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Attention:  ,

Dear 
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 I have gone into eBs  and
updated Pharmacovigilance Contact details immediately, so this should not recur again.

I 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. 

 advised:

“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.  and our , spoke with the surgeon on the
same day. I 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.”

I 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,

.
.
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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.


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.3,4


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.


Contents: 2 – Syringe 20mL


1 – Applicator tip







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.1-4


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, Ido 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, J 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.


1a 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.


Figure 1


Figure 2







5 Yatama Place, (PO Box 339)
Currumbin Waters, QLD 4223
Phone:  +61 7 55224880
Mobile: 
www.advantagempc.com.au   

@advantagempc.com.au

The information in this e-mail (including any attachment) is confidential and intended to be for the use of the addressee(s) only. If you have received the e-mail by mistake, any disclosure, copy,
distribution or use of the contents of the e-mail is prohibited, and you must delete the e-mail from your system. As e-mail can be changed electronically AMPC assumes no responsibility for any
alteration to this e-mail or its attachments. 
AMPC has taken every reasonable precaution to ensure that any attachment to this e-mail has been swept for virus. However, AMPC does not accept any liability for damage sustained as a result of
such attachment being virus infected and strongly recommend that you carry out your own virus check before opening any attachment
not accept any liability for damage sustained as a result of such attachment being virus infected and strongly recommend that you carry out your own virus check before opening any attachment

From: IRIS <IRIS@health.gov.au> 
Sent: Thursday, August 1, 2019 2:53 PM
To: ' @advantagempc.com.au' < @advantagempc.com.au>
Subject: FW: DIR 58685 - Sponsor Completion Letter [SEC=OFFICIAL, ACCESS=Commercial]

Dear 

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=OFFICIAL, ACCESS=Commercial]

Dear ,

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

Email: IRIS@health.gov.au
Phone: DST 
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 IVDs 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."
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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.

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.3,4

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.

Contents: 2 – Syringe 20mL

1 – Applicator tip
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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.1-4

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, Ido 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, J 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.

1a 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.

Figure 1

Figure 2
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To: IRIS
Subject: Read: DIR 58685 - Sponsor Completion Letter [SEC=OFFICIAL, ACCESS=Commercial]
Date: Thursday, 1 August 2019 5:33:29 PM

s22

Document 2 



From: Mail Delivery Subsystem
To: @advantagempc.com.au
Subject: Relayed: DIR 58685 - Sponsor Completion Letter [SEC=OFFICIAL, ACCESS=Commercial]
Date: Thursday, 1 August 2019 3:00:04 PM
Attachments: FW  DIR 58685 - Sponsor Completion Letter SECOFFICIAL ACCESSCommercial (1.85 KB).msg

Your message

 To:  @advantagempc.com.au'
 Subject:  FW: DIR 58685 - Sponsor Completion Letter [SEC=OFFICIAL, ACCESS=Commercial]
 Sent:  1/08/2019 2:53 PM
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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 2:53:23 PM
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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 Mr 

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=OFFICIAL, ACCESS=Commercial]

Dear ,

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: DST 
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 IVDs Information
email subscription services.
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Australian Medical Device 
Incident Report Investigation Scheme 

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

PO Box 339 
CURRUMBIN WATERS QLD 4223 
Email: @fziomed.com 

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 call  or send an 
email to: IRIS@health.gov.au. 
 
Yours sincerely 
 

Dear  

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:   Fax: 02 6203 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: 
30/07/2019 

ARTG #: 
152224 

Brand Name: 
Oxyplex/AP laparoscopic absorbable adhesion barrier gel 

Device Class: 
Class III 

Model #: 
 

Serial #: 
 

Software Version: 
 

Batch #: 
 

Lot #: 
 

Manufacturer: 
Fziomed Inc [40334] 
Sponsor: 
Fziomed Australia Pty Ltd [49415] 
PO Box 339 

Contact Name:  

CURRUMBIN WATERS QLD 4223 Phone:  

Fax:  Email: @fziomed.com 

Reporter: 

Fax:  
Phone:  

Confidential: No 
 

Paediatric Surgeon 
Perth Children's Hospital 
 
   
Email: @health.wa.gov.au 

Date of Explant: 
 

Date of Implant: 
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. 
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. 
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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 

*****    End of DIR 58685    ***** 
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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:  

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

Dear ,

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 
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 IVDs Information
email subscription services.
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Australian Medical Device 
Incident Report Investigation Scheme 

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

PO Box 339 
CURRUMBIN WATERS QLD 4223 
Email: @fziomed.com 

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 call  or send an 
email to: IRIS@health.gov.au. 
 
Yours sincerely 
 

Dear  

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:   Fax: 02 6203 1713  Email: IRIS@health.gov.au  www.tga.gov.au 

s22

s22

s22

s22

s22

Document 6



 

DIR 58685 - ARTG # 152224 - Barrier, absorbable, adhesion prevention 

Reporter Reference #:  

Date of Adverse Event: 
 

Date of Initial Report: 
30/07/2019 

ARTG #: 
152224 

Brand Name: 
Oxyplex/AP laparoscopic absorbable adhesion barrier gel 

Device Class: 
Class III 

Model #: 
 

Serial #: 
 

Software Version: 
 

Batch #: 
 

Lot #: 
 

Manufacturer: 
Fziomed Inc [40334] 
Sponsor: 
Fziomed Australia Pty Ltd [49415] 
PO Box 339 

Contact Name:  

CURRUMBIN WATERS QLD 4223 Phone:  

Fax:  Email: @fziomed.com 

Reporter: 

Fax:  
Phone:  

Confidential: No 
Dr  
Paediatric Surgeon 
Perth Children's Hospital 
 
   
Email: @health.wa.gov.au 

Date of Explant: 
 

Date of Implant: 
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. 
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. 
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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 

*****    End of DIR 58685    ***** 
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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 
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 IVDs Information
email subscription services.
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Australian Medical Device 
Incident Report Investigation Scheme 

Dr  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:   Fax: 02 6203 1713  Email: IRIS@health.gov.au  www.tga.gov.au 
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Sponsor: 
Fziomed Australia Pty Ltd 
PO Box 339 

Manufacturer: 
Fziomed Inc 

Lot #: 
 

Batch #: 
 

Software Version: 
 

Serial #: 
 

Model #: 
 

Device Class: 
Class III 

Brand Name: 
Oxyplex/AP laparoscopic absorbable adhesion barrier gel 

ARTG #: 
152224 

Date of Report: 
30/07/2019 

Date of Adverse Event: 
 

Reporter Reference #:  

DIR 58685 - Oxyplex/AP laparoscopic absorbable adhesion barrier gel 

Contact Name: 
 

Phone: 
 

 

CURRUMBIN WATERS QLD 4223 

Reporter: 
Dr  
Paediatric Surgeon 
Perth Children's Hospital 
 
   

Confidential: No 

Fax:  
Phone:  

Email: @health.wa.gov.au 

Date of Explant: 
 

Date of Implant: 
 

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. 
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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 

*****    End of DIR 58685    ***** 
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Device Incident Report: Medical Devices Branch - Device Vigilance and Monitoring 

DIR: 31 - ID: 428385 

Report#: 

58685 

ARTG: 152224 

Report Information Section 

Report Status: 

Closed 

Date of Final Report: 

30/0 7/2019 

Date Completed: 

01/08/2019 

Source of Report: 

Surgeon 

Event Description for Website Publication: 

Reoords Management #: 

E19-612208 

Document Container UBI 

Sponsor's Reported Category: 

Date of Initial TGA Action: 

30/07/2019 

Operator at Time of Event: 

Doctor 

If 'Other' Source Selected: 

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

Clin ical Event Information: 

Reporter's Reference #: 

Date of Adverse Event: 

Reviewed by Team: 

If 'Other' Operator Selected: 

Type of Initial Action: 

Trend data only 

We used the product Oxiplast laparosoopically 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 bl ood 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: 

Alternative Person Surname: 

Patient Information 

Sex: 

Pati ent Focused Corrective Action Taken: 

Pati ent Outcome/Consequences: 

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

Blood film: :Significant extracellular precipitant present between 
and overlying red cells-this is blue-purple in appearance. No 
intracellular organisms seen. 

Additional Pati ents Added: 

0 

Submitting Reporter Section 

Search Reporter By Surname: 

Reporter Title: 

■ 

Contact: Alternative Person Title: 

Reporter 

Alternative Person Phone: Alternative Person Fax: 

Weight: Age: 

-
Patient History: 

Additional Event Desaiption: 

Injured - Extent of Injury: Other medical devices ourrendy using/implanted: 

Unknown 

Reporter#: 

First Name: Surname: 

- -

Released by on 21/11/2018 10:36:59 

Report Type: 

Final 

Date of Initial Report: 

30/07/2019 

Date Response Reoeived: 

Reporter Confidentiality: 

No 

Alternative Person First Name: 

Alternative Person Email: 

Medical Problem Device Used For: 

P rocedure or Surgery 

Preferred Contact Method: 

Email 

30/07/2019 

SIGNED 



Document 8
Paediatric Surgeon 

Address 1: 

Counby: 

Australia 

Mobile: 

Initial Reporter Section 

As Above?: 

Yes 

Search Reporter By Surname: 

Title: 

Position: 

Address 1: 

Postcode: 

Mobile: 

Device Information Section 

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

No 

Product Licence Category: 

Included 

Brand Name: 

Oxyplex/ AP faparoscopic absorbable adhesion banier gel 

Model#: 

Purchase Date: 

Place of Implantation: 

Perth Olildrens Hospital 

Aooess Contact Surname: 

Additional Devices Added: 

0 

Manufacturer Information Section 

Manufacturer Name: 

Fziomed Inc 

Address 2: 

Address 2: 

Postcode: 

Email: 

@health.wa.gov.au 

If No, fill out the following: 

Initial Reporter #: 

First Name: 

Address 2: 

Country: 

Email: 

Search Device ARTG: 

152224 

Device Class: 

aass Ill 

Initial Device Oesaiption: 

Oxyplex/ AP laparoscopic absorbable adhesion barri er gel 

Serial#: 

Expiry Date: 

Reported Device Location: 

Insitu 

Access Contact Phone: 

Town/Suburb: 

Perth Children's Hospital 

Town/Suburb: 

Phone: 

Are you happy for the device 
oompany to oontact you about the incident?: 

Surname: 

Company/Institution: 

Town/Suburb: 

Phone: 

Allow the device company 
to oontact you about the incident: 

D 

Device ARTG #: 

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/Province: 

State: 

Fax: 

Last External Submission By: 

Initial Reporter Confidential: 

Preferred Contact Method: 

State: 

Fax: 

Therapeutic Licence Type: 

Medical Device 

GMDN / UMDN Text: 

Barrier, absorbable, adhes ion prevention 

Software Version: 

Lot#: 

Date of Explant: 

Access Contact First Name: 

Access Contact Email: 

Address 1: 

Country: 



Document 8
Postcode: Phone : 

Manufacturer Informed: Date Aware of Adverse Event: 

Contact Surname: 

Supplier Information Section 

Supplier Name: 

Town/Suburb: State: 

Phone: Fax: 

Supplier Informed: Date of Supplier Contact: 

Yes 30/07/2019 

Contact Surname: Contact Phone: 

Report Information - duplicated information from other parts of the report, for use in risk assessments. 

Licence Start Date: 

08/05/2008 

Problems Observed: 

Appropriate Term/Code Not Available; ; 

Report Status 

For website publication: 

Yes 

Report Priority: 

Not Investigated 

Team Review 

Reviewed by Tea m: 

Tea m Meeting Notes: 

DPRC Review 

Reviewed by DPRC: 

Meeting Notes: 

Initial Risk Analysis 

Date: 

31/07/2019 

Injured Party: 

Patient 

Sterile: 

Date of Initial TGA Action: 

30/07/2019 

Ready for Publication: 

Yes 

Reason Sent To Meeting: 

OPRC Reason Sent To Me eting: 

Assessor: 

Potential Effect: 

Serious Injury 

Invasive Device: 

Report Status: 

Closed 

Investi gated: 

No 

Outoome from team meeting: 

Outoome from DPRC Meeting: 

Lioence S tatus: 

Active 

Actual Effect: 

No Injury 

Single Use: 

Australia 

Fax: Email: 

Contact Title: Contact First Name: 

Address 1: Address 2: 

Country: Postcode: 

Email: Website: 

Contact Title: Contact First Name: 

Contact Fax: Contact Em ail: 

Investigation Reason: Team Assignment: 

Rate considered low at th is stage Unass igned 

Status Reason: Status Effective Date: 

0 8/05/2008 

Found Pr ior To Use: S ample Received: 

No No 

Human Origin: Genetically Modified: 



Document 8Yes 

Reusable: 

No 

Risk Assessment Notes: 

Yes 

Risk Frequency: 

Unlikely 

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

Yes 

Risk Severity: 

Serious 

Risk is agent found in blood test. Not enough information to determine that the foreign body in blood sample is agent. 

First DIR si nce 2012. 

Fi nal Risk Assessment: 

Y es  

Sponsor/Manufacturer lnformation Section 

Search Sponsors: 

49415 

Attention To: 

State: 

QLO 

Email: 

-@fziomed.com 

Name: 

Fziomed Australia Pty Ud 

Address 1: 

PO Box 339 

Postcode: 

4223 

lnvestigat.Jon Informatton Secbon - Submitted by Sponsor/Manufacture, 

Device Analysis Results: 

Additional Details (use for tables): 

Type cause and Outcome: 

Countries Similar Events Also Occurred: 

Completed Actions: 

Additional Comments: 

01/08/2019 - DIR Closed 

Number of Similar Events: 

No 

Risk Rating: 

Minor Risk 

Address 2: 

Phone: 

Details of Similar Events: 

CAPA# Reference: 

Risk Assessment 

frequency: 

Rating: 

Expected Rate: 

Planned Actions and Proposed T i mel ines: 

Click [N] to begin a new Correspondence entry. Note that the Email address specified here will receive a notification 1f the Date Received is not filled in by the Date Expected. 

RISK ..._ 

RATING 

FrMWtJ�U-, 

\omfttlmll"t 

..... , M.-!W 

..-.1v Minor k,5,1( 

�1111W"' M.tltlfllr-,1< 

"'
'""' 

M il
j
Q'fW 

MmOfl'N 

M11l 0t � 

Noo-
5lllnifiain:r 

M./,,fJf l\1 ,, 0 Mh ,,"'" • 

Client#: 

49415 

Town/Suburb: 

No 

Further Review Needed: 

Team Review 

"' U.-nowl\ 

W...11,, ,ltlla 

Y,n., ,  RM· 

.... "'· IOI Ris.l 

..,,...-... 
� .. 

CURRUMBIN WATERS 

fax: 

Severity: 

Actual Rate: 



Correspondence and Chronology Details

Include? Heading Type L1 Type L2 Email Sent Expected Received Response Notes

Reporter Routine 
Correspondence

Reporter DIR Closure 
Letter

01/08/2019

Sponsor Routine 
Correspondence

Sponsor DIR Closure 
Letter

01/08/2019

List of Problem Observed Codes - Click [N] to begin entering information.

Problem Observed Details

Problem Observed (Level 1) Problem Observed (Level 2) Problem Observed (Level 3) If 'Other' Selected

Appropriate Term/Code Not Available agent found in blood sample

Investigation Findings

Finding Details

Investigation Findings (Level 1) Investigation Findings (Level 2) Investigation Findings (Level
3)

If 'Other' Selected

No Findings Available

Investigation Conclusion

Conclusion Details

Investigation Conclusion (L1) Investigation Conclusion (L2) If Additional Conclusion Detail Requested

Cause Not Established

Investigation Outcomes

Outcome Details

Outcome of Investigation (L1) Outcome of Investigation (L2) If Additional Conclusion Detail Requested

Reviewed, for Trending Purposes Only

Investigation Summary

Investigation Type: Latest Investigation (DII) where this DIR is the Primary DIR: Latest Investigation (DII) where this DIR is a Related DIR: Investigator: Extension Number:

Investigator's Notes: Summary Findings: Recall Number:

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.
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Note: Letter generation buttons disabled if report not ready for website publication or risk analysis not completed.

Device Lookup

This section is used to match information provided via UDIR forms to ARTG information. You can select a Brand/Name from information provided in the 'Other Devices Involved' table below or enter information manually.

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:

Related DIR Information - Click New to begin entering information.

Rec No

1

Samples Record - Click [N] to begin entering information. Note: Sample # Generated on Save.

Rec No Details Sample Details Additional Details

Date Entered:

Reason for Testing:

LIMS #: Sample Requested: Sample Received:

# Samples from 
Reporter:

# Samples from 
Sponsor:

Outcome of TGA's Testing:

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?:

1

Additional Patients

Click [N] to begin entering information.

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:

Additional Device Information
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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

Similar events - how many times?: Date of Recent Report: Event Reported To: Reporter Reference Number:

Device Access - Alternate Device Contact Information Provided

Title: First Name: Last Name: Phone:

Fax: Email:

Incident Location Details

Occurred in Australia: Organisation: Address Line 1: Address Line 2:

Yes

Town/Suburb: State: Postcode:

Attachment(s) Details

Type Open Name Size Attached Within Attached To

FILE DIR 58685 - Original user report 239 Form

Flow Details : DIR-REQ - Device Incident Request : 178457

Request Details

ID Type Location Status Assigned By Assigned To Assigned On   Priority Attach

178457 DIR-REQ Closed OPR Administration User 01/08/2019 Normal 0

Signature Details

Role IRIS Investigator

User

Signed At 01/08/2019 13:12:26

Comment

s22

s22
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27/11/2023, 0927 Form Details 

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

DIR : 45 - ID : 527372 

Report#: 

71615 

ARTG: 152224 

Report Information Section 

Report Status: 

aosed 

Date of Final Report: 

09/08/2021 

Date Completed: 

23/12/2021 

Source of Report: 

Hospital Administrator 

Event Oesaiption for Website Publication: 

Reoords Management #: 

E Z l -373395 

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: 

Blood film test revealed, extracellular blood fore ign body in patients which are suspected to be this product. 

Oinical 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 

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

Released by Theta Technologies on 24/11/2021 14:57:03 

Report Type: 

Final 

Date of Initial Report: 

09/08/2021 

Date Response Reoeived: 

Reporter consents to 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 films in the post operative period after the product was used at surgery. The presence 
of this precipitant is not explained by the oompanies documentation as a potential outoome after using the product. 

Number of Incidents in Report: 

Alternative Person Surname: 

Reoorded Prob lems Observed 

Recorded Problems Observed: 

Appropriate Term/Code Not Available-> -> 

Clinical Signs, Symptoms and Conditions 

Reoorded Clinical Signs, Symptoms and Conditions: 

Others -> Insufficient Information -> 

Health Impact 

Recorded Health Impacts: 

Insufficient Information -> -> 

Patient Information 

Sex: 

Patient Focused Corrective Action Taken: 

Patient Outoome/Consequences: 

Contact: 

Initial Reporter 

Alternative Person Phone: 

Weight: 

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

Alternative Person Title: 

Alternative Person Fax: 

Age: 

Patient History: 

Additional Event Description: 

Alternative Person First Name: 

Alternative Person Email: 

Compl ication descriptor 
Precipitant in blood film 

Precipitant in blood film 
Mild Precipitate 

Mild-Mod Precipitate 
Mild Precipitate 
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No Injury 

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

Add itional Patients Added: 

0 

Submitting Reporter Section 

Search Reporter By Surname: 

Reporter Title: 

Position: 

Administrative Coordinator 

Address 1: 

15 Hospital Avenue 

Country: 

Australia 

Mobile: 

Initial Reporter Section 

As Above?: 

No 

Search Reporter By Surname: 

■ 
Title: 

Position: 

Paediatric Surgeon 

Address 1: 

15 Hospital Avenue 

Postcode: 

6009 

Mobile: 

Device Information Section 

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

No 

Product Licence category: 

Included 

Brand Name: 

Oxiplex/AP Gel - Barrier, absorbable, adhesion pre vention 

Model#: 

Purchase Date: 

Injured - Extent of Injury: 

No Injury 

Reporter#: 

First Name: 

Address 2: 

Postcode: 

6009 

Email: 

officeofoperations@health.wa.gov.au 

If No, fill out the following: 

Initial Reporter #: 

First Name: 

-

Address 2: 

Country: 

Australia 

Email: 

@health.wa.gov.au 

Search Device ARTG: 

152224 

Device Class: 

aass Ill 

Initial Device Oesaiption: 

Oxiplex/AP Gel - Barrier, absorbable, adhesion prevention 

Serial#: 

Expiry Date: 

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

Form Details 

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 oompany 
to contact you about the incident: 

D 

Device ARTG #: 

152224 

GMDN / UMDN Code: 

34212 

Usage of Device: 

Single Use 

Batch#: 

Date of Implant: 

Medical Problem Device Used For: 

Preferred Contact Method: 

Email 

State: 

WA 

Fax: 

Initial Reporter Confidential: 

Yes 

Preferred Contact Method: 

State: 

WA 

Fax: 

Therapeutic Licence Type: 

Medical Device 

GMDN / UMDN Text: 

Barrier, absorbable, adhesion prevention 

Software Version: 

Lot#: 

Date of Explant: 
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ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=2008642495 3/9

Date of Inital Procedure: Place of Implantation: Reported Device Location: Access Contact Title:

29/08/2021 Place of use

Access Contact First Name: Access Contact Surname: Access Contact Phone: Access Contact Fax:

Access Contact Email: Licence Status: Status Effective Date: Additional Devices Added:

A 08/05/2008 0

Manufacturer Information Section

Manufacturer Name: Manufacturer Client Id: Address 1:

Fziomed Inc 40334

Address 2: Town/Suburb: State/Province: Country:

Postcode: Phone: Fax: Email:

Manufacturer Informed: Date Aware of Adverse Event: Contact Title: Contact First Name:

Contact Surname:

Supplier Information Section

Supplier Name: Address 1: Address 2:

Fziomed Australia Pty Ltd PO Box 339

Town/Suburb: State: Country: Postcode:

CURRUMBIN WATERS QLD Australia 4223

Phone: Fax: Email: Website:

Supplier Informed: Date of Supplier Contact: Contact Title: Contact First Name:

Yes 12/07/2021

Contact Surname: Contact Phone: Contact Fax: Contact Email:

Report Status

For website publication: Ready for Publication: Investigated: Investigation Reason: Team Assignment: Team Priority:

Yes Yes Yes More information is required Team A (AIMD, III & Reg/Listed) Routine

Team Review

Reviewed by Team: Reason Sent To Meeting: Outcome from team meeting:

21/09/2021 User report Investigation (within DIR) is 
recommended

Notes for Team meeting:

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

Initial Risk Analysis

Background Information Risk Assessment - Section A Risk Assessment - Section B Risk Assessment - Section C Risk Assessment - Section D

Date: Severity: Incidents in the last 12 months: Manufacturer analysis: Assessor: Manufacturer documentation:
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09/08/2021 

