhezije. Tk'va s moraju odvojitigelomdabise efikasno
spre¢ila adhezija.

PRIPREM A SREDSTVA | OD LAGANJE
Oxiplex/AP je samo za jednokratnu upotrebu, Nemojte ponovo koristiti/ponovo steriisati.

1. Uklonite ambalaZu sa kuti je u kojoj se nalazi3pric napunjen Oxiples/AP iaplikator.

2 Proverite da pakovanje nije o3:e¢eno. Nemojte koristitiako je pakovanje odteéenoifi otvoreno.

3. Vodetiratuna o sterilnosti, unesite 3priceve i aplikatore u sterilno polje rada.

4 Uklonite pokbpac sa kraja 3prica gde se nalaz ,luer lock” navoj. Kada koristite aplikator za peritonealnu

upotrebu, prikljutite aplikator gela na deo 3prica ade s= nalazi,|uer lock” navoj; okredite dok potpuno ne
pricvrstive. (Istiap fikator se koristiza oba 3prica, ako je pot-ebna.)

5. Nakon upotrebe, odkozite 3priceve, preostali gel i aplikator u otpad. Iskori¢eno sredstvo Oxiplew APmazebiti
biolo3ki opasan otpad. Pridrzavajte se nacionalnih, lokalnih ili institucionalnih smernica za odlagan je biolozkih
opasnih materija.

INTRAUTERINARNA HIRURGU A

o Nanesite gel po zavrietku procedure aspiracije svih te¢nosti isredstava za nadimanje.

2. Postavite luer lock” navoj na histeroskop. Histeroskop napunite gelom pritiskar jem kfipa 3prica dok se ne pojavi
gel na vrhu histeroskopa.

3. Zapotnite ap fikaciju geda na fundusu materice. Postepeno aplicirajte aelza potpuno punjenje materice i
cervikalnog kanala pritiskanjem kiipa 3prica dok polao povliatite histeroskop. Pogledajte sliku 1.

4, Zavriive proceduru standardnom sehnikom hirurga.

PE LVIC NE GINEK OLOSKE | PERITONEALNE OPERA CUE
Nanesite gel po zavrietku procedure nakon aspiracije sve tetnosti za irigaciju. Preporutuje se da se pacijent
postav’ uobrnutiTrendelenburgov poloZaj za najefikasnije uklanjan je ostatka ¥e¢nos:i za iriaaci ju.

2. Pokije sve anatomske lokacije gde je podeljno spre¢avanje adhezije jednim slojem Oxiplew’A P* A plikator
nanosi gel u vidu,t-ake”. Za nano3enje na povriinu tkiva gde je pot-ebno spre¢avanje adhezije, treba koristiti
samo jednoslojnu gelt-aku (dubine oko 2 mm). Pog ledaje sliku 2.

3. Koristite samo onoliko gela kolkoje potrebno zajedan sloj gefa na tkivu kakoje opisano. Nije neophodno
koristiti celokupnu koli¢inu od 40 ml gela.
4, Nemojte ponovo nanositi gel sondama ili drugim ins:rumentima nakon jednog nano3enja. Ako gel upadneu

posudu sa te¢no¥u za irigaci ju, moZe se umanjiti njegova sposobnost prijanjarja zaperivonealnatkiva. Zavoga
treba uk loniti iz peritonealne Zupljine, a novi gel treba naneti na o mes:o.
5. Zavriive proceduru standardnom sehnikom hirurga.

*DODATNA UPUTSTVA ZA PRMENU GELA: PELVIC NE GINEKOLOSKE OPERACUE

1. Podignite jajnikod zida karlice i nanesite jedan sloj gela kako biste pokrilijamicujajnika i povrdinu zadnje strane
Jjajnika.

2 Vratite jajnik u normaini anatomskipolozaj i nanesite jedansloj gela na prednjideo jajnika

3. Nanesite jedan sloj gela na jajovod, uklju¢ujucii ampulu i mezosalpinks.

4, Nanesite jedan sloj gelanalaveralni deo materice okrenut ka jajnicima ijajovodima (adneksa)

Obi¢no je 15 migela dovoljno da pokrije jednu adneksu i susedne strukture, uklju¢ujudi jamicu jajnika i bognu
iv'cu materice.

NEZELJENJE REAK CUE
U klini¢kim studijama nisuzabeledene nkakve neieljene reakcije vezane za ovo sredstvo.'“ la ko senuzno ne pripisuju
upotrebi sredstva Oxiplex/AP, prijavijeni su sledecinezeljeni dogadaji: bo |, ¥emperatura, otok, upala, reakcija na s:rano
telo i lo3e performanse.
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Oxplex®/APjeprosoren, weko gelza enkratnouporabo. Je sterilna, abso rptivna ko mbinac'ja polietilen oksida (PEQ) in
nat ij eve karboksimetilceluloze (CMC). Gel je stabiliziran's kalcijem iniao o ni¢ en, predklini ne raziskave pa so pokaza le,
da se iztrebu$ ne votline izlo&iv 30 dneh.

UPORABA
OxploAP s= uporablja kot mehanska pregrada za nasts nekadhezij.

INDKACUE
OxpleAP se uporablja kot pripomatek priint-auterinih ali peritonealnih kirurékih pasegih za zmanj3anje pojavnosti,
obseqa in stopnje pooperativnih adhezij na mest i gpe rac’je.

KONI RAINDIKACUE
Gela Oxiplex®/AP ne uporabljajte v prisotnosti okuz be.

OPOZORILA
Ni primernoza int avenoz no vbrizaanje.

VARNO S TNI UK REPI

Oxiplex/AP je ob dobavi sterilen. Ne upo rabljgjte po poteku roka u porabnos tiVamost in uinkovitost gela Oxiplesw/ AP
nists bili p reudeni pri” po novni up o rabi pripo mot ka in/ ali aplikatorja Poiovna uporaba la hko privede do imunolodkega
odziva 1Vali okuzbezaradi navzkriz ne kontam inac’je, nep ravinega shrar jevarja iV ali navnanja. Oxiples/AP ni bi |

preut en viombinacijizdrugimi iadelkiza prepret eva rje adhezij, o b prisotnostiint aperito nealnih medicinskihsredsev
alihemostats khsred sievali kot sredstvo za distenzijo. Oxiplex/ AP ni bil analiziran pri otrocih, nose¢nicah ali dojetih
mate rah.Zato je bolnicam treba sv=tovati, da prep retjjo zanositev v prvem mens:rualnem cklusu po nanosu gela
Oxples/ AROxpler«/ AP ni bil analiziran v prisotnostimalignih tvorb. Oxiplex/AP ni bi | analiziran po odprtju & evesja,
mehurja ali drugih not- anjih organov. Gelni kil analiziran v prisotnos i #ol¢a. Kot privsakem drugem vsajenem

mate rialu se lahko pri Oxiplex/AP pojavij o reakc'je zaradi tujka. Nanos veZ plasigela v peritonealno votlino povetuje
tveganje premika gela s predvidenega mests nanosa, v nekaterih primerih pa 3o majhno ko i¢ino osts nka gela opazili
prikontrolnem posequ v okviru klink ne 5tudj'e 6 do 10 tednov pozneje.Os:anekgela ni bil povezan s klini€ nimi
posledicami.*

SHRANJEVANJ EIN RAVNANJ E Shranjujse na sobniemperaturi (225 *C).

NACIN DOB AVE

OxpleAP je dobavljen sterilen na soplotno oblikovanem pladnju.Toplotno oblikovan pladenj vsebuje dve

20 miliitrsk briagalkiz gelom in en aplikato r gela. Zunanjostem balaze in zunanja vsebina nis :a s :efilni. Samo jepilne
etikete so prilode ne za dokumentacijske namene. Z e tiketamij e zagotovj ena identifika dja proizvodain p roizvodne
sefije.

NAVODILA ZA PO RAB O

PRED POSEGOM

OxiplodAP lahko uporab ljajo samo adravniki. Oxiplex/AP uporab ljgjte vskladu z navodiliza uporabo. Pri u porabi vseh
medicinskih pripomaz kov obstija dol e no tveganje. Za zmanj3anje preo salega tveganja povezan egaz uporabo
tega pripomat ka, j e priporotljivo, da adravnik pred uporabo pripomat ka p rebere informacije za uporaboin se o

njih pogov ori z bolnko m. Bolnikov z znano anamnezo preo B utljivostiza Oxiplex/AP afi njeg ove sests vne dele ne
smete zdraviti z aelom Oxiplex/ARGe | sluzi kot pregrada med tk vi za p rep re¢ evanje nasts nka adhezij. Za u¢inkovito
preprezevanje adhezj je treba tkivo loziti z gelom.

PRIPRAVA IN ODLAGANJ E PRPOMOCKA

OxpleAPjenamenjen samo enkratni upo rabi. Ni za ponovno uporabo/po novno sterilizac jo.

1. Iz3katle vzemive ovoj nino, ki vsebuje briagalko, napolnjeno zge lom Oxiplex/ AP, in aplikator.

2. Ovojnino preglejte inpreverite, alije kato r koli pos kodovana,C e je pos kodovana ali odprs, pripomotka ne
uporabite.

3. Zuporabo sterilne tehnike vnesie briagalki in aplikato r v sterilno kirurtko pdj'e.

4. Snemite kapicos konca brizaak e znast vkom luer lock Pri uporabi aplikatorjaza peritonealne poseae povezite
apliato r gelas koncem briagalke z nastavkom luer lock: vrtite ga, dokler ni trdno pritrjen. (Po poteb’iuporabite
istiaplikato rza obe briagalki )

5. Brizaalki, morebitni preosts nekgela in aplkator po upo rabi zavrzite. U porablj eni pri pomoZ ek Oxiplew AP lahko
predsavija biolokko nevarnost. U pos tevaj be nac ionalne, lokalne ozroma institucionalne smernice za odlag anje
biolo% ko nevarnega materiala.

IN RAUTERINI POSEG
Gel nanesite na ko ncu pasega po aspiracijivseh tekozin in sredstva za distenzija

2. Brizgalko z nasts vkom luer lock pritrdite na his eroso p. Histerosko p napolnite z gelom tako, da stiskate bat
briagalke, dokler s= gel ne pojavinakonici histeroskopa.

3. Nanos gela za¢ nite primaternit nem svodu . Postopoma nanasaj ¥ gel da popolnoma napolnite maternico in
cerv kalnikanal,in sicer tako, da stiskate bat briagalke, pri tem pa histeroskop potasi izvieete. Glej e slo 3.

4. Posw pekzakljwive vskladus sandardno sehniko kirurga.

MEDENICNI GINEKOLOSKI INPERITONE AL NI POSEG |

1. Gelnanesite na koncu pasega po aspiraciji vse ¥ekotine za izpiranje. Za naj u¢inkov tej %o aspiracij o p reostale
tekotine za izpiranjeje priporeljivo, da bolnka namestite vobratniTrendelenburgov poloza).

2. Vs anato mska mesta, ra kaverih Zelite prep re¢itiadhezij e, prekiijte z eno plasj o gela OxipleAP* Aplikator
dovede gelv oblikistrakue. Na povréine tkiy na katerih je p redvidenoprepret evar je adhes), lahko nanesete
samo eno plast taku v oblikigela (pribliz no 2mm na debelq . Glejse sliko 2.

3. Vsklduz navodili na tkivu uporabite samo toliko gela, da bo zadostovaloza nanos ene plasti gela Nit eba,da
porabi te vseh 40 ml gela.

4. Poranosigelapazte, daga ne premaknetes sondami didrugimi ins:rumenti Ce gelzad ev nakopiteno tekotino
2a izp Iranje, je 1ahko ogrode na njegova sposo bnos:spnjemarjas peri b neahimi tkivi. Zatoga jetreba odstraniti 2
per tonealne votine in nazadevio mesto nanesti novgsl.

5. Posw pekzaklju¢ive vskladus sandardno ehniko kiruraa.

*DODAINA NAVOD LA ZA NANO S GELA: MEDENIC NI GINEK OLOSKI POSEQ

1. Gj¢nik privadig nite od s:ranske s :ene medenice innanesite eno plast gela, da prekij ete |odojg¢ nika in
pos:eriomo poviino jaj¢ nka.

2. Jaj¢nik names ite nazajv obi¢ ajenanato msk poloZ aj nato pa nanesite eno plas: gela, da prekiijete anteriorni del
jaj¢nika

3. Nanesite eno plas: gela, da prekrijete jajcevod, vij u no zampulo in meao salpinks om.

4. Nanesite eno plas: gela, da prekrijete stransk delmaternice, obrnjen protiadneksom.

Ob'tajno 15 mlgela zadostuje za prekrivanje posameznih ad neksov in okolnih st uktur, vij' W no z lodo jaj¢nikain

stransk m robom maternice.

STRANSKI UCINK |

Pri klink nih 5:udijah ni bilo vzvezi s pripomot kom zabe lede nih nobenih stransk h u¢inkov.'* Navajajo naslednje
neielene dogodke, k palih ni mogoé e nujno pripisati upo rabi gela Oxiplew'AP. bolet'ine, vrozing, otekanje, vnetje,
reakcija ra bijekin skbia winkovitost.
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Vsebina: 2-briaga 20ml ' —Tm
1 -konica apliato rja 20 L

20 mL
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DESCRIPCION

Oxipley/AP esun gelfluido transparente para un solo uso. Es una combinai6 nabsorhbible esté fil de 6xido de
polietileno (OFE) y carboximetikelulosa s6 dica (CMQ. Se encuentra estabilizado son cak io, es isoté nico y se ha
comp robado enesti dios p recll nicos q ue desapareee de la cavidad perito nealantes de transcurridos 30 dias.

USOIND ICADO
Oxiples/AP ests disefiado para utilizarse como barrera mecé nicaante la formac 6 n de ad hesiones.

IND ICACIO NES
Oxiple/ AP ests disefiado para uti lizarse como asceso rio en cinugla intrauterina o peritoneal para reduc’ir la incidenc'ia,
extensiény gravedad de adhesiones posoperatorias en el sitio quini raico.

CONTRAINDICACIONES
No utilice Oxiple&AP en presenc'a de infeccion.

AD VERTENCIAS
Noinyectir porvia intravencs a.

PRECAUCIONES

Oxipled/AP s= suministra esté ril. No lo utilice despué s de s fecha de caducidad. No se hanesti diado la sequridad

nila eficac’ia de Oxip lew'AP en condiciones de reutilizacié n del dispo sitivo o del aplicador. La reutilizaci6 npuede
provocar una respues:a inmunoléagica o una infeac’é n debido a la contaminacion cruzada o a la manipulac'n o al
almacenamiento inadecuados. Oxiplew' AP no se ha estidiado en combinacién con otros producko s.de p revencié n

de adhesiones, en presencia de agent es medicinales intraperito neale s ni agentes hemostd ticos, ni como medio de
dis:ensién Oxiple/AP no se ha evaluado en nifios ni mujeres embarazadas o lactintes. Por lo ta nto, debe aconsej arse
alas paci entes que ev ten elembarazo durante el primer ciclo mens:rual tas aplicar Oxiplo/AP.OxipleAP noseha
evaluadoen presencia de cd nceres. Oxip lo/ AP n 0 seha evaluado tras la apertura delintes:ing, vejiga u otros 6r ganos
viscerales. No se ha evaluado el gel en presenc la de bilis. Al igual que sucede con cualq uier material implantado, puede
haber reaccliones a cuerpos extrafios con Oxiples/AP.La aplicacion de varias capas de gelen la cavidad peritoneal
aumenta el riesgode que s= desprenda el geldel sitiod ea plicacién dessadq, yen algunos casos, se observéuna
pequefia cantidad de gel residualdurante el procedimiento de seg uimiento delest dio cli nico de 6a 10 semanas
después. Bl gel residual no se asoc 6 con secuelas clf nicas. **

ALMACE NAMIENT O Y M ANIPULACION: Guardelo a te mperaturaambiente @ - 25 °Q.

PRESENTAGON

Oxiplo/AP se suministra esté rilen una bandej a ¥ermoformada. la bandeja sermoformada contiene dos jeringas de 20
mlde gely un aplicador de gel. Elexterior del paquete y el 8o ntenido exterior no son es# rile s Se suminis:ran etiqu etas
auto adhesivas a efecto s de documentac'6r1. Las etiq uetas identifican el producto y el lose del producto.

INSTRUCCIONES DEUSO

ANTES DEL PRO CEDMIENTO

Solo los mé dicos utilizara n Oxiplex/ARUse Oxiplex/AP conforme a las inst ucci ones de uso.

Elriesgoesinherente al usode #odo dispositivo mé dico. Para minimizar el riesgo residualasociadoal uso de este
dispositivg, se recomienda que el midico lea la info rmacién de uso y ladiscuta con el pac iente antes de uti lizar el
dispositiva.

Los pacientes que se sabe que tienen una hiso ria de hipersensibilidad a Oxiple#AP o a sus componentes no deben
reci bir tratamiento con Oxples/AP.

El gel sirve de barrera entre los wejidos para p revenir la formacé nde adhesiones. El %jidodebe separarse con gelpara
prevenir la formacié n efectiva de adhes'ones.

PREPARA CION Y ELIM NA CION DEL DISPO S ITVO

Oxiple/AP es de un solo uso. No lo reutilice ni ree serilice.

1. Extraiga el paq uete q ue contiene la jeringa cargada de Oxiplo/AP y el aplicador delacaja.

2. Inspeccione el paq uete por si presentara dafio.sNo lo utilice si ests daiado o abierto,

3. Conuna ¥ cnica esté ril, introduaca as jerinaas y elaplicador enel campode operacénes# .

4. Retire el bp6 n delextremo luer lock de la jeringa. Cuando utilice el aplicador para uso perito neal, sonecte el
aplicador de gel al extremo luer lock de la jeringa; gire hasta que esté bien acop lad o. (El mismo aplicador seutilizar
paraambas jeringas, si es necesario)

5. Deseche las jer ngas, elgelsobrantey el aplicador, despué s de su uso. E| dispositivo Oxiplew AP us ado puede ser un
peligro biol6gica Siga las directrices nacionales, locales o insitucionales para desechar material biopelig roso.

CIRUGIA INTRAUTERINA

1. Aplique gel al concluir el proced imiento despué s de aspirar todos los liquidos y los medios de dis:ensié n.

2. Acople el luer lock de la jeringa al his :eroscopi a Rellene e| his :eroscopio con gel comp rimiendo el émbolo de la
jeringa hasta q ue apareaca ge|en elext emo de la punta de|histeroseapio.

3. Empiece a aplicar el gelen el fondo uterina. Aplique g radualmente el gel hasts rellenar por completo el Utero y el
endocé rvix omprimiendo el émbolo de la jeringa mientrasretira lentamente el his :erascop’ o Consulte la figura 1.

4. La intervencibn quind rgica concluye conforme a la ¥ cnica esta ndar del cirujano.

CIRUGIILS PERNONEALES Y GNECOLOGICAS PELM CAS
1. Aplique gel al concluir el proced miento despué s de aspirar todos los liquidos de irrigaciérn. Se recomienda colocar
al paci ente en una po sicé nantitendelenburq para eliminar mejor el quido de irrigac 6 nresidual.

2. Cubra todos los sitios anaté micos donde se desea prevenirla adhesié n con una sola capa de Oxiple/AP* H
aplicador dispensa el gel en una “franjd. Solo debe utilizarse unasola franja de gel de una capa (de unos 2 mmde
espe sor) para revesirlas superficies de ¥ejido de los que sedesea preven la adhesiori. Consulte lafigura 2.

3. Use solo el gel suficiente paracolocar una sola capade gelsobre los tejid os descritos No es necesario utilizarlos 40

midegs.

No vuelva acolocar gel con sondas u otros inst umentos una vez que se haya aplicado. Sicae gelen uncharco de

liquido de irrigacién, su capac'dad de adherirse a ejidos perito neales puede verse comp rometida. Por lo tanto, debe

retirarse de |a cavidad perito neal ydebe aplicarse gel nuevo enel sitio.

5. La intervencibn quind rgica concluye conforme a la ¥ cnica ests ndar del cirujano.

E

*INS TRUCCIONES ADIC IONA LES PARA LA APLICACIO N DE GEL: CIRUQ AS GINECOLOGICAS PELVICAS

1. levante elovariode lapared pé Ivcay aplique unasola capa de gel para cubrir la fosaové rica y la superficie
posterior del ovario.

2. Vuelva a solocar el ovario a la posc’6 n anasé mica normaly apliq ue una sola capa de gel para cubrir la parte anterior
del ovario.

3. Aplique una sola capa de gel para cubrir latrom pade Falopig, incluido la ampo lla ye I meso < Ipinx.

4. Aplique una sola capa de gel para cubrir la cara lateral de| Gtero frente a los anexos.

Normalmente 15 ml de gel son suficientes paracubrir un solo anexo y las estructuras adyacentes,. incluida la fosa
ovarica y elmargen lateral del Gtero.