Incidents in last 24 months: 

Incidents in last 36 months: 

Incidents Worldwi de: 

Products supplied the last 12 months: 

Products supplied last 24 months: 

Products supplied last 36 months: 

Products supplied Worldwide: 

Sponsor/Manufacturer Information Section 

Search Sponsors: 

49415 
Attention To: 

State: 

QLO 
Email: 

-@fziomed.com 

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

Manufacturer action: 

No 

IVD status: 

Number of potential contributi ng factors: 

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

Compatibility of device - patient 
characteristics 
Number of potential sensitivities: 

Yes - some potential sensitivities ( up to 
3) 

Specific sensitivities identified: 

Device used in high risk populations, 
Device used in high acuity dinical 
environments 

Consultations during risk assessment: 

ESTIMATEO LEVEL OF INVESTIGATION: 

Level 1 Investigation (to complete 
screening) 

EXCEPTION TO INVESTIGATION LEVEL: 

Form Details 

No 

FINAL LEVEL OF INVESTIGATION: 

Level 1 Investigation (to complete 
screening) 

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

ESTIMATEO LEVEL OF PRIORITY: FINAL LEVEL OF PRIORITY: 

Routine Routine 

EXCEPTION TO PRIORITY LEVEL: 

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

Final Risk Assessment: 

I undertook an internet search (e.g., Yes 
Google) 

Name: 

Fziomed Australia Pty Ltd 
Address 1: 

PO Box 339 
Postcode: 

4223 

Address 2: 

Phone: 

Investigation Information Section - Submitted by Sponsor/Manufacturer 

Device Analysis Results: Details of Similar Events: 

Additional Details (use for tables): CAPA# Reference: 

Risk Assessment 

Frequency: 

Rating: 

Type cause and Outcome: Number of Similar Events: Expected Rate: 

Countries Similar Events Also Occurred: 

Completed Actions: Planned Actions and Proposed Timelines: 

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

Injured Party: 

Patient 

Found Prior To Use: 

No 
Reusable: 

No 

Client#: 

49415 
Town/Suburb: 

Unknown - updated information from 
the manufacturer is required 

Device Recalls: 

0. No recalls for similar incidents in 
Australia 

Is AE covered by current recall: 

No 

Similar events (past 6 months): 

0 incidents 
3 or more events - batch/model: 

No 

3 or more events - health district: 

No 

3 or more events - organisation: 

No 

CURRUMBIN WATERS 
Fax: 

Severity: 

Actual Rate: 
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Additional Comments: 

DIR closed 23/12/21 

Reason for Level 1 Investigation 

Details of Reasons 

Reason for Level 1 Investigation 

Unknown Issues 

Focus of Level 2 Investigation 

Details of Fooos 

Essential Principles 

Sources of Evidence for Level 2 

Details of Source 

Souroes of E vidence 

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

Evidence 

Investigation Questions (Level 1 and Level 2): 

Request for IFU 

Potential Risks 

Delays in response by product manufacturers: 

D 

Other Risks (which need to be specified): 

Next Steps for Level 1 & level 2 Investigations 

Next Steps f o r  Level 1 Investigation: 

If 'Others' please specify here 

Delays in response by incident reporters: 

D 

Form Details 

If 'Other' Selected 

Expected Sourcing Date 

12/10/2021 

Delays in anatysis within the TGA: 

D 

Next Steps for Level 2 Investigation: 

Click [N] to begin a new Correspondence entry. Note that the Email address specified here will receive a notification if the Date Received is not filled in by the Date Expected. 

Correspondenoe and Chronology Details 

Include? 

D 

D 

D 

D 

D 

Heading Type Ll 

Reporter Routine 
Correspondence 

Sponsor Routine 
Correspondence 

Sponsor Routine 
Correspondence 

Type L2 

Reporter Notification letter 

Sponsor Request for 
Information - email or 
letter/informal 

Questionnaire - non­
regulatory 

Email 

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

Sent 

24/09/2021 

24/09/2021 

12/10/2021 

23/12/2021 

Expected 

22/10/2021 

08/11/2021 

Received 

28/09/2021 

15/10/2021 

Date of Evidence Reoeived 

Delays in reporting by other souroes (e.g. clinical registries): 

D 

Response 

D21-3144232 

D21-3217454 

Notes 

D21-3133367 

D21-3133392 

D21-3203270 
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ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=2008642495 6/9

Sponsor Routine 
Correspondence

Sponsor DIR Closure Letter 23/12/2021

Reporter Routine 
Correspondence

Reporter DIR Closure Letter 23/12/2021

List of Problem Observed Codes - Click [N] to begin entering information.

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

Clinical signs symptoms and conditions

Details

Level 1 Level 2 Level 3

Others Insufficient Information

Health Impact

Details

Level 1 Level 2 Level 3

Insufficient Information

Investigation Findings

Finding Details

Investigation Findings (Level 1) Investigation Findings (Level 2) Investigation Findings (Level
3)

If 'Other' Selected

Usage Problem Identified

Investigation Conclusion

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

Investigation Outcomes

Outcome Details

Outcome of Investigation (L1) Outcome of Investigation (L2) If Additional Conclusion Detail Requested

Reviewed, No Further Action Required

Investigation Summary

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:
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ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=2008642495 7/9

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

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.

Note: Letter generation buttons disabled if report not ready for website publication or risk analysis not completed.

Device Lookup

This section is used to match information provided via UDIR forms to ARTG information. You can select a Brand/Name from information provided in the 'Other Devices Involved' table below or enter information manually.

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:

Related DIR Information - Click New to begin entering information.

Rec No

1

Samples Record - Click [N] to begin entering information. Note: Sample # Generated on Save.

Rec No Details Sample Details Additional Details

Date Entered:

Reason for Testing:

LIMS #: Sample Requested: Sample Received:

# Samples from 
Reporter:

# Samples from 
Sponsor:

Outcome of TGA's Testing:

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?:

1

Additional Patients

Click [N] to begin entering information.

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:
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ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=2008642495 8/9

Additional Device Information

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

Supplier

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

Similar Events

Similar events - how many times?: Date of Recent Report: Event Reported To: Reporter Reference Number:

Device Access - Alternate Device Contact Information Provided

Title: First Name: Last Name: Phone:

Fax: Email:

Incident Location Details

Occurred in Australia: Organisation: Address Line 1: Address Line 2:

Yes 15 Hospital Avenue

Town/Suburb: State: Postcode:

Nedlands WA 6009

Attachment(s) Details

Type Open Name Size Attached Within Attached To

FILE 00206BAB01B2210712152749 69 Form Item Report Information Section / Brand Name

FILE Oxilpex_PCH_July2021 318 Form Item Report Information Section / Brand Name

FILE DIR 71615 - Original User Report 860 Form

FILE RE DIR 71615 - Request For Information Letter ... 1553 Form

FILE Reporter/user complete letter 156 Form

FILE Sponsor complete letter 159 Form

Flow Details : DIR-REQ - Device Incident Request : 314737

Request Details

ID Type Location Status Assigned By Assigned To Assigned On   Priority Attach

314737 DIR-REQ Closed OPR Administration User 23/12/2021 Normal 0s22
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Signature Details

Role IRIS Investigator

User

Signed At 23/12/2021 14:43:18

Comment

s22
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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
Phone: DST 
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 IVDs Information
email subscription services.

s22

s22

s22

s22
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Australian Medical Device 
Incident Report Investigation Scheme 

 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 

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  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 
 

Dear , 

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

s22

s22

s22

s22
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DIR 71615 - Oxiplex/AP Gel - Barrier, absorbable, adhesion prevention 

Reporter Reference #:  

Date of Adverse Event: 
 

Date of Final Report: 
09/08/2021 

ARTG #: 
152224 

Brand Name: 
Oxiplex/AP Gel - Barrier, absorbable, adhesion prevention 

Sponsor: 
Fziomed Australia Pty Ltd 
PO Box 339 

Manufacturer: 
Fziomed Inc 

Lot #: 
 

Batch #: 
 

Software Version: 
 

Serial #: 
 

Model #: 
 

Device Class: 
Class III 

Contact Name: 
 

Phone: 
 

 

CURRUMBIN WATERS QLD 4223 

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: 
 

*****    End of DIR 71615    ***** 

Page 2 of 2 
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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

Dear 

Please see the attached Request For Information Letter for action. Please note the due date for
a response 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
Phone: DST 
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 IVDs Information
email subscription services.
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Australian Medical Device 
Incident Report Investigation Scheme 

File Reference: E21-373395 

Sent by email Fziomed Australia Pty Ltd 

PO Box 339 
CURRUMBIN WATERS QLD 4223 
Email: @fziomed.com 

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.  

• Please provide a copy of the Instructions For Use.

 
  

Dear 

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: 

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

https://www.tga.gov.au/form/report-medical-device-adverse-event-medical-device-user 

PO Box 100  Woden ACT 2606  ABN 40 939 406 804 
Phone:  Fax: 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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Sponsor: 
Fziomed Australia Pty Ltd 
PO Box 339 

Manufacturer: 
Fziomed Inc 

Lot #: Batch #: Software Version: 

Serial #: Model #: Device Class: 
Class III 

Brand Name: 
Oxiplex/AP Gel - Barrier, absorbable, adhesion prevention 

ARTG #: 
152224 

Date of Report: 
09/08/2021 

Date of Adverse Event: 

Reporter Reference #: 

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

Contact Name: 

Phone: CURRUMBIN WATERS QLD 4223 

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 

***** End of DIR 71615 ***** 
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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 IFU.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  @fziomed.com

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: IRIS [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]

Dear 

Please see the attached Request For Information Letter for action. Please note the due date for
a response 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: DST 
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 IVDs 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."
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Australian Medical Device 
Incident Report Investigation Scheme 

File Reference: E21-373395 

Sent by email Fziomed Australia Pty Ltd 

PO Box 339 
CURRUMBIN WATERS QLD 4223 
Email: @fziomed.com 

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.  

• Please provide a copy of the Instructions For Use.

 
  

Dear , 

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: 

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

https://www.tga.gov.au/form/report-medical-device-adverse-event-medical-device-user 

PO Box 100  Woden ACT 2606  ABN 40 939 406 804 
Phone:  Fax: 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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Sponsor: 
Fziomed Australia Pty Ltd 
PO Box 339 

Manufacturer: 
Fziomed Inc 

Lot #: Batch #: Software Version: 

Serial #: Model #: Device Class: 
Class III 

Brand Name: 
Oxiplex/AP Gel - Barrier, absorbable, adhesion prevention 

ARTG #: 
152224 

Date of Report: 
09/08/2021 

Date of Adverse Event: 

Reporter Reference #: 

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

Contact Name: 

Phone: CURRUMBIN WATERS QLD 4223 

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 

***** End of DIR 71615 ***** 
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A 
Oxiplex/ AP® 

Absorbable Adhesion Barrier Gel 

EN ABSORBABLE ADHESION BARRIER GEL 

AR ._,..La.o'IU '"419 JL.o::/1 ►,l? J'!" 
BG PE3OP6v1PYEM AHTv1AJlXE3v1OHEH 6APv1EPEH rrn 

CS VSTAEBATELNY GEL ZABRAl'IUJ[CI VZNIKU SR0ST0 

DA RESORBERBAR ADHA:RENCEBARRIERE GEL 

DE RESORBIERBARES ADHASIONSPROPHYLAXE-GEL 

EL AnOPPO<DH!:IMH rEi\H nAPEMnOlll!:HI llHMIOYPrlA!: rYM<l>YIEON 

ES GEL DE BARRERA ANTIADHERENTE ABSORBIBLE 

Fl RESORBOITUVA KIINNIKKEENESTOGEELI 

FR GEL BARRIERE ANTI-ADHERENCE RESORBABLE 

HU FELSZIVODO TAPADASGATLO GEL 

IT BARRIERA ANTI-ADERENZE IN GEL ASSORBIBILE 

NL RESORBEERBARE GELBARRIERE TEGEN ADHESIES 

NO ABSORBERENDE, KLEBENDE BESKYTTENDE GEL 

PL WCHtANIALNY 2EL ZAPOBIEGAJ>\CY POWSTAWANIU ZROSTOW 

PT GEL DE BARREIRA ANTI-ADER�NCIAS ABSORVIVEL 

RO GEL RESORBABIL CA BARI ERA TMPOTRIVA ADERENTELOR 

SK VSTREBATEtNY GEL ZABRAl'IUJUCI VZNIKU ZRASTOV 

SL ABSORPTIVNA ADHEZIJSKA BARIERA V OBLIKI GELA 

SR RESORPTIVNI GEL ZA SPRECAVANJE ADHEZIJE TKIVA 

SV RESORBERBAR ADHERENSBARRIARGEL 

TR YAPl�MA (ADEZYON) ◊NLEYICI EMILEBILIR JEL 

This product is protected by one or more of the patents listed on 
patentees website (www.fziomed.com) 

www.fziomed.com 

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

FzioMed Australia Pty Ltd 
Suite E316 
3 Oracle Boulevard 
Broad beach QLD 4218 
Australia 

!EC I REP !OBELIS S.A 
Bd. General Wah is, 53 
1030 Brussels, Belgium 
Tele: +32.2.732.59.54 
www.obelis.net 

Eli] ® 
CEo344 

02329(0) 
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DESCRIPTION 
Oxipl ex/ AP is a dear, sing le use flowabl e gel. The gel is a sterile, absorbable combination of polyethylene oxide (PEO) 
and sodium carboxymethylcellulose (CM(). The gel is calcium stabilized, isotonic, and has been shown in preclinical 
studies to dear the peritoneal cavity within 30 days. 

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

INDICATIONS 
Oxipl ex/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 s ite .  

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

WARNINGS 
Do not inject intravenously .  

PRECAUTIONS 
Oxipl ex/AP is supplied steri le, 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, imp roper storage and/or handling. Oxiplex/AP has not been studied 
i n  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 chil dren or pregnant or 
nursing women. Therefore, patients shoul d be advised to avoid conception during the first menstrual cyc le after the 
application of Oxiplex/AP. Oxiplex/AP has not been evaluated in the presence of mal

i
gnancies. 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 o f  bil e. As with any impla nted materia l, 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 o f  
application, and i n  some o f  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.l.4 

STORAGE AND HANDLING: Store at room temperature (2 - 25 'CJ ,  

HOW SUPPLIED 
Oxipl ex/AP is supplied steri le ina  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 
P R E -PROCEDURE 
Oxipl ex/AP is to be used by physicians only. UseOxipl ex/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 o f  hypersensitivity to Oxi plex/AP or its components should not be treated withOxiplex/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 
Oxipl ex/AP is for single use only .  Do not reuse/re-steri lize. 
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 steri le technique, introduce syringes and applicator into the steri le 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 lockend of the syringe; rotate until firmly attached. (The same appl icator 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 biohaza rd. Fol low 
national, local, or institutional guidelines for disposal of biohaza rd material 

INTRAUTERINE SURGERY 
1.Apply gel at the conclusion of the procedure after aspiration of all fluids and distention m edia. 
2.Attach the syringe luer lock to the hysteroscope. Fill the hysteroscopewith gel by compressing the syringe pl unger 
until gel appears at the tip end of the hysteroscope. 
3. Begin application of the gel at the fund us o f  the uterus. Gradually apply gel to completely fill the uterus and cer vical 
canal by compressi ng the syringe plungerwhile 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 s ingle -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 o f  gel on the tissues as desc ribed. 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 ge l  falls into a pool of ir rigation 
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 pe lvic sidewall and apply a single layer of gel to cover the ovarian fossa and posterior su rface 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 mesosal pinx. 
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 s ingle adnexa and adjacent structures, including the ovarian fossa and 

lateral margin of the uterus. 

ADVERSE REACTIONS 
No device-related adverse reactions were reported in clinica l studies.• .. Although not necessari ly attributable to the 
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, Atti lio, 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, ldo Ben Ami, ZviVaknin, Yoseph Tovbin, Reuvit Halperin and Moty Pansky. " lntercoat 

(Oxiplex/AP Ge l) 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, J Don nez, M Korell, AJ Audeburt K Block and GS diZerega, 2005, Clinical evaluation o f  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, (Templeman, (Witz, 8 Webster, R Fer land, M Diamond, K Block and GS diZerega, 2005, Reduction 
of postoperative adhesions after laparoscopic gynecological surgery with Oxiplex/ AP Gel:A Pilot Study. Fer til ity and 
Steril ity,Vol.84:5, pp, 1450-1456, 

Contents: 2 -Syringe 20ml 
1 -Applicator tip 
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Document 12
BG 
onMCAHME 
Oxip lex/AP e npo3pa'-1eH re1.1eH ren 1a eAHOKparHa yno,pe6a. renbT e crepH.nHa, pe.3op6HpyeMa KOM6HHau,HA or 
nom1enmeH oKCH.Q (PEO) M HaTpHeaa i<ap60KCHMenmu,e11yno3a (CMC). r elTbT e aa6Mm-13MpaH c 1<a.n1.1MH H HlOTOHM1.1eH 
H 8 npeAKJlMHH'-IHH npoy'-18aHHR e noKa3aHO, 1.1e npO'-IHCT&a nepITTOHeanHaTa tcy'XHHa 8 paMKHTe Ha 30 .QHM. 

nPE11.HA3HA' lEHME 
Oxip lex/AP e npeAHa3Ha1.1eH 3a �onOJ1.3BaHe i<aro MexaHH"IHa 6apHepa nporHB o6pa3yaaHeTO Ha aA)(e3MH. 

noKA3AHMA 
Oxip lex/AP e noi<:a3aH 1c1 ynoTpe6a Karo AOffbllHeHHe KbM MHTpayrepMHHa H/lH nepMTOHea.nHa x..ipypntJI 3a 
HaMa.nABaHe Ha noS1BJ18aHero, creneHTa H Te.>Kecrra Ha nocronepantBHM aA,Xe3MH e x..ipyprw•1HaTa o6nacr. 

nPOTMBOnOKA3AHMA 
He �unomeaHTeOxiplex/AP np..i Ham-11.1He Ha HH4>e1<u,HA. 

nPEII.YnPE)l(JlEHMA 
.D,a He ce HH>t<e1Cn1pa MHTpaaeH03HO. 

nPE11.nA3HM MEPKM 
Oxip lex/AP ce AOCTaBA crep..ineH . .D,a He ce �onos13ea cneA AaTaTa Ha H3TM1.1a.He Ha cpoi<a Ha rOAHOCT. 6e3onacHocna 
M e¢MKaCHOCTTa Ha Oxiplex/AP He ca M3cneABaHM npM yc/lOBHATa Ha noeropHa ynorpe6a Ha M3Ae/1Me-TO MIWlM 

an/lHl(aTopa. noeropHOTO H3nOJl38a.He MO>Ke Aa AOBeAe .QO HMYHO/lOrH�Ha peaKL1MJI MIM/lM MH¢eKU,HA nopaAM 
BTOpH'-IHO 3aMbpCABaHe, HenpaBM/lHO CbXpaHeHMe MIH/lM 6opaeeHe. Oxiplex/ AP He e npoy�8aH 8 Cb'-le-TaHMe C 
APYrM npOAYKTM 3a npeAOT8paTR8aHe Ha aAXe3MM, npM Ha/lM'-IMe Ha MHTpanepMTOHea/lHM MeAMKaMeHTOlHM H/lM 
xeMocranNHM aKTMBHH eew,ecna, M/lH i<aTO cpe.QCTBO 3a pa3,QyeaHe Ha KyxMHaTa. Oxiplex/AP Hee OL1eHJ18aH npM 
Aeu.a WlM 6peMeHHHIKbpMeu.iM >Ke:HH. nopaAH Ta.3M npM�HHa, nau,MeHTMTe lpA6ea Ail 6bAaT nOCbeeT8a.HM A a  Ml6Ar8aT 
la�arMe no apeMe Ha nbp&HA MeHCTpya11eH LiHIC'b/1 c11eA npH11araHero Ha Oxiplex/AP.O xiplex/AP He eou,eHABaH npM 
Ham-NHe Ha l/lOKa'-leCTBeHM o6pa3yBaHHA. Oxiplex/AP Hee 01.1eHJ18aH C/leA oreapAHe Ha '-lepaara, nHKO�HHA Mexyp 
M/lH A PYrM BbTpewHM opraHH. fellbT Hee  ou,eHA8aH npM Ha./lH'-IHe Ha )1(/lb�Ha Te'-IHOCT. Karo npH eceKH MMn/laHTMpaH 
MaTepMa/1, C Oxiplex/AP MO>Ke fJjJ 8blHMl(HaT peaKLl,MM KbM '-ly>K.QOTA/10. HaHacAHe-TO Ha noae'-le OT eAMH cnoM OT rena 
8 nepMTOHea/lHaTa KyxMHa yee/lM'-laea pMCKa OT OT.Qe/lAHe Ha rena OT u.eneeara o6naCT Ha npWIO>KeHMe, a 8 HJIKOM 
or reJH c11y'-laM e Ha6n10fJi;IBaHo Ma/lKO KO/lM'-leCTeo OC:TaTb'-leH ren no apeMe Ha npou,e.qypme la npocneAABaHe 
no K/lMHH'-IHOTO npO'f-18aHe e nepHOA OT 6 A O  10 ce,o,MMU,M no-KbCHO. Ocran.�HMJIT ren Hee aCOU,HMpaH c 
1(/lHHM�HM noc/leAHLIM,3� 

CbXPAHEHME M 6OPA8EHE 
.D,a ce CbXpaHABa Ha craMHa TeMneparypa (2 -25 °(). 

KAK CE 11.0CTABA 
Oxip lex/AP ce AOCTaBA c repHlleH a TepMoc$opMOBaHa raea. TepMO¢opMO&aHara raaa CbAb P>Ka ABe cnpMHU,OBKH 
no 20 ml c re/1 M eAMH an/lMKaTOp 3a ren. BbHWHaTa '-lacT Ha onaKOBKaTa M BbHWHOTO CbAbp>KaHMe He ca crepHllHH. 
npeAOCTa&eHH ca caM03a/leneaw,H ce eTMKeTM la AOKyP,4eHTaL1MOHHM u,e/lM, ETMKeTMTe MAeHntc$Mu,Mpar npoA}'KTa M 
npoM3BOACTBeHara napnt.Qa. 

MHCTPYKUMM 3A YnOTPE6A 
nPEII.M nPOUEII.YPATA 
Oxip lex/APrpJ16ea A a  ce M3nO/llBa ca MO OT 11ei<apM. �hnomaaYlre Oxiplex/AP e CbOTBeTCT&Me c MHCTpyKu,HMTe 3a 
ynorpe6a. 
npM M3n0/13Ba.HeTO Ha BCM'-IKH MeAHLIHHCKM Hl,QeJlHA Cbw,ecreyaa H.3&eCTeH pHCK. 3a Aa ce CBe..Qe AO MMHM� 
OCTaT'bl-lHHAT pMCK, CBbp3aH C Hln0/1.3BaHeTO Ha roe.a Ml,qe/lMe, ce npenopbl-lea HH¢,opMaU,HATa la ynorpe6a Aa 6-bAe 
npO'-leTeHa OT /leKapJI M o6CbAeHa C nau,He:HTa npeAM H3n0/138aHe Ha Hl,QeJlHeTO. na1.1HeHTMTe, KOHTO HMaT H3BeCTHa 
cep0x,..yecreme11HOcr KbM Oxiplex/ AP H/lM Heroeme KOMnoHeHnt, He 6Mea .Qa 6-b,Qar rperHpaHM c Oxiplex/ AP .  r e/lbT cny>KH 
KaTO 6apHepa Me>KA)'T bKaHHTe, la Aa npeAOTBpaTM o6paJyeaHeTO Ha a,QXe3MM, TbKaHHTe TpA6Ba Ail 6-bAaT palAe/leHH OT 
rena la ec$eKTMBHa npeee:Hu,HJI Ha aAxe3HM. 

no.nroTOBKA HA "1311.EllMETO M M3X8bP/1AHE 
Oxip lex/AP e ca MO 3a eAHOKpaTHa ynorpe6a. ,Ua He ce H3nomaa/crepM11H3Hpa noeropHo. 
1. �3Ba.QeTe onaKO&KaTa, CbAbp>Kaw,a cnpHHU,OBKaTa, ITb/lHa C Oxiplex/AP, M an/lMl(aTopa OT icyTHATa. 
2 .  Ome.QaYlre onaKOBKara 3a noapeAM, He H3nomeaMTe, a.Ko e noepe.QeHa M/lM oreopeHa. 
3 .  �3nomeaMKM crepMllHa TeXHMKa, 8b&eAeTe cnpHHLl,OBl(HTe M an/lMl(aTopa 8 crepHllHOTO onepaTHBHO none. 
4. OrcrpaHe-re Kana ... Kara OT HaKpaYIHMKa Ha cnpHHu,oeJ<ara c 11yep-110K. npM H.3n0/13BaHe Ha an11MJ<aropa 3a 

nepm0Hea11Ha ynorpe6a, cebp>KeTe an11Mi<aropa 3a ren c HaKpaMHMKa c 11yep-110K Ha cnpHHU,OBKaTa; 3a&bprere, 
AOKaTO ce ¢HKCMpa A06pe. {npM Heo6xo.QHMOCT M 3a .QBeTe cnpHHU,OBKH ce M.3no/13Ba CblJ.IHAT an/lHKaTOp.) 

5 .  CneAynorpe6a H3XBbplleTe cnpMHI.IOBKHTe, 8CAKaKb& OCTaTb'-leH ren, M annHKaTOpa. �3n0/13BaHOTO M3Ae/1Me 
Oxiplex/AP MO>Ke .Qa npe.QcTaB/lABa 6Mo11on-NHa onacHOCT. CneAeaMre HaU,HOHa/lHMTe, MeCTHMTe M/lM 
HHCTMryll,MOHa/lHHTe HaCOKM 3a H3X8bp11AHe Ha 6M0/10n-NHO onaCHM MaTepManH. 

MHTPAYTEPMHHA XMPYPrMA 
1. HaHecere ren npH 3aBbpweaHe Ha npou.eAYPaTa, cne.Q KaTO acnHpMpare BCM'-IKM Te'-IHOC:nt M cpe.Qcrea 3a 

pal,Q)'BaHe. 
2 .  npMKa'-leTe nyep-110Ka Ha cnpMHU,081(aTa KbM XHCTepOC:Kona. Hanb/lHeTe XMCTepocKona C ren, KaTO HaTMCHeTe 

6yra110TO Ha cnpHHU,OBl(aTa, AOKaTO Ha Bbpxa Ha XHCTepOCKona ce nOJIBH rell. 
3 .  3an0'-1HeTe Aa Ha.HacATe rena 8 AbHOTO Ha MaTI<aTa. nocreneHHO HaHaOIMTe ren, AOKaTO M3U,A/10 Ha.ITb/lHHTe 

MaTKaTa M u,epBMl(a/lHHA KaHa/1, KaTO HaTHCKaTe 6yra110TO Ha cnpHHU,OBKaTa M Cbw,eepeMeHHO 6aBHO M.JTernATe 
XMCTepocKona Ha.BbH. BM>KTe (J)Mrypa 1. 

4. 3aebpwere npou,e.Qypara cnope.Q CTaHAapTHara TeXHMKa Ha XMpypra. 

TA3O8M ll1HEKO/1OrM4HM M nEPMTOHEA/lHM XMPYPrM4HM onEPAUMM 
1. HaHecere ren npH 3aBbpweaHe Ha npou.eAYPaTa, cne.Q KaTO acnHpMpare BCM'-IKaTa MpHrau,HOHHa re�HOCT. 

npenopb�ea ce na1.1HeHn.T /JiJ 6bAe nocraeeH a 060pHara no3Hl.lHA Ha TpeH.Qe11eH6ypr 3a HaM-e¢Hi<aCHO 
OTCTpaHJl8aHe Ha OCTaTb�Hara MpHraU,MOHHa Te'-IHOCT. 

2 .  noi<pHMle BCH'-IKH aHaTOMM�HM o6nacrM, KbAeTO c e  >Ke/lae npeaeHU,HA Ha aAxe3MH, C eAHHH'-leH c110M Oxiplex/ 
AP.* AnnHi<aTOpbT HaHaCA rena &bB c$opMara Ha,..naHAe11i<a�TpJ16ea fJiJ ce H.3n0/1.3Ba caMO eAHH c110M naH.Qe/lKa 
OT ren (C Ab/160'-IHHa OK0/10 2 MM) 3a noKpMBaHe Ha TbKa.HHHTe no8bpXHOCTM, npM KOHTO ce >Ke/lae npeeeHU,MJI 
Ha aAXe.3MM. BM>KTe <l>Mrypa 2 .  

3 .  �3nomeaITTe caMOTO/lKOBa ren, KO/ll(OTO e Heo6xo.QMM 3a HaHaOIHe Ha e.QHHM�eH c110M ren BbpxyTbKaHHTe, 
Ka.KTO e OOH Ca HO. Hee Heo6XOAMMO Ail H3n0/1.38aTe 8CM�l(HTe 40 ml ren. 

4. He pa3MeCTeaYlre rena C'bC COHAM WlM APY™ HHCTpyMeHTH, C/leA KaTO e 6Mn HaHeceH. AKO re/lbT nonaAHe 8 C'b6paHa 
HpHraU,HOHHa Te'-IHOCT, Heroeara cnoco6HOCT AA npMnenea KbM nepHTOHeanHHTe rt.Ka.HM Mc»Ke /JiJ ce BJ'lOWM, 
3aroea e raKbe cny,..aYI re/ lbT rp:i6aa Ail ce H3BaAM or nepm0Hea11Hara KyXMHa M e o6nacna Ail ce Ha.Hece HOB ren .  

5 .  3aebpwere npou,e.Qypara cnope.Q CTaHAapTHara TeXHMKa Ha XMpypra. 

•nonb/lHMTE/lHM MHCTPYKUMM 3A HAHACAHE HA rE/1: TA308M rMHEKO/1OrM4HM XMPYPrM'lHM onEPAUMM 
1. noaAMrttere AM1.1HHKa OT ra3oeara crpaHM�Ha creHa M Ha.Hecere eAHHH�eH c110M ren, i<oITTo .Qa noKpHe AMKara 

Ha AYl'-IHHKa M nocrepHOpHara no8bpXHOCT Ha AYl'-IHHKa. 
2 .  BbpHeTe AYl'-IHHKa B HOpManHara aHaTOMM�Ha no3MU,HA M HaHecere eAHHH'-leH ren, 3a .Qa noKpHeTe 

aHrepMopHara '-laCT Ha AYl'-IHMJ<a. 
3 .  HaHecere e.QHHM�eH c110M ren, 3a Aa noi<pHe-re c$anonMeaara rp06a, &K/llO�HTe/1HO aMnynara M MeJoca11nMHKca. 
4. HaHecere e.QHHM�eH c110M ren, 3a Aa noi<pHe-re narepanHara o6nacr Ha MaTKaTa c nHu,e KbM a.QHeKCHTe. 

06MKHOBeHO 15 ml ren ca .QOCTaTb'-IHM Aa nOKpMJIT eAMH a.QHeKC M HenocpeACTBeHHTe crpyKrypM, BK/llO�HTe/lHO 
AMKHTe Ha AYl'-IHMu,me M 11arepa11Hara o6nacr Ha Man<ara. 

HE611ArOnPMATHM PEAKUMM 

B K/lMHM�HMTe npO'f"'BaHHA He ca AOK/laABaHH He6naronpHATHM peaKLl,MM, CBbplaHM C M3Ae/1HeTO.'°' Mai<ap M He 
HenpeMe:HHO CBbplaHM C M3n0/13BaHeTO Ha Oxiplex/ AP, ca 6WIM AOK/laABaHM cneAHHTe He6naronpHJITHH ABneHMJt 

6onKa, TeMneparypa, nOAYBaHe, 8b3naneHHe, peaKU,HA KbM 4Y>KAO TR/10 M BJ'lOWeHa e¢eKTHBHOCT. 
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CbAbp>KaHHe: 
2 - CnpMHU,OBKa 20 ml 
1 -Bp0x Ha annHKaTop 

1 a -Posizionare rapplicatore riempito di gel allineando l'apertura dell'applicatore su  un margine dell a 
zona desiderata. 

1 b - Fare scorrere la punta dell'applicatore lateralmente sul sito premendo contemporaneamente ii 
pistone della s iringa per applicare un nastro di gel dello spessore di 2 mm. 

1 c -Oopo aver ricoperto completamente ii s ito una volta, non applicare ulteriore gel nello stesso s ito. 
2a b c -Se un singolo strato di gel none sufficiente per ricoprire adeguatamente ii s ito, e possib i le 

' ' applicare ulteriori strati vidno al gel appl icato in precedenza. Evita re di sovrapporre g li strati di gel 
aggiuntivi. 

1 a - Breng de met gel gevulde applicator in positie door de gleuf in de app licator te lijnen met een zijde 
van hetgewenste gebied. 
1 b- Beweeg de t ip van de applicator lateraal over het gebied terwijl u de stamper van de spuit ingedrukt 

houdt om een 2 mm dik gel-l int aan te brengen. 
1 c - Breng geen gel meer op het gebied aan nadat het gehele gebied met gel is bekleed. 
2a,b,c -Als hetgebied niet adequaat bekleed is meteen enkele laag gel, kunnen er extra lag en worden 

aangebracht naast de eerder aangebrachte gel. Vermijd het aanbrengen van extra lagen boven op 
andere gel-lag en. 

1 a - Plasser den gel-fylte applikatoren ved � rette inn sporet pi applikatoren over kanten p� det 0nskede 
stedet. 

1 b- F0r applikatorespissen lateralt over stedet samtidig med at spr0)'testempel et trykkes for i legge et 
2 mm dypt bSnd med gel. 

1c- Etter at stedeterhelt dekket en gang, skaldet ikke legges mer gel pA  det stedet. 
2a,b,c-Oersom stedet ikke er korrekt dekket avett enkelt lag gel,kan nye lag pM0res ved siden av den 

t idl igere pAforte gelen. UnngS S pSf0re ekstra lag med gel pS toppen av et annet. 

1 a - Ustawit napetniony ielem aplikator, umieszczaj� jego szczel in� nad kraw�dzi� miejsca, gdzie b�dzie 
zastosowany iel. 

1 b- Przesun�t w poprzek koflc6wk� aplikatora nad miejscem zastosowania ielu, przyc iskaj<1c ttok 
strzykawki w celu natoienia wst�gi ielu o gruboki 2 m m .  

1 c- Po calkowit ym,jednokrotnym pokrydu miejsca, nie nakladat wi11;Cej ielu .  
2a,b,c -Jeiel i miejsce nie zostaniewlakiwie pokryte przez jed n<1 warstw� ielu, obok warstwy nafoionej 

poprzednio moina natofyt dodatkowe warstwy. Naleiy unikat nakladania n a  sieb ie dodatkowyc:h 
warstwielu. 

1 a - Posidonar o aplicador cheio de gel al inhando a ranhura do aplicador por cima de uma margem do 
local pretendido. 

1 b- Passar a ponta do aplicador lateralmente sob re o local, pressionando s imultaneamente o �mbolo da 
seringa para aplicar um fita de gel de 2 mm de espessura. 

1 c - De pois de cobrir totalmente o local uma vez, nao aplicar gel adicional nesse local 
2a b c -Seo local nao ficar adequadamente revestido com uma camada Cmica do gel, podem aplicar-se 

' ' camadas adicionais pr6ximo do gel previamente aplicado. Evitar aplicar camadas adicionais de gel 
umas por dma das outras. 

1 a - Pozitiona� aplicatorul umplutcu gel prin alinierea canalului aplicatorului peste marginea locului dorit. 
1 b- Mi$cali v3rful apl icatoruluitn lateral peste locul respectiv tn t imp c e  apasati pistonul seringii, pentru a 

apl ica o panglid de gel cu o adancime de 2 mm. 
1 c- Dupa ce ati acoperit o data complet locul, nu mai aplicati gel supl imentar pe locul respect iv .  
2a,b,c - Oaca locul nu este acoperit corespun?ator printr-un s ingur stratde gel, straturi le suplimentare pot 

fi aplicate langa gelul aplicat anterior. Evitati aplkarea straturi lor suplimentare de gel suprapuse. 

1 a - Aplil@tor s gel om umiestnite tak, le !trbinu aplil@tora zarovnajte s okrajom potadovaneho miesta. 
1 b-2 mm hrub(I stu!ku gelu naneste potiahnutrm aplikalnej !pitky lateralne cez miesto a pritom st latajte 

piest striekatky. 
1 c - Po jednom (lplnom pokrytf miesta nenana!ajte na to iste miesto dal�r gel 
2a,b,c -Ak miesto nie je dostatolne pokryte jednou vrstvou ge lu, mo!no vedla u! naneseneho gelu 

apl ikovat' daBie vrstvy. Nenan�!ajte viac vrst iev gelu na seba. 

1 a - Z gelom napolnjeni aplikator drtite tako, da bo reta aplikatorja poravnana z robom mesta nanosa. 
1 b- S konico aplikatorja botno potegnite nad mestom nanosa in ob tern prit iskajte na bat brizge ter tako 

nanesite 2 mm debelo plast gela .  
1 c- Ko z enim s lojem povsem prekrijete mesto nanosa, tja ne nana�ajte vet gela. 
2a,b,c -Ce mesto nanosa ni povsem prekrito s slojem gela, lahko dodatne s loje nanesete zraven le 

nanesenega gela. lzogibajte se nana!anju novih slojev gel a enega na drugega. 

1 a - Postavite aplikator napunjen gel om tako Uo tete poravnat i otvor aplikatora preko ivice leljene 
lokacije. 

1 b - Savijte vrh aplikatora botno preko lokadje dok pritiskate klip !prica za nano�enje trake gela dubine 
od 2 mm. 

1 c - Posle potpunog pokrivanja lokadje jednim sl ojem, nemojte nanositi dodatni gel na to mesto. 
2a,b,c - Ako lokadja nije adekvatno pokrivena jednim slojem gela, mogu se naneti dodatni slojevi pored 

prethodno nanetog gela. lzbegavajte nano�nje dodatnih sl ojeva gel a jedan preko drugog. 

1 a - Placera den gelfyllda applikatorn genom att rikta in applikatorOppningen over kanten pi det Onskade 
omradet. 

1 b- For applikatorspetsen lateralt Over om rid et samtid igt som sprutkolven trycks in for att applicera en 
2 mm tjock gel strang. 

1 c- Nar val omrAdet ar helt tackt appliceras inget y tterl igare gel. 
2a,b,c -Om inte omrAdet tacks till rackligt av ett enkelt gellager kan ytterl igare lager appliceras intill tidigare 

applicerad gel. Undvik att applicera ytterl igare gellager ovanp� de t idigare. 

1 a -Jel ile doldurulmu} apl ikatOrO, aplikatOrOn oyuQunu uygulama bOlges inin kenanna hizalayacak �ekilde 
yerlejt irin. 

1 b-2 mm kahnhij1ndajel jeridi uygulamak i�in, bir yandan enjektOrOn pistonuna bastmrken, ayni anda 
aplikatOrOn ucunu uygulama bOlgesi Ozerinden yanlamasma ge�irin. 

1 c - Uygulama b5I gesini jel ile bir kez ta ma men kaplad1ktan sonra, bu b5Ig eye daha fazla jel uygulamaym. 
2a,b,c -Uygulama bOlgesi tek tabakajel ile yeterince kap lanmazsa, Onceden uygulananjelin yamn a  ii ave 

tabakalar uygulanabili r .  llave jel tabakalann, birbiri OstOne gelecek �ki lde uygulamaktan ka�mrn. 
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1 a -Position the gel·filled applicator by  aligning the applicator slot over a margin of the desired site. 
I b -Sweep the applicator tip laterally 01rer the site while depressin g  the syri nge plunger to apply a 2 mm deep 

ribbon of gel. 
1 c -After completely covering the site on ce, do not a pply 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 appl ied gel. Avoid applying additional layers of gel on top of one another. 
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la·  no31o1400H111paV11e ObnHHA c ren annHKarop, Karo noApaeHHTe oreopa Ha anm1KaTo pa tta.q y4aCTbK OT 
>KenaHara o6naCT. 

lb -nnb3ttere 8bpxa Ha annHKaTopa narepanHo tta.q o6nacrra, Karo Cbu.,ie epeMettHo HaTHCKaTe 6yTanoro Ha 
cn p1-1H4oe1<ara, 3a Aa ttaHecere naHAenKa OT rena c Abn601.t111Ha 2 MM. 

l C -Cne.q KaTO nOKp\lle'Te o6naCTTa H3U,Rno eAIIIH nbT, He Ha.Haci:iITTe AOn'bnHYITeJleH ren 8 Ta. 3111 o6nacT. 
2a,b,c - A KO  o6nacTTa He 6bAe aAeKBaTHO noKpHra OT eAl-1H cno� ren, MO>Ke PiJ ce HaHeCaT AOn'b.nHYITeJlHIII 

c.noeee ren AO eeo.te HaHeceHMA re.n. ltb6J1reaHTe HaHaCAHe Ha �on-bnHHTellHM c.noeee ren eAMH Bbpxy Apyr. 

I a -Aplik.ator s gel em umfstete lt�rbinou aplikatoru n a  okraj po:!adovaneho mfsta .  
1 b -Naneste 2 mm s ilnj prouiek gelu tal!enfm aplikabilho hrotu lateral� pres poudovane mfsto a soufasnym 

statovanrm prstu stffkatky. 
1 c -Po pokrytf poitadovaneho mfsta nenanHejte n a  stejne mfsto dalY gel 
2a,b,c -Pokud mfsto nenr dostatefn� pokryto jednou vrstvou gelu, je m�nevedle drrve aplikovaneho gelu 

nan�st dal�rvrstvy. NenanaJejte vrce vrstev gelu na sebe. 

I a - Den gelfyldte applikator placeres ved at rette appl ikatorSbningen ind mod kanten af det0nskede omrSde. 
I b -Appl ikatorspidsen stryges lateral! over omrAdet, mens injektionssprejtens stempe l tr ykkes ned, sA der 

f2lores gel i et 2 mm tykt b And .  
1c- NSr omrSdet er da!kket h elten gang, skal der ikke pSfiores mere gel i det pSgaeldende omrade. 
2a,b,c -Hvis et lag gel ikke erti lstraekkeligt t i l  a tdaekke h e le omradet. kan der pAfores yderl igere la g  gel ,red 

siden af den allerede pM0rte ge l.  UndgA, at gelbAndene overlapper hinanden. 

1 a -Die Offnung des mit Gel gefOllten Applikators mit einem Rand auf die ausgewahlte Stelle ausrichten. 
I b -Mit der Appl ikatorspitze lateral Uber d e n  Situs stre ichen, dabei gleichzeitig den Spritzenkolben drOcken, 

um einen 2 mm starken Streifen Gel aufzutragen. 
le -Sobald der gesamte Bereich einmal bedeckt ist, sollte an dieser Stel le kein weiteres Gel mehr aufgetragen 

werden. 
2a,b,c -Falls die Oberflache nicht ausreichend mit einer Gelsch icht bedeckt ist, kann eine zusatzliche Schicht 

neben dem vorher aufgetragenen Gel  appl iziert i,verden. Dabei ist das Auftragen von einer Gelsch icht 
auf eine andere zu vermeiden. 

I a -Tono8rnicrr• tov E<papµoyfo µ, t� ya�, ,u8uypoµµl(ovmc Tl10)(1oµ� tou E<papµoyfo no.vw arr6 µla an6 
t.;napU<pi<;tou vn8vµl]To 0 Ol]µElou. 

lb-MetaK1v,io tE nl,wptK6. to 6.Kpo tou E<papµoyfo navw an6 to Ol]µElo, ,vw nap6.A�ry,a mi(ete to iµ.�OM> T�C 
oop<yya<;, itot wcrre va ,q,apµ6oa, µta ta1vla yi>.�c iJo.8ouc 2 mm. 

1 c -Aq,ou KOAO\j)ET< n,�pwc to o�µdo µe µla crrpwo�, µ�v ,q,apµo<et, aAA� noo6Tl]Ta vwic oto o�µElo auto. 
2a,b,c -Eav to o�µdo 6ev tx,i l(QAu<p8<1 rnap•wc µ, µla otpwo� yi>.�c;, µnopdtE va E<pap µ6oae np6o8etEC 

Olj)WOEIC 61JTM OTl]V uno.pxouoa yu�. Anoq,Oyuet�V ,q,apµoy� np6o8,,wv crrpwo,wv vu�c no.vw 
an6ta ')61") unO:pxcvra. 

1 a -Acornode el aplicador lie no de gel alineandolo con la ranura del aplicador sobre un margen del sitio deseado. 
1 b -Pase l a  punta del aplicador lateralmente sobre e l  sit io mientras presiona el i!'mbolo de lajeringa para aplicar 

una cinta de gel de 2 mm de es pesor. 
1 c -Oespues de cubrir completamente el sitio una vez, no debe apl icarse m�s gel en ese lugar. 
2a,b,c -Si el sitio no queda bien cubierto con una sofa capa de gel, pueden a plicarse ca pas adicionale.s junto al 

gel previamente aplicado. Evite aplkar ca pas adicionales sobre las ya aplicadas. 