REACGONBS ADVERSAS

Nosehainformado de reacciones adversas relativas al dispositivo en es:udios clf nicos. ™ Se ha inform ado de [os
siquientes acontec’imientos adverso s, aunqg ue no se atribuyen nese sariamente aluso de OxipleAP: dolor, fiebre,
inflamaci6 i reacc’6 n a cuerpos ext rafiosy mal fil ncionamiento.
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KUVAUS

Oxiplex/AP qgeeli onkirkas:a, kertakayt#dists nes:emdaists geelis. Geeli on steriili resorboituva yhdistelma
polyetyleenioksidia (PEO) ja natriumkarboksimetyyliselluloosaa(CMC). Geeli on kalsiumstabiloitu, isotoninenja sen
ontodettu esikliinisissa tutkimuk sissa puhdistavan vatsaontelon 30 péivansisélla.

KAYTTOTARKOITUS
Oxiplex/AP on tarkoitet b kaytet:avaksi mekaanisena esieend adheesion muodostumiselle.

INDIKAATIOT
Oxplex/AP on tarkoitett kaytet:avaksi apuvalineena kohdunsisaisissa tal vatsakalvon keikkauksissa leikkauksen
jalkeisten adheesioiden esintymis:iheyden, lbajuuden ja vakavuuden vahentamisessa leikkausalueella.

KONTRAINDIKAATIOT
Oxiplex/AP gqeelid ei saa kdyttasinfektion esiintyessa.

VAROITUKSET
Ei saainjisoida suonensisaises:i.

VAROTOIMET

Oxplex/AP woimitetaan sterii ina. Al3 kiytd viime isen kayttopaivanjslkeen Oxiple>/AP tuotteen turvallisuuttaja
tehokkuut:a ef ole tutkit:u olosuhteissa, joissa laitetta ja/tsi applikaat:oria kaytet 5an uudelleen. Uudelleenk3ytasts
voi seurata immunologinen rexaktio ja/tai infektio ris:ikontaminaation, vaaranlaisen varastoinninja/tai kdsit:elyn
johdos:a.Oxiple>/AP +uctetta ei ole tutkit:u yhdessa muiden adheesioinehkiisytiot:eiden, vatsakalvonsisais:en
laalemaineiden tai hemos:aat:isien aineiden kanssa tii laajentimaaineena. Oxiplex/AP tuotet:a ei olearvioitu lapsilla
tai imettavillé naisilla. Sen vuoksi potilaita t ulisi ohjeis:aa valt:amaan hedelmaittymis:a ensimmaisen kuukautiskierron
aikana Oxipless/ AP tuotteen kayttsmisenjalkeen, Oxiplex/AP tuotet:a ei ole arvioitu pahanlaatiisuuksien lasna
ollessa. Oxiplex' AP fio%e tta ei ole arvioitu suolen, v'rtsarakon tai muun sisdefmen avaamisenjalkeen. Geelid ej ole
arvioitu sappinesteen lasndollessa. Kuten kaikkien implantoitujen materiaalien kanssa, v'erasesinereaktioita voi esiintya
Oxplex/AP tuotteenkanssa. Usean geelkerrok sen levittaminen vatsanka vononteloon kasvattaa geelin irtoamisen
riskia sen levit:dmisen kohdassa, ja joissakintapauksissa pienia maéiria geenjéamia on havait:u kliinisten tutkimus:en
seurantamenettely ssd 6 — 10 vikon kulut:ua. Geelinjaamateivat fittyneet kliinisiin jalkitauteihin.

SALYTYS JAKASITIELY: Sailyts huoneenldmmasss (2-25 °C).

TOIMITUS TAPA

Oxip lex/AP woimitetaan s:erilling Empdmuoviillussa tir jotinpakk.auk sessa. Ldmpomuovailt u tar jotinpakkaus sisa Ita kaksi
20 ml:n geelruiskua ja yhden geeliapplikaattorin. Pakkauksen ulbopinta ja ulommat s s lIGt eivatole steriile jaTa rraetiketit
sisé tyvat pakkaukseen dokumentaatiota rkoituksia va rteri.Tarra siséltsa tuotteen ja tuote-eran tiedot.

KAYTTOOMWEET

ESIVAIMISTELU

Oxplex/AP on tarkoitetti vain ldakarien kdytettavaksi. Kayta Oxiples/AP -tuotetta kiytttohjeiden mukaisest.
suosit:elemme, ettd laakari lukee kayttdon littyvattiedot ja keskustelee potilaan kanssa ennen lait:een kayttoa.
Potilaat, joilla tiedetian olevanyliherkkyysanamneesi Oxip les/AP tuotteelle tai sen komponenteille ei tulisi hoitaa
Oxplex/AP tuotteella,

Gee i woimii kudosten vélisena esteena es:aen adheesioiden muodostimista. Kudokset on erotettava geelills sehokkaan
adheesionsuojan saavuttamiseksl.

LAITIEEN VALMIS TELU JAHAVIT TAMINEN

Oxiplex/AP on tarkoitet i vain kertakayttoon. Ald kayta/steriloi tiotetta uudelieen.

1. Pois:a Oxiplexw' AP tuot:eella tiytetynruiskunjaapplikaattorin sisaltava pakkaus laatikosta.

2, Tarki:a pakkaus vauriolden varalta. Al kayts, mikéli pakkaus on vahingoit:unut ti avat:u.

4. Pois:a ruiskun paan luer-fit:imen hattu. Ksytt3essisi applikaat:oria vatakalvonontelosss, liitd geelin applikaat:ori
ruiskun luerliitimen puoleiseen paahari, Kiinnit3 lujasti kiertamalla. (Sama applikaattori on tarkoitettu
kéytettavakai tarv ttaessa molemmilla ruiskuifa)

5. Kéyton jalkeen havitd ruiskut, yli jaanyt geeli ja applikaat:ori. Kay tetty Oxiplex/AP voi muodostaa bidogisen
vaaran. Noudata biologises:ivaarallisen materiaalin havittamisessa kansallisi, paikallisia tai organisaation o mia
chjeita.

KOHDUNSISAINEN KIRURGIA

1. Levitd geelidtoimenpiteen paatieeksi kaikkien nes:eidenja laajentumakalvojen tyhjentamisenjalkeen.

2. Kiinnita ruiskun luer-fitn hysseroskooppiin. 18yts hysteroskoopp' geeflla painamalla ruiskun mantia, kunnes
gee fa ti lee esiin hysteroskoopin karjesta.

3,  Aloita geelin levit:dminen kohdunpoh jaan. Levits geelia as:eit:ain ja taytd kohdun ja kohdunkaulan kanavat
taysin painamallaruiskun mantia ja vetimalls hysteroskooppia samalla ulospain. KatsoKuvad.

4. Paaty leikkaus:oimenpide kirurgin normaalin sekniikan mukaises:i.

LANTION GYNEKOLOGISET JA VATSANKALVON LEIKKAUKSET

1. Levitd geelidsoimenpiteen paatieeksi kaikkien huuhtelunes:eiden tytjentdmisen jalk een.Suosit:elemme potilaan
asentamists kaanteiseenTrendelenburgin asentoon ylimaaraisen huuhtelunes:een mahdolisimman sehokkaan
tytjentamisen vuoksi.

2. Peitd kaikki neanatomiset alueet, joissa adheesion ehkaiseminen on toivottua, yhdells kerroksella Oxiplex!

AP tuotetta* Applkaat:oriannostelee geelia' nauhamaisena muodostelmana. Kudospinnat, joissa adheesion
ehkaiseminen on tarkoitetty, tilee peittad vain yhdella geelinauhakerrok sella (noin2 mm:n paksuudelta). Katso
Kuva 2.

3. K&ytd ainoastaanriittdva mé&ara geelid yhden geefkerroksen levit:amiseen kudokselle kuvauksen mukaises:L
Koko 40mkn geelimaaran ksyttdminen ei ole tarpeer:,

4. Ala siirrd kerran levivettys’ geelia hoet:imien tii muiden ins:rumenttien avulla. Jos geeli putoaa
huuhtelunes:eeseen, sen tarttumiskyky vatsankalvon kudokseen voiolla heiwentynyt Siksi se tulisi poist3a
vatsankalvonontelos:a ja uusi geelitulisi levit:aa alueelle.

5. Paati leikkaus:oimenpide kirurgin normaalin sekniikan mukaises:i.

*LISATYN GEELIN LEVITYSOHJEET: LANTION GYNEKOLOGISET LEIKKAUKSET

1. Nos:a munasarjoja pois lantion sivuseinastdja levitd kohdun kannat:imen takana sijaissevan kuopan ja
munasar jan takapinnan peit:ava yksit:dinen kerros geelia.

2. Palauta munasarja normaaliin anatomiseen asentoon ja levita yksit:ainen munasar jan etuosan peit:évé kerros
geeld.

3.  Levitd munajohtimen ja munajohtimen avartimanja lie peen peittava yksittainen kerros geelia,

4. Levitd kohdunsivuelimien puoleisen lateraalipuclen peittavayksittdinen kerros geelia.

Tyypillisesti 15 m|geelia rii ttaayksit:aisen sivuelimen ja sen v ereisten rakenteiden, mukaan luk 'en kohdun takana

sijaitsevan kuopanja kohdun lateraalir eunan peit:amiseen

HAITTAVAKUTUKSET

Kliinisissa tutkimuksissa ei ole raporwoitu lait:eeseenliittyvid haittavaikutuksia.'* Seuraav a h ait:avaikutuksia, jotka eivat
valt:amat:4 liity Oxiplex/AP 410t een kdyttoon, on raportoitu: kipy, kuume, turvotus, tulehdus, vierasesineresaktio ja
huono suorituskyky.
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POPIS

Oxiplex/APje ¢ry, tekuty gél najednorazowé pouzitie.Gélje sterilnou vstrebatelhou kombinaciou polyetylén
oxidu (PEO) a sodne j soli karboxymetylc elulézy (CMC). Gél m3 stabiliaovand hladinu vapnika, jeizotonicky a v
predklinickych 5tédiach sa preukazalo, 2e sa od neho peritonedlna dutina vyéistl do 30 dnf.

URC ENE POUZITIE
Gél Oxiples/AP je ur¢eng na pouzitie ako mechanickd bariéra protitvorbe adhézit

INDIKACIE
Gél Oxiples/AP je ur¢eng na pouzitie ako pomocnd latka priintrauterinngch alebo peritonedinych operadachna
znldenie vskyty, rozsahu a zdvaznosti pooperatnych adhézil voperovanej oblas:l.

KONTRAINDIKACIE
Gé| Oxiplex/APnepouzivajtev prisomnostiinfekcie.

VAROVANIA

Nepodévajte intravendzne.

BEZPECNOS TNE OPATRENIA

Gél Oxiple>/AP sa dodava stering. Nepouzivajte ho po uplynutl datumu exspirdcie. Bezpe¢nost a Gicinnost gélu
Oxiplex/AP nebola v podmienkach opakovaného pouzitia pripravku a/alebo aplikdtora skimana. Opakované pouzitie
moie viest k imunologicke reakci a/aleboinfekeii z dovodu krizove j kontaminécie, nevhodného skladovaniaa/

alebo manipulicie. Gél Oxiples/AP nebol skiimanyv kombindcii s ingmi prostriedkami proti adhézidm, v pritomnosti
int-aperitonealnych lie¢iv & hemostatickych ¢inidiel, ani ako dis:enéné médium. Gél Oxiplesi/ AP nebol hodnoteny

u detl ani u sehotnfch &i dojéiacich Zien. Preto je potrebné, aby boli pacientky pou ¢en éo vyhybanisaote hotne niu
potas prvého menstruainého cyklu po aplikacii gélu Oxiples/AP. Gél Oxip le>#/AP nebol hodnoteny v podmienkach
pritomnostimalignit. Gél Oxiples/AP nebol hodnotenyv podmienkach po otvorenf ¢reva, mechcira, ani infch
viscerainych organov.Gélnebol hodnotenyv podmienkach pritomnosti zke. Rovnako ako pri vietk§ch implantovanych
mate ridloch, aj prigéli Oxiplex/AP sa mozu vysky tni reakcie na cudzo rodé seleso. Aplikacia viaeer ych vrstiev gélu

v peritoness|nej dutine zvysuje riziko uvofnenia gélu 2o e laného mies:aaplikacie, a v niektorfch z tychto pripadov bolo
potas kontrolného zakroku v ramci klinichej 3tidie 0 6 a2 10 tyadriov neskér poaorované malé mnoistvo rezidudineho
gélu. Prisomnost rezidudlneho gélu nebola spojend s Kinickymi nasledkami.?#

SKLADO VANIE A M ANIPULACIA: Skladujbe pri izbove] teploke (2 - 25 °C).

SPOSOB DODAWK Y

Gél Oxiples/AP sa doddva sterilng v ¥epelne formovanom podnoseTepene formova ny podnos obsahuje dve 20 ml
striekatky s gélom a jeden aplikator gélu. Vonkajsia strana balenia avonkajil obsah nie s sterilné. Samolepiace 3titky
sadodavajul pre dokumentaené Ciely. Stitky identifikujui vyroboka vyrobng 3arzu.

NAVOD NA POUZITIE

PRED ZAKROKOM

Gél Oxiples/AP je uréeng len na pouzitie lekarmi. Gél Oxiple>/AP pouzivajte podfa navodu na pouzitie. Riziko je
pritomné pripouZiti vietk fch zdravotnickych pom6cok. Pre minimaliziciu rezidualineho rizka spojenéhos pouzitm
‘ejto ad ravotn(ckej pomacky sa odpordiéa, abysi lekar pred pouZitim tej\o pomacky preéitalinformacie o pouziti

a prediskutovalich spolu s pacientom. Pacienti so znamou hypersenzitivitou na qé| Oxiplex/AP alebo jeho zlozky

v anamnéze nesmu byt oletrovan( gélom Oxiples/AP. Gél slCiZiako bariéra medzi tkanivami pre zabrénenie tvorbe
adhézil, Pre G&inné zabranenie vytvoreniu adhézil musia byt tkaniva oddelené gélom.

PRIPRAVA POMOCK Y A LK VIDACIA

Gél Oxiples/AP je ur¢eny len najednorazové pouzitie. Nepouzivajte/nes:eriiizijte ho opakovane.

1. Vyberte balenie obsahujuce striekatku naplnens gélom Oxiplew AP aaplikator 20 3katule.

Skontrolujte balenie z hladiska akychkofvek po3kodenl. Ak je poskode né alebo otvorené, vy-obok nepouzivajte.

Pouzitim s:erilnej sechniky preneste st-iekatky a aplikstor do s:erilného opera¢ného pofa.

Odstrative uzdver z konca striekatkytypu luer lock. Ked'sa apikator pouziva na peritoneéalne poutzitie, aplkator

aélu nasadie na koniec striekatky typu luer lock a zato¢te ho aZ pokym sa pevne nepripojL (Tenistyaplikstor sa

pou #va pre obe sriekatky, ak je %o potrebné.)

5. Popoutitl zikvidujte s:riekatky, viewokzvysny aéla aplikdor.Pouzitd pomacka OxiplewAP méze predstavovat
biologické riziko. Dodrzujte narodné, mies:ne alebo nemocniiné usmernenia tykajiice sanakladanias biologicky
nebezpetnym materi d lom.

[N

INF RAUTERINNE OPERACIE

1. Gélaplkujte na zaver zakroku po asprovanivietkych tekutin a diskenéngch médil.

2. Pripojte striekatku koncom typu luer lock k hysteroskopu. Naplfise hysteroskop gélom stlatenim piestu st-iekatky,
azkgmsa gé| neob javl na konci 3pi¢ky hysteroskopu.

3. Zatniwe aplikdciu aéludo fundu uteru. Postupnou aplikéciou gélu vypliite eely uterus aj cervikalny kandl tak, ae
budete stldcat piest striekatky a zdrove pomally vyta hovat hysteroskop. Pozrite ob réack 9.

4. Ukontite zskrok 3tandardnou technikou podfa uvéaenia chirurga.

GYNEKOLOGICKE A PERi TONEALNE OPERACIE V OBLAS TIPANVY

1. Gélaplikujte nazaver zakroku poaspirovanivietkych irigatniych sekut'n Odporiéasa, abysa pacient nachadzal
v opatnejTrendelenburgovej polohe s ciel'om ¢o najiitinnejsieho odst-anenia zvy3nej irigatne sekutiny.

2. VZetkyanatomické miesta, kde je potrebné zabranit adhéziam, pokryte jednou vrstvou gélu Oxiples/AP.*
Aplikétor aplikuje gél v podobe ,pasika“. Na pokrytie povrchov tkanfv, kde je pot-ebné za branitad hézism, sa ma
pouzitiba jedna vrstva pasika gélu (priblizne 2 mm hruba). Pozrite obraaok 2.

3. Poutite ba tolkogélu, aby bola na tkaniva nanesené ibajedna vrstva gélu, ako je %o opfsané. Nie je nevyhnutné
pouzitietkych 40 ml gélu.

4, Ked'bolgélraz aplikovany, uz ho nepremiestfiujte pomocou sond ani inch nasirojov.Ked gél skizne do
nahromadenej iriga¢nej ekutiny, jeho schopnost prilncit k peritonealnym tkanivam mé e byt na rusena. P reto je
v tahom pripade potrebné ho vybrat z peritonesinej dutiny a aplikovat na miesto novy gél.

5. Ukonite zakrok 3t:andardnou technikou podta uvéienia chirurga.

*DODATOCNE POKYNY K APLIKACII GELU: PANVOVE GYNEKOLOGICKE OPERACIE

1. Nadvihnite ovarium smerom od bo¢nej steny panvy aap likujte jednu vrstvu gélu tik, aby ske pokryli fossa ovarii
a posteridrny povrch ovaria.

2. Vrétte ovérum do normalnej anatomickej polohya aplikujte jednu vrstvu gélu tak.abyste pokryli anteridrnu ¢as:
oviria

3. Aplkujee jednu vrstvu gélu tak, aby s:e pokryli vajitkovod vratane ampuly aj mezosa lpinx.

4. Aplkuje jednu vrstvu gélu tak, aby s:e pokryli lateralnu ¢ast uteru smerujicuk adnexsm.

Obytajne statl 15 ml gélu na pokrytie jedného adnex a prilahlfch 3truktdrvratane fossa ovarii a laterélneho okraja

uteruy.

NEZIADUCE REAK CIE

Vklinickych 3tudiach neboli hlisené iadne neziaduee reakcie stivisiace s poméchou.™ Boli hldsené nasledovné
ne¥iaduee udalosti koréviak nemusia scivisiet's pouzitim gélu Oxiplesi/AP: bolest, horGtka, opuch, zspal, reakdana
cudaorodé ¥eleso a slaby G¢inok.
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DESCRIERE

OxplodAP es:eun gelfluid, incola, pentru o sinqura utiizare. Gelul es:e o o mbinatie sterild, resorbabild de oxid
de polietilend PEO) 5i carboximetice lozi de so diu(MQ). Gelul ese s abilizat prin cakivy, izotonic, iar tn studille
preclinice a preae ntat curdti rea cavita tii perito neale n termen de 30 de zile.

UTILIZAREA PREVAZUTA
OxplovAP es:e des:inat utilizarii ca bariera mecanica tm potiva forma rii ade renyelor.

INDICAT I
OxpledAP es:e des:inat utilizarii ca adjuvanttnoperatia chirurgicald int auterina sau peritoneald, pentru reducerea
incidenye| extinderi §i gravitatii aderenyelor post-operatorii lalocul operatiei chirurgicale.

CONTRAINDICAT I
Nu utiizati Oxiple# AP tn prezent a infectiilor.

AVERTISMENTE
Nuinj ectatiint avenos.

PRECAUTII

Oxblog{tp es:e furnizatsteril. Nu utilizati dup3 data de expirare. Sigurant a 5iefi caci tasma Oxiples/ AP nu au fost
studiate tn condit i de reuti lizare a dispozitivului §i/sau aplicato rului. Reutilizarea poate duce la reactii gi/sauinfectii
imunologice dincauza contamina ril ncr uci sate, depazita rii §i/sau manipularii necorespunza toa re. Oxiplex/AP nu a fost
studiattn combinat e cu alte produse pent u prevenirea aderent elor, In p reae nt a agentilo r medicinali intraperitoneali
sau hem ostatici sau a mediului de dilats re. Oxiplex/AP nu a fost evaluat |a 8o pii sau la fe me tnsircinate sau care

ald pteaza . Prinurmare, pac'ientii trebuiesfd tuiti s3 evite conee ptia tn timpul primului ciclu menst ual de dupd aplicarea
Oxple/AROxpler# AP nua fost evaluat n prezenta afectiunilor maligne. Oxiple# AP nu a fos:evaluatin urma
deschideriintesinului, vezicii urinare sau aaltor organe v scerale. Gelul nu a fos: evaluattn p rezent abilei. Ca tn cazul
ofica rui materialimplantat, 5 cu Oxiple/AP pot séapard reac §ii la corpuristraine. Aplicarea unorstrati rimultiple de
gelincavitatea peritoneald cres e riscul disloca rii gelului de la foculintentionat al aplica rii, iart n unele dintre aceste
cazuris-aobservat o cantitate mk 3 de gel rezidual tn timpul p roceduriide urmé rire a studiului dinic, de la 6 la 10

& ptd ma ni mai ta rzin. G elul rezidual nu a fost asociat cu sechele clinice3*

DEPOZITARE $1M ANIPULARE
De pozitatila temperatura camerei (2- 25°C).