1 a -Aseta geel illa taytetty asetin paikaUeen kohdistamalla asettimen lovi kohdealueen reunan kan.ssa. 
lb -Veda asettimen karkea lateraalisesti kohdealueen paalt S painaen samaUa ruiskun mantaa,jolloin 2 mm 

paksu nauha geelia levittyy kudoksen pintaan. 
1 c - Kun alue o n  peitetty kokonaan kerran, geel ia ei leviteta enempaa samaUe alueelle. 
2a,b,c -Jos alue e i  peity riittavasti yhdel la kerrokse lla gee lia, lisakerroksia voidaan levittaa aiemmin levitetyn 

geelin viereen. Valta levittamasta lisakerroksiajo levitetyn geeHkerroksen paalle, 

la -Positionner l'applicateur rem pli de gel en a lignant la fente de l'a pplicateur sur une marge du site d�sire. 
1 b -Passer l'embout de l'applicateur lateralement s ur le site en appuyant sur le piston de la seringue pour 

a ppliquer un ruban de gel d'une epaisseur de 2 mm. 
1 c -lorsque le site est complete ment recouvert d'une couche de gel, ii est inutile d'en ajouter. 
2a,b,c -Si une couche unique de ge l  ne suffit pas pour b i e n  recouvrir le site, ii est possible d'aj outer du gel � 

cote de la couche existante. les couches de gel ne doivent pas se chevaucher. 

la -Hely e zze  e l  a gel lel toltott adagol6t a k!vant helyszele folott az adagol6horony beall rtasaval. 
lb -2 mm vasta g csfk felvitelehez a fecskendO dugattyujat folyamatosan nyomva, oldalr61 hllzza e l  a z  adagol6 

heg� a z  erintet t tertilet felett 
I c -Az erintett terulet egyszeri teljes befedese utan ugyanarra a h elyre tobb gelt ne vigyen fe l.  
2a,b,c -Ha a terUletet nem mindenhol borftja egy reteg gel, tovabbi rete gek vihetOk fe l  kozvetlenul a korabban 

felvitt gelreteg mell e.  Kerulje a regi es ujabb gelretegek atfedeset. 

cs 
POPIS 
OxipleK/AP je fry tekutj gel na jedno poufar. Gel je sterilnr vstrebatelna sm!s polyetylen oxidu (PEO) a sodne 
soli karboxymetyi-celul6zy ((MC). Gel je stabilizovan vapnfkem, je izotonickj a predklinicke studie ukazaly, re je 
z dutin y  b ri�nr vstreMn do 30 dnu. 

POUZITI 
Prosttedek Oxiplex/AP je ur!en k poulitf jako mechanick.a p l'ekaika tvorby srOstu. 

INOIKACE 
Prostl'edek Oxiplex/AP je urfen k poulitf jako doplnek nitrod�l�nlho nebo peritonealn!ho chirurgickeho zakroku za 
(If elem snftenrvyskytu, rozsahu a Watnosti pooperafnJch srUstO v mfstl ch irurgi cki!'ho zakroku. 
KONTRAINDIKACE 
Nepou:tlvejte gel Oxiplex/AP v p rltomnosti infekce. 

VAROVANI 
Nezav adljte nitro.!ilnl. 

BE ZPECNOSTNI OPATAEN I 
Prostredek Oxi plex/AP se dodava ste rilnr. Nepoui!vejte po datu exspirace. B e zpefnost a Ofinnost prostfedku Oxiplex/ 
AP nebyia testovana za podmfnekopakovaneho poufar pros1redku a/nebo aplikatoru. Opakovane poufit f  mOre 
vi!'st k imunologicki!' reakd a/nebo infekd zpOsobene km:ovou kontaminad, nespr avnjm skladovanrm a/nebo 
manipulacr. Prostfedek Oxiplex/AP nebyi  studovan v kombinaci s jinjmi produkty pro prevenci srOstO, za prrtomnosti 
intraperitonealnfch l<!tivych latek fi h emostaticlcyd, latekan i  jako distenfnf medium. Prrpravek Oxiplex/AP nebyl 
hodnocen u detf ani u t�hotnych nebo kojlcfch :!en. Z toho dOvodu je nutne pacientky pou!it, aby se vyhn uly 
oplodn�nr b�hem prvnfho menstrua!nlho cyklu po a plikac i prostredku 0Kiplex/AP. Pro,tfedek Oxip lex/AP nebyl 
hodnocen v prftomnosti zhoubnych nadorO. Prostledek Oxiplex/AP nebyl hodnocen po otevfenf stre va, mocoveho 
mlchyfe ani jiny<:h vnitrnfch org�nO. Gel nebyl hodnocen v prrtomnosti .!luti. Stejnl jako u jinyth implantovan'jch 
materialO mul!e u prostredku Oxiplex/AP dojft k odmltave reakci organizmu .  Apl ikace vice vrstev gelu v peritonealnr 
dutin� �uje riziko uvoln�nr gelu z urfeneho mfsta aplikace a v  n!!kterjch prrpadech bylo b�hem klinicke studie v 
rozmezf od zakroku po dobu nasledujfcfch 6 al 10 t9dnu pozorovano male mno!stvl zbytkoveho ge lu .  Zbytkovj gel 
nebyl spojen s klinickyrni na.sledky. "' 

SKLAOOVANI A MANIPULACE: Skladujte pri pokojove teplotlf (2-25 'C). 

ZPOSOB DODAVANI 
Prostl'edek Oxiplex/AP se dodava slerilnf v tepeln� tvarovanem podnosu. Tepeln� tvarovany podnos obsahuje dve 20ml 
strrka&y s gelem a jeden apl ikator gelu. Vn�j �f povrch balenf a vn!j!f obsah nejsou sterilnr. Pro Ofely dokumentace jsou 
k dispozici samolepic

l ltftky .  Strtky oznafujr produkt a vyrobnf �a r.li. 

NAVOO K POU21T1 
PREOZPRACOVANI 
Prostl'edek Oxiplex/AP mohou pou!lvat pou;re lekaft. Prosttedek Oxiplex/AP poutlvejte die pokynO v n.lvodu k poutitf. 
S pou.2Jv�nfm ve�kerych zdravotnickych prostredkQ je spojeno riziko. Z a  (Itel em minimalizace rezidualnfho rizika 
spojeneho s poulfvanrm tohoto prostl'edku se doporufuje, aby si lekar pied poufafm prostredku pl'efetl informace o 
pou!itf a projednal je s pacientkou. 
P a cientky s anamnezou ple citliv�losti na prostl'edek Oxiplex/AP nebo jeho soufasti nesmf byt prostl'edkem Oxi plex/ 
AP lefeni. 
Gel sloutr jako preka!ka mezi tkanemi, aby se zabrani lo tvorb �  srOstO. Pro ufinnou prevenci srOstO musr bjt tka� 
odd!lena gelem. 

PRIPRAVA A LJKVIOACE PROS11!EDKU 
Prostl'edek Oxiplex/AP je uiten kjednorazovemu poulitf. Nepoutrvejte opakovan�/neresterilizujte . 
1. Vyjm�te krabif.ky balenf obsahujfcf injektnf sttfkafku prostfedku Oxiplex/AP a a pl ikator . 
2. Zkontrolujte ,  zda b alenf nenr po�ozeno. Pokud je otevl'ene nebo polkozene, nepoutfvejte ho. 
3. Sterilnltechnikou zavecfte jehly a aplikator do sterilnfho operafnfho pole . 
4 .  Sejrnete uzaver z konce strfkafkys hrotem Luer Lock Pokud pri perilonealnfm poufar poutlvate aplikator, 

p ripojte a plik ator gelu ke konci strrkafky s hrotem Luer Lock; otalejte, dokud nedojde k pevnemu spojenf. (V 
prfpad! potl'eby je n utne poutlt stejny apl ikator s ob�ma sttfka fkam iJ 

5. P o  poufar zlikvidujte strrkatky, zbyvajfcf gel a aplik.ator. Poutittprostredek Oxiplex/AP mO:!e pledstavovat 
b iologicky nebezpetny material. Dodr.lujte narodn!, mfstn f ne bo nemocnitnr pokyny pro likvidaci b iologicky 
nebezpe{njch materialO .  

NITROOELOZNI CHIRURGICKE ZAKROKY 
I. Gel aplikujte n a  z!N�r zakroku po odsatf velker9<:h tekutin a distenfnfho media. 
2. P ripojte hrot Luer Lock strfka{ky k hysteroskopu. Na pl  Me hysteroskop gelem sdafovanlm pfstu stffkafky, dokud 

se gel neob jevr na hrotu hysteroskopu. 
3 .  Z ahajte a pl ikaci gelu v mfst!fundu d!lohy. Postupn! aplikujte ge( abyste zcela na plnili d�lohu a cervik.alnf kanal 

stlafovanfm pfstu sttlkatky pft pomalem vy tahovanf  hysteroskopu. V iz obrazek 1. 
4 .  Zakrok dokonfete standardnf technikou pod le zv yklostr d aneho chirurga. 

PANEVNI GYNEKOLOGICKI: A PERITONEALNI CHIRURGICKE ZAKROKY 
1. Gel aplikujte na zaver zakroku po odsatrvelker 9th tekutin pou!itych k proplachovanr. Pacientku se doporufuje 

umfstit do re1re12nrTrendelenburgovy polohy, ktera zajistl co nejufinn�j�f odstr a�ovanr zb ytkovych tekutin 
poui!itych k proplachovanr. 

2 .  Anatomicke oblasti, ve kterjch chcete zaJistit prevenci srOstO, pfekryjte jednou vrstvou prosttedku Oxi plex/AP! 
A pl ikator davkuje gel v .pasu� K pokrytf povrchu tk.an� na ktere chcete zajistit prevenci srustO,je nutne poufft pas 
gelu v jedne vrsM (v hloubce priblitn� 2 mm). Viz obrarek 2 .  

3. P o �ijte pouze m�stvf gelu, ktere bude dostafovat kumfst!nf jedne vrstvy gelu na tkan� popsanym post upem. 
Nenf nutne pou!ft �ech 40 ml gelu. 

4 .  Po a plikaci gel nepremist'ujt:e sondami ani  Lidn')'mi da!nmi n�stroji. Pokud gel spadne do nahromad!ne tekutiny 
poufae k proplachovanr, mul!e byt ohrol!ena jeho schopnost prilnout k peritonealnfm tk anrm. Z toho duvodu je 
nutne ho z peritone�lnr dutiny odstranit a na mfsto aplikovat novy gel 

S. Zakrok dokonfete standardnf technikou podle zvyklostl daneho chirurga . . 

"OALSI POKYNY K APLJKACI GELU: PANEVNI GYNEKOLOGICKE CHIRURGICKE ZA KROKY 
1 .  Nadzvednete vaje{nfk mimo panevnr st�nu a apli kujte jednu vrstvu gelu, ktera pokryje vaje{nfkovou jamku a 

zadnr povrch vajefnfku. 
2. Vrafte vajetnfk do normalnr anatomicke polohy  a apl ikujte jednu vrstvu gelu, ktera pokryje prednr tas t vajefnfku. 
3. A pl ikujte jednu vrstvu gelu na pokrytf vejcovodu vtetn! ampule a mezosalpinxu. 
4 .  Apl ikujte jednu vrstvu gelu na pokr ytf botnr strany d�lohy sm!frujfcl k adnexe. 
15 ml gelu obvykle postafuje k pokrytf jedne adne,e a p filehljch struktur vfetn! vajefnfkove jamky a postrannfho 
okraje d�lohy. 

NEZAOOUCI OCINKY 

V klinickjch studilch nebyiy hla!eny iadne ne:tadoucr Of inky souvisejfcf s prostl'ed kem. '� Prestol!e nebyly nutnlf 
prifftany poutit f  prosttedku Oxiplex/AP, byly hla!eny nas ledujfcf ncladoucf afinky. b olest, horetka, otok, zan�t, 
odmftav� reakceorganismu a �atnjvjkon. 
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BESKRIVELSE 
Oxiplex/AP er en kl ar, flydende gel til engangsbrug. Gelen er en steril, resorberbar bl anding af polyethyl enoxi d 
{PEO) og natrium carboxymethylcell ulose (CM(). Gelen er calciumstabi liseret, isotonisk, og har i praekliniske fors0g 
vi st sig at resorberet fra peritonealkaviteten inden for 30 dage. 

ANVENDELSE 
Oxipl ex/ AP er beregnet til brug som en mekanisk barriere ti l  adhaesionsdannelse. 

INDIKATIONER 

Oxipl ex/ AP er beregnet til brug som et hjaelpemiddel i forbindelse med intrauteri n ell er peritoneal ki rurgi ti l reduktion 
af incidens, udbredel se og svaerhed af postoperative adhaesioner omkring operationsstedet. 

KONTRAINDIKATIONER 
Oxiplex/AP m� ikkeanvendes ved ti lstedevaerelsen afinfektion. 

ADVARSLER 
MA ikke injiceres intraven0st. 

FORHOLDSREGLER 
Oxipl ex/AP I..,,.,res sterilt. MA ikke anvendes efter udl0bsdatoen. Sikkerheden ved cg effektiviteten af Oxipl ex/AP er 
ikke blevet underse,gt under forhold med genanvendel se af anordningen og/ell er applikatoren. Genanvendelse kan 
medfere immunologisk respons og/ell er infektion pga. krydskontaminering, ukorrekt opbevari ng og/ell er hlndtering. 
Oxipl ex/AP er ikke blevet underS0gt I kombination med and re adhaesionshaemmende produkterved tilstedevaerelse 
af intraperitoneal e laegemidler el l er haemostatika ell er som et udspilingsmiddel. Oxiplex/AP er ikke blevetevalueret 
hos b0m el ler gravide eller ammende kvinder. Patienter b0r derfor r�des ti l  at undg� graviditet under den forste 
menstruationscyklus efter pAf0ring af Oxiplex/ AP .  Oxiplex/AP er ikke ble� evalueret ved til stedevaerelse af maligniteter. 
Oxiplex/AP er ikke blevet eval ueret eft:er �bning af tarmen, blaeren eller and re indvoldsorganer. Gelen er ikke blevet 
evalueret ved tilstedevaerelse af galde. Som ved ethvert implanteret materiale kan der opsta fremmedlegemereaktioner 
ved be handling med Oxipl ex/AP. PM0ring af flere lag med gel i den peritoneale legemshule 0ger risikoen for,at gelen l0sner 
sig fra det tilsigtede p�f0ri ngsomride, og i nogle af disse tilfaelde, blev en lille smule resterende gel obser\eret i forbindelse 
med den ldiniske underse,gel se, som bl ev ud-fiart som opf01gning til indgrebet 6 til 10 uger senere. Resterende gel blev ikke 
associeret med ldiniske fel gesygdomme. i.• 

OPBEVARING OG HANDTERING: Opbevares ved stuetemperatur (2 -25 '(). 

LEVERING 
Oxipl ex/ AP leveres sterilt i en termoformet bakke. Den termoformede bakke indeholder to 20 ml-spr0jter med gel og 
en gelapplikator. Pakningens udvendige overflade og ind hol d er ikke steril e. Der medfolger selvldaebende maerkater til 
dokumentationsformAI . Maerk:aterne identificerer produktet og det til h0rende batchnummer. 

BRVG SANVlSNING 
f0R PROCEDUREN 
Oxipl ex/AP m� kun anvendes af Iaeger. Oxiplex/AP ska I anvendes i hen hold til brugsanvisningen. 
Brugen af alle medicinske anordninger medfereren risiko. For at minimere restrisici associeret med denne anordning 
anbefal es det, at brugsanvisningen laeses af laegen og diskuteres med patienten, inden anordningen tag es i brug. 
Patienter, som har en sygehistorie med overf0lsomhed over for Oxiplex/AP ell er anordningens komponenter, b0r ikke 
behandles med Oxi pl ex/AP. 
Gelen fungerer som en barriere mell em vaevsstrukturer for at forhindre adhaesionsdannelse. Vaevet sk:al deles ved hjaelp 
af gel en for at opn� en effe ktiv, adhaesionshaemmendevirkning. 

KLARG0RING 0G BORTSKAFFELSE AF ANORDNINGEN 
Oxipl ex/ AP er kun beregnet til engangsbrug. MA ikke genbruges/resteril iseres. 
1 .  Fjern emball agen med den fyldte Oxiplex/AP-spr0jte og -applikator fra a,sken. 
2 .  Efterse emballagen for beskadigelse. Tag ikke produktet i brug, hvis emballagen er beskadiget eller brudt. 
3. Overf0r spr0jterne og applikatoren ti l  det steri le operations felt vha. en steri l  teknik. 
4 .  Fjern haetten fra spr0jtens luer-l �s. Ved peritoneal brug ska I gelapplikatoren kobles ti l spr0jtens luer-lAs; drej den, 

indti l den er sikkert fastkobl et. (Den samme appl ik:ator ska I anvendes til begge spr0jter, om n0dvendigt). 
5. Efter brug sk:al spr0jterne, evt. resterende gel og applikatoren kasseres. Den brugte Oxipl ex/AP-anordning kan 

udg0re en miljefare. F0l g nationale, lo kal e og institution el l e  retningslinjervedr. bortskaffel se af miljefarl igt 
affal d. 

INTRAUTERIN KIRVRGI 
1 .  Pifer gelen ved indgrebets afslutning og efter aspiration af all evaesker og udspilingsmidler. 
2 .  Kobl spmjtens luer-lAs ti ! hysteroskopet. Fyld hysteroskopet med gel ved at trykke ned pA spr0jtestemplet, indti l  

gel en kommertil syne i spidsen afhysteroskopet. 
3. Start pM0ring af gelen ved fund us uteri. PAf0rgelen gradvist for at fylde uterus og livmoderkanalen fuldstaendigt 

ved at trykke ned pA spmjtestempl et, mens hysteroskopet langsomt udtra,kkes. Se figur 1. 
4 .  Afslut i ndgrebet i henhold ti l ki rurgens standardteknik. 

8/EKKENGYNIEKOLOGISK 0G PERITONEAL KIRURGI 
1 .  PAf0r gelen ved indgrebets afslutning og efter aspiration af al skyll evaeske. Det anbefales, at patienten pl aceres i 

omvendt T rendelenburgs leje for at opnl den mest effektive fjernelse af resterende skyllevaeske. 
2. Daekalleanatomiskeom@der,h'-Or der0nsk.esen adhaesionshaemmende virkning, med et enkelt lag Oxiplex/AP.* 

Appl ikatoren dispenserergelen i et'bSnd". Kun et enkelt lag gelbSnd (ca 2 mm dybt) ska! an'-"OOes ti l  at daekke 
vaevsoverflader, hvor der 0nskesenadhaesionshaemmendevirkning. Se figur 2. 

3. Anvend kun nok gel til at pl acere et enkelt lag gel pl vaevsstrukturerne iht. ovenstaende anvisninger. Deter ikke 
n0dvendigt at anvende al gelen (40 mr:). 

4 .  Undlad at repositionere gelen ved hjael p af sonder ell er and re instrumenter efter pif0ring. Hvis der fa Ider gel 
ned i skyllevaeske, kan gelens evne ti l  at adhaerere ti l  peritoneal e vaevsstrukturer blive kompromitteret. Gel en b0r 
derfor fjemes fra den peritoneal e legemshule, hvorefter en ny portion gel ska I pif0res omr�det. 

5. Afslut i ndgrebet i henhold ti l ki rurgens standardteknik. 

*YDERLIGERE GELPAF0RINGSANVISNINGER: 8/EKKENGYNIEKOLOGISK KIRURGI 
1 .  left ovariet vaek fra baekkensidevaeggen, og pi fer et enkelt lag gel for at daekke fossa ovarica og ovariets 

posteriore overflade. 
2 .  Returnerovariet til organets normal e, anatomiske pl acering, og pAfer et enkelt lag gel for atdaekke ovariets 

anteriore del. 
3. Pifer et enkelt lag gel for atdaekke tuba uterina, herunder ampull aog mesosalpinx. 
4 .  PAferet enkelt lag gel for atdaekke den lateralefladeaf uterus,dervendermod adnexa. 
Norma It er 15 ml gel tilstraekkel igt til at daekke en enkelt adnexa og til st0dende strukturer, herunder fossa ovarica og 
den laterale margen af uterus. 

KOMPI.IKATIONER 
Der er ikke blevet rapporteret nogen anordningsrelaterede komplikationer i forbindelse med kliniske underS0gelser.'-" 
Selvom de ikke n0dvendigvis k:an forbindes med brugen af Oxiplex/AP, erf0lgende komplikationer bl evet rapporteret: 
Smerte, feber, haevelse, inflammation, fremmedlegemereaktion og svaekket praestationsevne. 

KILDEHENVISNINGER 
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Products of Conception: Double-Bl ind, Prospective, Randomized Pilot Study:' J. Minimally Invasive Gynecol. 2014, 
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lndhold: 2 -lnjektionsspr0jte 20 ml 
1 -Applikatorspids 

TR 
ORONTANIMI 
Oxiplex/AP, }effaf, tek kullanimhk, ak1}kan bir jel dir. Jel, pol ieti len oksit (PEO) ve sodyum karboksimeti lselOlozun 
((MC) steril, emi lebilir bir bil e$i midir. Jel , k:alsiyum il e stabilize edil mi} olup, izotonikti rve klinik Oncesi �ah$malarda 
peritoneal bo�:luktan 30 gOn it;:i nde temizlendiQi gOsterilmi}tir. 

KULLANIM ALANI 
Oxipl ex/AP adezyon ol ujumuna kaq1 mek:anik bir bariyer ol arak kullanilmak Ozere tasarlanm1$tir. 

ENDIKASYONLARI 
Oxipl ex/AP cerrahi bOl gede ameliyat sonras1 adezyon s1 kh ijm1, derecesini ve $iddetini azaltmak it;:in intrauterin veya 
peritoneal cerrahide yard1mc1 olarak kullan1 lmak Ozere tasarl anm1$tir. 

KONTRAENDIKASYONLARI 
Oxiplex/AP jel i enfeksiyon varh ijmda ku ll anmaym. 

UYARILAR 
Damar i�ine enjekte etmeyi n. 

ONLEMLER 
Oxipl ex/AP steri l  tedarik edilir. Son kull anma tarihinden sonra kull anmaym. Cihazm ve/veya aplikatOrOn tekrar 
kullanild1Q1 ko$ullar altmda Oxi plex/AP gOvenliiji ve etki lil

iiji ara$tmlmam1 }tir. Tekrar kullamm �apraz kontaminasyon, 
uygunsuz saldama ve/veya kullan,mdan dolayi immOnolojik tepkiye neden ol abilir. Oxiplex/AP, diQer adezyon 
Onleme UrOnl eriyle bi rlikte, intraperitoneal t1bbi ajanl ar veya hemostati kajanlann varhij1 nda veya bir distansiyon 
medyas1 olarak incelenmemi$tir. Oxi plex/AP 9>cuklarda veya ha mi le ya da emziren kadmlarda d,eijerlendiri lmemi$tir. 
Dolay1s1yla, Oxiplex/AP uyguland1ktan sonra i lk adet dOngOsU siras1nda hastalara gebelikten kat;:mmalan tavsiye 
edi lmel idir. Oxipl ex/ AP malignitel erin varl 1Q1nda deQerlendiril memi$tir. Oxiplex/ AP baQ1rsak, mesane veya diger 
organl arm a�1 lmasmm ard1ndan deQerlendiri lmemi$tir. Jel, safra varh ij1nda d,eijerlendiri lmemi$tir. Herhangi bir implant 
materyalinde ol duiju gibi, Oxiplex/AP i le yabanc1 madde reaksiyonlan meydana gel ebilir. Peritoneal bo$1 uija birden 
fazl a jel tabak:as1 uygulanmas1 jel in istenen uygulama alanmdan kayma riskini artm rve bu vakal arm bir k1sm1 nda, 6 ila 
1 0  hafta sonraki kl inik takip �ah $malan sirasmda k�Ok miktardajel kahntls1 g6zlenmi}tir. Jel kalmt1s1 klinik sekellerle 
ili$ki lendiri lmemi$tir. � 

SAKLAMA VE KULLANIM: Oda si cakl,g,nda (2 -25 'C) saklay, n. 

TEDARIK �EKLI 
Oxipl ex/AP termoform birtepside steril olarak sunulur. Termoform tepsi, iki adet 20 mljel $1 nngas1 ve bir jel apl ikatOrO 
i�rir.Ambalaj1n di$ k1 sm1 ve di$ i�erikler steri l d,eiji ldir. DokOmantasyon ama�h olarak kendinden yap1 }kanh etiketler 
sunulur. Etiket, UrOnO ve Uretim partisi ni tan,mlar. 

KULLANMA TALIMATLARI 
PROSEDOR ONCESI 
Oxipl ex/AP yal n1zca doktorlartaraf1ndan kul lanllmak �indir.Oxiplex/AP kullanim tal imatlanna g6re kullan1lmahd1r. 
Tom tlbbi cihaz kull an1mlan nda risk mevcuttur. Bu cihaz1n kullan1m1yla baQlant1h kalmt1 riskini minimuma indirmek 
i�in, kull an1m bilgil erinin doktor tarafindan okunmas1 ve kullam mdan Once hasta ile gOrO}Ulmesi gerekir. Oxiplex/ 
AP OrUnOne veya bile}enl erine a}1n hassasiyeti olan hastal ara Oxi plex/AP uygulanmamahd1r. Jel adezyon ol ujumunu 
Onlemek i�in dokular aras1 bir bariyer g6revi gOrUr. Etkin adezyon Onie me i�in doku jel ile ayn lmah dir. 

CIHAZIN HAZIRLANMASI VE IMHASI 
Oxipl ex/AP yal n1zca tek kull an1mh ktir. Tekrar kull anmayin / tekrar sterilize etmeyin. 
1 .  Oxipl ex/AP ile dolu $lrl ngay1 ve aplikatOrO i�renambalaj1 kutudan �1 kan n. 
2 .  Ambalajda herhangi bir hasarolupol mad1Q1ni kontrol edin.Ambalaj hasarh veya a�1ksa kull anmaym. 
3. Steri l  bir teknik kullanarak $m ngalan ve aplikatOrO steri l operasyon alanma uygulaym. 
4. Smngamn luer kil it ucundaki kapaij1 9kan n. Apl ikatOrU peritoneal kull an,ma dOnOk olarak kullanirken,jel 

aplikatOrUnO }innganm luer ki lit ucuna baQlaym; s1 k1ca baijlanana kadar dOndOri.in. (Gerekirse ayn1 aplikat6r her 
iki jmnga i�in kull an1lacaktirJ 

5. Kullanim sonras1, $mngalan, kalan tOm jel i ve aplik:atOrO atm. Kull amlm1} Oxiplex/AP cihaz1 biyol oJik tehlike 
ol u$turabilir. Biyol ojik tehlike olu$turan OrOnOn imhas1 i�in ulusal, yerel veya kurumsal kllavuz il kel eri takip edin. 

IN TRAUTERIN CERRAHISI 
1. Tlim SIVllann ve distansiyon medyasmm aspirasyonunun ard1ndan prosed Ur sonundajeli uygulaym. 
2 .  Smnga luer kil idini histeroskopa tak1n. Histeroskopun ucunda jel belirene kadar, $mnga pistonunu iterek 

histeroskopu jel ile doldurun. 
3. Jeli uygul amaya uterus fundusundan ba$1 ayin. Uterusu ve servikal kanah tamamen doldurmak i�in, biryandan 

jmnga pistonunu iterken bir yandan da yava$� histeroskopu geri �kerekjeli kademeli olarak uygulaym. Sekil 1 'e 
bakm. 

4. ProsedOrU cerrahm stand art teknigine gOre tamamlaym. 

PELVIK JINEKOLOJIKVE PERITONEAL CERRAH ILERI 
1. Tlim y1kama s1v1sm1n aspirasyonunun ard1 ndan prosedOr sonundajel uygulaym. Kah nt1 y1kama siv1 .s1nm en verimli 

}eki lde gideril mesi i9n hastam n ters Trendelenburg konumuna yerle$tiri lmesi Onerilir. 
2 .  Adezyon Onl emenin gerekli olduQu tOm anatomik bOl geleri tek bir Oxi plex/AP tabakas1yla kaplayin.* AplikatOr,jel

i 

'"'�rit" halinde daQ1t1r. Adezyon Onlemenin gerekli olduiju dokulan k:aplamak �in yalnizca tek bir katman jel }eridi 
(yaklaj1 k 2 mm derinliginde) kull anolmah dor. Seki! 2'ye bak,n. 

3. Dokulara, at;:1kl anan $ekilde yal n1zca tek bir tabak:a uygulamak i�in gerekecek miktarda jel kullanm. 40 ml jelin 
tam am mm kullan1lmas1 zorunlu d,eijil dir. 

4. Jel uyguland1ktan sonra probl arla veya diQer cihazlarla yerini d,eiji$tirmeyin .  Jel, y1 kama s1v1.s1 havuzunun i�ine 
d0$erse, peritoneal dokulara yap1jma beceresi azalabilir. Bu yOzden, peritoneal bojluktaki jel gideri lmeli ve 
bOlgeyeyenijel uygulanmah dir. 

5. ProsedOrU cerrahm stand art tekni9ine gOre tamamlaym. 

*EKJEL UYGULAMA TALIMATLARI: PELVlKJINEKOLOJIK CERRAHILERI 
1. Yumurtah '91 pelvik yan duvardan kaldirarak uzakl a}tm n ve yumurtah k fossasm1 ve yumurtahkarka yi.izeyi ni 

kaplayacak }eki lde tek bir jel tabakas1 uygulaym. 
2 .  Yumurtah '91 normal anatomik konumuna geri geti rin ve yumurtah Qm On k1smm1 kaplayacak$ekilde tek bir jel 

tabakas1 uygulaym. 
3. Ampulla ve mezosal pinks de dahil olmak Uzere fallop ti.ipOnO kaplayacak �kilde tek bir jel tabakas1 uygulaym. 
4. Uterusun adnekse bakan lateral bOlgesi ni kapl ayacak }ekilde tek bi r jel tabakas1 uygulayin. 
Genellikle, yumurtahk fossas1 ve uterusun lateral ken an dahil tek bir adneks ve komju yap1 lan kaplamak i�in 15 ml jel 
yeterl idir. 

ADVERS REAKSIYONLAR 
Klinik�ah $malarda cihazla i lgili advers reaksiyon bildiril memi}tir. , .. Her ne k:adar tam olarak Oxiplex/AP kullam m1yla 
ili$ki lendiri lemeyecek ol sa da, $U advers reaksiyonl ar bil diri lmi$tir: aQn, ate$, $i$me, enflamasyon, yabanc1 madde 
reaksiyonu ve kOtO performans. 
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BESKRIVNING 
Oxiplex/AP ar en klar, flytande gel for engAngsbruk. Gelen ar en steril, resorberbar kombination av polyetenoxid 
{PEO) och natriu mkarboxymetylcellulosa ((MC). Gelen ar kalciumstabil iserad, isoton och har i prekl iniska studier visat 
sig forsvinna frAn bukhAl an inom 30 da gar. 

AVSEDO ANVAN ONING 
Oxipl ex/ AP ar svsedd for anvandning som mekaninsk barriar som prevention mot adherenser. 

INOIKATIONER 
Oxipl ex/AP ar avsedd att anvandas som komplement t ill intraute rin ell er peritoneal kirurgi for att  minska inddensen, 
omfattningen och sWrighetsgraden av postoperativa adherenservid operationsplatsen. 

KONTRAINOIKATIONER 
Anvand inte Oxipl ex/AP di infektion foreligger. 

VARNINGAR 
Fir inte ges som intraven0s injektion. 

FORSIKTIGHETSATGAROER 
Oxipl ex/AP levereras steril. Anvand inte efter utgingsdatum. Oxipl ex/AP 5akerhet oc:h effektivitet har inte studerats 
under �teranvandning av produkt oc:h/eller applikator. Ateranvandning kan leda till infektion och/eller immunolo gisk 
reaktion pi grund av korskontaminerin g, o lampl ig for varing och/eller hantering. Oxiplex/AP har inte u tvarderats 
for anvandning med andra produkterfor adherensprevention, i samband med intraperitoneala li:ikemedel eller 
h emostatisk:a med el ell er som vavexpand erande medium. Oxiplex/AP har inte utvarderats for anvandning hos bam 
eller gravida eller ammande kvinnor. Oarfor bor patienter rekommenderas att undvika befruktning under den forsta 
menstruationscykeln efter applicering av Oxiplex/AP. Oxiplex/ AP har inte utvarderats for anvandning i samband med 
mal ignitet. Oxiplex/ AP har inte utvarderats efter Oppning av tarmen, urinbl�san eller andra viscera la organ .  G elen har inte 
utvarderats for anvandning i nar varo av gal la. Som vid alla implanterade material kan kroppen rea gera pi de frammande 
forem!len. Flera lager gel i bukh�lan Okar risken for att gel forfly ttas frAn den avsedda anvandnin gsstallet, och i nigra av 
dessa fall observerades en lit e n  mangd restgel under det klinisk:a studieuppfoljningsforfarandet 6 till 10 veckor senare. 
Aterstiende gel var inte associerad med foljdsjukdoma r. 3� 

FORVARING OCH HANTERING: Forvara i rumstemperatur (2 -25 '(). 

LEVERANSSATT 
Oxipl ex/AP levereras steril i en termoformbrick:a. Termoformbrickan inneh�ller tv� 20 ml sprutor med gel och en 
gelappli kator. Utvandigt ar forpackninge n i nte steril. Sjalvhaftande etiketter tillhandah�lls for dokumentation. 
Etiketterna identifierar produkten och produktionspartiet. 

BRVKSANVlSNING 
FORE INGREPPET 
Oxipl ex/AP ska endast anvandas av lakare. Anvand Oxiplex/AP enligt bru ksanvisningen. Risken ar densamma som vid 
anvandningen av all medicinsk utrustning. For att minimera de kvarst\ende risker som ar forknippade med al'lVandnin gen 
av denna enhet rekommenderas att informationen for al'lVandning lases av li:ikaren och diskuteras med patienten innan du 
anvander enheten. Patienter som ar k:anda for att  vara 6verkansl iga mot Oxiplex/AP el ler dess komponenter bOr inte 
behandlas med Oxiplex/ AP. Gelen fungerar som en bar riar mellan vavnaderfor att fOrhindra adhesionerfrAn att b ildas. 
Vavnaden m�ste separeras med gel for effektivt adherensfOrebyggande. 

ANVANONING OCH BORTSKAFFNING AV ENHETEN 
Oxipl ex/AP ar endast avsedd for en g!ngsbruk. Atera nvand/omsteril isera in te .  
1 .  T a  bort forpackningen inneh�llande Oxiplex/AP fylld spruta och applikatorn frAn boxen. 
2 .  kontrollera att forpacknin gen inte ar skad ad. Anvand inte om den ar skadad ell er Oppen. 
3. For in sprutor och applikator i det steri la operationsomrAdet med steril teknik. 

4.  Ta  bort locket fr�n luerlAsanden p�  sprutan. Nar applikatorn anvands for peritoneal anvandning ska du  ansluta 
gelapplik:atorn till luerlhi:inden p� sprutan och rotera tills den ar ordentl igt fastsatt. (Sam ma applikator ska 
anvandas for bAda sprutorna, om det behovs). 

5. Kassera sprutor, eventuell kvarvarande gel oc:h applikator efter anvandn ing. Oen anvanda Oxipl ex/AP-enheten 
kan utgOra en biolo gisk risk. FOlj nationella, lokala eller institutionella riktlinjerfor bortskaffande av biohazard 
material. 

INTRAUTERIN KIR\JRGI 
1. Applicera gel en i slutet av proceduren efter du har sugit bort alla Yatskor och vavnadsexpanderande medel 
2 .  Fast sprutens luerlh p� hysteroskopet. Fyll hysteroskopet med gel genom att komprimera sprutkolven tills gel bl ir 

synlig i hysteroskopets spetsande. 
3. Borja applicera gel en vid livmoderns fund us. Applicera gelen gradvis tills h ela livmodern oc:h livmoderhalsen fyllts 

genom att komprimera sprutkolven samtid igt som hysteroskopet l�ngsamt dras ut. Se b ild 1. 
4.  Slut fOr det kirurgisk:a ingreppet enligt standardteknik av kirurgen. 

PELVISK GINEKOLOGISK OCH PERITONEAL KIRURGI 
1. Applicera ge len i slutet av proc:eduren efter du har sugit bort hela spolningsvatskan. Det rekommenderas 

att patienten placeras i omvand T rendele nburg-position for det mest effektiva avli:igsnandet av kvar varande 
spolningsvatsk:an. 

2 .  Tack alla anatomiska platser dar prevention av adhesion ar Onskvart med ett enda lager Oxiplex/AP.• Appl ikatOren 
fordelarge len i ett"band� Endastett enda lager gel (ca 2 mm i djup) b Or anvandas for att bel i:igga vavnadsytorna 
for vilka prevention av adh esion ar avsedd. Se b i ld 2 .  

3. Anvand endast ti llracklig med gel for att appl icera ettenda la ger gel p� vavnaderna p �  det satt som beskriv s .  Oet 
ar inte nOdvandigt att anvanda alla 40 ml av ge l.  

4 .  Flytta inte gelen med sonder ell er andra instrument nar den har applicerats. Om gel kommer I kontakt med en 
stor mangde av spolningsvatskan, kan dess form�ga att sitta fast vid peritoneala vavnader ave ntyras. Oarfor ska 
den avlagsnas fr�n bukhllan och ny gel appliceras pi platsen. 

5. Slut fOr det kirurgisk:a ingreppet enligt standardteknik av kirurgen. 

*YTTERLIGARE INSTRUKTIONER FOR GELAPPI.IKATIONEN : PELVISK GYNEKOLOGISK KIRURGI 
1. Ly ft bort aggstockarna frAn backentes sidovag g och applicera ett enda la ger gel d att det tacker a ggstoc:kamas 

fossa och a ggstock:arnas bakre yta. 
2 .  Satt till bak:a a ggstock:arna i normal anatomisk posit ion oc:h applicera ett end a la ger gel d att det tacker 

a ggstockamas framre del. 
3. Applicera ett enda enda lager gel si att det tacker aggledaren, inklusive ampulla och mesosalpinx. 

4. Applicera ett enda lager gel si att det tacker livmoders laterala del mot adnexa. 
Vanligtvis ar 1 5  ml gel tillrackl ig for att tacka en enda adnexa och intilliggande strukturer, innefattande a ggstoc:kamas 
fossa och livmoders sidomarginaL 

KOMPI.IKATIONER 
Inga enhetrelaterade biverkningar har rapporterats i kliniska studier.u Aven om det inte n6dvandigtvis hanfor 
sig t ill anvandnin gen avOxiplex/AP har fOljande biverkningar rapporterats: smarta, feber, svullnad, inflammation, 
frammandekroppsreaktion och d!liga prestanda. 
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lnnehU 2 -spruta 20 ml 
1 -appliceringsspets � 
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DE 
BESCHREIBUNG 
Oxiplex/AP ist e in transparentes, flieBfahiges Gel zum Einmalgebrauch. Es besteht aus einer steri len, resorbierbaren 
Mischung aus P olyethylenoxid (PEO) und Natrium-Carboxymethylcellulose (CMC). Das G el ist mit Ka lzium 
stabil isiert und isotonisch. In vorkl inischen Studien hat sich ge zeigt, dass es in der PeritonealhOhle innerhalb von 30 
Tagen abgebaut wird. 

VERWENOUNGSZWECK 
Oxiplex/AP ist als mechanische Barriere gegen Adhasionsbildung indiziert. 

INOIKATIONEN 
Oxiplex/AP wird erganzend zur intrauterinen oder peritoneal en Chirurgie verwendet, um die lnzidenz, das AusmaB und 
die Schwere postoperativer Adhasionen an der OP-Stelle zu reduzieren. 
KONTRAINOIKATIONEN 
Oxiplex/AP darf nicht bei akuten lnfektionen eingesetzt werd en. 

WARNHINWEISE 
Nicht intravenOs injizleren. 

VORSICHTSMASSNAHMEN 
Oxiplex/AP wird steril gel iefert. Nicht nach Ablauf des Verfallsdatums verwenden .  Die Sicherheit und Wirksamkeit 
von Oxiplex/AP wurden nicht unter Bedingungen einer Wiederverwendung des Produkts und/oder des 
Applikators untersucht. Die Wiederverwendung kann zu einer lmmunreaktion und/oder lnfektion infolge einer 
Kr euzkontamination, unsachgemaBer lagerung und/oder Handhabung f0hren. Oxipl ex/ AP wurde nicht in 
Kombination mit anderen Produkten zur Adhasionsvorbeugung be i  Vorlie gen intraperitonealer medizinischer oder 
h amostatischer Wirkstoffe oder als Dehnungsmittel untersucht .  Oxiplex/AP wurde nicht an Kindern od er schwangeren 
Frauen oder stillenden Frauen evaluiert. Desha lb sollte n  die Patientinnen dazu angewiesen werden, wahrend des 
ersten Menstruationszyklus nach der Anwendung von Oxiplex/AP eine Empfangnis zu verh0ten. Oxiplex/AP wurde 
nicht bei Vorliegen von Mali

gnitaten evaluiert. Oxiplex/AP wurde nicht nach einer Offnung des Oarms, der Blase 
oder anderer Eingeweide evaluie rt.  Oas Gel wurde nicht bei Vorliegen von GallenflUssigkeit evaluiert. Wie bei allen 
impl antierten Materialien kann es bei Oxiplex/AP zu FremdkOrperreaktionen kommen. Oas Auftragen von mehreren 
Ge lschichten in der PeritonealhOhle erhoht das Risiko, dass das Gel sich von der geplanten Anbringungsstelle I Ost, und 
in manchen dieser Falle wurde wahrend der Nachuntersuchung im Rah men der k linischen Studie 6 bis 10 Woc:hen 
spater immer noc:h eine kleine Menge restlichen Gels beobachtet. Restliches Gel wurde nicht mit klinischen Spatfolgen 
assoziiert. 3.4 

LAGERUNG UNO HANOHABUNG: Be i  Raumtemperatur (2 -25 'C) lagern. 

LIEFERFORM 
Oxiplex/ AP wird steril in einer Thermoformschale geliefert. Die Thermoformschal e e nthalt zwei mit Gel gefOllte 
20-ml-Spritzen und einen Gelapplik:ator. Oas AuBere derVerpackung und der auBere lnhalt sind nicht steril. Zu 
Dokumentationszwecken werden selbsthaftende Etiketten geliefert. Die Etiketten dienen der ldentifizierung des 
Produkts und der Produktionscharge. 

GEBRAUCHSANWEISUNG 
VOR OEM VERFAHREN 
Oxiplex/ AP darf nur von Arzten ver wendet werden. Verwenden Sie Oxiplex/ AP gemaB der Ge brauchsanwe isun g. 
Die Ver wendung a lier medizinischen Produkte bir gt e in Risiko. Um das Restrisiko im Zusammenhang mit der 
Verwendung dieses Produkts zu minimieren, wird empfohlen, dass der Arzt die Gebrauchsinformationen liest und vor 
derVer wendung des Produkts mit dem Patienten bespricht. Patienten, deren Anamnese eine Oberempfindlichkeit 
ge gen0ber Oxiplex/AP oder seinen Komponenten aufweist, sollten nicht mit Oxiplex/AP behandeltwerden. Oas Gel 
fungiert als Barriere zwischen Geweben, um die B ildung von Adhasionen zu vermeiden. Gewebe muss durch Gel 
getrennt werden, um einer Adhasion effektiv vorzubeuge n. 

VORBEREITIJNG UNO ENTSORGUNG DES PROOUKTS 
Oxiplex/AP ist nur fOr den einmaligen Gebrauch bestimmt Nie h t  wieder ver we nden/erneut steri lisieren. 
1. Nehmen Sie die Verpackung, welche die mitOxipl ex/AP gefOllte Spritze und den Applikator enthi:ilt, aus dem 

Karton. 
2 .  Oberpr0fen Sie die Verpackung auf Beschadigungen. Nicht verwenden, falls sie beschadigt oder geOffnet i st. 
3 .  OberfOhren Sie die Spritzen und den Applikator unter Anwendung einer steri len Technik i n  den steri len 

Operationsbereich. 
4. Nehmen Sie die Kappevom Spritzenende mit Luer-Anschluss. B e i  der peritonealen Verwendun g des Applikators 

verbinden Sie den Gelapplikator mit dem Spritzenende mit Luer-Anschluss; drehen Sie ihn s olange, bis er fest 
sitzt. (Derselbe Appl ikator wird be i  Bedarf fUr beid e Spritzen verwendet.) 

5. Spr itzen, 0br iges Gel und den Applikator nach Gebrauch entsorgen. Das gebrauchte Oxiplex/AP k:ann eine 
b iolo gische Gefahr darstelle n .  Befol gen Sie die nationalen, lokalen oder die Richtlinien lhrer Einr ichtung zur 
Entsor gung von biolo gischem Gefahrenmaterial. 

IN TRAUTERINE CHIRURGIE 
1. Tragen Sie be i  Abschluss des Verfahrens und nach Absaugung je glicher FI 0ssigkeiten und Dehnungsmittel Gel 

auf. 
2 .  Befestigen Sie den Luer-Anschluss der Spritze am Hysteroskop. FUii en Sie das Hysteroskop mit Gel, indem Sie den 

Spr itzenkolben hinunterdriicken, bis Gel am Spitzenende des Hysteroskops erscheint. 
3 .  B eginnen Sie mit dem Auftra gen des Gels am Gebarmutterfundus. Tragen Sie das G el schrittweise auf, um den 

Uterus und den Zervixkanal vollstandig zu fUl len,  indem Sie den Spritzenkolben hinunterdr0cken, wahr end Sie 
das Hysteroskop langsam zur0ckziehen .  Siehe Abbildung 1. 