MOD DE LIVRARE

OxplovAP es:e furnizatsteni, t ntro tava termoformati . Tava termoformaté contine doua seringi de cate 20 ml de gel
siunaplicator pentru gel. Exteriorul ambalgj ului 5i continutul extefior nu sunt sterile. In scoputi de documentare sunt
ful rnizate etichete autoc olante. Etichetele identifica p rodusul §ilotul de fiabrcatie.

INSTRUCT IUNI DE UTILIZARE

PRE-PROC EDURA

Oxiple/AP trebuie utilizat numai de catre med ki. Utilizati Oxiplew' AP sonform ins:ructiunilor de utilizare.

Riscul es:e inerent |a utilizarea tutu or dispozitivelo r medicale. Pentru a minimiza riscurile reziduale asociate

utiliza rii aces :ui dispozitiv, se resomanda ca informatiile pent u utiliza re s fie citite de medic §i sa fie discutate cu
pacienti | Tnainte de utilizarea dispo zitivulul. Pacientii care au preae ntit anterior hipes se nsibilits ¥e | a Oxiplex/AP sau
la componentele aces:uia, nu trebuie t- ataticu Oxiplex/AP. Gelul ser veste ca barierd t ntre ye sub ri, pentru a preveni
formarea aderentelor.Tesuti | t ebuie separat pringelpentru prevenirea eficient 3 a aderengei.

PREGATIREA SIELIMINAREA DIS POZITIVULUI

OxpledAP es:edes:inat doar pentru o singura utilizare Nu reutilizat i resteriliza i.

o Scoateti din cutie ambalajele care sontin seringa um pluta cu Oxiple/ AP siaplicato rul.

2. Verificali ca ambalgj ul 53 nu prezinte deteriord . Nu utilizati daca este deteriorat saudeschis.

3. Utiiza nd o tehnica sterilg, intr oduceti seri ngile si aplicato rul tt c@mpul de operare s:eril.

4 Scoateti capacul de pe capati | luer lock al seringii. Atunc'ica nd utilizati aplicatorul peritoneal, conect ati
aplicatorul pentru gella capatul luer lockal seringii; rotiti pa nd cd nd este atasat fem, (Se va utiliza acelasi
aplicator pentru ambele seringi, dacd este nevoie))

5. Dupi utilizare, aruncati seringile, orice res:uri de gelsiaplicatorul. Dispo zitivul Oxiple/AP folosit poate preae nts
risc biologic. Urmat i instructiunile nati onale, locale sau ins:itut ionale pentru elimina rea materialelor cu risc
biologic.

OPERA]'IA CHIRURGICALA INTRAUT ERINA
Aplicatiaelul la finalul procedurii,dupd aspirarea tuturor fluidelor 5i mediului de dilats re.

2, Atasati capatu | luerlock al seringiila his:eroscop. Umpletihisteroscopul cu gel pri'n apasarea pis:onului seringii,
pand candapare gella capati | distala histesoscopulul.

3. Treepetiaplicarea gelului la funduluterului. Aplicali gradual gel pentru a umple complet uterul sicanalul
cervkal prin apisarea pis:onuluiseringii Intimp ce retragetilent histeroscopul. A se vedea figura 9.

4. Tncheiat i pr ocedura chirurgicald sonform sehnicii standard a chirurgului.

OPERAI 11 CHIRURG ICALE PELVIENE GINECOLOGICE $1PERITONEALE
Aplicatiqelul la finalul proceduri, dupd aspirarea completa a fluidului de iriaare. Se recomands ca paoennll sa

fieagezat n pozitia Trendelenburg inversatd, pentru tndepartarea cea maiefi cients afluiduluide ¥igare rezidual.

2 Acoperiticu unsingur s:rat de Oxiplew’ AP foate locurile anatomice tn care se doreg:e pr eve nirsa aderenge|or*
Aplicato rul elibe reazi gelul sub forméi de, panglica”. Se va utiliza un sinqurstrat de gel elbe ratt n formzi de
pang lica (ap oximativ 2 mm tn addn cime) pentu aaso peri suprafetele de yesut pentru care se ntentioneaza
prevenirea formarii aderentelor. A se vedea figura 2.

3. Utiizatinumai atit gelcdt es:e suficient pentrua aplica un singurstrat de gel pe e suturi, asa cum este descris.
Nu este neces ar s3 utilizat it ntreaga cantitate de 40ml de gel.
4. Nu repoz itionati gelul cu aj uto rul sondelor sau a altor inst umente odati ce a fos: aplic at Dacd gelul cade

tnt-un bazin de fluid de irigare, capaci tatea sade aderent dla yesuturile peritoneale poate ficompromisa. P rin
urmare, trebuie ndepartatdin cav ta ves perito neaki 51 tn acel loc trebuie aplicat un nou gel.
5. Tnche iat i pr ocedurachiurgicald sonform sehnicii standard a chirurg ului.

*INSTRUCT IUNI S UPLMENTARE PENTRU APLICAREA GELULUI: OPERAT Il CHIRURG ICALE PELVIENE
GINECOLOGICE

i. Ridicatiova rul de pe peretele pelvan lateral §iaplicatiun sinqurstrat de gelpentru a acoperifosa ovariana si
suprafata posterioard a ovaruki.

2; Readucetiovarul In pozitia sa anato mica norm ald si aplicati unsingur st at de gel pent u aacoperi aora
antericara aova rului.

3. Aplicatiunsingur strat de gelpentru aacoper trompa |u Fallope, incluzand ampula si meao salpinxul.

4. Aplicatiunsingur stratde gelpentru aacopen partea laverali a uterului, dinspre anexautering .

In mod tipic, o cantitive de 15 ml de geleste suficientd pentrua acoperio sinqurd anex §i s:ructurile adiacente,
incluzd nd fosa ovariand §i marginea lateralda uterului.

REACTII ADVERSE

Tnstudiile clinice nu au fost rapo rtate reactii adves se legate de dispo zi tiv' *Totusi, i rd a fi neapa rat at ribuite utiliza fi
Oxpled AP, au fost raportate urmatoarele efecte adverse: durere, fe brd, umflare, inflamatie, reactie la corpui’ straine 5i
performantd slaba.
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DESCRIPTION

Le gel Oxiplex/ APest un gelliquide incolore & usage uniq ueLe gel est une combinaison d’ oxyde de polyé thylé ne
(PEO) et de carbox ymé thylcel lulose sodiq ue (CMQ), stérileet ré sorbable.Le gelest isoton ique et stabilisé au
calcium, etii a é% dé montré dansdes & tudes précliniq ues qu'il se résorbe de la cavité pé ritoné ale en 30 jours

US AGE PRECONISE
Oxiplev/AP es:prév u pour &te utilisé comme barri@ re mé caniq ue & la formation d'adhé sion.

IND ICATIONS
Oxiplesd AP est prév u pour &t eutilisé comme somplément a la chirurgie int a-utérine ou pé ritoné ale po ur réduire
I'incidence, I'¢ Yendue et la s&vérisé d'adhé sions po sopérataires sur le sive chirurgical.

CONTRE- IND ICATIONS
Ne pas utiliser le gelOxiplex/ APen présence d’une infection.

MISES EN GARDE
Ne pasinjecter parvoie intr aveineuse.

PRECAUTIONS D'EMPLOI

Oxiple/AP es: livré stérile. Ne pas utiliser au-dels de|adave de péremption. La % curité et I'effi cac ivé de Oxiplew' AP
nont pas éw &tudiée s en cas de ré utilisation du dispositif e¥ ou de 'applicateur, La ré utilisation pourrait entra ner une
ré ponse immunologique et/ ou une infection due a | a s ntamination croisée , 3 I nt epo sa ge et/ ou aune manipulation
inadéq uats. Oxiplex/AP r'a pas é ¥ évalué en association avec d’autresp roduits de p ré vention de |’ adhé sion, en

p résen ce d’agent mé dicaux ou hé mostatiq uesint apé rito néaux, ni comme milieu de distensiori. L'utilisation dOxiplex/
AP chez les femmes ence ntes, les femmes qui allaitent ou les enfia ms n'a pas &t év alué eE n conséquence, i i convient
de conseiller aux patients dé vter la conception pendant le p remies cy cle mens:ruelapr s|'application dOxiplew’ AP.
Oxiple/AP rfa pas &t évalué en présence d’une tumeur maligne. Oxiplew' AP rfa pas é¥ évalué a lasuite do uverture
de 7 ntesin, de la vessie ou d’autres organes viscé raux Le gel rfa pasé ¥ évalué en peés=nee de bile. Comme avec tout
produitimplanté, des réactions aux corps étange s pe uvent se produire avec Oxiples’AP.Iapplicatio nde couches
multiples de geldans la cavisé pé rito néale augmente le risque que e ge| soit délogédu site prévu d'application et,
dans certains cas, une petite quantité de gel ré siduel a été observé e pe ndant |a pr ooéd ure de suivi de létude ciinique 6
2 10semainesplustard. Le gelré sidueln’a pas é ¥ associé a des séquelles cliniques.*

ENI REPOSAGE ET M ANIPULATION: Conserver & ¥empé rabi re ambiante (2 & 25 °C).

PRESENTATION

Oxiplo/AP es:livré sté rile dans un plateau thermoformé . Le plavea u thermoformé contientdeux seringues de 20 ml
de gel et un applicateur de gel. | 2x#é rieur de e mballage et les contenus externesne sont pas sté riles. Des é tiq uet es
adhé sives sont fournie aux fins de documentation. Les étiquet :es id entifient le p roduit et le lot de fab rication.

MODE D EMPLOI

PREPROCED URE

Qkiplew' AP es:strictement rés er v 3 I'u sage des méd exins. UtiliserOxi plex/AP se lon le mode demplof.

Le risque es: inhé rent 3 I utilisation de sout dispositif médical. Pour ré duire lesrisq ues ré siduels assoc' s & I utilisation
de ce dispositif, iles: reso mmandé au praticien de lire lesinformations d'utilis ation et den discuter avec le patient
avant|’ utilisation du dispositif.

Les patients qui ont desanté cé dents connus d’hyperse nsbilisé & Oxiple AP ou a I unde ses compasa s ne doivent
pas et re traités avec Oxiples/ AR

Le gel es:utilisé omme barrié re ent e les tissus pour prévenir la formation d"adhé sions Les tissus doivent ete s paré s
par le gelpour une prévention effi cace de |"adhé sion.

PREPARATION DU DISPOSK IF ET ELMINATION

Oxiplo/AP es: des:iné & un usage unique. Ne pas ré utiliser/ s¥é riliser de nouveay.

1. Retirerl'emballage contenant |a seringue remplie d Oxiples’AP et 'applicateur de la bo' te.

2. \krifier I'intég rivé de e mballage. Ne pas utiliser si |'emballage est endommagé ou ouvert.

3. Introdure lesseringues et 'applicateur dans le champ opé raioire s érile enutifisant les ¥echniqu es de maintien
de b wérilivé .

4. Retfer le capuchondel'em boutluer de la seringue. Lors de I’ utilsation de I'applicateur en usage péritoné al, raac order
I'applicateurde gelsur I'embout Luerde la seringue ; Sou rner jusqu’a obteni r unefi xation solide. (le m& me applicateur
es:prévu pourétre utilisé avec les deux seingues si nécessare)

5. Apesusage, éliminerlesseringues, sous res:esde gel et lapplicateur. I’ utiis ation d u dispositif Oxiples# AP
peut constituer un risq ue biokgique. Se sanformer aux recommandations locales ou instititionnelles pour
[é limination des DASRI.

CHIRURG IEINTRAUTERI NE

1. Appliquerle gelala finde ITnter vention chrurgicale, ap®@s aspiration de tous|es fuides et media de disension.

2, FwerlemboutLuerde la sei ngue sur hys¥ pscape . Remplir I'hy sté roscope avec du gel en somprima it le pis -on de fa
serinque jsqu'a ee q uedu gelapparaisse a le:xtré mité de I'bysté roscope.

3. Commencer |"application du gelsur le fiindus de I'uté rus. Appliq uer g raduellement le gel pour remplir
compRtement I ubérus et le canal eer vical en comprimant le piston de la seringue fout en retirant doucement
[ hyseér oseope. Voir figure 1.

4. Terminer [inter vention chirurgicale conformément a la %ec hniq uestandard utilisée par le chirurgien.

CHIRURG IE PELVIENNE GY NECOLOG IQ UEET PERITONEALE

1. Appliquerlegeld la finde Iintervention chirurgicale, ap €s aspiratio n de tous les fluides d'ir rigation. |1 est
recommandé de plaser le patient en position de Trendelenbura inves sée pour unretrait plus e fiicace des fluides
di rrigation.

2. Couvrr bousles sites anato miquesou la prévention de |"adhé Son est so uhaitée avec une seule so uche dOxipled
AP*|"applicateur dé pose le gelen «rubans.Utiliser un ruban d une seule couche (environ 2 mm dé paisseur)
pour couvrirles surfaces de tissus pour lesq uelles la prévention del'adhé sion est néeessaire. Voir figure 2.

3. Utilber seulement la quantis de gelnécessaire pour déposer une seule couche de gelsur les tissus comme décrit
id. |l nes: pas né cessaire d’ utiliser I'intégralisé des 4 Omlde gel.

4, Nepas repo sitionner le gel avec des sondesou autresinstruments une foi quila ét€ appliqué.Sidu gel o mbe
dans une flaque de fluide d'irriation, sa capacivé a adhé rer aux tissus pé ritoné aux pe ut &te compromis e, En
conséquence, ii doit &tre retiré de |a cav'té péritonéale et du gel neufdoit &tre appliqué sur le site.

5. Terminer i nter vention chirurgicale conformément a la ec hniq uestandard utilisée par ke chirurgien.

*INS TRU CTIONS SUPPLEMENTAIRES POUR I’APP1.ICATION DU GEL CHIRURG IE PE LVIENNE GY NECOI.OGIQ UE

1. Souleverfovaire pour|écarter de la paroi pelvienne etappliquer une seule couche de gel pour couvrir lafosse
ovarienne et |a surfaee postérieure de I'ovaire.

2. Remettre lovaire en position anako mique normale et appliquer une seule couche de gel pourcouvrir la portion
anté rieure de 'ovaire.

3. Appliquer une seule couche de gelpour couvrir la trom pe de Fallgpe, y compris 'ampule et le mé sosalpinx.

4. Appliquer une seule couche de gel powr couvrirla partie lat rale de I'uté rusen face de I'annexe.

Enprincipe 15 m| de gelsontsuffisants pour couvrir fannexe et les s:ructures adjacentes y compris |a fosse ovarienne

et|ebord lavé ralde I uté rus.

EFFECTS SECONDAIRES INDESRABLES

Aucuneffet secondaire indé sirable |ié au dispositif m'a été rappo rté durant les esaiscliniques.'® M&me s'ils ne sont pas
at:ribuables I utilisation de |'Oxiplew' . les eff et indésirables suivants ont é ¥ rapportés: douleur, fiév e, gonflement,
inflammation, réaction a un corps étranger et manq ue defficacité .
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LEIRAS

Az Oxiplex/APstl4tsad, egysae r hasznglatos, folyékony gél. A gé | polietilé n-oxid ( PEO) és natrium- ka rboxi- metil-
celluléz (CMQ) steril, felszi v6 d6 keveré ke. Agé | kalkium mal stabilizslt ésizot6 nigis valamint a preklinikai vizsad latok
szerint30 napon beli| meatisztitja a hasi reget

HASZNALAT
Az Oxiple/ AP rendelteté s= szerint mechanikus gatké nt alkalmaz hats az adhesio kialak uld sa ellen.

JAVALLATOK
Az Oxiple/ AP rendeltet ésé né| fogva méhen bell li vagy perito nealis mG  tek k eqé sz ¥ eszkd e ké nt, a mOte ti
teriileten kialakul6 posztoperati v adhesiok elofordukisinak. mé riéké nek és ilyossigéinak cso kkenté sé re hasz nzilhats .

ELLENJ AVALLATOK
Fert6z é sek eseté n azOxiplex/APhasznéilata tilo s

FIGY ELMEZ ETESEK
A gélintravé nds befecs ken deas se tilos.

OVINTEZKEDES EK

A ) Oxiplex/AP sterilen keri| forgalomba. A szavatossigiido leja rata uté n tilos felhasznd Ini. Ag) Oxiple/ AP

bizt onséqossigéit és hats sossageit az eszhS z é 5/ vaqy az ap plkétor Ujrafelhaszréilisa eseté n nem vizsgailtd k. Az
Ujrafelhasz ndl4s a eresztsae nnyez6dé s, nem meafelel6 t rold s é9vagy keaelés miat: immunolé giai reakcié hoz é5/
vaqy ferto2é.shezvezethet. AzOptiple>/ AP termé ket nem v s gsltik az adhesiot mege l6a8 mds term éhe kkelegyites
felhaszr 14tis esedé n, intraperito nealis g y6aysae rek vagy véraé scsillapl 6 sae rek jelenlé tében, valamint distensiés

koze aké nt sem. Az Optiplerd AP bermé ket nem ér ¥ kel kgyerm elee kben, sem varand6s vagy szoptat nékben, Emiat:a
péicienseknek tand cso Ini kella fogamza s ke ik sét az O ptiplew AP alkalmazs sa utani elsé mens:ruscios ciklus idején. Az
Optip ko AP malign us daga nato kjelenlé s ben #r t&no alkalmaza it nem v aqaltik. Az Optiplex/AP-t nem érté kel k
a belek a hfigyh6lyag vagy més zsigeri sae rvek felnyitdsautdn. A gélepe jelenlétében tor tnd alkalmazs dt nem
viasadlts k. Barmilye negyéb beiltetet : anyag hoz hasonkan az Oxiplex/AP ese#én is ideqentest-reake’6 kford ulhatnak
el6. A perito nealis U rmgben agé 1% bb ré te aben to rté n6 felvitele fokozza annak kocks zatit,hogy a gélelmoz dul a

ver veze t: alkalmaza s helyé 6], és néhany ilyen ese tbe n6-10 hé tiel ké s6bb kis mennyiséqa0 aélmara dvany t fiaye ek
megaklinkaivizsgZilat usslagos nyomon ko veté si eljarasa sord n. A gélmaradvd nyt nem hoz tik 6 ssae fugaé sbe klinikai
30 V6 dmé nyekdee] 4

TAROLASES KEZELES: Sa0 baht mé r< kleten t& rolandé (225 °C).

KISZERELES

Az Oxiplev/AP sterildlapotban, ho formaaot:talcan keril forgalomba. A hoforméaot: tilca 2db20ml aélle | feltd tott
fecsendot és 1db gélapplido rttartalmaz . Acsomagolas kils6 fe lilete és ki 16 tartalma nem steril. Do kumentic'é s
célokra Gntapa dé d misdket biztos tunk. A cf mieé ka terméhet és a gydrtd si tételt azonositjak

HASZNALATI UTAS ITAS

A BEAVATKOZAS ELOTT

Az OxiplevAP kizs rélag orvaso k dltal haszna Ihaks . Az Oxiplex/AP sermé ket a hasz nd lati utasitss sae rint kell hasznalni.
Minden orvostechnkai esz b zalkalmazé sa inherens kockd zato kkaljar.A z esz b z hasz 4 lati val bszefiggd
maradvanykoc kizato k mini malizé isa érdekében az esaz hasznalata elot:az or vosnak ajanlatoss elolv asni a hasznalati
uts sitd st, valamint meg be saé Ini azt a pa cienssel. Nem sza bad az Oxiplex/AP termé kkelkezelni oly an pacienseket,

ak kneka 6 M5 r ¥ neté ben az Oxiplew’ AP termé kee|vag yossae tevGivel sae mbeni ismert hiperé rzéle nysé g sae repel.

A géla sa5 vetek 525t azadhes 6k Kalakuladnak mege|626 se cljabo 1 gé tieé nt mO ki dik. Az adhesio haté kony

mege l6zése érdeké ben a sad vetet a géllel kell szé tvdlasz tani.

AZ ESZKOZ ELOKESATESE ES ARTALMATLANITAS A

Az Oxipled AP kizé r6lag eayszer hasz nalatos. Ujrafelhasz naldsa vagy fjrasterilizalé s tilos.

1. Veaye kiaz Oxiplex/AP termé kkel felto 65 t:fecskend6 t és az applikitort a dobozb 6l

2. Viagélja meg, hogy acsomaqokison tald |hass-e sé ik s.Tilosfelhasznd Inj, ha s& i1t vagy felvan bo ntva.

3. Afecshend6 ket € sapplido rtsteril technika hasz nélataval kella steril mii téti terilet re be veae tni.

4. Vegye le a kupakot a fecdse nd6 L uer-zdras végé rél. Az appliki tor per'o nealis alkalmaza sakor a fecskends Lue -
Z4 ras vé gé hez cs atlao zta ssa a gélap plikatort:forgass a el addig, ameddig fiwe n nem réazil. ( Szl keég esetén
mindké t fec skend6 hdz uayanazt az ap plikitor tkelthaszna Ini)

5.  Afecdse nd6 ket, azesetleg megmaradt aélt és az applikatort hesz ndlat utin selejsez i keb. A hasz n4lt Oxiplers/ AP
eszkoz biol6g ia vesaélyforra s lehet. Abiolé giailag vesz élyes anyagok 4r talmatlanitis akor a nemae ti, hely vagy
indé zmé nyi ird nyelv elee t lel | S vetni.