4. SchlieBen Sie das Verfahren gemaB der Standardtechnik des Ch irurgen ab. 

GYNAKOLOGISCHE UNO PERITONEALE OPERATIONEN IM BECKENBEREICH 
1. Tragen Sie be i  Abschluss des Verfahrens und nach Absaugung je glicher Sp0lflUssigkeit Gel auf. Es wird 

empfohlen, die Patientin in eine umgekehrte Trendelenbur g-Posit ion zu bringen, um 0brige SpUlflOss igkeit am 
effektivsten zu entfernen. 

2 .  Bedecken Sie alle anatomischen Stell en, wo einer Adhasion vorgebeugt werden soll, miteiner einzelnen Sch icht 
Oxiplex/AP.* Der Applikator gibt das Gel als ,Band" a b.  Es sollte nur eine eimrelne Schicht des Gel ban des (etwa 2 
mm tief) verwendet werden, um die Gewebeoberflachen zu bedecken, auf denen der Bildung einer Adhasion 
vorgebeugtwerden soil. Siehe Abbildung 2 .  

3 .  Verwenden S i e  nur so viel Gel wie notwendig ist, um gemaB Beschreibung eine einzelne Gelschicht auf die 
Gewebe aufzubringen. Es ist nicht erforderlic h, die gesamten 40 ml des Gels zu verwenden. 

4. Positionieren Sie das Gel nicht neu mit Sonden oder anderen lnstrumenten, sobald es aufgebracht ist. Wenn 
das Gel in eine Ansammlung von SpUl flOssigkeitgerat, kann seine Haftfah igkeit an peritonealen Geweben 
b e eintrachti gt sein. Deshalb sollte es aus der PeritonealhOhle entfernt und neues Gel sollt e  an der Stelle 
aufgetragen werden. 

5. SchlieBen Sie das Verfahren gemaB der Standardtechnik des Ch irurgen ab. 

*WEITERE ANWEISUNGEN ZUM AUFBRINGEN DES GELS: GYNAKOLOGISCHE OPERATIONEN 1M BECKENBEREICH 
1. Heben Sie den Eierstock von der Seitenwand des Beckens an und tragen Sie ein e einzelne Schicht des Gels auf, 

um die Fossa ovarica und die hintere Oberflache des Eierstocks zu bedecken. 
2 .  Bring en Sie den Eierstock wieder in die normale anatom ische Position zur0c k und tragen Sie eine einzelne 

Schicht des Gels a u  f, um den vorderen Bereich des Eierstocks zu bedec k en. 
3 .  Bring en Sie eine einzelne Schicht des Gels auf, um den Eileiterzu bedecken, einsch lieBlich der Ampulla und der 

Mesosalpinx. 
4. Bring en Sie eine einzelne Schicht des Gels auf, um den lateral en zu den Adnexa zeigenden Aspekt des Uterus zu 

bedecken. 
GeWOhnlich sind 15 ml des Gels ausreichend, um ein einzelnes Adnexum und angrenzende Strukturen zu bedecken, 
einschlieBlich der Fossa ovarica und des lateralen Randes des Uterus. 

NEBENWI RKUNGEN 
Es wurden keine mit dem Produkt in Verbindung stehenden Nebenwirkungen in klinischen Studien berichtet. 1 ... 
Obwohl sie nicht notwendigerweise der Verwendung von Oxiplex/AP zuzuschreiben s ind, wurden die folgenden 
unerw0nschten Ereignisse berichtet Schmerzen, Fieber, Schwellung, EntzOndung, FremdkOrperreaktion und schlechte 
Funktionsfahigkeit. 
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lnhalt 2 -Spritz• 20 ml 
1 -Appl ikatorspitze 
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EL 
nEPlrPA4>H 
H vtX� Oxi plex/AP<lva, µ,a 6,acpav�<;. Pfuot� ytXij µla< XP�O�<;. H vtX� anote>.d tvaotdpo, anoppocp�o,µo µlyµa 
an6 no>.ua18uXfvo(d610 (PEO) Ka, vatp1ooxo <apl)o(uµf8w.0Kuttaplv� (CMC). H vtXij ota8fponoi,lta1 µf ao�totio, 
dVOl 106tov11 KOl, 6nwc;t:xEtano6e.1x8Efoe. npol(Xtvu<t:c:; µd.tuc;,arro�d)ilua,an6 Tl')V TTEPITOVO'ikr') K0�6tl')TQE.VT6<; 
30�µfpcilv. 

XPHIH rlA THN onOIA nPOOPIZETAI 
To Oxi pl ex/AP npoopl(etai v,a XP�"� W< µ�xav1K6� cppayµ6< ot0v ax�µanoµ6 ouµ<pl)o,wv. 

ENIIEl::EII 
To Oxi pl ex/AP npoopl(ITOl VIOXP�O� W< �o�8ijµQ Of eu6oµ�tp1aKt< � 7Tfp!lOVcil�XflPOUPYU(t< ,n,µllaof1<; µf 
OKOTT6 Tl') µdWOr) Tl'lC:: Enlmwo11c:;, tr)<; fKTOOr)<; KQl Tf'K oo'3clP6trrta<; TWV µETEVXElPl')TLK<i:JV ouµq,Ooe:wv 011l XELPOupyucr') 
TOJT08Eola. 

ANTENIIEl::EII 

M� XPij01µono1<1te t� y;X� Oxi pl ex/APnapouola Xolµw(��-

nPOEIIIOnOIHIEII 
Naµ') xoprwdta1 µe: ev6oq,Xt:.�1a Eve.or). 

nPOOYIIA::EII 

To Oxiplex/AP 7TQPtxrnll 07TOotelP(,)µt\lo. Naµijv XP�otµo7TO!dl017TE()OV � ijµE()OIJllllia<;M� H �Kai� 
07T0teXa,µattKO�O lOU Oxiplex/AP 6eu eypw µ,X�&I U7T6 ow8��f7TQ�7TTU(�XP�< lOU IOtpOl,xvo,\oylXOO 
7Tpol0� �kDI lOU f<PQpµoyta. H mavaX�7T llK�XP�ij µ7TOpd VO 06��"" OfOUOOOXoy� an6KP•� 1\/l«uXoll,l,lfn )oyw 
6,acnaupooµeu�< µOX=c;, OKalllM�� (l)l)Xa(�l\fl<Dl X•1P1oµou To0xiplex/AP6eu l!)(a µ,X�8EI of ow6uaoµ6 µ, &.>.a 
npotOvro ancxpuy(K ,wv ouµq,ootwv,napouoto. E\001Tep1,ovdiktilv cpapµa:i CEunlCWY ouotWv r'i 01µoora1u«JNrrapa'{OITWV n we; 
µtoo6,oaw.� TO Oxiplex/AP 6eu l!)(fl �y�8d"' nai616. � Of YWOU<E<;7TOU dVOI tv<UOI � �(ow. E7TOµtvwc;, nptna VO 
ouVtotatOI on<ao8eud<va anocpfOyouv� oOAAijlj)� Kat6 tovnpcill0 KO<Xo �< Eµ1J11116ppoa< µao �v "l>QPµo� tou Oxiplex/AP. 
To Oxiplex/AP 6eu l!)(a �rf,d napouola KO.KOfl8flcilv. To0xiplex/AP6eu l!)(a �,o>.o�8EI blata an6616.vo�� tou £1/Ttpou, � 
� � &J.wv on>.avxv1Kcilv opy6.vwv. H y;Xij 6eu l!)(a �10Xoyij8d napouolaxc,Mc;. Orr� kDl µ, K6.& &Joo flJ<(llTCfuµtvo uX"6, 
£U6tx,m,va npoK0<1>0uvavtop6.oe.;oe (tvo ocilµa µ, to Oxiplex/AP. H "l>QPµo� naManXcilv otpciloewv yt),� � nep1t0Vai:� 
K006=au€6.va lOV K�6wo anoKOXX=< �< v�<an6 �v tono&ob spapµoy� 'I\O �vooolanpoopl(fla, Kn\ o, op1oµtvE<; 
an6 aUlt< ll<;7T£Pl7TTWOE,;, µ,a µ"P� noo�ta u7TOX..µµat�y,>.�<napcmip��., Kata �v61a611•::iola7TOPa<o.\oO� cna 
nXalota �KNIA�< µEX� 6 µ, 10,il6oµ6.6f<;apy6tepa. H U7YOX,iµµan�y,>.� 6,uoyptl/>mv µf KX1vool.,naK6Xou8a."' 

4>YIIA=H KAI XEIPO:MOI: <Du>.6.ooetf o, 8fpµoKPaola 6wµatlou (2 -25 •q. 

TPOOOI nAPOXHI 
To Oxi pl ex/AP naptxaa, anoot<l()wµtvo Of 8fpµoµopcp1K6 610<0. O 8fpµoµopcp1K6< 61oKo�nfp11!)(,i 6uo OOpiyy� y,>.� 
'TWV 20 ml l(Ol tvav E(papµoyta yt>i.nc;. To E(Wl£PIK6 Tµfiµa tr)<; OUOl(fUQO(ac:; KOi ta �wu:pucd ne,p1Ex6µeva 6Ev dVOl 
QTTOO"TELPWµfva. 01autoK6X>i.rrrEc:; ETLKiTt:c; naptxoVTOl VlOOK01T00<; tEKµl')plwonc;. Ot ETll(f1'Ec:; >i.e.ttour,yoW avayvwp1ot1Kd. 
VlO TO npo'i6v l(Ol Tl')V naplf6a TOU npo'i6vtoc:;. 

OIIHrlEI XPHIHI 

nPIN Ano THN EnEMBAIH 
To Oxi pl ex/AP nptne:, va XPl')Otµono1dta1 µ6vo an6 ,arpOOc:;. Xp11oiµono1dtE TO Oxi pl ex/AP OUµQ>Wva µenc:; o6rwfEc:; 
XP�oric;. H XPr'iOl'l 6>.wv twv 1atpouxvo>.ov11«iiY npoI6vTWv evtxa l(tv6Wouc:;. na va e)i.ax1oroTT0100Vta.1 01 uno>.£1µµa11Kol 
Kfv6uvo1 nou CJXET(CovtOl µE Tl') XP�OI') QUTOO TOU LOTPOlE){VOXoyLKOO npoT6vtoc;, OUVlO"Td.TOl otov/arrw 1atp6 VO 61aj3a(El 
11.c:; n>.ru:,ocpoplec; CJXETLKd. µE Tl') XP�OI') KOi van; ou(r,td.El µE TCN/tr')V ao8e:vr'i nptv an6 Tl1 XPr'iO"l TOU 1arponxvoN>vll(o(J 
npoT6vtoc:;. To Oxiplex/AP 6Ev nptnEl VOXP'1otµon01Efm1 OE aoe�a<; nou txouv IOTOPlK6 U7TEPEUOlo81')olac:; OTO OxipleX/ 
AP n lQ OUO'lOllKd. TOU. H yf)i.r) Aerroupyd W<; <ppayµ6<; µEta{O lWV lO'TWY µe OKOrr6 lr)V anocpuyn TOU CJXl')µOlloµo(J 
ouµq,OOEwv. flaanO'l'E)i.Eoµawcr') anocp uyr') 1wv ouµq:,OOEwv, 0110TOI nptnEl va 61axwpr<c,v1a1 µEta(O 101.1<; µe y0i.r). 

nPOETOIMAIIA KAI AnOPPIIIIH TOY IATPOTEXNOIIOnKOY nPolONTOI 
To Oxi pl ex/AP npoopC(ETOl VlO µia XPr'IOl'l µ6vo. M11v XP'1otµon01EfTe (av6/ µr)v enavanooteipWvete. 
1. Aq)a1ptou Tl') OUOl(EUao(a nou ne.p1E)(e1 Tr) OOp1yya nou dva1 n)i.r)pwµf\/11 µE TO Oxi plex/AP KOi TOY eq,apµoyta an6 

TO KOUlf. 
2. Ent8Ewpr')OTE Tr) OUot<EUaola y1a TUX6v (r)µtfc:;. Mr) XPl'lOiµ07TOldTf tov 61amatw80W (r)µtfc:; n 6T1 '1 OUOKfUOOIO Efva1 

avo1xrn. 
3 .  Me anootf.ll)Wµf\/'1 l?)(WCI\ E1ody&E nc;oOp1yya:;K01 TOV Eq)Qpµoyta OTO o-relpo xapoupyll(6 nEOlo. 
4. Aq)a1platE TO nWµa an6 TO dKPO Tr)<; oopIyya<; µE ll'l 8opa luer lock. Otav XP'10tµono1dTe TOY eq,apµoyta VlO 

7TEPITOVO'.LKr) XPr'loll, ouv6tou TOV fq>apµoyta Tl')<; vtX11c:; µE TO diq:,o Tf'K oopIyya<; µe ll'l 80PO luer lock. nEp1atpt1Pte 
µtxp, va ouv6.Sd ota8fpa. (0 1610� fcpapµoyta� µnopd va XP�otµono,�8,r <01 y,a n< 60o OOpiyy,,;. rov XPflaotfl) 

5 .  Mao� XP�Ol], Q7TOppllj)te t1<; OUPIYVE<;, lU)(OV uno>.,iµµarU(� y;X� KQI lOV f<PQpµoyta. To IOlPOlf)(V0XOyU(6 npoi6v 
Oxiplex/AP nou XP�oiµo7TOuj�Kf eu61!)(IT01 vo a7TOteX.I �1o>.oy"6 Klv6wo. AKo>.ou&lrf n��•Ktc;, to7TU(I!<; � 
16puµanKt< Kotf..ewt�PI'< o6�vif< yIa �v an6ppiljl� lOU �l0f7TU(l\/6Wou W.IKOO. 

ENIIOMHTPIAKH XEIPOYPrlKH EnEMBAIH 
1. Ecpapµ6ot• y;Xij <at6 t�v o>.o<Mpwoij �< mtµllaoijc;, acpoO txa ylv,i avapp6cp�� 6Xwv twv uypcilv <01 twv 

uX1Kcilv61QOlOM<;. 
2. rw6EatE Tl') 80pa luer lock Tl')<; OOp1yyac:; µe: TO µJ'lTPOOK6mo. reµCo're TO µJ'lTPOOK6mo µE yf)i.r), mt(ovtac:; TO tµjwAo 

ll'lC:: ot)pIyyac:;, Ewe:; 6TOU Eµ<pav1atd va11 OTO dKPO TOU µJ'llPOOKonlou. 
3. ::fKIV�£ l�V ,q,apµoyn lij< ye).�< OlOV 86X,, lij< µ�tpa<. Ecpapµ6ote ota61aK6. � y;Xij µtxp1 VQ y£µ(o,i lUdW� � 

µfitpa K0I '1 TPOX'1AIJ(r'i 61060<;, mECovtac:; TO t.µj3o.Xo ll'K ot:JpIyyac:; evW anoOOpEu apyQ TO µJ'llPOOK6mo. �dte nw 
EtK6va 1. 

4. OXolU\r)pWatE Tl') XElPOUPVlKr'i rntµ'3a.or) oOµqiwva µE Tll,I np6TU7Tr) TE){VIK!'i TOU/rf'KXEIPOUPYOO. 

nYEIIIKEI rYNAIKOI\OflKEI KAI nEPITONAIKEI XEIPOYPrlKEI EnEMBAIEII 
1. Ecpapµ60lf y;X� <at6 �v 0Xo.X�pwo11 �< mtµllaoric;, acpoO l!)(a ylv,i auapp6cp� 6>.ou tou uypoO KO.ta10VtoµoO. 

Iwl0Tafa1 va TOno8euCm10/11 ao8Evnc:; at: avdOTpocpr) 8tor) Trendelenburg, µe: ll'lV onoCo enm.1y){QvET0.1 11 mo 
arroT?:)i,wµanKn aq,a{peo11 TOU uno.XuµµaTIKOO uypo(J KarOlOVloµOO. 

2. KaXO\IITE 6Xec; ti<; avaTOµiKfc:; TOno8Eolec; 6nou em8uµdu vaanoq,Oyeu TOY ax:11µ01!0µ6 ouµcpOoewv µe µ10 atpWOf'l 
Oxi plex/AP.• 0 Ecpapµoyta<; XoP'1Yd ll'l va11 oe µopq,fi "Kop6t)i.ac:;". Ka.M!lnE TI<; Emq,dvEtEc:; l'WV 1atWv eKEfvwv 6nou 
8tXetf va anocpoyetf tov oXijµanoµ6 ouµcpoo,wv µ, µ,a µ6vo otpcilo� y;X�� (�6.8o�2 mm nfplnou). ll<lte t�v 
ElK6va2. 

3. XP110tµono1natE µ6vo 60') yt)i.r) XPEld<:eta1 yIa VO KCV\6'41ETE TOU<; IO'lO(I(; µe µ10 µovfi otpWO') ytX')<; 6nwc:; 
nEpIypdcpcta1. tuv dva1anapa{Tr)TO YOXP'10Lµonoif)octe KOl 'TO 40 ml lflC:: ytX')<;. 

4. M�v £7TQVQl07T08etdre l� y;X� µ, µnXf< n 6.XXa 6pyava ,q,6oov l!)(fl n6ij y(v,i f(papµoy� l�<;. E6.v nto,i y;Xij Of tva 
Of'lµdo 6nou txa ouoowpw8d uyp6 KQTOlOVIOµO(J, r) IKOV6Tr)ld Tr)<; va OTtK0.XArt8EC OE 7TfPITOVO'tKot'.1c:; IO'lO(I(; µnopd 
va 61aKuJ;euTd EnoµfVw<; nptnEl va T'1V acpa1pt0Eu an6 Trr,, neprrovail(r'i KoV!.6urra Kat va Eq,apµ6one EK vtou 
y;Xij =v tono8fola. 

5. OXolU\r)pWatE Tl') XflPOUPVlKr'i rntµ'3a.or) oOµqiwva µE Tll,I np6TU7Tr) Tf){VIK!'i TOU/rf'KXEIPOUPYOO. 

"EnlnPOIE>ETEI OIIHnEI nA THN E<l>APMOrH rEIIHI: nYEIIIKEI rYNAIKOI\OrlKEI XEIPOYPnKEI EnEMBAIEII 
1. AVOOf'lKWOTt Kat anoµaKPOveu u,., wo8r'IK11 an6 TO nAeuplJ(6 To(xwµa lflC:: nuOi.ou l(QI ecpapµ60Tt µ10 µovr'i otpti)or) 

vtX11c:; VlO va icaXO\l)ETE TOV wo8r)KtK6 J;68po KOi Tr)V omoe,a Emq>dVflQ lflC:: wo8fil(I')<;. 
2. Enavaq>fpETf ll'lV W08fil(r) CJTJW l(QVOVlKn QVQTOµLKn ll'lC:: 8E01') KOi f(pOpµ60're µ10 µovfi OTpWO') yt)i.r)<; yIa YO 

KOXO\l>etf to np6o810 t�µa t� wo8�Kij<. 
3. Ecpapµ6ot• µ,a µov� otpcil� y;X� y,a va K<iXO\l>ITf � oa/,myya, ouµn,p1Xaµllavoµtv�� t��XijK08ou <01 t�< 

µEoooONllyyac;. 
4. Ecpapµ6ot• µ,a µov� otpcil� y,>.� y,a va K<iXo\l>etf �v nMv,a 6lj)ij tij< µ�tPO< nou ll).tn£1 npo< ta ,(apt�µota. 
Iwn8w<;, 15 ml yt)i.f'Kf7TOPK00VytOTl')V KdlU"'I') ev6c;e(apTnµaToc:; KOi TWVnapcucdµevwv6oµci)yTou, 
ouµnepV!.aµ�avoµtvou TOU wo8r)K1Ko(J l.\68pou KOl TOu nXdylou nep18wplou Tf'K µr'itpac:;. 

ANEnlGYMHTEI ANTIIIPAIEII 
KarQ Tl<; kA1v1Kt<; µe,Attec; 6ev avaq>tp8r)KOV avEm80µJ'lTe<; avn6pdoelc:; nou CJXET(Cov1a1 µE TO 1aTpe>TE){VoAoy1K6 npol6v.'-' 
Av KOi 6e:v oXctlCovnu anaparrr')TW<; µE ll'l XPr'IOll TOu Oxi plex/AP, Ol aK6AolSec:; avEm80µJ'lTe<; avn6pdoelc:; eypuv 
avacp,p8d: 6.Xvo<, nup£l6<;. ol6ijµa, cpXfyµov�, avtl6pao� Of (tvo ocilµa Kai <a<n an66oo�. 
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n,p1'l(6µ,va; 2 • IOPIVVQ lOU 20 ml 
1 -llxpo anX1Kaltp 

SR 
OPIS 
Oxipl ex/AP je prozi rni tetni gel za jednokratnu upotrebu. Ovaj gel je steri lna, resorptivna kombinacija polietilen oksida 
(PEO) i natrijum karboksimetilcel uloze ((MC). Gelje stabi lizovan kalcijumom, izotonitan, i dokazano je u pretkl initkim 
studijama da 6sti peritoneal nu !upljina u roku od 30 dana. 

NAMENA 
Oxipl ex/ AP je namenjen za upotrebu k:ao mehanitk:a barijera za formiranje adhezije. 

INDIKACUE 
Oxipl ex/AP je namenjen da se koristi kao dodatak intrauterinarnoj iii peritoneumskoj hirurgiji radi smanjenja pojave, 
stepena i te!i ne postoperativnih adhezija na operativnom mestu. 

KONTRAINDIKACIJE 
Nemojte koristiti Oxiplex/AP ukoliko postoji infekdja. 

UPOZORENJA 
Nemojte dozirati intravenozno. 

MERE PREDOSTROZNOSTI 
Oxipl ex/ AP se isporutuje steri lan. Nemojte ga koristiti posle isteka roka upotrebe. Nije vr�na provera bezbednosti i 
efikasnosti Oxipl ex/AP u uslovima ponovnog kori!Cenja sredstva i/i li aplikatora. Ponovna upotreba maledovesti do 
imunolo!kog odgovora i/ili infekcije zbog unakrsne kontaminacije, nepravil nog skl adi!tenja i/i li rukovanja. Oxi pl ex/ 
AP nije ispitivan u kombi nadji sa drugim preparati ma za sprelavanje adhezije, u prisustvu intraperitonealnih lekovitih 
sredstava iii hemostatski h sredstava iii kaosredstvozadistenziju (nadimanje). Oxiplex/AP nije ispitivan koddece iii 
trudnica, niti kod .2:ena dojilja. Stoga padjentima treba savetovati da izbegavaju zatete tokom prvog menstrualnog 

cikl usa nakon primene Oxi plex/AP. Oxiplex/AP nije pnxenjen u prisustvu maligniteta. Oxiplex/AP nije procenjen 
nakon otvaranja creva, be�i ke iii drugih visceralnih organ a. Ovaj gel nije procenjen u prisustvu .2:u6. Kao i kod drugih 
materijala za impl antadju, reakdje na strana tela mogu se pojaviti i kod Oxipl ex/ AP. Primena vi!estrukih slojeva gela 
u peritonealnoj �upljini pov«ava rizi kda se gel odvoJi od predvidene lokadje primene, a u  nekim od ovih slutajeva 
zabele!ena je mala kol ilina zaostalog gel a tokom postupka pratenja klinitke studije 6 do 10 nedelja k:asnije. Zaostali 
gel nije povezan sa klinitkim posledicama.1-• 

SKLADISTENJE I RUKOVANJE 
Cuvati na sobnoj temperaturi (2 -25 °(). 