MEHEN BELOLIM O TETEK

1. Agéltabeavatuo zisvéaén az 6 sszes folyadé k és dis :ensids anyag elszi vésa utan kell felvinni.

2. Endme afecskendsd Luerza it a hiszteroszké pra A fecskend6 dugatyUjat lenyomva #5ltse fel gé llel a
Hiszteroszké pot addig, ameddig a aél meg nem jelenik a hiszteroszho p véaén 1évo hegyné |

3.  Agélfelviteleta méh fundusingl kell elkeadend. A fec.skends dugattyjénak lenyoma séval € sa hiszteroszké p lassu
kihi zd sév al foo zatosanvigye fel agé It, hogy azedjesen Kt e a mé het és a mé hnyakcsato rdt. Lssd 1. 4bra.

4. Abeavatkoz4st a sebé sz megsao kot:technikaja sae rint kel befej eznl.

NO GY OGY ASZ ATI MEDENCE - ES PERITON EAL IS MOTETEK

1.  Agélta beavato zisvéaén az irrigélésh oz hasznalt 6 ssae s folyadé k elszivdsa utdn kell felv nni. A megmaradt
irrigd k6 folyadé k leghatékonyabb eltévali tisshoz ajénlott a piciens: fordisott Trendelenburg pozicié ba helyezi,

2. Mnden anat mia teriiletet, ahol az adhesio megel¢aé se klva natos, eg yetlen eteg OxiplovAP-vel kel lefedni® Az
appliktor,szalagsae 0en” adagolja a aék. Az ad hesio megel6aé £ re ter veae tt sz vetfe liletek befedé séhez csak
egyetien ré tegben szabad felv nni a gélszalagot ( kb. 2 mm vas:agon).L&sd 2. ébra

3. Csak annyigélt haszréljon, amennyi eleaend6 a gé | egy ré tegben, az ismer tetett méd on % té n6 felvitelé e a
sadv etek re. Nem sz kséges mind a 40 m| gélt felhasznd Ini.

4. Felvitel utd na gélttilos athelyeznisz ondékvagy mis eszkiadk seqiwéqé ve. Ha a gélfelayiilem lett
irrigd 6 folyadé kba esik, elveszithetia hépe sséaét, hoqay rtapadjon a perito nealis szovetekre. llyen esetben tehs t
el kell ti volf tani a perito nealis U reg bs|, és Gj aélt hellfelvinnia teriiletre.

5. Abeavatkoz4st a sebé sz megsao kot:technikdja sae rint ke || be faj eznl.

* AGEL FELMITELERE VONA TK O30 KIEGESZI O UT ASITA SOK: NOGY.OG YASZATI| MEDENC EMOT ETEK

1. Emefe ela petefészketa medence oldalfals® |, és vigye nfel egy ré veq gélt a fossa ovarica ésa petefésaek hatsd
feliletének |efecé € hez .

2. Helyezze visszaa petefészket normal anaté mial hely zeté be, és vigyen felegy ré teq gélt a pe tefész ek elik6
ré 526 nek lefedé séhez .

3. Viayen feleqy réteq aélt a petevezeték, valamint az ampulla és a mesosalpi nx lefedésé hez.

4.  Vigyen feleqy ré teq aélt a mé holdalsé, az adnexs val sae mbeni ré saé nek lefedé sé hez.

Jellemz6en 15 ml gél elegends eqyetlen adnexa és a vele szomsaédos képletek, mint a fossa ovarica, valaminta méh

oldals6 saélé nek lef edésé hez,

KEDVEZOTLEN REAKCIOK

Klinikai vzsaélbtokban nem szamoltak be semmilyen kedvez6tlen reakc ' l.! Habs r nem felwé tieni | az Oxiplex/
AP hasz4 lati nak betudhat6 an, de a k3 vetkead nemkiva nato s esemé nyeks 6l szamoltak be: fajdalom, liz, duzzadss,
gyullads's, ide gentes -reakci6 és rossz teljes/ tmé ny
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DESCRIC AO

OOxiplex/AP & um gel fluido t ansparente, destinado a uma U nica utilizagdo. ® gel consis:@numa combinagd o
absorvi vel, eserilizada, de 6xido de polietileno (OPE) e carboximeticelulose de s6 dio ((MQ. @ ael é estabilizado por
cakio, is0%6 nico @ mostrou, em es:udos pré-clinicos, desaparecer da cavidade perito nealno praso de 30dias.

FINALIDADE
Oxiplov/AP destina-se a ser usado como barreira mecinica contra a formagdo de adesGes.

INDICACOES
Oxiple/AP destina-se a ser usado como adj uvante na cirurgiaintrauterina ou perto neal parareduzir a incidé ncia, a
extensioea gravidade de adesd es p6 sopera¥drias no local da ciurgia

CONTRAINDICACOES
Nao utilizar o Oxiples/ AP na prese nca de infecg3o.

AD VERTENCIAS
Nao injectar por va ntravenosa.

PRECAUCOES

Oxiplo/AP é fomecido es# ril. Nd o utilize depois da data devalidade. A segurangs ea eficada de Oxiplew’ AP ndo
foram es:udadas em condigdes de reutilizag 3o do dispositivo &/ou aplicadar. A reutiizagd o poderd originar uma
resposta imunits ria ¢/ ou infecs o devido a contaminagdo cruzada, manipulagdo ¢ ou armaze namento iMpro prios.
Oxiplo/AP nao foi estudado em combinaga o som outros produtos de prevengio de adesées,. na presenga de agentes
hemost4 ticos ou agentes medicamento sos intraperito neais, nem como meio de dis:ensa 0. Oxiplex/AP nd o foi avaliado
em criangas, grdvidas ou lactintes. Portanto, as doen tes devem ser avis adas para evitarem conee ber durante o
primeiro c klo mens:rualapé sa aplicagdo de Oxiplex/AP. Oxiple/AP nio foi avaliado na presenca de malignidades.
Oxipley/AP ndo foi avaliado apé s abertura dointesting, bexiaa ou o utr os érg dos visceis. ®gel ndo foi avaliado na
presenga de bllis. Tai como acontese com qualquer material implantada, poderé o osarrer reagd es acorpos es:ranhos
com Oxiplew'AP. A aplicagdo de varias camadas de gel na cavidade peritoneal aumenta o risco de o gelse deslocar

do local de aplicag3 o p retendido e, em alguns casos, observou-se uma peq uena q uantidade de gelresidual durante o
p rocedimento de seguimento do es:udo clf nico 6 a 10 semanas mais tarde. ® aelresidual nao foi associado a sequelas
clf nicas. >

ARMAZ ENAMENTO E MANIPULAGC AO: Armazene 3 sempe ratura ambiente (2- 25 °C).

APRESENTACAO

Oxiplo/AP é fomecido es# ril numa bandeja sermomoldada. A bandeja termomoldada comém duas seringas de 20
mlL de gele um aplicador. O ex terior da embalagem e os conte fidos ex¥ernosnao sio esk reis. 53 o fornecidos ré tulo s
auko adesivos para fins de documentagzo. Os ré i los.identificam o produto e o lote deproducéo.

INSTRUCOES DE UTLZACAO

PRE-PROCEDWMEN O

Oxiples/AP destina-se a ser utiliza do apenas por médicos. Use Oxiplex/AP de acordo com as ins:rugdes de utiliza ¢ao.
Ha rissos inerentes a utilizaga o de #odos os dispo sitivos mé dic os. Para minimizar o risco residual associado & utilizagd o
deste dispositivo, recomenda-se q ue as ins:rugdes de utilizagd o sejam lidas pelo mé dicoe discutidas com o doente
antes da utilizags o do mesmao.

Os doentes @o m hist6 ria conhecida de hipersensibilidade a Oxiplew'AP ouaos seus s mponentes nio devem ser

trats dos com Oxiplew' AP,

Ogelahia como uma barreira ent e tecidos para prevenir aformagdode adesGes. @ tecido tem de estar separado por
gelpara uma prevengio de ades6 es eficaz.

PREPARACAO EELIMNACAO DO DISPOSK VO

Oxipleo/AP destina-se a ser utilizado uma U nica vez . Na o reutiliae /rees ceriliae .

1. Retire da caixa a embalagem que con¥ m a seringa carregada com Oxiplex/AP e o aplicador.

2. Inspecione a embalegem quanto a danos. Ni o utiliae se esiver danificadaou abe rta

3. Utilizando ¥cnica assé tica, coloque as seringas e o aplicador no cam po cirrgico estéril.

4.  Retire atampa da extremidade luer lockda seringa. Ao utilizar o aplicador para uso perito neal, encaixe o aplicador
dogelnaextremidade luer lockda seringa; rode até ficar firmemente encaixado. (Pode serusado o mesmo
aplicador para ambas as seringas, se necesséria.)

5. Apbsautilizagao, elimine as seringas, os res:os de gele oaplicador OxipleAP utilizado pode consituir um riseo
biolbgco.Siga as orientigb esnacionais, loc ais ou ins jtucionais de eliminagd o de maveriais com risco bioléaico.

CIRURG IA INTRAUTERINA

1. Aplique gelao verminar o procedimento, apd sa aspiragd o de todos os fluidos e meios de disensio.

2. Encaiweaextemidade luer lockda seringa ao hisxeroscé pio. Encha o hiskeroscé pio com gel pressionando o
&mbolo da seringa a¥ aparecer gel na ponta do histeroscé pio.

3. Inicle a aplicagdo do gel no filndus do G tera. Apliq ue gradualmente gel a¥ encher completamente o Gtero e o
canal cervical pressionando o ¢mbolo da seringa enq uanto retira lentamente o his:eroscé pia.Ver afigurad.

4. Termine o procedimento de acordo som a ¥ cnica padraodocirurgiaa.

CIRURG IA PERI TONEAL E GNECOLOGIC A PELVICA

1. Aplique gelao verminar o procedimento, apé s a aspiragd o de sodos os fluidos de irrigagda. Recom enda-se que
odoente ja colocado numa posigéo de Trendelenbu rg reversa para obter a remogd o mais eficaz do fluido de
irrigagdo residual.

2. Cubra com uma inica camada de Oxiplex/AP %o dosos locais anaté mic os nos quais se pretende prevenir adesé es?*
Oaplicador dispensa o gel em forma de «fitis. De ve-se usar apenasuma Gnicacamadade fits de gel (cerca de
2 mm de profundidade) para revestir as super flcies dos tecidos nos q uais ser pretende p revenir adeses. Ver a
figura 2.

3. Useapenas o gelsuficiente para colocar uma Unica camada de gelnos tecidos eanforme descrito, Nao &
neee ssario utilizar os 40 mL de gel.

4. Nioreposiione o geleo m sondas ou outros ins:rumento sdepo'is de aplicado. Se o gelcairnuma acumulegdo de
fluido de irrigacd o, a sua capacidade de aderiraos tecidos perito neaispodera ficar o mprometida. Portanto, deve
serremovido da cavidade peritoneal e deve-se aplicar novo gel nolocd

5. Termine o procedimento de acordo @om a ¥ cnica padrio do cirurgiao.

*NS TRUCOES ADICIONAIS DE APLI CACA O DO GEL: CIRURG IA GINECOLOGICA PELVICA

1. Afase oovérioda parede pélvica laveral e aplique uma 6 nica camadade gel para cobrir a fossa ové rica e a
supeficie pos erior do ovario.

2. Volte a colocar o ové fio na posicio anat mica normal e aplique umadnica camada de ge|para cobrir a parte
anterior do ovério.

3. Aplique uma nica camada de gel para sobiir a trompa de Fal6 pig incluindo a ampulla eo meso salpinx.

4. Aplique uma nica camada de gel para sobrir 0 aspeto lateral do Utero virado para as adnexa.

Normalmente, 15 mL de gelsaosuficientes paracobrir uma Gnica adnex um e es:ruti ras adjacentes,. incluindo a fossa

ovérica eas margens|aterais do U bero.

REACOES ADVERS AS

Naoforam reportidas reagd es adversas relac onadas com o dispo sitivo em es:udos clinicos. ™ Embora ndo sejam

neee ssariamente atri buf veis ao uso de Oxiple># AP, foram reportados os seguintes acontedimento s adversos: dor, fe bre,
inchag o, inflamagad o, reagao a corpo est anho e desempenho desfavorével,
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OPIS

Oxiplex/ AP to pmezroczysty, pl ynny 2el pmeznaczony do jednorazowego zastosow ania. Stanowi on sterylng,
absorbowalng k ombinacje tlenk u polietylenu (PEO) ik arbok symetyloeelulozy sodu (CMQ) . Zelj est stabilaowany
wapniem ij estizotoniczny Na podstawie badart p rzedklinicznyc h wyka zano, 2e ocz ysacza on jame otrae wnowg w
ok res'ie 30 dni.

ZASTOS OW ANIE
Oxiplex/AP ] est przeznaz ony do s:0sowania j&ko mechaniczna bariera praed tworae niem sigzrosus.

WSKAZANIA
OxpleyAP preznaconyjes: do s:osowania jako dodatek do chirurgii wew nat zmack znej lub otraew nej w celu
Zmniejsz enia ca¢ 5:05¢i w yste powania, sk pia i nasilenia zrostw poo peracy,i nych w operowanym miej sas.

PRZ ECIWWSK AZANIA
Zelu Oxiplex/AP nie nalez y stosow a¢ w obecnos ci infekdi.

OSTRZEZENIA
Nie wprowadza¢ doZylnie

SRODK10S TROZNOS C 1

Oxiplex/AP jes: dostarz any s erylnyNie s: osowa ¢po uplywie daty waz: nosci, Bezpieraen hwo | & utecz nos¢ Oxiplex' AP
niezo stdy p aebadanew warunkach po nownego uz xia urzadzenia ilub aplk atora. Ponow ne uz ycie moae prow adzi¢ do
odpowied i immunologicz nej i/ lub zak e nia wsku ¥ek zanieczysaae nia kzyaswe go, niewtasciwego praechowy wa nia iflub
manipulacj . Oxip lex AP nie po ddano bada niu w potacae niu z innymiproduk imi zg0o biegajacy mi zrostowi, wabe cnoci
dootraewnowyc h § rockéw lecz niczych lub & odkéw hemostatyczny ch, lub j 340 o§rodek roz rae dzaj 3 cy Oxiplas/ AP nieaostat
pod dany ocenie udzieci, ko bietw czy ani uka rmiacych matek. Olatego pacjentom nalezy zaleci¢ unia nie poaecia podazas
pier wsaego ¢ y<lumenstruacyjnego po zasosowa niu Oxiplexw AP, Ox iplex’ AP nie 20 ¢l pod dany ose nie w obe cnoé d Ao dliw ot d.
Oxiplexw’ AP nie pod da no ocenie po otw ardujefita, pec herza mo aowego lub inyc h organéww traewnyek1.Ze | nieo salpod dany
ocenie wobecnoicia6td Podobnie jak w przypack u dowolneg o implementowe nego mater ialu, przy stosowaniu Oxples/

AP wiystapi¢ mogg makc je na cido obce. Zas oo waniewielu warstwaelu w jamie otraewne) zweksza ryz yo Wiycisk u 2elu

z plano wanego miej sca 1z yia, w ni&kt6ryc h przypad k achzao bserwowa no naw et niewielka ilaf¢ pozostatodci 2elu podcza s
badania kliniczn ego pre prowadzanegood 6 do 1 0tyg odni péZ rie] . Roao 2l o4l 2=l nie nicsty za so kg rasx pstw Klinkznych

PRZECHOWY WANIE | OB SLUGA: Prae chowywa¢ w tem peratu e pokgjowej (2:225°C).

SPOSOB DOSTAW Y

OxpleyAP jest dosts rcza ny sterylnyw i cyvermicz nej.Taca ¥ermiczna zawiera dwie st zycawkiz 20m| 2elu orazjeden
aplikator 2e1v. Zewnetrzna strona opak owania ani zawa o $¢ na ae wrg trz nie sg sterylne. Etykietysamoprzylepne s3
dostarzane w ce lach dok umentacyj nych . Etykiety umaz iwiaja identyfik acje produkt u i partii produk cyj nei .

INSTRUKCJA UZY TK OWANIA

ZABIEG WSTEPNY

OxpleoyAP preznacaonyjes: do s:osowania wylacznie paez lek arzy Stosowa Oxipler/ AP zgodnie zins:rukga

uz ytk owania. Ryzyk 0 wystep uje wtrak e stosowania wszystkic h urzadaen medycznyd 1. W celu zminimaliao wania
ryzyk a rez ydualnego zwig zanego z uz yk owaniem tego urza daenia, zaleca sig, aby praed uz yciem urza dae nia

lek arz pmeczytet inform acje na tematj ego sko sow ania | praedysk utowat je z pacjentem. Pa cjenci $wiadomi swej
nadwrazliw osci w praesz toscina Oxiplo#AP lub jego skt3dnik ™ nie powinniby¢ lecae ni Oxiples/APR Zel duzy jaeo bariera
pomiedzy tkca nk ami, zapobiegajac ochron ¢ paed tworzenie m sie z rostéw. Aby sk usaz niezapobiega¢ z rostowm, nalez y
oddzieli tkank g zelem,

PRZY GOTOWANIE | UT Y LIZACJ A URZA DZENIA

Oxplo/AP preznaaonyjes:do jednoraaow eqo uz yk u. Nie uz yw &/ nie steryliao wat ponow nie.

1. Roz pa uj opk owanie zawierajg ce strzykawke napetniong Oxiplex/APi aplkator.

2. Sprawdzopadeowanie pod k3 tm wszkich uszkodz i Nie uzywaj je i jast uszk odaore lub otwa rte.

3. Swosujacsterylng vechnike, wprowads st zyk awkii aplikato r do sterylnego pola robocae go.

4. 2dej mij nasadke z kaicowki st zykawkitypu lues. W trakcie dootrae wnowego s:osowania aplikato fa, podta cz
aplkatorzelowy do kot bk ujacego luer s:rzykawk ' obracaj do momentu catk owitego zamocow ania, (W tym
celu nalezy uz y tego samego aplikako @ w obu st zykawk ach).

5. Powyiuwyrzut sirzykawk’, poaostalyaeli aplk ato tUzyty Oxiples/ AP mode stanowi¢ zagroe nie biologicz ne.
Nalezy poste powa¢ 3g odnie z krajow ymi, lokainymi lub instytucj onalnymi wy tycznymi dotycza cymi usuw ania
materia &\ niebez piecznych dla adrowia,

ZABIEG WEW NA TRZMACIKC ZNY

1. Ndazy? delpozakon cae niu zabiegu, poaspiracj wszystk chplynéw i § ok 6w roz rzedzajacych.

2, Zamoc owat blck ade: k odcbwkitypu luer st zyk awki do his -erosko pu. Weidcgjac tl ok strzyk awkinapel nia¢
histerosk op zelem, az 2e| kazuje sig¢ nasamymboricu k atadwki histerosk opw.

3. PRozpoza¢ aplikagj'e 2elu na dnie maci cy. St pniowo nak ladat 22l az do cak owitego wypetnienia macicy i kandu
szyjkimacicy, weis kajac tl ok st zyk awki podczas pow olnego wycofywania his :eroskopy. Pat zRysunek 1.

4, Zabieg powinienby¢ prae prow adao ny praez chirurga, z zaskosow aniem standardowo s:osowanej p raez niego
techniki.

GINEK OLOGICZNE | DOTRZEWN OWE ZABIIEG | PRZY MIEDNC Y

1. Ndazyt 3elpozakon cae niu zabiegu, po aspiracj wszystk ch plynéw naw adniajacych.W celujak najlepsasgo
usuniecia poao stacici pty néw naw adniaja cych zaleca sie umiesacz enie pacjenta w poz ycji odw rotnej do pozycji
Trendelenburga.

2. Pokry pojedyncza warstwa Oxiplex/AP wszystkie miej sca anatomiczne, w k¥érych wymagane
jes: praeciwdziatanie prae d z ros em. *Aplk ato r dozuje 3elw formie,wstazki” Do powlek ania powierac hni tk anki,
db ke ®j pewidziane jest paeciwdziz anieprzed zr ostem, nalezy s:0sowat j edynie jednowarshv owg wsihzke
2elowq (ok olo 2 mm glebdsosc). Patrz Rysunek 2.

3. Uzptjedynie tyle dely ile koniecznejest do umiesac 2= nia pojedynaej warstwy 2elu na kankach, agodnie z
opisanym sposobem, Nie ma k oniecz nosci zastosow ania calych 40 ml zelu.

4. Pondodeniu 22lu nienalezy gorepozycjonowa¢ so ndamianiinnymi p rzyzadami. Jesli 2el dostanie sie do plynu
nawadniajac eaq, jego zdolnoé¢ do przylegania do tka nek otrzew nej moae by¢ zagraao na. Dlatego nalezy usung ¢
goz jamy otrzew nej i zaaplikowa¢ w to miej.sce now y 2el.

5.  Zabieg powinienby¢ prae prow adao ny prez chirurga, zzaskosow aniem standardowo s:osowanej p rae z niego
techniki

*NSIRIIK CUE DOTYCZA CE DODATK OWE) APLK ACJ| ZELU: GINEK OLOGICZNE | ZAB IEGI PRZ Y MIEDNICY
Unie& jgnikze Sciany bo cznej miednicyi zaaplik owa¢ jedng warstwe 2elu, aby pdk ry¢ d6tjajnik owy i tylng
powierachn ie jajnika.

2. Przywr6ci¢jajnik do normalnej poz ycji anako micznej izaaplkow a¢ pojedyncza warstwe delu, aby przyk rg
przednig ze& jgnk a.

3. Ndozy¢ pojedyncza warstwe zelu, aby przyk ng rurk g jajowodu wraz z bark g i krezk 3 jajowodu.

4. Ndazy? pojedyncza warstwe 22 lu w celu pck nc'ia bocznej strony maucy, w kierunku p rzydatki kéry.

Zw ykle 15 ml 2l wystarczana poki“ ycie pojedync@ego przydatk uské ry i przylegajaapch structur, w tym jajowodu i

bocznego brzegumaci cy

DZIAL ANIA NIEPOZA DANE

Podczas badari kfinicznych nie a9t osao no zadnych dziata niepo 23 danych zwiaza nych z urza dae niem'. Zgtoszano
nas e puja ce zdaraenia niepozgdane, nisk oniecznie zwig zane z zasko sow aniem Oxiplex/AP: bél, goraczk 3, obraek,
zapalenie, reakcj anacia o dbxe, stabe wynik i,
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Zawartoié: 2 -sizykawka 20 m|

1 -kd\ﬁwka aplkaom H%n[:_".
20 mL
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DESCRIZIONE

Oxiplex/ AP & un gel fluida, trasparente, monousa. Il gel@ somposto da unamiscela sterile e assorbibiledi ossido
dipolietilene (PEQ) e carbossimetilcellulosa sodica (CMC). |1 gel @ stabilizzato al calcio, isotonico estudipreclinici
hanno dimostrato che entro 30 giorniilp rodotto non & piti p resente nella cavita peritoneale

USOPREVISTO
Oxiplo/AP & des:inato a essere utilizz ato some barriera mescanica alla formazione di adesioni.

IND ICAZIO NI
Oxiple/AP & des:inat alluso somplementare in chirurgia intrauterina o perito neale per ridurre lincideza, la po rtata,
ela gravita di aderenae poskope rao rie al sito chirurgico.

CONTROINDICAZIONI
Nonutilizzare Oxiplex/ AP in presenza di infezioni.

AVVERTENZE
Noniniettare pervia endovenosa.

PRECAUZIONI

Oxiple/AP viene fornito sterile. Non utiizza re dopo la dats discadenza. La sicurezza e |'effi cacia di Oxiplew AP non
sono state studiate in condizioni di riutilizao del dispositivo e/o dell'applicatore. || riutilizao p u6 indurre rispo ste
immunitarie efo infezioni im putabili a o ntaminazione crociata o conservazione e/o trat:amento impropri. Luso
diOxiple/AP non & stato shidiato in combinazione conquello dialt ri prodotti di prevenzione delle aderenze,in
concomitanza con |'usodi medicinali intraperitoneali o di agenti emos :atici, né come mezaodidis :ensione. L'uso di
Oxiple/AP non & stato valutato neibambini, né nelle donne in g rav danza o in allat:amento. Pertanto, le pazienti
devono essere messe in guardia rispetto al conee pimento durante ilprimo cklo mest uale suecessivo all'applicazione
di Oxiple APL'uso di Oxiplew AP non & s:a%o valutato in p resenza di neo plasie. Luso di Oxple#/AP non & stato valutato
aseg uito dell'apertura dellintesino, dell vesc'ica, o di alti organi v scerali. Uapp licazione delgel noné statavalutita
inpresenza di bile. Come per qualsiasi materiale di impianto, Oxiplew'AP pud indurre reazioni d a o rpo es:raneo.
Uapplicazione di st ati multipli di gel nella cav ta peritoneale auments ii rischio di spossmento del geldalprevisio
luogo di applicazione e, in alcuni di 13 |i cas, durante lo studio clinico di follow up, @ st3 ta osservata unapiccola quantita
residua di gela distaz a di 6/10 settimane dopo la procedura. |l gel residuo non e stato assoc’ato a postumi clinici?#

CONS ERVAZ IONE EM ANIPO LAZIO NE: Conservare a ¥emperatura ambiente (2 - 25 °C) .

FORNITURA

Oxiplo/ AP viene fornita sterile in vasso'io sermoformato . || vassoio term oformato contiene due siringheda 20mL
pienedigeleunapplicato re per gel. Lesterno della confezione e gli elementi non contenutiallinterno non sono sterill
Vengono fornite etichet :e autoadesive di documentazione. Le etichette identificano i prodot:o e ii lotto dip roduzione.

ISTRUZIONIPERUSO

PROCEDURA PRELIM INARE

Oxiplod/AP deve essere utilizzato esclusivamente da medici Utilizzare Oxiplers AP conformemente alle istruzioni per
uso. L'uso di q ualsiasi dispositivo medic o pone dei rischi. Per ridurre al minimo ogni residuo rischio associato dl'utilizao
diques:o dispositivo, & consigliabile che il medico legaa le informazioni perl usoe che discuta con il paziente prima di
utilizzare il dispositivo. | pazienti con s ria clinica notadiipersensibilita a OxiplexAP o a suoi componentinon devono
essere trattaticon Oxiplew'AP. | gel serve comebarriera frappo sa ta ivessuti al fi ne di impedire ii formarsi di ade renae.
Per una prevenzione efficace delle aderenae, il tessuto deve essere separato per mezzodelgel.

PREPARA ZIONE DEL DIS POSITIVO E SMAL. TMEN O

Oxiplod AP & esclusivamente monousa. Non riutilizz are/ ris erilizza re.

1. Estrarre dalla scatola la confezione contenente lasiringa preriem pita con Oxiple/AP e ii relativo applicatore.

2. Ispezionare la confezione per verificare se & danneggiata. Non utilizza re il prodot o se la confezione &
danneggiata o ape rta.

3. Con tecnica sterile, introdurre le siringhe e |3pplicato re nel campo operato rio sterile.

4. Rimuovere il cappuccio dall'es:remita del connettore luer lock dellasiringa. @ uando |'applicatoreviene utilizz ako
inprocedure perito neali, rimuovere il cappucc’io dall'es:remita del connettore luer lock de llasiringa e collegarv’
I'applicatore del gel; ruotarlo finché & saldamente fissato. (Ove necessario, utilizzare il medesimo applicatore per
entrambe le siring he)

5. Dopoluso, gettare le siringhe, ogni residuo di gel e I'applicato rell dispositivo Oxiplew AP usato pud esserea
rischio biologico. Per lo smaltimento dei materiali biologidi, at:enersi alle linee guida nazionali, local} o della
struthi ra sanitaria.

CMIRUWGIA INTRAUTERINA
Applicare ii gel al termine della procedura, dopo aver aspirato ogni fluido e mezzo di dis:ensione presente.

2. Collegare ii connettore luer lock della siringa all'is :eroscopio. Riempire 'is eroscopio sa niii gel comprimendolo
con lo stantuffo della siringa finché ii gelraggiunge I'est emita della punta dell'is-eroscopio

3.  Awviare l'applicazione de| gel sul fondo dell utero. Applicare gradualmente i gel finoa riempire completamente
|'utero e ii canale cervicale agendo sullo stantiffo della siringa e ritraendo contemporaneamente e lents mente
Iisteroscopio. Vedere Figura 1.

4, Terminare la procedurain base alla tecnica standard delchirurgo.

PROC EDURE CHIRURG ICHE PELMC HE GINECOLOGICHE E PERI TONEALI

1. Applicare ii gelal termine della procedura, dopo aver aspirato ogni fluido diirrigazione. Rer rendere pit effi caee la
rimozione del fluido di irrigazione, disporre il paziente in po szione di Trendelenburg inversa.

2, Coprire tut:iisitianato mici in cui si desidera prevenire la formazione di aderenae con unsingolo s:rako di Oxiplex/
AP*'applicato re dispensa ii gel in forma di“tiastrd’. Per rives:ire le superfici del sessuto che sidesiderapreservare
dalla formazione di adereize, deporre un nastro monos:rato di gel (Circa 2 mmdi profondita) . Vedere Figura 2.

3. Utilizzare solo la quantita di gel sufficiente a deporre unsingolo st ato di gel sui tessuti, come descrit:aNon
oecorre usareinteramente i 40 mL di geldisponibill

4. Ura volts applicato, non ridis:ribuire il gel ser vendosi disonde o di alt- istrumenti. Se il gel cad ein una raec olta di
fluido di irrigazione, la sua capai ta di aderire ai ¥essuti perito nealip u6 risultare com promess a. In tale cicostanza,
rimuoverlo dalla cav ta perito neale e applicare nuovo gel nels'to.

5. Terminare la procedurain base alla ecnica standard del chirurgo.

*ISTRIJZIONI PER L' APPI .ICAZIONE ADDIZIONALE DI GEL: PROC EDURE CHIRJRGICHE PELV CHE GINE COLOG ICHE

1. Sollevare |'ovaio dalla parete pelvica laterale e ricoprire la fossa ovarica e |a superficie posteriore dell'ovaio conun
singolo st ato di gel.

2. Ripristinare la normale posizione anatomica dell'ovaio e ricoprirne |aporzione anteriore sonunsingolo strato di
qel.

3.  Ricoprire la tuiba di Faloppio, comprese I'ampo lla & la mesosalpinge, conunsingolo s:rato di gel.

4,  Applicare unsingolo s:rato digela coprlre k aspet:o laterale dell utero, prospiciente gli annessi.

In genere, 15 mL di gel sono sufficienti per fic oprire unsingolo annesso e le strut:ure anatomiche adiacenti, tracuila

fossaovarica e ii margine laterale dell'usero.

RE AZIONI AVVERSE

Non sonosts te ripo rtate reazioni avv erse correlate all'uso del dispositivo in st di clinic,'* Benché non necessariamente
at:ribuibili all'uso di Oxiplex/ AP, sono stati riportati i sequenti eventi av versi: dolore, febbre, gonfiore, infiammazione,
reazione da corpo es:raneo e scarsa performance.
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BESCHRUVING

Oxiplex/ AP& een doorzichtige vioeiba re gelvoor eenmalia gebruk.Degel is eensteriele resorbeerbare combinatie
vanpo lyethyleenoxide (PEO) en natriumcarboxymethylcellulose (CMC). De gelis met calcium gestabiliseerd en is
isotoonDoor preklinisch onderzoek is aangeto ond dat de gelde peritoneale holte binnen3 0dagenzuivert

BECOGD GEB RUK
Oxplex/AP is bedoeld voor gebruik als mechanische barri@ e t egen ad hesievorming.

IND ICATIES
Oxiplex/AP is bedoeld om te worden gebruikt als aanvulling op een intra- uteriene of peritoneale operatie voor het
verminderenvande incidentie, mate e nernstvan postoperatieve adhesies opde operatielocatie

CONTRA-INDICATIES
Gebruk Oxiplex/ A Pniet in de nabij heid van infecties.

WAARSCHUWINGEN
Niet intraveneusinjecteren.

VOO RZORG SMAA TREGELEN

OxplodAPwordt s:eriel geleverd. Niet gebrue n na de uiterste gebruiksdatum.De veiligheid en wezaamheid

van Oxiplex/AP bij he mebruik van het inst ument en/ of de applicator zj n niet beo ordeeld. Hergebrui k kan in

immuun reacties en/ of infectie resulberen, als gevolg van kruisbesmetting, onjuise opslagen/ of hantering. Eris geen
onderaoekgedaannaar hetgebruik van Oxiplex/AP in combinatie met andere producten voor ad hesiep reventie,

in de aanw ezig heid vanintraperito neale geneesmiddelen of hemosta tische midde len, of alsdis :entiemedium. Het
gebruik van Oxiplex/AP bijkinderen of tijjdens de zwangerschap of borstvoeding is niet gevaluse rd. Daarom moeten
patié nten worden geadviseerd niet zw anger te worden tij dens de eerste menst uatiecyclus na %o epassing van Oxpled
AP.Oxiple>/APis nie t gesvaluse rd in aanw ezig heid van malig niteiten. Oxiple/ AP is niet geévaluse rdna opening

van de damn, blaas of andere visee rale organen.De gel is niet geé valueerd in aanwezigheid van gal. Zoalsbijelk
geimplanteerd materiaal kunnen met Oxipley/AP vree md-lichaam reacties opt- eden. Het aanbrengen van meerdere
lagengel in de peritoneale holse verhoogt het risico van losraken van de gelvan de beoogde ¥oepassingsplaatsenin
sommige van deae gevallen werd bij een klinische studie een kleine hoeveelheid resterende gelw aargenomen tij dens
de follow-upprocedure 6 tot 1 0weken later. Resterende gel werd niet in verband gebracht met klinische gevolgen®#

OPSLAGEN HANTERING 8ew aren bij kamertemperatuur (2 - 25 *C).

WU ZE VAN LEVERING

OxplesAPwordt s eriel geleverd in een thermoform bakje. Het thermoform bakje bevatt wee 20 ml spuiten met gel
enééngehpplicator, Debuitenkant van de verpakking en de andere inhoud Zjn niet steriel, Erw orden zelfkl evende
etiket :en meegeleverd voor documentatiedoeleinder. De etike t en identificeren het product ende productiepartij .

GEBRUIHEAANWUZING

PREPRO CEDURE

OxpleodAP mag uiksluitend worden gebruikt door art sen. Gebruik Oxiplew AP volgens de gebrui ksins:ructies. Aan

het gebruik van alle medisc he hulpmid delen zjn risico's ve rbonderi. Om risico's verbonden aan het geb ruik van dit
ins:rument e bepe rken, verdient het aanbeveling datde gebruiksinformatie wordt geleaen door de arts en besp raee n
met de patié nt v66 r gebruik van het instrum ent. Pati€ nten met een bekende voorgeschiedenis van avergevoelig heid
voor Oxip ko AP of de bestanddelen ervan, mogen niet met Oxiplew’ AP worden behandeld. Degel dient als

barri& re tusse nweefse]om adhesievorming te voorome n. Weefsel moet door de gel worden gescheiden voor esn
doeltreff ende ad hesiep reventie.

VOORS EREIDING VAN HET INSTRUM ENT EN AFVOER
OxpleyAP is uitksluitend bedoe K voo reenmalig gebruk. Niet opnieuw gebrulee n of opnieuw steriliserer:.

s Haal de verpakking met de met Oxiple/AP gevulde spuiten applicator uit de doo.s

2 Controleer de ve rpakking op beschadig ingeri. Gebruik het product niet als de verpakking besc ha digd of
geopendis.

3 Plaats de spuitenenapplicator met be hulpvan steriele technieken in het s eriele operatieveld.

4. Veer wijde r de dop van het luerloc kuiteinde van de spuit. Bijgebruik van de applicato r voo r peritoneaal gebrui k.
koppelt u de gelapplicator aan het luerlock-uiteinde van de spuit; d raai s evig vas:. (| ndien nodigka n deaelfde
applicato rvoor beide spuiten w orden gebruikt).

5. Gooi de spuiten, evenhiee|res :erende gel en de applicato r wea na gebruik, Oxipless AP is na gebruik een
potentieelbiologisch gevaarlijk product. Volgde nationale, lokale of in deinstelling gekdende voorschriften
voor de afv oar van biologisch gevaarlijk materiaal.

INI RAUTERIENE CHIRURG IE

1. Breng de gel aan aan het einde van de procedure, na aspiratie van alle vioeistoff en en distentiemedia.

2; Beves:igdeluerlock van de spuit op de hysteroscoop.Vul de hysterossoop met gel door de spuitplunjerinte
drukdes n ¥0¥dat er gelaan het uiteinde van de hysteroscoop verschijnt.

3. Beqin met het aanb rengen van de gelaan de bovenka nt vande baarmoeder, Ga geleidelijk door met het

aanbrengen van de geltokdat de baarmoader en het cer vixkanaal geheel gevuld Zijn, door de spuitplunjerin te
drukken terwij | u de hys teroscoop b nazaam terugt rekt. Zie afbeekding 1.
4. Siuit de chirurgisc he procedure afvolgens de standaardtechniek van de chirurg.

BEKKEN,, GY NAECOLOG IS CHE EN PERI TONEALE OPERATIES

s Breng de gelaan aan het einde vande procedure, na aspiratie van alle irriaatievioeisto fie n. Aanbevolen wordt
om de patiéntineen omgekeerde Trendelenburgliaging te plaatse nvoor de meest efficia nte verwijdering van
resterende irrigatiev loeistof.

2. Bedek alle anatom ische locaties waar ad hesiep reventie gew enst is met eenenkele laag Oxiplesw’ AP* De
applicato r brenat degelaanin e=n’lint” Er dient slechtseen enke le laaq gellint [van ongeves r 2 mm diep)
teworden gebruikt am het weefselopperviak wa arvoor de adhesiep reventie is bedoeld, te bedekkeri. Zie

afbeelding 2.

3. Gebruik net voldoende gel om een enkele laag gel op het weefsel aan te brengen 2oals beschreveri. Het is niet
nodig om de volledige 40 ml gel ¥ gebruiken

4, Verplaatsde gel nietmet sondes of andere i ns:rume ntenals deze eenmaal isaangebracht. Als de gel in een

plas ¥ rigatievioeis:of valt, kan hetvermogen omte hechten aan perito neaal weefse| zijn aangetist Indat geval
moetde gel uit de pefi %o neale ho'lte worden verwijderd en moeter nieuwe gel worden aangebrachtop de
bet reffende locatie.

5. Siuit de chirurgisc he procedure afvolgens de standaardtechniek van de chirurg.

*AANVULLEND E NS TRUCTIES VOOR HET AANBRENGEN VAN DE GEL: B EKKEN/GYNAECOLOG ISCHE OPERATIES

1. Tilde eierstokweavan de bekhenwand en breng een enkele laag gelaan om de eierstokholte en het
pos:erieu re oppervlak van de ejersio ke bedekken.

24 Breng de eierstok terug in de normale anato mische pas'tie en breng een enkele laag gel aan om het anterieu re
deel van de diersto k te bedekhen.

38 Breng een enlele laag gelaan om de eileider inclusief de ampulla en de mesos afpinx te bedekken.

4. Breng een enkele laag gel aanom het laterale deel van de uterus te bedekle ndat naar de adnexais gericht.

Normaal gesp roken is 15 m| gel voldoende om &€n adnexa en aang renae nde st uchuren, nclusief de
ejersiokholte en de laterale g rens van de uterus, te bedekken.

BUWERKINGEN

Erzij n geen inst umentgerelateerde bijw erkingen gemeld in klinische s:udies.™* Hoewe| 22 niet noodzakel jle rwijs v
wijtenzijn aan het gebruk van Oxiplew'AP, zijn de volgen de bjwerkingen gemeld: pij n, koo, zwelling, onts:eking,
vreemdlichaamreactie enslechte wetzaamheid.
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BESKRIVELSE

Oxiplex/AP erenkla, flytende geltil engang sbruk. Gelen erensteriil, absorberba rkombinasj onav polyetylenoksid
(PEQ) og natriumkarboksymetylcellulose (CMQ). Gelen erkalsi umstabi lisert og isotonisk, ogp rekliniske shidierhar
vistat den forsvinner fra peritonealhulen innen 30 dager.

TITENKT BRUK
Oxiple/AP er tiltenkt for bruk som en mekanisk bari ere motadhesj onsda nneke.

IND K ASJONER
Oxiple/AP er titenktforbruk som et supplement i intrauterin eller perito neal kirurgi for & redusere forekoms:en,
omfa nget av og alvorlighet saraden av postoperative adhesjone rved det kirur gis ke stedet.