NACIN ISPORUKE 
Oxipl ex/AP se isporutuje steri lan u termitki zaptivenom pakovanju. Termitki zaptiveno pakovanje sadr!i dva !prica 
od 20 ml gela ijedan aplikator gel a. Spolja!nJi deo pakovanja i spoljni sadr!aj nisu sterilni. Samoljepljive nalepnice su 
namenjene za kori�enje u dokumentacijL Etikete pokazuju proizvod i proizvodnu seriju. 

UPUTSTVO ZA UPOTREBU 
PREDPROCEDURA 
Oxipl ex/ AP smeju da koriste samo lekari. Koristite Oxi pl ex/ AP u skladu sa uputstvima za upotrebu. Ri zik postoJi 
kod upotrebe svih medicinskih sredstava. Da bi se smanjio rezidualni rizik povezan sa upotrebom ovog sredstva, 
preporutuje se da lekar pro6ta informadje o upotrebi i razgovara sa pacijentom pre upotrebe sredstva. Kod pacijenata 
za koje je poznato da su preosetljivi na Oxi pl ex/AP iii njegove komponente ne treba koristiti Oxiplex/ AP. Gel slu!i 
kao barijera izmedu tkiva koja slu2i za spretavanje pojave adhezije. Tkiva se moraju odvojiti gel om da bi se efik:asno 
spre6I a adhezija. 

PRIPREMA 5REDSTVA I ODLAGANJE 
Oxipl ex/AP je samo za jednokratnu upotrebu. Nemojte ponovo koristiti/ponovo sterilisati. 
1 .  Ukloniteambala!u sa kutije u kojoj senalazi !pric napunjenOxiplex/AP i aplikator. 
2 .  Proverite da pakovanje nije o!tE'Ceno. Nemojte koristiti ako je pakovanje oUeCeno iii otvoreno. 
3. Vodeti ratuna o steri lnosti, unesite !priceve i aplikatore u steril no polje rada. 
4. Uklonite poklopac sa kraja !pricagde se nalazi.,.l uer lock"' navoj. Kada kori stiteaplik:ator za peritonealnu 

upotrebu, pri kljutite aplikator gela na deo !prica gde se nalazi.,.l uer lock"' navoj; okr'eeite dok potpuno ne 
pritvrstite. (l sti aplikator se koristi za oba !prica, ako je potrebno.) 

5. Nakon upotrebe, odlalite !priceve, preostali gel i aplikator u otpad lskori�Ceno sredstvo Oxiplex/ AP male biti 
biolo!ki opasan otpad. Pridr2:avajte se nadonalnih, lok:alnih iii institucionalnih smernica za odlaganje biolo!ki h 
opasnih materija. 

INTRAUTERINARNA HIRURGIJA 
1 .  Nanesite gel po zavr!etku procedure aspiradje svih te01osti i sredstava za nadimanje. 
2 .  Postavite.,.l uer lock"' navoj na histeroskop. Histeroskop napunite gelom pritiskanjem klipa !prica dok se ne pojavi 

gel na vrhu histeroskopa. 
3. Zapotnite aplikaciju gela na fund usu mate rice. Postepeno aplicirajte gel za potpuno punjenje materke i 

cervikalnog kanala pritiskanjem klipa !prica dok polako povla6te histeroskop. Pogledajte sliku 1 .  
4. Zavr!ite proceduru standardnom tehnikom hirurga. 

PELVICNE GINEKOLOSKE I PERITONEALNE OPERACIJE 
1 .  Nanesite gel po zavr!etku procedure nakon aspi radje sve telnosti za irigaciju. Preporutuje se da se padjent 

postavi u obrnuti Trendelenburgov polalaj za najefikasnije uklanjanje ostatka telnosti za irigaciju. 
2 .  Pokrijte sve anatomske lokadje gde je po!eljno spretavanje adhezije jednim sl ojem Oxiplex/AP.* Aplik:ator 

nanosi gel u vidu.,.trake"'.. Za nano!enje na povr!inu tkiva gde je potrebno spretavanje adhezije, treba koristiti 
samo jednosl ojnu gel traku (dubine oko 2 mm). Pogledajte sliku 2 .  

3. Koristitesamoonolikogel a kolikoje potrebnozajedan sl oj gela na tkivu kakojeopisano. Nije neophodno 
koristiti celokupnu koli6nu od 40 ml gela. 

4. Nemojte ponovo nanositi gel sondama i ii drugim instrumentima nakon jednog nano�nja. Ako gel upadne u 
posudu sa tel:no�u za irigaciju, male se umanjiti njegova sposobnost prijanjanja za peritonealna tkiva. Zato ga 
treba ukl oniti iz peritonealne !upljine, a novi gel treba naneti na to mesto. 

5. Zavr!ite proceduru standardnom tehnikom hirurga. 

*DODATNA UPUTSTVA ZA PRIMENU GELA: PELVICNE GINEKOLOSKE OPERACIJE 
1 .  Podignite jajnikod zida kart ice i nanesite jedan sloj gel a kako biste pokrilijamicujajnika i povr!inu zadnje strane 

jajnika. 
2 .  Vratite jajnik u normalni anatomski polo!aj i nanesite jedan sloj gela na prednJi deo jajnika. 
3. Nanesite jedan sloj gel a na jajovod, ukljutujuCi i ampulu i mezosalpi nks. 
4. Nanesite jedan sloj gel a na lateralni deo materice okrenut ka jajnkima i jajovodima (adneksa). 

Obitno je 15 ml gel a dovoljno da pokrije jednu adneksu i susedne strukture, uklj!XujuCi jamicu jajnika i bOCnu 
ivicu materice. 

NEZELJENJE REAKCIJE 
U klinitkim studijama nisu zabele!ene nikakve ne!eljene reakcije vezane za ovo sredstvo.1 .. lako se nu!no ne pripisuju 
upo�rebi sredstva Oxi pl ex/AP, prijavljeni su sl edeci ne.2:eljeni dogadaji: bol temperatura, otok, upala, reakdja na strano 
telo I lo!e performanse. 
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Steril ity.Vol. 84:S, pp.1450-1456. 

Sadr!aj: 
2-Spric20ml 
1 -Vrh aplikatora 
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SL 
OPIS 
Oxipl eX-/AP je prozoren, tekOC gel za enkratno uporabo. Je steri lna, absorptivna kombinadja polieti len oksida (PEO) in 
nat rijeve karboksimetilceluloze ((MC). Gel je stabiliziran s ka kijem in izotoniten, predklinitne raziskave pa so pokazale, 
da se iz trebu�ne votl ine izlo6 v 30 dneh. 

UPORABA 
Oxipl ex/AP seuporablja kot mehanska pre grada za nastanekadhezij. 

INDIKACIJE 
Oxipl ex/AP se uporablja kot pripomotek pri intrauterinih ali peritonealnih kirur�kih posegih za zmanj!anje pojavnosti, 
obsega in stopnje pooperativnih adhezij na mestu operadje. 

KONTRAINDIKACIJE 
Gela OxipleX-/ AP ne uporab ljajte v prisotnosti oku:2:be. 

OPOZORILA 
Ni primerno za intravenozno vbrizganje. 

VARNOSTNI UKREPI 
Oxiplex/AP je ob dobavi sterilen. Ne uporab ljajte po poteku roka uporabnosti. Va most in utinkovitost gela Oxiplex/AP 
nista bi li preuleni pri ponovni uporabi pripomOCka in/ali aplik:atorja. Po novna uporaba lahko pri'-Ede do imunolo�kega 
odziva in/al i oku2be zaradi navzk rifne kontam inadje, nepravilnega shra njevanja in/al i ravnanja. Oxiplex/ AP ni bil 
preuten v kombinaciJi z drugimi izdelki za prepreteva nje adhezij, ob prisotnosti intraperitonealnih medkinskih sredstev 
al i hemostatskih sredstev ali kotsredstvo za distenzijo. Oxiplex/AP ni b il  analiziran pri otrocih, nosetnicah ali dojetih 
mate rah. Zato je bolnicam treba svetovati, da prepretijo zanositev v prvem menstrualnem ciklusu po nanosu gela 
Oxipl ex/AP. Oxiplex/AP ni bil analiziran v prisotnosti malignih tvorb. Oxiplex/AP ni bil analiziran po odprtju tr evesja, 
meh urja ali drugih notranJih or ganov. Gel ni bil analiziran v prisotnosti fol ta. Kot pri vsakem drugem vsajenem 
materialu se lahko pri Oxiplex/AP pojavijo r e akdje zaradi tujka. Na nos v« plasti gela v peritonealno votl ino povetuje 
tveganje premika gela s predvidene ga mesta nanosa, v nekaterih primerih pa so majhno kolilino ostanka gela opazili 

pri kontrolnem pose gu v okviru klinitne !tudije 6 do 10 tednov pozneje. Ostanekgela ni bil povezan s k linitnimi 
posledicami.3-' 

SHRANJEVANJE IN RAVNANJE Shranjujte na sobni temperaturi (2-2S 0(). 

NACIN DOBAVE 
Oxipl ex/AP je dobavljen steri len na toplotno oblikovanem pladnju. Toplotno oblikovan pl adenj vsebuje dve 
20-mililitrski brizgalki z gel om in en aplikator gela .  Zunanjostembala.2:e in zunanja vsebina nista sterilni. Samolepilne 
etikete so prilo!ene za dokumentacijske namene. Z e tiketamije zagotovljena identifik:acija proizvoda in proizvodne 
serije. 

NAVOotLA ZA  UPORABO 
PRED POSEGOM 
Oxipl ex/AP lahko uporab ljajo samo zdravniki . Oxipl ex/AP uporab ljajte v skladu z navod il i za uporabo. Pri uporab i  vseh 
medicinskih pripomotkov ob staja dolote no tveganje. l.a zmanj�anje preostalega tveganja, povezan e ga z uporabo 
tega pripomotka,je priporotljivo, da zdravnik pred uporabo pripomotka prebere informacije za uporabo in se o 
njih pogovor i z bolnikom. Bolnikov z znano anamnezo preobtutljivosti za Oxiplex/ AP ali nje gove sestavne dele ne 

smete zdraviti z gelom Oxiplex/AP. Gel s lu.2:i kot pregrada med tkivi za prepretevanje nastanka adhezij. Za u6nkovito 
prepretevanje adhezijje treba tkivo ICX:iti z gelom. 

PRIPRAVA IN ODLAGANJE PRIPOMOCKA 
Oxipl ex/AP je namenjen samo enkratni uporabi. Ni za ponovno uporabo/ponovno steri lizacijo. 
1. lz �katle vzemite ovojnino, k i  vsebuje brizgalko, napolnjeno z gelom Oxiplex/AP, in aplikator. 
2. Ovojnino pre glejte in preverite, alije kakor koli po�kodovana. Ce je po�kodovana ali odprta, pripomotk:a ne 

uporabite. 
3. Z uporabo sterilne tehnikevnesite brizgalki in aplikator v sterilno kirur!ko polje. 
4 .  Snemite kapico s konca brizgalk e  z nastavkom luer lock. Pri uporabi aplikatorja za peritonealne pose ge pove!ite 

aplikator ge la s koncem brizgalke z nastavkom luer lock; vrtite ga, do kier ni trdno pritrjen. (Po potrebi uporabite 
isti aplikator za obe brizgalki.) 

5. Brizgalki, moreb itni preostanekge la in apl ik:ator po uporabi zavrzite. Uporabljeni pripomotek Oxiplex/AP lahko 
predstavlja b iolo!ko nevarnost. Upo!tevajte nacionalne, lokalne oziroma institucionalne smernice za odla ganje 
biolo�ko nevarne ga materiala .  

INTRAUTERINI POSEG 
1. Gel nanesite na koncu posega po aspiradJi vseh tekOCin in sredstva za distenzijo. 
2 .  Brizgalko z nastavkom luer lock pritrdite na histeroskop. H isteroskop napolnite z gelom tako, da stisk:ate bat 

brizgalke, dokler se gel ne pojavi na konid histeroskopa. 
3 .  Na nos gela zatnite pri maternitnem svodu. Postopoma nana�ajte gel da popolnoma napolnite maternico in 

cervikalni kana l, in sicer tako, da stiskate b a t  brizgalke, pri te rn  pa histeroskop potasi izvl«ete. Glejte s liko 1. 
4.  Postopekzaklju6te v skladu s standard no tehniko kirurga. 

MEDENICNI GINEKOLOSKI IN PERITONEALNI POSEGI 
1. Gel nanesite na koncu posega po aspiradJi vse teko6ne za izpiranje. Za najutinkovitej� aspiracijo preostale 

teko6ne za izpiranje je priporotljivo, da bolnik:a namestite vobratniTrendelenburgov polo.2:aj. 
2 .  Vsa anatomska mesta, na katerih .2:el ite prepre6ti adhezije, pre krijte z eno plastjo gela Oxiplex/AP.* Aplikator 

dovede gel v obliki »traku.:. Na povr�ine tkiv, na katerih je predvideno prepretevanje adh ezij, lahko nanesete 
samo eno plast traku v obl iki gela (pribli!no 2 mm na debelo). Glejte sliko 2. 

3 .  V skladu z navodili na tkivu uporabite samo toliko gela ,  da bo zadostovalo za nanos ene plasti gel a. N i  treba, da 
porabite vseh 40 ml gela. 

4. P o  na nosu gela pazite,da ga ne premaknetes sondami ali drugimi instrumenti Ce gel zaide v nakopire:no tek<Xino 
za izpiranje,je lahkoogro!ena njepa sposobnost spnJemanja s peritonealnimi tkivi. Zatoga je treba odstraniti iz 
peritonealne'-Ot:l ine in na zadevno mesto nanesti nov geL 

5. Postopekzaklj!Xite v skladu s standard no tehniko kirurga. 

*DODATNA NAVODILA ZA NANOS GELA: MEDENICNI GINEKOLOSKI POSEGI 
1. Jajtn ik privzdignite od stranske stene med en ice in nanesite eno plast gela, da prekrijete lo!o jajtnika in 

posteriomo povr!ino jajtnik:a. 
2 .  Jajtnik namestite nazaj v obilajen anatomski polo!al nato pa nanesite eno plast gel a, da prekrijete anteriorni del 

jajtnika .  
3. Nanesite eno plast gel a, da prekrijete jajcevod, vkljutno z ampulo in mezosalpinksom. 

4. Nanesite eno plast gel a, da prekrijete stranski del maternice, obrnjen proti adneksom. 
Obitajno 15 ml gela zadostuje za prekrivanje posameznih adneksov in okolnih struktur, vkljutno z lo!o jajtnika in 
stranskim robom maternice. 

STRANSKI UCINKI 
Pri klinitnih !tudijah ni b ilo v zvezi s pripomotkom zabele!enih nobenih stranskih utinkov.' .. Navajajo naslednje 
ne!elene dogodke, ki  paJih ni mo gote nujno pripisati uporabi gel a Oxiplex/ AP:  bole6ne, vrotina, otekanje, vnetje, 
reakcija na tujek in slab!a utinkovitost. 
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Vsebina: 2 -brizga 20 ml 
1 -konica aplikatorja 

ES 
DESCRIPCION 
Oxipl ex/AP es un gel fluido transparente para un solo uso. Es una comb inad6n absorbible esteril de 6xido de 
polieti leno (OPE) y carboximetilcelulosa s6dica ((MC). Se encuentra estabilizado con cakio, es isot6nico y se ha 
comprobado en estudios predfnicos que desaparece de la cavidad peritoneal antes de transcurridos 30 dfas. 

USO INDICAOO 
Oxipl ex/ AP esta disefiado para utilizarse como barrera mec�nica ante la formaci6n de adhesiones. 

INDICACIONES 
Oxipl ex/AP esta disefiado para utilizarse como accesorio en drug fa intrauterin a  o peritoneal para redudr la incidencia, 
extensi6n y gravedad de adhesiones posoperatorias en el sit io quirUrgico. 

CONTRAINDICACIONES 
No utilice Oxiplex/AP en presencia de infecci6n. 

ADVERTENCIAS 
No inyectar porvfa intravenosa. 

PRECAUCIONES 
Oxipl ex/AP se suministra esteril. No lo utilice despues de la fecha de caducidad No s e  han estudiado la s eguridad 
n i  la eficada de Oxiplex/AP en condiciones de reutilizaci6n del dispositivo o del aplicador. La reutilizad6n puede 
provocar una respuesta inmunol6gica o una infecci6n debido a la contaminaci6n cruzada o a la manipulaci6n o al 
almacenamiento inadecuados. Oxiplex/AP no se ha estudiado en combinaci6n con otros productos de prevenci6n 
de adhesiones, en presencia de agent.es medicinales intraperitoneales ni a gentes hemostaticos, ni como medio de 
distens i6n. Oxiplex/AP nose h a  evaluado en nifios ni mujeres embarazadas o lactantes. Por lo tanto, debe aconsejarse 
a las padentes que eviten el embarazo durante el primer c ic:lo menstrual tras aplicar Oxiplex/A P .  Oxiplex/AP nose h a  
evaluado e n  presencia d e  canceres. Oxiplex/AP n o se  h a  evaluado tras la apertura del intestino, veji ga u otros 6r ganos 
visceral es. No se ha evaluado el gel en presencia de b il is. AI igual que sucede con cualquier material implantado, puede 
haber reacdones a cuerpos extra fios con Oxiplex/A P .  La aplicad6n de varias capas de gel en la cavidad peritoneal 
aumenta el ries go d e  que sedesprenda el gel del sitio d e a plicaci6n deseado, y e n  algunos casos,se observ6 una 
pequena cantidad de gel residual durante el procedimiento de seguimiento del estudio clfnico de 6 a 10 semanas 
despues. B gel residual no se asoci6 con secuelas clfnicas. 1.4 

ALMACENAMIENTO Y MANIPULACION: Gu ardelo a te mperatura ambiente (2 -25 '(). 

PRESENTACION 
Oxipl ex/ AP se suministra esteril  en una bandeja termoformada. La bandeja termoformada contiene dos jer ingas de 20 
ml de gel y un aplicador de ge l.  El exterior del paquete y el contenido exterior no son esteri le s .  Se sum inistran etiqu etas 
autoadhesivas a efectos de documentad6n. Las etiquetas identifican el producto y el lote del producto. 

INSTRUCCIONES DE USO 
ANTES DEL PROCEDIMIENTO 
Solo los medicos util izar�n Oxiplex/AP. Use Oxiplex/AP conforme a las instrucdones de uso. 
El riesgo es inherente al uso de todo dispositivo medico. Para minimizar el r i e sgo residual asociado al uso de este 
dispositivo, se recomienda que el medico lea la informaci6n de uso y l a  discuta con el paciente antes de utilizar el 
dispositivo. 
Los pacientes que se sabe que tienen una historia de hipersensibilidad a Oxiplex/AP o a sus componentes no deben 
redbir tratamiento con Oxiplex/ AP .  
El gel sirve de barrera entre los tejidos para prevenir la formaci6n de adhesiones. El tejido debe separarse con gel para 
prevenir la formaci6n efectiva de adhesion es. 

PREPARACION Y ELIMINACION DEL DISPOSITIVO 
Oxipl ex/AP es de un solo uso. No lo reutilice ni reesterilice. 
1. Extraiga el paquete que contiene la jerin ga car gada de Oxipl ex/AP y el aplicador de l a  caja. 
2 .  lnspeccione el paquete por si presentara daOOs. No lo utilice s i esta dafiado o abierto. 
3. Con una tecnica esteril, introduzca las jeringas y el aplicador en el cam po de operaci6n esteril. 

4. Retire el tap6n del extremo luer lock de la jeringa .  Cuando utilice el aplicador para uso peritoneal, conecte el 
aplicador de gel al extremo luer lock de la jeringa; gire h asta que este bien acoplado. (El mis mo aplicador se utilizara 
para am bas jerin gas, s i  es necesario.) 

5. Deseche las jeringas, el gel sobrantey el aplicador, despues de su uso. El dispositivo Oxiplex/ AP usado puede ser un 
peligro biol6gico. Siga las directrices nacionales, locales o institudonales para desechar material biopeligroso. 

CIRUGIA INTRAUTERINA 
1. Aplique gel al concluir el procedimiento despues de aspirar todos los lfquidos y los medios de distensi6n. 
2 .  Acople el luer lock de la jer inga al histeroscopio. Re Ilene el histeroscopio con gel comprimiendo el embolo de la 

jeringa hasta que aparezca gel en el extrema de la punta del histeroscopio. 
3. Em piece a aplicar el gel en el fondo uteri no. Aplique gradualmente el gel h asta rellenar por completo el Utero y el 

endocervix compr imiendo el em bolo de la jerin ga mientras retira lentamente el histeroscopio. Consulte la figura 1. 
4. La intervenci6n quirUrgica concluye conforme a la tecnica estandar del drujano. 

CIRUGIAS PERITONEALES Y GINECOLOGICAS PELVlC AS 
1. Aplique gel al concluir el procedimiento despues de aspirar todos los lfquidos de irrigaci6n. Se recomienda colocar 

al padente en una posici6n antitrendelenbur g para eliminar mejor el lfquido de irrigaci6n res idual. 
2 .  Cu bra todos los sitios anat6micos donde se desea prevenir la adhesi6n con una sola capa de Oxiplex/AP.• El 

aplicador dispensa el gel en una *franja� Solo debe utilizarse una s ol a franja de gel de una capa (de unos 2 mm de 
espesor) para revestir las superficies de teJido de los que se desea prevenir la adhesi6n. Consul te la figura 2 .  

3. Use solo el gel suficiente para colocar una sola capa de gel sob re los tejidos descritos. No es necesario utilizar los 40 
ml de gel. 

4. No vuelva a colocar gel con sondas u otros instrumentos una vez que se haya aplicado. S i  cae gel en un charco de 
lfquido de irrigaci6n, su capaddad de adherirse a tejidos peritoneal es puede verse comprometida. Por lo tanto, debe 
retirarse de la cavidad peritoneal ydebe  aplicarse gel nuevo en el sitio. 

5. La intervenci6n quirUrgica concluye conforme a la tecnica estandar del drujano. 

*INSTRUCCIONES ADICIONALES PARA LA APLICACION DE GEL: CIRUGIAS GINECOLOG ICAS PELVICAS 
1. Levante el ovario de la pared pelvica y aplique una s ola capa de gel para cubrir la fosa ovarica y la superficie 

posterior del ovario. 
2 .  Vuelva a colocar el ovario a la posici6n anat6mica normal y aplique una sola capa de gel para cubrir la pa rte anterior 

del ovario-. 
3. Aplique una sola capa de gel para cubrir la trompa de Fa lopio, incluido la ampolla y e l  mesosalpinx. 