KONTRAINDIKASJONER
Oxiplex/ AP skal ike anvendes i nzerheten av infeksj oner,

ADVARS LER
Skal ike= injiseres intravens st

FORHOLDSREGLER

Oxiple/AP leveres steril. M ikke bruke s etter utlopsdatoe n. Skhe rhetog ff ekt av Oxiples/AP har ikke blit: stidert i
forbindeke med gjenbruk av anordningen og/eller applikatoren. Gje nbruk kan fe re ti | immundogisk respons oq/eller
infeksjon p& grunn av kr ysseo ntaminasjon, feilaktia opp bevaring oa/ eller hiindtering. Oxiplexd AP har ikke blit: studert
sammen med andre antiadhesjonsproduker, i naervaer av int a peritoneale medisinske midler eller hemostasemidier
eller som et dis:engonsmiddel. Oxiple/AP har ikke blit :eviluert hos barn eller gravide eller ammende kvinne ¢ Pasienter
berderfor ré des tild unnad & unnfange i lopet av den fo rste mens:ruasj onssykiu sen etter pifa ring av OxiplevAP.Oxipl e’
AP har kke blit:evaluer tinee vee rav ondartede svuls et Oxiplo AP har ikke blitt evaluer tetter pning av tsrmen, blee ren
ellerandreviscerale organes.{ Product} har ikke blit:evsluerti reer wee r avond artete svuls :es. | likhet med annetimplantert
materiale, kan det fordeo mme reaksjoner over for fremmed legemer med Ox|ples’ ARPA f fing av flere lag med gel i
peritoneahulen aker risikoe n for at gel lasner fra det tilkenkte pife rinassedet, ogi oen av dissetilfellene, har enlitn
meng de gjenveerende gelblit: obee r ver ti oppfelgina sprosedyren for den kliniske s:udien 6 1 10 uker senere. Gj envee rende
gel ble ke ass osier tmed klinisk sekvele.34

OPPB EVARING OG HA ND1ERI NG: Oppbevares ved romtemperati r (2-25 °C).

LEVERINGMA1E

Oxiplo/AP leveres sterili et sermoformbret tTermaoformbr ettet inneholder %o sproyter med 20 mlgelog én
gelapplikator. Utsiden av emballasjen og det ytre innholdeter ikke sterilt. Oet folger med klist- eetike t erfor
dokumentasjori, Etkettene identifiserer produktet og produksjonsloten,

BRUKSANMISNING

FORHANDS PROS EDY RE

Oxiplov/AP skal kunbrukes av leaer.Bruk Oxiplex/AP i hen hold til bruks anvisningen Deteralltid enrisiko ved bruk av
medisinske anordning ecFor & redusere den gj envee rende risikoe n forbunde tmed br usen avden neanordningen til etminimum
anbefale sdet at leaen leser informasj onen for bruk og dre fer det med pasienten far bruk avanordningen. Pasienser som har
enkjent his:orikk av overfs Isomhet overfor Oxiplex/ AP elle r dens kompo nenter, skalikke behandles med Oxiple> AR
Gelen fungerer som en barriere mellom vev for & forhind re adhesjon frad dannes.Vev mé s klles med gel for effe ktiv
forhindring av adhesjon.

KLARG) RING AV ANORD NINGEN OG KAS SERING

Oxiples/ AP er kun til engangsbruk. Ma ikke brukes/ seeriliseres pdnytt.

e Ta Oxiplew'AP fe diafyite sproyte oq appliato r ut av emballasjen og esken

2. Kontroller emballasjen for eventuel I skade. M3 khe brukes hvis skadeteller & pnet.

3. Leag spraytene og applikatorene idet sterile qpe rasj o ns'e bet ved bruk av s eril teknikk.

4 Ta hetten av enden av spro yten med luerlds. Ta hetten av enden av sproyten medluerlds, oa koble
gelapplikato ren tilenden av sprayten med |uerld.s Vritil den sit:er godtfas:. (Om ne dvendig kan densamme
applikato ren brukes for begae sproytene )

5. Kas: spre ytes, eventuellres:erende gelog applikato re netter bruk. Den brukte
Oxiple/AP:anordningen kanvee re en biologisk risiko. Overhold nasjonale, lokale elfer instiisjonelle
retningslinjer for kassering av materiale som er en biologisk risiko.

INT RAUTERIN K RURGI

1. Péfer aelen pé slutten av prosedyrenetter d haaspirert alle vee sker og disensjonsmidler.

2. Fest spraytens|uerlés pé hysteroskopet. Fyll hysterodso pet med gel ved 3 t ykhe ned sp rayestem pelet tildet
kommer gel ut avtuppen pd hysteroskopet.

3. Begynn paferingen avgeloverstilivmoren. Pifor gelgradv s sl at den fyller livmoren og livmorh alsen ved
langsomt & tr ykke ned spraytestem pelet mensdulangsomttrekker hysteroskope t tilbak e Se figur 1.

4, Avslut:prosedyreni henhold til kirurgens st ndardueknikk.

GYNEKOLOG ISKOG PERITONEAL BEKKENK RURG

i. Rifor gelen pd slut:en av prosedyren etter & ha aspirert all irrigasj onsvee ske. Det anbefales at pasienten
plasseres i et revers Trendelenburg-leie for mest effe ktiv fieming av gjenv aerende irrigasjonsvee ske.
2 Dekk alle anatomiske steder der forhindring av adhesj on er anskelig, med et : lag Oxiple#AP* Applikato ren

dis pen sere r geleni et « bé nds. Det skal bare brukes gelbd ndi ett lag (dybde pé ca. 2 mm) for & dekke
vevsoverflatene som forhindring av adhesj on er tilsenkt for. Se figur 2.

38 Bruk bare nokgeltil & plassere et:enkelt lag med ge | pd vevene, som be su-evet. Det e rikke ne dvendig & bruke
hele mengden med 40 m| gel.

4. Ikke flytt gelen med sonder eller andre ins:rumenter nd r den harblit : pAfert. Hvis gelen faller i en oppsamling
avirrigasjonsvee ske, kan det hende at den ikke kanfes:esti|perito nealt vev. Det mé derfor fiernes fra
peritonealhulen, og nygel mé pifores pd stedet.

5. Avslut:prosedyreni henhold til kirurgens st ndardieknikic.

*INS TRUKSJONERVED PAFO RING AV EM6 TRA GEL: GY NEK OLOG ISK B EKKENK IRURG |

1. Loft eqgstokken vekk fra sideveagenav bekkenet, oq pifor et : enkelt lag med gel for § dekke gopene i
eagsko kkene oq den bakre overflaten av egas okl n.
24 Lega egas okke n tilbake i normal, anatomisk posisjon, oa pafer et: enkelt lag med gel for & dekke den framre

delen av eggs:okker.

3. Rfe r ett enkelt lag med gelford dekke eaglederen, inkludert mesosalpinxampullen.

4, Rsfo r ett enkelt lag med gelford dekke den laterale delen av livmoren som er vendt mot livmortilbeho ret.
15ml gelholder som regel tild dekke et: enkelt tilbeho r og tik B tende st ukh. rer, inkl udert eagstokkg ropene
oq den laverale kanten av ivmoren

B8 IVIRK NINGER

Detble ikhe rapportert om noen bivirkninger relatertti| anordningeni kfiniske studier! % Selvom det ikke no dvendiavis
kan tilskrives bruke n avOxiplexs AP, har de folgende bivirkningene blit: rappo rtert: smerter, febes, hevelse,
inflammasjon, reaksj onoverfor fremmedlegemer og d rlig ytelse.
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Please find the attached Questionnaire with regard to DIR 71615

Thankyou

Departmental Officer
Devices Post Market Monitoring Section

Medical Device and Product Quality Division | Health Products Regulation Group
Medical Devices Surveillance Branch
Australian Government Department of Health

- I - N . <o

Location: Therapeutic Goods Administration
Department of Health

PO Box 100

Woden ACT 2606

www.tga.gov.au
The Department of Health acknowledges the Traditional Custodians of Australia and their continued

connection to land, sea and community. We pay our respects to all Elders past and present.
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Australian Medical Device
Incident Report Investigation Scheme

_ File Reference: E21-373395

Fziomed Australia Pty Ltd Sent by email
PO Box 339
CURRUMBIN WATERS QLD 4223

Email: -@fziomed.com

pear SRR

DEVICE INCIDENT REPORT DIR 71615 - ARTG # 152224 - Barrier, absorbable, adhesion
prevention

The Therapeutic Goods Administration has been advised of an incident involving the above product. A
copy of the Device Incident Report (DIR) is attached.

To assist in the evaluation and resolution of this report, please provide the information requested in
the attached questionnaire and return it to this office within 20 working days of the date of this
letter, and no later than COB 08/11/2021.

Please send responses via email to_@health.gov.au, referencing the DIR number.

If you are unable to respond with all the information requested by the due date please advise, within
the 20 days, when a full response will be provided. Extensions of a reasonable time frame will be
accepted depending on the seriousness of the complaint and the time requested.

Thank you for your cooperation. If you require further information please contact me on

D oo S o colth cov.au.

Yours sincerely

Signed electronically by

Incident Report Investigation Scheme
Devices Post Market Monitoring Section
Therapeutic Goods Administration

11/10/2021

PO Box 100 Woden ACT 2606 ABN 40 939 406 804
Phone: SEEIIll Fax 026203 1713 Email: IRIS@health.gov.au www.tga.gov.au



- MEDICAL DEVICE INCIDENT REPORT INVESTIGATION SCHEME -

INITIAL REQUEST OF INFORMATION FROM LISTED SPONSOR Document 13

INITIAL REQUEST FOR INFORMATION FROM LISTED SPONSOR Date: 11/10/2021
DIR: 71615 Manufacturer Name: Fziomed Inc [40334]
Question/Requirement
1) Please confirm the device's Australian Register of Therapeutic Goods (ARTG) ARTG:
number
2) Do you currently supply or have you previously supplied this product, with the YES NO

indicated Model/Serial/Batch /Lot numbers:
a) To the Australian Market
b) For Export

[1]
[1]

3) How many of this model have been supplied In Australia:
Worldwide:
4) How many of this batch (if applicable) have In Australia:
been supplied:
Worldwide:

5) Are you aware of this problem, as reported?

6) If deemed necessary, is a sample of the mentioned device available for review
and/or testing?

110
110

7) Have you had any other reports of similar* problems with this product in
Australia?

[]
[]

If YES, how many:

If YES, please give details:

* Similar events are based on the clinical event description and not the cause of an event. Both the confirmed and
unconfirmed rates for similar events are often required and beneficial to show the full outlook of the device and
its use.
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Document 13
8) Is the manufacturer aware of reports of similar problems with this product? |:| |:|

If YES, how many:

If YES, please give details:

9) Please provide details of any action you have taken, or intend to take, regarding this problem

10) Please provide details of the manufacturer's investigation to date, including Date:
expected Manufacturer's investigation completion date

11) When returning this response to the office of the Therapeutic Goods Administration, you are requested to attach
the following (if checked):

|:| Sample of the product/device |:| Operator's manual
Product Specifications |:| Technical Service Manual
Descriptive product promotional documentation I:l Clinical training manual in printed or video form
Instructions for use, as supplied with the device I:l In-house training documentation
Device Packaging with printed instructions Evidence of compliance with the Essential
Principles

A summary of risk assessment activities performed by the manufacturer for the device, eg Risk Management
Report required by Clause 8 of ISO 14971:2007.

Service History, and Safety and Performance Test Results

Configuration Information and Documentation

HHE (Health Hazard Evaluation)

HRNREp NN NINE
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12) Additional Information required: Document 13

e [FU states.
“Oxiplex/AP has not been evaluated in children”
This incident was in children, has this changed, do you recommend its use in Children?

13) If your device is an implantable pacemaker/defibrillator and/or associated lead you are asked to provide the
following additional information:

1. Both published and unpublished clinical trial data where events of this type are analysed.

2. The number of reported events of ALL types (including unconfirmed events), the number of devices sold and the
cumulative implant months for each device in this product family.

3. What material has been used to insulate, both internally and externally, the lead? (applicable to leads only)

Information Supplied By:

14)
Name Phone | |
Signature Fax | |
Email | |
Position

This questionnaire and any appended documents should be returned to the TGA within 20 working days or as
specified on page 1 of this letter.
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Electronic submission of all information is preferred.

Please send the requested information to email address: IRIS@health.gov.au Document 13

For large size documents, please post a universal serial bus (USB), compact disc (CD), or digital versatile disc
(DVD) via postal address:

Incident Report Investigation Scheme
Devices Post Market Monitoring Section
Therapeutic Goods Administration

PO Box 100

Woden ACT 2606

If you are sending a device/s to the TGA please follow the instructions via link:

Sponsors of products listed or registered on the Australian Register of Therapeutic Goods (ARTG) are reminded of
their responsibilities under Section 31 and/or 41JA (as appropriate) of the Therapeutic Goods Act of 1989, to provide
information relating to their product's formulation, composition, design specification, quality, method and place of
manufacture, presentation, safety and efficacy, conformity to advertising regulations under the Act,
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DIR 71615 - ARTG # 152224 - Barrier, absorbable, adhesion prevention Document 13

Reporter Reference #:

Date of Adverse Event: Date of Final Report:

522 | 09/08/2021

ARTG #: Brand Name:

152224 Oxiplex/AP Gel - Barrier, absorbable, adhesion prevention
Device Class: Model #: Serial #:

Class 111

Software Version: Batch #: Lot #:

Manufacturer:

Fziomed Inc [40334]

Sponsor: Contact Name:_

Fziomed Australia Pty Ltd [49415]
PO Box 339

CURRUMBIN WATERS QLD 4223 Phone: RGN
Email:-@fziomed.com Fax:

Reporter: Confidential: Yes

Clinical Event Information:
Initially reported on [Redacted]; Report number 58685: Blood Film Test revealed, extracellular blood
foreign body in patient which is suspected to be this product.

After an index case in [Redacted], we retrospectively reviewed all cases that this product was used and
have identified additional cases whereby a precipitant was identified on blood films in the post operative
period after the product was used at surgery. The presence of this precipitant is not explained by the
companies documentation as a potential outcome after using the product.

Patient Outcome/Consequences:
No Injury

Additional Event Description:

Device Analysis Results:

Corrective/Preventative Actions:

Details of Similar Events:

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

Page 6 of 6



Document 14

From:

To:

Cc: ; ; IRIS

Subject: RE: Questionnaire re DIR 71615 [SEC=OFFICIAL]
Date: Thursday, 14 October 2021 4:11:35 AM
Attachments: image004.png

AU DIR 71615 Request for Information 101321.pdf

REMINDER: Think before you click! This email originated from outside our
organisation. Only click links or open attachments if you recognise the sender and know
the content is safe.

Dear Mr. -

See the attached file that contains the completed Questionnaire with regard to DIR 71615.

Please contact me with any questions or if something more is needed.

FzioMed, Inc.|231 Bonetti Drive, San Luis Obispo, CA 93401 US

T_ | F+1805 546 0571 |l @fziomed.com

FZioMed....,,

PRESERVE SURGICAL EXCELLENCE

This e-mail is for the sole use of the intended recipient(s) and may contain information that is confidential and/or privileged.
If you believe you have received this e-mail in error, please do not read, copy or distribute it or any attached material and immediately inform the

sender. Thank you.

erom: SRR (o SEE - h £o o)

Sent: Monday, October 11, 2021 2:49 PM

To: SR @ <d.com>

Subject: Questionnaire re DIR 71615 [SEC=0OFFICIAL]
Please find the attached Questionnaire with regard to DIR 71615

Thankyou

Departmental Officer
Devices Post Market Monitoring Section

Medical Device and Product Quality Division | Health Products Regulation Group
Medical Devices Surveillance Branch
Australian Government Department of Health

- S - R . <o

Location: Therapeutic Goods Administration
Department of Health
PO Box 100




Document 14

Woden ACT 2606
Www.tga.gov.au

The Department of Health acknowledges the Traditional Custodians of Australia and their continued
connection to land, sea and community. We pay our respects to all Elders past and present.

"Important: This transmission is intended only for the use of the addressee and may
contain confidential or legally privileged information. If you are not the intended
recipient, you are notified that any use or dissemination of this communication is strictly
prohibited. If you receive this transmission in error please notify the author immediately
and delete all copies of this transmission."



- MEDICAL DEVICE INCIDENT REPORT INVESTIGATION SCHEME - Document 14
INITIAL REQUEST OF INFORMATION FROM LISTED SPONSOR

INITIAL REQUEST FOR INFORMATION FROM LISTED SPONSOR Date: 11/10/2021
DIR: 71615 Manufacturer Name: FzioMed Inc [40334]

Question/Requirement
1) Please confirm the device's Australian Register of Therapeutic Goods (ARTG) ARTG: 15224
number
2) Do you currently supply or have you previously supplied this product, with the YES NO

indicated Model/Serial/Batch/Lot numbers:
a) To the Australian Market
b) For Export

[

X
3) How many of this model have been supplied In Australia: 14,274
Worldwide: | [82,595
4) How many of this batch (if applicable) have In Australia: 121
been supplied: Y
Worldwide: | [141

5) Are you aware of this problem, as reported?

6) If deemed necessary, is a sample of the mentioned device available for review
and/or testing?

1|
L]0

7) Have you had any other reports of similar* problems with this product in
Australia? l:‘
If YES, how many: In/a

If YES, please give details:

n/a

* Similar events are based on the clinical event description and not the cause of an event. Both the confirmed and
unconfirmed rates for similar events are often required and beneficial to show the full outlook of the device and
its use.
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8)

Is the manufacturer aware of reports of similar problems with this product? ‘__—I Dﬁ‘e”t 14

If YES, how many: n/a
If YES, please give details:

n/a

9)

Please provide details of any action you have taken, or intend to take, regarding this problem

After receiving the initial report in July 2019, FzioMed spoke with the surgeon via telephone and requested all relevant clinical information including: 1) Product code
(reorder) number of product used in surgery (received); 2) lot number of product used (received) and approximate volume applied; 3) copy of haematology report
(received); 4) copy of haematology slides (received); 5) copy of operative notes. The surgeon was informed that Oxiplex/AP is an inert physical barrier. It is a temporary
implantand is excreted through the urine and faeces. FPC-09012, Oxiplex/AP, Lot 64996, was identified as being used. FzioMed responded to the additional information
stating they had not seen this type of blood response to Oxiplex/AP and reiterated that use of the gel has not been evaluated in children.

On 14 July 2021, FzioMed received a report of additional cases whereby a precipitant was identified on blood films in the post-operative period after the product was used
at surgery in children following a retrospective audit of Oxiplex AP in their facility. Again, relevant clinical information was requested. A copy of the Oxiplex AP IFU, noting
that the product is to be used in adults only and precautions that Oxiplex/AP has not been evaluated in children or pregnant or nursing women, nor following opening of the
bowel, bladder, or other visceral organs, or in the presence of bile, was provided to the distributor for the surgeon(s). The 14 July 2021 information was combined with the
file of the initial report. No additional information was received by FzioMed,

10) Please provide details of the manufacturer's investigation to date, including Date: 11 Feb 2020

expected Manufacturer's investigation completion date

An evaluation of the lot history records for lot 64996 showed no issue with the product which passed all QC requirements upon release. The product lot had been shipped to
asingle distributor in Australia twice and another distributor in Israel in the Dec 2018-Jan 2019 timeframe. No other complaint reports have been received for this product
lot.

11) When returning this response to the office of the Therapeutic Goods Administration, you are requested to attach
the following (if checked):

ot ooood

Sample of the product/device D Operator's manual
Product Specifications I:l Technical Service Manual

Descriptive product promotional documentation [:I Clinical training manual in printed or video form

Instructions for use, as supplied with the device I:I In-house training documentation
Device Packaging with printed instructions I:'l Evidence of compliance with the Essential
Principles

A summary of risk assessment activities performed by the manufacturer for the device, eg Risk Management
Report required by Clause 8 of ISO 14971:2007.

Service History, and Safety and Performance Test Results
Configuration Information and Documentation

HHE (Health Hazard Evaluation)

Page 3 of 6



12) Additional Information required: Document 14

* IFU states.
“Oxiplex/AP has not been evaluated in children”
This incident was in children, has this changed, do you recommend its use in Children?

The statement under PRECAUTIONS in FzioMed's Oxiplex/AP Instructions for Use, “Oxiplex/AP has not been evaluated
in children...” has not changed. FzioMed does not recommend the use of Oxiplex/AP in children.

13) If your device is an implantable pacemaker/defibrillator and/or associated lead you are asked to provide the
following additional information:

1. Both published and unpublished clinical trial data where events of this type are analysed.

2. The number of reported events of ALL types (including unconfirmed events), the number of devices sold and the
cumulative implant months for each device in this product family.

3. What material has been used to insulate, both internally and externally, the lead? (applicable to leads only)

Information Supplied By:

14)

Signature_ Fax |+1.805.546.0571 l

Position

This questionnaire and any appended documents should be returned to the TGA within 20 working days or as
specified on page 1 of this letter.
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Electronic submission of all information is preferred. Document 14
Please send the requested information to email address: IRIS@health.gov.au

For large size documents, please post a universal serial bus (USB), compact disc (CD), or digital versatile disc
(DVD) via postal address:

Incident Report Investigation Scheme
Devices Post Market Monitoring Section
Therapeutic Goods Administration

PO Box 100

Woden ACT 2606

If you are sending a device/s to the TGA please follow the instructions via link:

Sponsors of products listed or registered on the Australian Register of Therapeutic Goods (ARTG) are reminded of
their responsibilities under Section 31 and/or 41JA (as appropriate) of the Therapeutic Goods Act of 1989, to provide
information relating to their product's formulation, composition, design specification, quality, method and place of
manufacture, presentation, safety and efficacy, conformity to advertising regulations under the Act,
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DIR 71615 - ARTG # 152224 - Barrier, absorbable, adhesion prevention Document 14

Reporter Reference #:

Date of Adverse Event: Date of Final Report:
09/08/2021
ARTG #: Brand Name:
152224 Oxiplex/AP Gel - Barrier, absorbable, adhesion prevention
Device Class: Model #: Serial #:
Class III
Software Version: Batch #: Lot #:
Manufacturer:
FzioMed Inc [40334]

Sponsor: Contact Name: _

FzioMed Australia Pty Ltd [49415]
PO Box 339

CURRUMBIN WATERS QLD 4223 Phone:_
Email:fziomed.com Fax:

Reporter: Confidential: Yes

Clinical Event Information:
Initially reported on [Redacted]; Report number 58685: Blood Film Test revealed, extracellular blood
foreign body in patient which is suspected to be this product.

After an index case in [Redacted], we retrospectively reviewed all cases that this product was used and
have identified additional cases whereby a precipitant was identified on blood films in the post operative
period after the product was used at surgery. The presence of this precipitant is not explained by the
companies documentation as a potential outcome after using the product.

Patient Outcome/Consequences:
No Injury

Additional Event Description:

Device Analysis Results:

Corrective/Preventative Actions:

Details of Similar Events:

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

Page 6 of 6



From:

To:

Subject: Completed DIR 71615 letter [SEC=OFFICIAL]
Date: Thursday, 23 December 2021 2:23:03 PM
Attachments: image001.png

Sponsor Complete Letter~Oxiplex DIR71615.pdf

Document 15

Good afternoon-

Please find attached the complete letter for DIR 71615

Departmental Officer
Devices Post Market Monitoring Section

Medical Device and Product Quality Division | Health Products Regulation Group
Medical Devices Surveillance Branch
Australian Government Department of Health

- S - R . <o

Location: Therapeutic Goods Administration
Department of Health

PO Box 100

Woden ACT 2606

WWW.tga.gov.au

The Department of Health acknowledges the Traditional Custodians of Australia and their continued
connection to land, sea and community. We pay our respects to all Elders past and present.



Document 15

Australian Medical Device
Incident Report Investigation Scheme

File Reference: E21-373395
Fziomed Australia Pty Ltd Sent by email

PO Box 339
CURRUMBIN WATERS QLD 4223

Email: SRR @fziomed.com

Dear SRRN

DEVICE INCIDENT REPORT DIR 71615 - ARTG # 152224 - Barrier, absorbable, adhesion
prevention

An investigation into the incident reported to the Therapeutic Goods Administration concerning
the above device is now complete.

A copy of the Medical Device Incident Report Investigation Scheme (IRIS) database entry,
including the investigation summary is attached for your information.

Thank you for your support of the Medical Device Incident Report Investigation Scheme. Should
vou have any further queries concerning this report please contact our team on SEEIEEGzdGGEGEG or

send an email to: IRIS@health.gov.au

Yours sincerely

Signed electronically by

Administration Officer
Incident Report Investigation Scheme
Devices Post Market Monitoring Section

Therapeutic Goods Administration

23/12/2021

PO Box 100 Woden ACT 2606 ABN 40 939 406 804
Phone: SZS Fax: 02 6203 1713 Email: IRIS@health.gov.au www.tga.gov.au



Document 15

DIR 71615 - ARTG # 152224 - Barrier, absorbable, adhesion prevention

Reporter Reference #:

Date of Adverse Event: Date of Initial Report:

522 | 09/08/2021

ARTG #: Brand Name:

152224 Oxiplex/AP Gel - Barrier, absorbable, adhesion prevention
Device Class: Model #: Serial #:

Class III

Software Version: Batch #: Lot #:
Manufacturer:

Fziomed Inc [40334]

Sponsor: Contact Name: SREIIGGE
Fziomed Australia Pty Ltd [49415]

PO Box 339

CURRUMBIN WATERS QLD 4223 Phone: SEEIIIEIEGE

Fax: Email: SRR @fziomed.com
Reporter: Confidential: Yes

Clinical Event Information:
Initially reported on [Redacted]; Report number 58685: Blood Film Test revealed, extracellular
blood foreign body in patient which is suspected to be this product.

After an index case in [Redacted], we retrospectively reviewed all cases that this product was used
and have identified additional cases whereby a precipitant was identified on blood films in the post
operative period after the product was used at surgery. The presence of this precipitant is not
explained by the companies documentation as a potential outcome after using the product.

Patient Outcome/Consequences:
No Injury

Device Analysis Results:

Corrective/Preventative Actions:

Details of Similar Events:

Number of Similar Events: Rate of Similar Events:

Countries Similar Events Also Occurred:

Page 2 of 3



Document 15

Clinical Signs (Level 1) Clinical Signs (Level 2)
Others Insufficient Information
Health Impacts (Level 1) Health Impacts (Level 2)

Insufficient Information

Type of Problem (Level 1) Type of Problem (Level 2)
Appropriate Term/Code Not Available

Cause of Problem (Level 1) Cause of Problem (Level 2)
Usage Problem Identified

Outcome of Investigation

Reviewed, No Further Action Required

Summary of Investigation:

A review of the device instructions for use (IFU) states that “Oxiplex/AP has not been evaluated in
children”, the IFU also includes “a small amount of residual gel was observed during the clinical
study follow up procedure 6 to 10 weeks later”

Reviewed no further action required.; however the TGA will continue to monitor the rate and pattern
of occurrence and may re-open the file as appropriate.

Date Completed:
23/12/2021

ook End of DIR 71615 ok
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Document 16

From:

Subject: DIR 71615 Oxiplex [SEC=OFFICIAL]
Date: Thursday, 23 December 2021 2:14:41 PM
Attachments: Reporter Complete Letter~STANDARD~OXxiplex DIR 71615.pdf

Good afternoon

Please find attached the completed investigation for DIR 71615

Regords SR

Medical Device Incident Report Investigation Scheme (IRIS)
Medical Devices Surveillance Branch

Therapeutic Goods Administration (TGA)

Email: iris@health.gov.au

Fax: 02 6232 1713

Post: PO Box 100, Woden, ACT 2606

Courier: 136 Narrabundah Lane, Symonston, ACT 2609



Document 16

Australian Medical Device
Incident Report Investigation Scheme

Dr R File Reference: E21-373395

Paediatric Surgeon Sent by email

Perth Children's Hospital

15 Hospital Avenue
Nedlands WA 6009

Email: SRR @health.wa.gov.au

Dear Dr SN

DEVICE INCIDENT REPORT DIR 71615 - Oxiplex/AP Gel - Barrier, absorbable, adhesion
prevention

An investigation into the incident you reported to the Therapeutic Goods Administration
concerning the above device is now complete.

A copy of the Incident Report Investigation Scheme (IRIS) database entry, including the
investigation summary is attached for your information.

Thank you for your support of the Medical Device Incident Report Investigation Scheme. Should

vou have any questions regarding this report please contact our team on SRS or send
an email to: IRIS@health.gov.au

Yours sincerely,
Signed electronically by

Incident Report Investigation Scheme
Devices Post Market Monitoring Section
Therapeutic Goods Administration

23/12/2021

PO Box 100 Woden ACT 2606 ABN 40 939 406 804
Phone: ZZS F2x: 02 6203 1713 Email: IRIS@health.gov.au www.tga.gov.au



Document 16
DIR 71615 - Oxiplex/AP Gel - Barrier, absorbable, adhesion prevention

Reporter Reference #:

Date of Adverse Event: Date of Report:

522 | 09/08/2021

ARTG #: Brand Name:

152224 Oxiplex/AP Gel - Barrier, absorbable, adhesion prevention
Device Class: Model #: Serial #:
Class III

Software Version: Batch #: Lot #:
Manufacturer:

Fziomed Inc

Sponsor: Contact Name:
Fziomed Australia Pty Ltd Y7

PO Box 339

CURRUMBIN WATERS QLD 4223 Phone:

Reporter: Confidential: Yes

Clinical Event Information:
Initially reported on [Redacted]; Report number 58685: Blood Film Test revealed, extracellular
blood foreign body in patient which is suspected to be this product.

After an index case in [Redacted], we retrospectively reviewed all cases that this product was used
and have identified additional cases whereby a precipitant was identified on blood films in the post
operative period after the product was used at surgery. The presence of this precipitant is not
explained by the companies documentation as a potential outcome after using the product.

Patient Outcome/Consequences:
No Injury

Investigation Summary:

A review of the device instructions for use (IFU) states that “Oxiplex/AP has not been evaluated in
children”, the IFU also includes “a small amount of residual gel was observed during the clinical
study follow up procedure 6 to 10 weeks later”

Reviewed no further action required.; however the TGA will continue to monitor the rate and pattern
of occurrence and may re-open the file as appropriate.

Date Completed:
23/12/2021

ookl End of DIR 71615 ekokek
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INTERNAL USE ONLY

*

SN Australian Government

Document 17

Medical Devices Program

i 89

592 Department of Health
Therapeutic Goods Administration

DPMMS FORM
12.a

Request for Advice or Assessment of DIRs under investigation

Comes under

DPMMS WI 1.2 — Risk assessment and triage of MD incident reports

Applicable to Devices Post Market Authorised by m
Monitoring Section MS

Date issued 21 Mar 2021 Version # 1.0

Device(s): Oxiplex/AP Gel - Barrier, absorbable, adhesion prevention

Sponsor: Fziomed Australia Pty Ltd

Manufacturer: Fziomed Inc

Device Incident DIR 71615

Report No:

TRIM folder: E21-373395

ARTG Number(s):

ARTG 152224

Area advice sought

X Clinical [ Laboratories [ Advertising O Recalls

O Other:

Questions for

Review the IFU and determine if the IFU:

assessment:
o |Is sufficient and meets the EP’s for its intended use?.
e Does the IFU require updating?

Additional Sponsor Questionnaire - D21-3217454

Information:

Record Details D21-3449291 D21-3383159 DIR 71615 Request for Clinical Advice - Effective Date 17/03/2021
V4 DOCM
Print Date 5/12/2023 4:39 Page 1 of 4
Once printed or copied from the Master, this is no longer a controlled document; check validity before use




INTERNAL USE ONLY Document 17

Include anything (via a | Devices IFU - D21-3144232.
TRIM number) that

may assist the Attached:

assessor to provide a

comprehensive e Copy of DIR 71615

answer e Documents that are attached to the DIR in Infoleader. (x 3 documents)

Time frame to
complete

30 days unless
otherwise negotiated
with the section
required to do the
assessment

Comments and Rationale

Australian Register of Therapeutic Goods Inclusion Details

The Sponsor, Fziomed Australia Pty Ltd, has the device, “Oxiplex/AP Gel - Barrier, absorbable,
adhesion prevention” included under the Australian Register of Therapeutic Goods (ARTG) entry
152224. The ARTG entry describes the device under the category description of “Medical Device
Class III”.

The intended use in TGA eBS and the ARTG public summary for ARTG 152224 is:

“Oxiplex/AP is intended for use as a mechanical barrier to adhesion formation. It is intended to
be used as an adjunct to intrauterine or peritoneal surgery for reducing the incidence, extent,
and severity of postoperative adhesions at the surgical site.”

Background

The TGA received a DIR from a Hospital in Perth, for the Oxiplex/AP Gel, the report indicates that the
product was used in children. The TGA requested the IFU from the sponsor, review of the IFU has
been found to lack crucial information and is not clear regarding its use.

Electronically Signed by:
Requestor#
Date: 29/1

Conclusion

Clinical assessor —_

A DIR was received from Perth Children’s Hospital on 19 August 2021. According to the DIR, a
precipitant was identified in the post-operative blood film of a paediatric patient in July 2019. The
Director of Surgery at Perth Children’s Hospital contacted the distributor LifeHealthcare in August

Record Details D21-3449291 D21-3383159 DIR 71615 Request for Clinical Advice - Effective Date 17/03/2021
V4.DOCM
Print Date 5/12/2023 4:39 Page 2 of 4
Once printed or copied from the Master, this is no longer a controlled document; check validity before use




INTERNAL USE ONLY Document 17

2019 and initiated a retrospective audit in all patients treated with Oxiplex/ AP. According to the DIR,
the audit identified the precipitant in the post-operative blood film of four more paediatric patients.
However, no further information is provided about the audit. Both the distributor LifeHealthcare and
the manufacturer FzioMed Inc were informed in July 2021.

No harms were identified in all 5 paediatric patients.

There was no information provided on the precipitant other than it was identified in post-operative
blood films. It would be useful to know the name of the precipitant and how it was identified as a result
of Oxiplex/AP use.

Whilst the intended purpose does not explicitly state adults only, the IFU does state under precautions
that ‘Oxiplex/AP has not been evaluated in children’. The IFU does not state that use in children is a
contraindication. The IFU could be strengthened by making this statement.

Amending the IFU to limit the use to adults only or placing children in contraindications sections would
strengthen the IFU, though its impact on overall risk may be modest, since the use in the paediatric
age group seems low.

This appears to be an isolated cluster of cases involving a single institution. The sponsor has
confirmed no other reports of this nature has been reported globally. FzioMed has sold 14,274 units in
Australia from 8 May 2018 to 11 October 2021 and 82,595 units globally since 2002 . Hence, this type
of use does not appear to be common.

Questions

1. Is IFU sufficient and meets the EP’s for its intended use?

A full assessment of device EP compliance is outside the scope of this request, since
comprehensive clinical evidence has not been provided. EP compliance cannot be assessed
from the IFU.

However, the IFU is satisfactory and consistent with the clinical evidence available, hence
complies with EP 13. There is no evidence to indicate non-compliance with the EPs due to this
isolated case report, considering the extensive product history. Compliance with EP 2 could be
enhanced by a more explicit IFU warning about use in the paediatric age group, which would
further mitigate this risk. Whilst it could be suggested to the sponsor, the clinical assessor
does not consider that continuing with the existing IFU would mean non-compliance with EP 2,
because the impact of this change cannot be determined and would likely be modest.

This advice is based on the available information that this is not a widespread phenomenon
and that there have been no further case reports. If further instances of paediatric use were to
be identified this may change this advice — hence DCS would be happy to review.

2. Does the IFU require updating?

It cannot be determined if the clinician considered the precautions or not from the information
provided but the IFU does not cite paediatric use as a contraindication or restrict the intended
purpose to adults.

The IFU did provide relevant information to guide clinical decision making.

An IFU amendment could improve the IFU but the impact on risk is uncertain. Given the
modest impact on risk and the lack of any identified harms at this stage, the clinical assessor
considers an IFU amendment to be desirable but not essential. However, this advice could
change if further reports are received or more information comes to light in the future.

Hence, an update to the IFU should be considered by the sponsor but is not required at this

stage.
Record Details D21-3449291 D21-3383159 DIR 71615 Request for Clinical Advice - Effective Date 17/03/2021
V4.DOCM
Print Date 5/12/2023 4:39 Page 3 of 4
Once printed or copied from the Master, this is no longer a controlled document; check validity before use
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Further information:

- The clinical assessor would be interested to know the likely identity of the precipitant, and
to view a copy of the audit from Perth Children’s Hospital, if these can be obtained from
Perth Children’s Hospital or the sponsor.

Assessor

Name 522

Position Choose an item.

Comments

Signature Signed electronically in TRIM. Date | 17 December 2021

Save this completed form into the relevant TRIM folder.

Version history

Version TRIM Description of change Author/s Effective date
Reference
V1.0 D20-3558467 Previously DVMS TEMP 1.2.n - 21 Mar 2021
version 1.0 (D18-11138355) _
Reissued as a FORM (DPMMS
FORM 1.2.a version 1.0)
Record Details D21-3449291 D21-3383159 DIR 71615 Request for Clinical Advice - Effective Date 17/03/2021
V4. DOCM
Print Date 5/12/2023 4:39 Page 4 of 4
Once printed or copied from the Master, this is no longer a controlled document; check validity before use
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From:
To:
Subject: DIR 71615 Request for Clinical advice- TRIM E21-373395 [SEC=OFFICIAL]
Date: Tuesday, 30 November 2021 9:43:42 AM
Attachments: image001.png
00206BAB01B2210712152749.pdf
DIR 71615 - Original User Report.pdf
Oxilpex PCH July2021.pdf
Hi Clinical

Please find attached Request for clinical advice doe DIR 71615 D21-3383159
Included in this email are documents provided by the user with this report in infoleader.
All relevant information can be found in TRIM container. E21-373395

Regards

Departmental Officer
Devices Post Market Monitoring Section

Medical Device and Product Quality Division | Health Products Regulation Group
Medical Devices Surveillance Branch
Australian Government Department of Health

- SRR - SRR < o0

Location: Therapeutic Goods Administration
Department of Health

PO Box 100

Woden ACT 2606

www.tga.gov.au
The Department of Health acknowledges the Traditional Custodians of Australia and their continued
connection to land, sea and community. We pay our respects to all Elders past and present.
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LifeHealthcare N~

> Not your typical multinational

Perth Children’s Hospital
s22 |

26 July 2021

Dear Dr-

Oxiplex AP Anti-Adhesive Barrier Gel

Thank you for your recent letter advising of the progress of your retrospective audit of Oxiplex AP and
communication of findings to the Therapeutic Goods Administration (TGA).

We can confirm that since your August 2019 correspondence with LifeHealthcare we have not
received any subsequent reports from customers regarding the performance of this product. Our
monitoring of the TGA Database of Adverse Event Notifications also confirms no other parties have
submitted adverse events related to this product.

To help address your request for further information we have also contacted the manufacturer of this
product, Fziomed Inc. FzioMed confirm they have received no reports of this issue from anywhere
other than the single July 2019 report from SR}, and is not aware of any relevant publications.
The manufacturer will also conduct an investigation pending provision of further information on the
additional four cases you have identified.

If you wish to share below details directly we can provide this to Fziomed for investigation.
Alternatively, as this will be submitted to the TGA the investigation will also be initiated through the
TGA’s Medical Device Incident Reporting framework.

“To facilitate further investigation, please provide the following for the 4 children mentioned in |
B /ctter:

e Date of surgery and operative notes
e [ot number(s) of gel used in each case

e Status /detail of outcome for each child

Australian Head Office New Zealand Head Office

LifeHealthcare Distribution Pty Ltd LifeHealthcare Ltd

Level 8, 15 Talavera Rd, North Ryde, NSW, 2113, Australia Suite 1.5, 72 Dominion Road, Mount Eden Auckland, 1024, New Zealand
ABN -30117 449911 « T 1800 060 168 NZBN 9429033477831 « T 0800 880 448

info@lifehealthcare.com.au | www.lifehealthcare.com.au
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LifeHealthcare N

> Not your typical multinational

For each instance, kindly provide the laboratory name, location, and technician name, images of blood
films and date of analysis (including the July 2019 report), along with detailed information of children
who received the gel and whose blood smears showed no unexpected result/post-operative precipitant.”

Please contact the undersigned at regulatory@lifehealthcare.com.au, [EEEEEGzG N
N i\ ou require further information. We thank you for keeping us informed

of this review and collaborating with LifeHealthcare on the care of your patients and their families.

Regards,
LifeHealthcare Pty Ltd LifeHealthcare Pty Ltd
Australian Head Office | New Zealand Head Office
LifeHealthcare Distribution Pty Ltd LifeHealthcare Ltd
Level 8, 15 Talavera Rd, North Ryde, NSW, 2113, Australia Suite 1.5, 72 Dominion Road, Mount Eden Auckland, 1024, New Zealand
ABN - 30117449911 « T 1800 060 168 NZBN 9429033477831 « T 0800 880 448

info@lifehealthcare.com.au | www.lifehealthcare.com.au
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Government of Western Australia
Child and Adolescent Health Service

LifeHealthcare
Level 2, 327 Cambridge Street
WEMBLEY WA 6014

-@Iifehealthcare.com.au
Dear RN

In August 2019 at Perth Children’s Hospital (PCH) wrote
to of LifeHealthcare regarding the use of Oxiplex
AP Anti-Adhesive Barrier Gel. Following on from this initial correspondence, the Department of
General Surgery at PCH have undertaken a retrospective audit of the use of Oxiplex AP Anti-
Adhesive Barrier Gel.

The audit identified further instances of precipitant on post-operative blood films of four children
who received the Oxiplex AP Anti-Adhesive Barrier Gel at PCH. As such, PCH is currently in the
process of reporting these cases to the Therapeutic Goods Administration.

| would appreciate if you can please provide any additional information that LifeHealthcare may
have in regard to issues pertaining to the use of Oxiplex AP Anti-Adhesive Barrier Gel, since the
last correspondence between PCH and LifeHealthcare in 2019. This information will assist PCH
in providing advice and ongoing care to the affected patients and families.

© 7 July 2021

cc:
PCH

Healthy kids, healthy communities

Neonatology | Community Health | Mental Health | Perth Children’s Hospitat

Compassion

15 Hospital Avenue, Nedlands WA 6009 Locked Bag 2010, Nedlands WA 6909  Ph 08 6456 0032 cahs.health.wa.gov.au
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Document 18
09/08/2021

/ Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring

DIR:44 - ID: 527372

Report #:

71615

ARTG:

Report Status:

Triage

Date of Final Report:

09/08/2021
Date Completed:

Source of Report:

Hospital Administrator
Event Description for Website Publication:

Records Management #:

Document Container URL

Sponsor's Reported Category:

Date of Initial TGA Action:

09/08/2021
Operator at Time of Event:

Doctor
If "Other’ Source Selected:

Reporter's Reference #:

Date of Adverse Event:

Reviewed by Team:

If 'Other’ Operator Selected:

Type of Initial Action:

Initially reported on 30/07/2019; Report number 58685: Blood Film Test revealed, extracellular blood foreign body in patient which is suspected to be this product.

Released by_ on 18/03/2021 17:26:54

Report Type:

Final

Date of Initial Report:

09/08/2021
Date Response Received:

Reporter to by sp

No

UNSIGNED

After an index case in 2018, we retrospectively reviewed all cases that this product was used and have identified additional cases whereby a precipitant was identified on blood films in the post operative period after the product was used at surgery. The presence of

this precipitant is not explained by the companies documentation as a potential outcome after using the product.

Clinical Event Information:

Initially reported on 30/07/2019; Report number 58685: Blood Film Test revealed, extracellular blood foreign body in patient which is suspected to be this product.

After an index case in 2018, we retrospectively reviewed all cases that this product was used and have identified additional cases whereby a precipitant was identified on blood films in the post operative period after the product was used at surgery. The presence of

this pr is not | d by the panies d

Number of Incidents in Report:
5

Alternative Person Surname:

Recorded Problems Observed:

Recorded Clinical Signs, Symptoms and Conditions:

Recorded Health Impacts:

Patient Focused Corrective Action Taken:

tation as a potential outcome after using the product.

Contact:

Initial Reporter

Alternative Person Phone:

Weight:

ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=-871990245

Alternative Person Title:

Alternative Person Fax:

Age:

Patient History:

Gender Age Primary Pathology

Alternative Person First Name:

Alternative Person Email:

Complication descriptor
Precipitant in blood film

Precipitant in blood film
Mild Precipitate

1/8
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Patient Outcome/Consequences:

No Injury

Describe any test (Lab, xray, etc.):

Additional Patients Added:

Search Reporter By Surname:

Reporter Title:

Position:
Administrative Coordinator
Address 1:

15
Country:

Australia
Mobile:

As Above?:

No

Search Reporter By Surname:

Title:
Position:

Paediatric Surgeon
Address 1:

15
Postcode:

6009
Mobile:

Product Exempt (Note: If not exempt, enter ARTG No):

No
Product Licence Category:

Brand Name:

Oxiplex/AP Gel - Barrier, absorbable, adhesion prevention

Model #:

Injured - Extent of Injury:

No Injury

Reporter #:

First Name:

Address 2:

Hospital Avenue
Postcode:

6009
Email:

officeofoperations@health.wa.gov.au

If No, fill out the following:

Initial Reporter #:

First Name:

Address 2:

Hospital Avenue
Country:

Australia

Email:

_@healﬁl.wa.gov.au

Search Device ARTG:
Device Class:
Initial Device Description:

Barrier, absorbable, adhesion prevention
Serial #:

ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=-871990245

Form Details

Additional Event Description:

Other medical devices currently using/implanted:

Surname:

Company/Institution:

Perth Children’s Hospital
Town/Suburb:

Nedlands
Phone:

Last External Submission By:

Surname:

Company/Institution:

Perth Children’s Hospital
Town/Suburb:

Nedlands
Phone:

Allow the device company
to contact you about the incident:

Device ARTG #:
GMDN / UMDN Code:
Usage of Device:

Batch #:

Mild-Mod Precipitate
Mild Precipitate

Document 18

Medical Problem Device Used For:

Preferred Contact Method:

Email

State:

WA
Fax:

Initial Reporter Confidential:

No
Preferred Contact Method:

State:

WA

Therapeutic Licence Type:

GMDN / UMDN Text:

Software Version:

Lot #:

2/8
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Purchase Date:

Date of Inital Procedure:
29/08/2021

Access Contact First Name:

Access Contact Email:

Manufacturer Name:

Fziomed Australia Pty Ltd

Address 2:

Postcode:

Manufacturer Informed:

Contact Surname:

Supplier Name:

Fziomed Australia Pty Ltd
Town/Suburb:

CURRUMBIN WATERS
Phone:
Supplier Informed:

Yes

Contact Surname:

For website publication: Ready for Publication:

Reviewed by Team:

Notes for Team meeting:

Outcomes from Team Meeting:

Date: Severity:
09/08/2021

Reason Sent To Meeting:

Expiry Date:

Place of Implantation:

Access Contact Surname:

Licence Status:

Town/Suburb:

Phone:

Date Aware of Adverse Event:

State:

QLD
Fax:
Date of Supplier Contact:

12/07/2021

Contact Phone:

Investigated:

Outcome from team meeting:

Incidents in the last 12 months:

ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=-871990245

Form Details

Date of Implant:

Reported Device Location:
Place of use

Access Contact Phone:

Status Effective Date:

Manufacturer Client Id:

State/Province:

Contact Title:

Address 1:

PO Box 339
Country:

Australia
Email:

Contact Title:

Contact Fax:

Investigation Reason:

Unassigned

Manufacturer analysis: Assessor:

Team Assignment:

Date of Explant: Document 18

Access Contact Title:

Access Contact Fax:

Additional Devices Added:

Address 1:

Country:

Email:

Contact First Name:

Address 2:
Postcode:
4223
Website:

Contact First Name:

Contact Email:

Team Priority:

Not Investigated

Manufacturer documentation:

3/8
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Incidents in last 24 months: Manufacturer action: ESTIMATED LEVEL OF INVESTIGATION: FINAL LEVEL OF INVESTIGATION: Injured Party: Device Relt::%ﬁ)s(::ument 18
Screening only
Incidents in last 36 months: IVD status: EXCEPTION TO INVESTIGATION LEVEL: Found Prior To Use: Is AE covered by current recall:
Incidents Worldwide: Number of potential contributing factors: Reusable: Similar events (past 6 months):
No
Products supplied the last 12 months: Specific factors identified: ESTIMATED LEVEL OF PRIORITY: FINAL LEVEL OF PRIORITY: 3 or more events - batch/model:
Products supplied last 24 months: Number of potential sensitivities: EXCEPTION TO PRIORITY LEVEL: 3 or more events - health district:
No
Products supplied last 36 months: Specific sensitivities identified: 3 or more events - organisation:
Products supplied Worldwide: Consultations during risk assessment: Final Risk Assessment:
Yes
Search Sponsors: Name: Client #:
Attention To: Address 1: Address 2: Town/Suburb:
State: Postcode: Phone: Fax:
Email:
Device Analysis Results: Details of Similar Events:
Additional Details (use for tables): CAPA# Reference:
Frequency: Severity:
Rating:
Type Cause and Outcome: Number of Similar Events: Expected Rate: Actual Rate:

Countries Similar Events Also Occurred:
Completed Actions: Planned Actions and Proposed Timelines:

Additional Comments:

Details of Reasons

ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=-871990245 4/8
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Reason for Level 1 Investigation

Details of Focus

Essential Principles

Details of Source

Sources of Evidence

Investigation Questions (Level 1 and Level 2):

Delays in response by product manufacturers:

Other Risks (which need to be specified):

Next Steps for Level 1 Investigation:

Correspondence and Chronology Details

Include? Heading

Problem Observed Details

Problem Observed (Level 1)

Details

Level 1

Form Details

If 'Other' Selected

If 'Others' please specify here Expected Sourcing Date

Delays in response by incident reporters: Delays in analysis within the TGA:

Next Steps for Level 2 Investigation:

Type L1 Type L2 Email Sent Expected Received Response
Problem Observed (Level 2) Problem Observed (Level 3) If 'Other' Selected
Level 2 Level 3

ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=-871990245

Document 18

Date of Evidence Received

Delays in reporting by other sources (e.g. clinical registries):

Notes

5/8



09/08/2021 Form Details
Document 18

Details

Level 1 Level 2 Level 3

Finding Details

Investigation Findings (Level 1) Investigation Findings (Level 2) Investigation Findings (Level  If 'Other' Selected

Conclusion Details

Investigation Conclusion (L1) Investigation Conclusion (L2) If Additional Conclusion Detail Requested

Outcome Details

Outcome of Investigation (L1) Outcome of Investigation (L2) If Additional Conclusion Detail Requested
Latest Investigation (DII) where this DIR is the Primary DIR: Latest Investigation (DII) where this DIR is a Related DIR: Investigator: Peer Review:
Investigator's Notes: Summary Findings: Recall Number:
Other Device (Entered): Brand Name: Manufacturer Name: Device ARTG #:

Other Devices

Device ARTG No: Manufacturer Name: Sponsor/Supplier: GMDN / UMDN Text: Trade/Brand Name: Serial #:

Model Number: Batch #: Lot #: Expiry Date:

ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=-871990245 6/8
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Sample Details
Date Entered: LIMS #:
Reason for Testing: # Samples from

Reporter:

Patient Details

Sex:

Patient Focused Corrective Action Taken:

Injured - Extent of Injury:

Other Consequence:

Where did you get this device from?:

Supplier

Sample Requested: Sample Received:

# Samples from Outcome of TGA's Testing:
Sponsor:

Weight:

Was device directly linked to death?:

Describe any test (Lab, xray, etc.):

Form Details
Document 18

Additional Details

Manufacturer: GMDN: Device Description: Brand Name: Serial Number:
Lot Number: Batch Number: Model Number: Version Number:
Who sent the device to the TGA?: Why does the TGA have the sample?:

Age:

Patient History:

Was device directly linked to permanent disabiltiy?: Consequence:

Additional Event Description: Medical Problem Device Used For:

How reliant is the affected person on correct/safe operation of this device?:

Any other relevant information to aid assessing/investigating the incident?:

Similar events - how many times?:

Title:

Fax:

Occurred in Australia:

Yes

Date of Recent Report:

First Name:

Email:

Organisation:

Event Reported To: Reporter Reference Number:
Last Name: Phone:

Address Line 1: Address Line 2:

15 Hospital Avenue

ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=-871990245

7/8
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Town/Suburb:

Nedlands

FILE

FILE

314737

State:
WA

00206BAB01B2210712152749

Oxilpex_PCH_July2021

DIR-REQ

IRIS Investigator

Triage

Postcode:
6009

69 Form Item

318 Form Item

ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=-871990245

Form Details

IRIS Coordinator

Report Information Section / Brand Name

Report Information Section / Brand Name

09/08/2021

Normal

Document 18

8/8



INTERNAL USE ONLY

*

SN Australian Government

Document 19

Medical Devices Program

i 89

592 Department of Health
Therapeutic Goods Administration

DPMMS FORM
12.a

Request for Advice or Assessment of DIRs under investigation

Comes under

DPMMS WI 1.2 — Risk assessment and triage of MD incident reports

Applicable to Devices Post Market Authorised by m
Monitoring Section MS

Date issued 21 Mar 2021 Version # 1.0

Device(s): Oxiplex/AP Gel - Barrier, absorbable, adhesion prevention

Sponsor: Fziomed Australia Pty Ltd

Manufacturer: Fziomed Inc

Device Incident DIR 71615

Report No:

TRIM folder: E21-373395

ARTG Number(s):

ARTG 152224

Area advice sought

X Clinical [ Laboratories [ Advertising O Recalls

O Other:

Questions for

Review the IFU and determine if the IFU:

assessment:
o |Is sufficient and meets the EP’s for its intended use?.
e Does the IFU require updating?

Additional Sponsor Questionnaire - D21-3217454

Information:

Devices IFU - D21-3144232.

Record Details
Print Date

D21-3383159 DIR 71615 Request for Clinical Advice - Version 1.DOCM
5/12/2023 4:47
Once printed or copied from the Master, this is no longer a controlled document; check validity before use

Effective Date 17/03/2021

Page 1 of 3
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Include anything (via a | Attached:
TRIM number) that

may assist the e Copyof DIR 71615

assessor to provide a ¢ Documents that are attached to the DIR in Infoleader. (x 3 documents)
comprehensive

answer

Time frame to
complete

30 days unless
otherwise negotiated
with the section
required to do the
assessment

Comments and Rationale

Australian Register of Therapeutic Goods Inclusion Details

The Sponsor, Fziomed Australia Pty Ltd, has the device, “Oxiplex/AP Gel - Barrier, absorbable,
adhesion prevention” included under the Australian Register of Therapeutic Goods (ARTG) entry
152224. The ARTG entry describes the device under the category description of “Medical Device
Class III”.

The intended use in TGA eBS and the ARTG public summary for ARTG 152224 is:

“Oxiplex/AP is intended for use as a mechanical barrier to adhesion formation. It is intended to
be used as an adjunct to intrauterine or peritoneal surgery for reducing the incidence, extent,
and severity of postoperative adhesions at the surgical site.”

Background

The TGA received a DIR from a Hospital in Perth, for the Oxiplex/AP Gel, the report indicates that the
product was used in children. The TGA requested the IFU from the sponsor, review of the IFU has
been found to lack crucial information and is not clear regarding its use.

Electronically Signed by:
Requestor: #
Date: 29/11

Conclusion

Provide a summary of the overall findings of the assessment.
This may be used to cut and paste into further correspondence and so is intended to prevent any incorrect
translation of technical information.

Record Details D21-3383159 DIR 71615 Request for Clinical Advice - Version 1.DOCM Effective Date 17/03/2021
Print Date 5/12/2023 4:47 Page 2 of 3
Once printed or copied from the Master, this is no longer a controlled document; check validity before use
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Assessor

Name

Position

Comments

Signature

Document 19

Choose an item.

Signed electronically in TRIM. Date

Click or tap to enter a date.

Save this completed form into the relevant TRIM folder.

Version

Version

history

TRIM
Reference

Description of change

Author/s Effective date

Once printed or copied from the Master, this is no longer a controlled document; check validity before use

V1.0 D20-3558467 | Previously DVMS TEMP 1.2.n s22 | 21 Mar 2021
version 1.0 (D18-11138355) _
Reissued as a FORM (DPMMS
FORM 1.2.a version 1.0)
Record Details D21-3383159 DIR 71615 Request for Clinical Advice - Version 1.DOCM Effective Date 17/03/2021
Print Date 51212023 4:47 Page 3 of 3
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From:

To:

Cc: ;

Subject: RE: Questionnaire re DIR 71615 [SEC=OFFICIAL]
Date: Friday, 22 October 2021 9:42:40 AM
Attachments: image006.png

Importance: High

oo SRR

See the response to your two questions below.

Thank you.

FzioMed, Inc.| 231 Bonetti Drive, San Luis Obispo, CA 93401 US

T_ | F+1 805 546 0571 (SR @fziomed.com

FZioMed ...,

PRESERVE SURGICAL EXCELLENCE

This e-mail is for the sole use of the intended recipient(s) and may contain information that is confidential and/or privileged.
If you believe you have received this e-mail in error, please do not read, copy or distribute it or any attached material and immediately inform the

sender. Thank you.

From: S o SR < th ¢ov.2u

Sent: Wednesday, October 20, 2021 8:30 PM

To: S (- ored con>

Subject: RE: Questionnaire re DIR 71615 [SEC=0OFFICIAL]

Dear-

Thank you for your email. Review of your response to the questionnaire has raised further
questions:

e Inyour response to question 9 you state ‘A copy of the IFU, noting that the product is to
be used in Adults only’. Review of the IFU provided by you indicates that there is no such
statement in it, can you please show where in the IFU the statement is?

FzioMed Response
FzioMed responded to the initial report in July 2019 that that use of the gel has

not been evaluated in children. After receiving the additional report from the
distributor, a copy of the Oxiplex AP IFU, noting that the product is to be used in
adults only and precautions that Oxiplex/AP has not been evaluated in children or
pregnant or nursing women, nor following opening of the bowel, bladder, or other
visceral organs, or in the presence of bile, was provided to the distributor for the
surgeon(s). The notation for use in adults was intended as clarification to the
distributor.
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e Please confirm the ARTG number as the one you have provided in your response is
incorrect.

FzioMed Response
The ARTG number for FzioMed’s Oxiplex/AP is 152224,

Please provide a response by COB 28 Oct 2021

Regards

From: S - cor->

Sent: Thursday, 14 October 2021 4:12 AM

To: SR - ...
ce: I = x5 corv>; I -2 i com 2.

IRIS <|RIS@health.gov.au>
Subject: RE: Questionnaire re DIR 71615 [SEC=0OFFICIAL]

REMINDER: Think before you click! This email originated from outside our organisation. Only click links or open
attachments if you recognise the sender and know the content is safe.

Dear Mr. -

See the attached file that contains the completed Questionnaire with regard to DIR 71615.

Please contact me with any questions or if something more is needed.

FzioMed, Inc.| 231 Bonetti Drive, San Luis Obispo, CA 93401 US

T _ | F+1 805 546 0571 SRR @fziomed.com

FZioMed....,,

PRESERVE SURGICAL EXCELLEMCE

This e-mail is for the sole use of the intended recipient(s) and may contain information that is confidential and/or privileged.
If you believe you have received this e-mail in error, please do not read, copy or distribute it or any attached material and immediately inform the

sender. Thank you.

From: SRR |- EER ...

Sent: Monday, October 11, 2021 2:49 PM

o SR - - o>

Subject: Questionnaire re DIR 71615 [SEC=0OFFICIAL]

Please find the attached Questionnaire with regard to DIR 71615

Thankyou
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Departmental Officer
Devices Post Market Monitoring Section

Medical Device and Product Quality Division | Health Products Regulation Group
Medical Devices Surveillance Branch
Australian Government Department of Health

- SRR = RN - o

Location: Therapeutic Goods Administration
Department of Health

PO Box 100

Woden ACT 2606

www.tga.gov.au

The Department of Health acknowledges the Traditional Custodians of Australia and their continued
connection to land, sea and community. We pay our respects to all Elders past and present.

"Important: This transmission is intended only for the use of the addressee and may
contain confidential or legally privileged information. If you are not the intended
recipient, you are notified that any use or dissemination of this communication is strictly
prohibited. If you receive this transmission in error please notify the author immediately
and delete all copies of this transmission."

"Important: This transmission is intended only for the use of the addressee and may
contain confidential or legally privileged information. If you are not the intended
recipient, you are notified that any use or dissemination of this communication is strictly
prohibited. If you receive this transmission in error please notify the author immediately
and delete all copies of this transmission."
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From:

To:

Subject: RE: Questionnaire re DIR 71615 [SEC=OFFICIAL]
Date: Thursday, 21 October 2021 2:30:11 PM
Attachments: image002.png

Dear-

Thank you for your email. Review of your response to the questionnaire has raised further
guestions:

e |n your response to question 9 you state ‘A copy of the IFU, noting that the product is to
be used in Adults only’. Review of the IFU provided by you indicates that there is no such
statement in it, can you please show where in the IFU the statement is?

e Please confirm the ARTG number as the one you have provided in your response is
incorrect.

Please provide a response by COB 28 Oct 2021

Regards

From: SRR @ - o ed.com>

Sent: Thursday, 14 October 2021 4:12 AM
To: N << " 5o+ 51>

cc: SRR © ' ore< com; R - =1 25 com 2>

IRIS <IRIS@health.gov.au>
Subject: RE: Questionnaire re DIR 71615 [SEC=0OFFICIAL]

REMINDER: Think before you click! This email originated from outside our organisation. Only click links or open
attachments if you recognise the sender and know the content is safe.

oeor SRR

See the attached file that contains the completed Questionnaire with regard to DIR 71615.

Please contact me with any questions or if something more is needed.

FzioMed, Inc.| 231 Bonetti Drive, San Luis Obispo, CA 93401 US

T_ | F+1 805 546 0571 SR @fziomed.com

anoMed %

PRESERVE SURGIC ENCELLEN

This e-mail is for the sole use of the intended recipient(s) and may contain information that is confidential and/or privileged.
If you believe you have received this e-mail in error, please do not read, copy or distribute it or any attached material and immediately inform the

sender. Thank you.
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From: N |- S 1 ¢ o

Sent: Monday, October 11, 2021 2:49 PM

To: S (. oo

Subject: Questionnaire re DIR 71615 [SEC=OFFICIAL]
Please find the attached Questionnaire with regard to DIR 71615

Thankyou

Departmental Officer
Devices Post Market Monitoring Section

Medical Device and Product Quality Division | Health Products Regulation Group
Medical Devices Surveillance Branch
Australian Government Department of Health

Location: Therapeutic Goods Administration
Department of Health

PO Box 100

Woden ACT 2606

Www.tga.gov.au

The Department of Health acknowledges the Traditional Custodians of Australia and their continued
connection to land, sea and community. We pay our respects to all Elders past and present.

"Important: This transmission is intended only for the use of the addressee and may
contain confidential or legally privileged information. If you are not the intended
recipient, you are notified that any use or dissemination of this communication is strictly
prohibited. If you receive this transmission in error please notify the author immediately
and delete all copies of this transmission."
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