4. Aplique una sofa capa de gel para cubrir la cara lateral del Utero frente a los anexos. 
Normalmente 15 ml de gel son suficientes para cub rir un solo anexo y las estructuras adyacentes, incluida la fosa 

ov�rica y el margen lateral del Otero. 

REACCION ES ADVERSAS 
No s e  h a  informado de reacciones adversas relativas al dispositivo en estudios dfnicos. 1 .. Se ha inform ado de los 
siguientes acontedmientos adversos, aunque no se atribuyen necesariamente al uso de Oxipl ex/AP: dolor, fiebre, 
inflamaci6n, reacd6n a cuerpos extrarlos y mal fundonamiento. 
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Contenido-: 2 - Jeringa d e  2 0  ml 
1 - Apl icador 
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F l  
KUVAU5 
Oxiplex/AP -gee Ii on kirkasta, kertaki:iytt0ista nestemaista geelia. Geeli on steriili resorboituva yhdistel ma 
polyetyleenioksidia (PEO) ja natri umkarboksimetyylisel luloosaa ((MC). Gee Ii on kalsiumstabil oitu, isotoninenja sen 
on todettu esikliinisissa tutki muksissa puhdistavan vatsaontel on 30 paivan sisall a. 

KAYTTOTARKOITU5 
Oxipl ex/AP on tarkoitettu kaytettavaksi mekaanisena esteena adheesion muodostumisell e. 

INDIKAATIOT 
Oxipl ex/AP on tarkoitettu kaytettavaksi apuvalineena kohdunsisaisissa tai vatsakalvon leikkauksissa leikk:auksen 
jalkeisten adheesioiden esiintymistiheyden, laajuuden ja vakavuuden vahentamisessa leikkausalueel la. 

KONTRAINDIKAATIOT 
Oxiplex/AP -geelia ei saa kayttaa infektion esiintyessa. 

VAROITUKSET 
Ei saa injisoida suonensisaisesti. 

VAROTOIMET 
Oxipl ex/AP toimitetaan steriilina. Ala kayta vi imeisen kayttopaivanjalkeen. Oxi pl ex/AP -tuotteen turvallisuuttaja 
tehokkuutta ei ole tutkittu ol osuhteissa,joissa laitetta ja/tai applikaattoria kaytetaan uudell een. Uudell eenk:aytOsta 
voi seurata immunologinen reaktio ja/tai infektio ristikontaminaation, vaaranlaisen varastoinninja/tai kasittelyn 
johdosta. Oxi plex/AP -tuotetta ei ole tutkittu yhdessa muiden adheesioinehkaisytuotteiden, vatsakalvonsisaisten 
laakeaineiden tai hemostaattisten aineiden kanssa tai laajentuma-aineena. Oxipl ex/AP -tuotetta ei ole arvioitu lapsill a  
tai imettavill a naisill a. Sen vuoksi poti laita tulisi ohjeistaa valttamaan hedelmoittymista ensi mmaisen kuuk:autiskierron 
ai kana Oxi pl ex/AP -tuotteen kayttamisenjalkeen. Oxiplex/AP-tuotettaei ole arvioitu pahanlaatuisuuksien lasna 
oll essa. Oxiplex/ AP -tuotetta ei ole arvi oitu suolen, virtsarakon tai muun sisaelimen avaamisenjalkeen. Geel ia ei ole 
arvioitu sappinesteen lasnaol lessa. Kuten k:aikkien implantoitujen materiaalien kanssa, vierasesinereaktioita voi esiintya 
Oxipl ex/AP -tuotteen kanssa. Usean geelikerroksen levittaminen vatsankalvononteloon k:asvattaa geel in irtoamisen 
riskia sen levittamisen kohdassa,ja joissaki n tapauksissa pienia ma.aria geelinjaamia on havaittu kliinisten tutkimusten 
seurantamenettelyissa 6 -1 O vi ikon kuluttua. Geel injaamateivat liittyneet kliinisiin jalkitauteihin. 3� 

5AILYTYS JA KA51TTELY: 5ailyta huoneenlammossa (2-25 '(). 

TOIMITU5TAPA 
Oxiplex/AP toimitetaan steriil ina lampomuovaill ussa tarjotinpakk:auksessa. lamp0muovai ltu tarjotinpakkaus sisalta kaksi 
20 ml:n geel iruiskua ja yhden geeliappl ikaattorin. Pakkauksen ulkopintaja ulommat si5al I0t eivatole steriileja. Tarraetiketit 
si5altyvat pakkaukseen dokumentaatiotarkoituksia varten. Tarra sisaltaa tuotteen ja tuote-eran tiedot. 

KAYTTOOHJEET 
E51VAlMl5TELU 
Oxipl ex/AP on tarkoitettu vain Iaakarien k:aytettavaksi. KaytaOxipl ex/AP -tuotetta k:ayttOohjeiden mukaisesti. 
Kaikkien Iaakelaitteiden kayttO0n liittyy luonnostaan riskeja. Laitteen kaytt0On liittyvienjaannosriskien minimoimiseksi 
suosittelemme, etta Iaakari lukee kayttOOn liittyvat tiedot ja keskustel ee potilaan kanssa ennen laitteen kaytt0a. 
Poti laat,joilla tiedetaan olevan yl iherkkyysanamneesi Oxiplex/AP -tuotteel le tai sen komponenteille ei tulisi hoitaa 
Oxipl ex/AP -tuotteell a. 
Gee Ii toimii kudosten valisena esteena estaen adheesioiden muodostumista. Kudokset on erotettava geel illa tehokkaan 
adheesionsuojan saavuttamiseksl 

LAITTEEN VALMl5TELU JA HAVI TTAMINEN 
Oxipl ex/AP on tarkoitettu vain kertakayttoon. Ala kayta/steri loi tuotetta uudell een. 
1 .  Poista Oxiplex/ AP -tuotteel la taytetyn ruiskunja applikaattorin sisaltava pakkaus laatikosta. 
2 .  Tarkista pakkaus vaurioiden varalta. Ala k:ayta, mikal i pakk:aus on vahingoittunut tai avattu. 
3. Vie ruiskut ja applikaattori steri i lille leikkausalueelle steri i lia tekniikkaan kayttaen. 
4. Poista ruiskun paan luer-liitti men hattu. Kayttaessasi applik:aattoria vatsak:alvonontelossa, lii ta geelin applikaattori 

ruiskun luer-l iittimen puoleiseen paahan. Kiinnita lujasti kiertamall a. (Sama applikaattori on tarkoitettu 
kaytettaYaksi tarvittaessa mol emmilla ruiskuill a.) 

5. Kayt:0n jal keen haYita ruiskut, yli jaanyt geel i ja applikaattori. Kaytetty Oxiplex/ AP voi muodostaa biologisen 
vaaran. Noudata biologisesti vaarallisen materiaalin havittamisessa kansallisia, paikallisia tai organisaation omia 
ohjeita. 

KOHDUN515AINEN KIRURGIA 
1. Levita geel ia toimenpiteen paatteeksi kaikkien nesteidenja laajentumakalvojen tyhjentamisenjal keen. 
2. Kiinnita ruiskun luer-liitin hysteroskooppiin. Tayta hysteroskooppi geelilla painamalla ruiskun manta a, kunnes 

gee Ii a tu lee esiin hysteroskoopin karjesta. 
3. Al oita geel in levittaminen kohdunpohjaan. Levita geelia asteittain ja tayta kohdun ja kohdunkaulan kanavat 

taysi n painamall a ruiskun mantaa ja vetamaua hysteroskooppia samall a ul ospain. Katso Kuva 1. 
4 .  Paata lei kkaustoimenpide kirurgin normaalin tekniikan mukaisesti. 

LANTION GYNEKOLOGl5ET JA VAT5ANKALVON LEIKKAUK5ET 
1. Levita geel ia toimenpiteen paatteeksi kaikkien huuhtelunesteiden tyhjentamisenjalkeen. Suosittelemme potil aan 

asentamista kaanteiseen Trendel enburgin asentoon ylimaaraisen huuhtel unesteen mahdoll isimman tehokkaan 
tyhjentamisen vuoksi. 

2. Peita k:aikki ne anatomiset al ueet,joissa adheesion ehk:aiseminen on toivottua, yhdella kerroksell a Oxi plex/ 
AP-tuotetta.* Applik:aattori annostelee geel ia nauhamaisena muodostel mana. Kudospinnat,joissaadheesion 
ehkaiseminen on tarkoitettu, tu lee peittaa vain yhdella geelinauhakerroksell a (noin 2 mm:n paksuudelta). Katso 
Kuva2.  

3. Kayta ainoastaan riittava maara geelia yhden geelikerroksen levittamiseen kudoksel le kuvauksen muk:aisestl 
Koko 40 ml:n geelimaaran kayttaminen ei ol e tarpeen. 

4. Al a siirra kerran levitettya geelia koettimien tai muiden instrumenttien avull a. Jos geeli putoaa 
huuhtel unesteeseen, sen tarttumiskyky vatsankalvon kudokseen voi olla heikentynyt. Siksi se tulisi poistaa 
vatsankalvonontelosta ja uusi gee Ii tulisi levittaa al ueell e. 

5. Paata lei kkaustoimenpide kirurgin normaalin tekniikan mukaisesti. 

*ll5ATYN GEELIN LEVITYSOHJEET: LANTION GYNEKOLOGl5ET LEIKKAUK5ET 
1. Nosta munasarjoja pois lantion sivuseinastaja levita kohdun kannattimen takana sijaitsevan kuopan ja 

munasarjan takapinnan peittava yksittainen kerros geelia. 
2. Palauta munasarja normaaliin anatomiseen asentoon ja levita yksittainen munasarjan etuosan peittava kerros 

geelia. 
3. Levita munajohtimen ja munajohti men avartumanja lie peen peittava yksittainen kerros geel ia. 
4 .  Levita kohdun sivuelimien puol eisen lateraalipuolen peittava yksittainen kerros geel ia. 
Tyypi l lisesti 15 ml geelia riittaa yksittaisen sivuelimen ja sen viereisten rakenteiden, mukaan lukien kohdun takana 
sijaitsevan kuopanja kohdun lateraalireunan peittamiseen. 

HAITTAVAIKU TUKSET 
Kliinisissa tutkimuksissa ei ole raportoitu laitteeseen liittyvia haittavaikutuksia.' .. Seuraavia haittavaikutuksia,jotka eivat 
valttamatta liity Oxiplex/AP -tuotteen kaytt00n, on raportoitu: kipu, kuume, turvotus, tulehdus, vierasesinereaktio ja 
huono suorituskyky. 
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Sisalt0: 2 -Ruisku 20 ml 
1 -Applikaattorikarki 

SK 
POPl5 
Oxiplex/APje tJry, tekutygel najednorarove pou!itie. Gelje sterilnou vstrebatel'nou kombin�dou polyetylen 
oxidu (PEO) a sodnej sol i karboxymetyl -cel ul6zy (CM(). Gel ma stabilizovan� hl adinu vapnika,je izotonicky a v  
predklinickych !tlldiach sa preuk.izalo, !e sa od neho peritonealna dutina vytistf do 30 dnf. 

UR<ENE POUZITIE 
Gel Oxiplex/AP je urtenj na pou!itie ako mechanicka bariera proti tvorbe adhezir. 

INDIKACIE 
Gel Oxiplex/AP je urtenj na pou!itie ako pomocna latka pri intrauteri nn'Y(h alebo peritonealnych oper�d�ch na 
znrtenie ¥9skytu, rozsahu a zava!nosti pooperatnych adhezir voperovanej oblastl 

KONTRAINDIKACIE 
Gel Oxi plex/APnepou!lvajtev prftomnosti infekde. 

VAROVANIA 
Nepodavajte intraven6zne. 

BEZPECN05TNE OPATRENIA 
Gel Oxiplex/AP sa dodava steri ln-y. Nepou!fvajte ho po uplynutf d�tumu exspiracie. Bezpetnosf a Ci6nnost' gelu 
Oxipl ex/AP nebola v podmienkach opakovaneho pou!itia prrpravku a/alebo aplikatora skUman�. Opakovane pou!itie 
mO!e viest' k imunologickej reakdi a/alebo infekdi z dOvodu krl.fovej kontamin.acie, nevhodneho skladovania a/ 
alebo manipul.acie. Gel Oxi pl ex/AP nebol skClmanyv kombinadi s injmi prostriedkami proti adheziam, v prrtomnosti 
intraperitone�l nych lietiv ti hemostatk�ch ti nidiel, ani ako disterx:ne medium. Gel Oxipl ex/AP nebol hodnoteny 
u det.r ani u tehotn'Y(h 6 doj6acich !ien. Preto je potrebne, aby boli padentky poutene o vyhybanr sa otehotneniu 
pofas prveho men!truafneho cykl u po apl ikac" gel u Oxiplex/AP. Gel Oxiplex/AP nebol hodnoteny v podmienkach 
prftomnosti malign ft. Gel Oxi pl ex/AP nebol hodnotenyv podmienkach po otvorenf treva, mechClra, ani in'Y(h 
visceralnych org�nov. Gel nebol hodnotenyv podmienkach prftomnosti !Ile. Rovnako ako pri 1Aetk'Y(h implantovanych 
materialoch, aj pri geli Oxipl ex/AP sa mO!u vyskytnClf reakcie na cudzorode tel eso. Apl ik:.1cia viacerych vrstievgelu 
v peritone�lnej dutine zvy�uje rizi ko uvornenia gel u zo lelaneho miesta aplil@de, a v  niektof'Y(h z tychto prfpadov bolo 
potas kontrol neho zakroku v ramd kl inickej !t:Cidie o 6 a! 1 O tyidflov neskOr pororovane male mno!stvo rezidualneho 
gelu .  Prftomnost' rezidualneho gel u nebola spojen� s ldinickymi nasledkaml 3� 

5KLAOOVANIE A MANIPULACIA: Skladujte pri izbovej teplote (2 -25 'CJ. 

5P0508 DODAVKY 
Gel Oxiplex/AP sa dodava steri lnj v tepel ne formovanom pod nose. Tepelne formovany podnos obsahuje dve 20 ml 
striekatky s gel om a jeden aplil@tor gel u. Vonkaj�a strana balenia a vonkaj!f obsah nie sU sterilne. Samolepiace Uftky 
sa dodavajCI pre dokumentatne Cltely. Stltky identifikujCI vyroboka vyrobnll �ar!u. 

NAVOD NA POUZITIE 
PRED ZAKROKOM 
Gel Oxiplex/AP je urten-y len na pou!itie lekarmi. Gel Oxi pl ex/AP pou!fvajte podra navodu na pou!itie. Riziko je 
prftomne pri pou!itf 1Aetk'Y(h zdravotnfckych pom0cok. Pre minimalizadu rezidu�l neho rizika spojeneho s pou!itfm 
tejto zdravotnfckej pom0cky sa odporUta, aby si lel@r pred pou!itrm tejto pom0cky pretftal inform�de o pou!itf 
a prediskutoval ich spol u s padentom. Padenti so znamou hypersenzitivitou na gel Oxi plex/AP alebo jeho zlo!ky 
v anamneze nesmCI byf o�etrovanf gel om Oxi plex/AP. Gel slCl!i ako bariera medzi tkanivami pre zabranenie tvorbe 
adhezit Pre Utinne zabr�nenie vytvoreniu adhezi r musia byf tkaniva oddelene gelom. 

PRIPRAVA POMOCKY A LIKVIDACIA 
Gel Oxiplex/AP je urtenj len najednorazove pou!itie. Nepou!fvajte/nesteri lizujteho opakovane. 
1 .  Vyberte bal enie obsahujlke striekafku napl nen0 gel om Oxiplex/ AP a aplikator zo !katule. 
2. 5kontrol ujte bal enie z hladiska akychkorvek po!kodenr. Akje po!kodene alebo otvorene, ryrobok nepouifvajte. 
3. Pou!itfm steril nej techniky preneste striekalky a aplik.1tor do steri lneho operatneho pora. 
4. Odstr�flte uzaver z konca striekatkytypu luer lock. Ked'sa aplikator poutrva na peritone�lne pou!itie, aplikator 

gel u nasadte na koniec striekatky typu luer lock a zatolte ho a! pokym sa pevne nepripojr. (Ten isty apl ik:.1tor sa 
pou lfva pre obe striekafky, ak je to potrebne) 

5. Po poufar zlikvidujte striekafky, �etokzvy!ny gel a apl ikator. Pouiita pomOcka Oxiplex/ AP m02e predstavovaf 
biol ogicke rizi ko. Dodr!ujte nModne, miestne alebo nemocnitne usmernenia tykaj1JCe sa nakladania s biologicky 
nebezp«nym materialom. 

INTRAUTERINNE OPERACIE 
1 .  Gel aplikujte na Liver zakroku po aspirovanrv�et�ch tekutfn a distentn'Y(h medir. 
2 .  Pripojte striekatku koncom typu luer lock k hysteroskopu. Napl flte hysteroskop gelom stlalenrm piestu striekalky, 

ai kjm sa gel neobjavf na konci !pifky hysteroskopu. 
3. Zatnite aplikaciu gel u do fundu uteru. Postupnou aplik.1ciou gel u vyplflte cely uterus aj cervi kalny kanal tak, 2:e 

budete stlafaf piest striekafky a zarove� pomaly vyt'ahovaf hysteroskop. Pozrite obrazok 1. 
4. Ukonlite z.1krok Uandardnou technikou podta uva!enia chirurga. 

GYNEKOLOGICKE A PERITONEALNE OPERACIE V 08LA5TI PANVY 
1 .  Gel aplikujte na zaver zakroku po aspirovanr�etkych irigatnych tekutfn. Odporl.Jla sa, aby sa padent nachadzal 

v opalnejTrendel enburgovej polohe s derom to najCiti nnej�ieho odstranenia �nej irigatnej tekutiny. 
2 .  V!etky anatomicke miesta, kde je potrebne zabr�nif adhezi�m, pokryte jednou vrstvou gel u Oxipl ex/AP.• 

Apl ikator apl ikuje gel v podobe.pasika•. Na pokrytie povrchov tkanfv, kde je potrebne zabranif adheziam, sa ma 
pou!it'iba jedna vrstva �sika gel u {pribli!ne 2 mm hruba). Pozriteobr�rok 2. 

3. Pou!ite iba tolko gel u, aby bola na tk:aniv� nanesen.a ibajedna vrstva gelu, ako je to opfsane. Nie je nevyhnutne 
poulif�etkych40 ml gel u. 

4. Ked bol gel raz aplikovany, u 2: ho nepremiestflujte pomocou sond ani in'Y(h nastrojov. Ked' gel skfzne do 
nahromadenej irigatnej tekutiny,jeho schopnost' pril'nCit' k peritone�l nym tkaniv�m mOle byt' naru�n�. Preto je 
v takom prrpade potrebne ho vybrat' z peritone�lnej dutiny a aplikovat' na miesto novy gel. 

5. Ukontite zakrok !tandardnou technikou podra uv�tenia chirurga. 

*DODATOCNE POKYNY K API.IKACII GELU: PANVOVE GYNEKOLOGICKE OPERACIE 
1 .  Nadvihnite ov�rium smerom od botnej steny panvy a aplikujte jednu vrstvu gelu tak, aby ste pokryli fossa ovarii 

a posteri6rny povrch ovaria. 
2 .  Vrafte ov�rium do norm�l nej anatomickej polohy a aplikujte jednu vrstvu gelu tak, aby ste pokryli anteri6rnu tasf 

ov�ria. 
3. Aplikujte jednu vrstvu gel u tak, aby ste pokryli vajftkovod vr�tane ampuly aj mezosalpinx. 
4. Aplikujte jednu vrstvu gel u tak, aby ste pokryli lateral nu last' uteru smerujClcu k adnex.1m. 
Obytajne statJ 15 ml gel u na pokrytie jedneho adnex a pritahl'Y(h !truktUrvr�tane fossa ovarii a later�lneho okraja 
uteru. 

NEZIADUCE REAKCIE 
V klinickych !t:Cidiach neboli hlasene !iadne ne!iaduce reakcie sCivisiace s pomOc:kou.u Boli hl asene nasledovne 
ne!iaduce udalosti, ktore v�ak nemusia sCivisiet' s pou!itfm gel u Oxiplex/AP: bolest', horUtka, opuch, z.1pal, reakda na 
cudrorode teleso a slaby I.Jlinok. 
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Obsah: 2 -20 ml striekafka 
1 -aplikator 
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RO 
DESCRIERE 
Oxipl ex/AP este un gel fluid, incolor, pentru o singura utilizare. Gelul este o combinatie sterila, resorbabi la de oxid 
de polietilena (P EO) �i carboximetilcelulo za  de sodiu (CMQ. Gelul este stabilizat prin caldu, izotonic, iar tn studiil e 
precl inice a prezentat curatarea cavitatii peritoneale 1l'l termen de 30 de zile. 

UTILIZAREA PREVAZUTA 
Oxipl ex/AP este destinat ut ililar i i  ca bariera mec:anica tm potriva formarii aderentelor. 

INDICAJII 
Oxipl ex/AP este destinat ut ililar i i  ca adjuvanttn operatia chirurgicala intrauterina  sau peritoneala, pentru reducerea 
inddentei, extinderii �i gravita�i aderentelor post-operatorii la locul operatie i  chirur gicale. 

CONTRAINDICAJII 
Nu utilizati Oxiplex/AP tn prezenta infec�ilor. 

AVERTISMENTE 
Nu injectati intravenos. 

PRECAUJII 
Oxipl ex/AP este furnizat steril. Nu utiliza� dupa data de expirare. Siguran-J:a ji eficadtatea Oxiplex/AP nu au fost 
studiate tn condilii de reutilizare a dispozitivului ji/sau aplicatorului. Reuti lizarea poate duce la reac�i ji/sau infeq:i i 
imuno logice din cauza contaminarii tncrudjate, depozitarii ji/sau manipular i i  necorespunzatoare. Oxiplex/AP nu a fost 
studiattn combinalie cu alte prod use pentru prevenirea aderen-J:elor, tn prezen-J:a a genlilor medicinali intraperitoneal i 
sau hemostatid sau a mediului de dilatare. Oxiplex/AP nu a fost evaluat l a  copii sau la femei tnsarcinate sau care 
alapteaza. Prin urmare, paden�i trebuie sfatui� sa evite conceplia tn timpul primulu i  ciclu menstrual de dupa aplicarea 
Oxipl ex/AP. Oxiplex/AP nu a fost evaluat tn prezenta afeq:iunilor mal igne. Oxiplex/AP nu a fost evaluattn urma 
deschiderii intestinului, vezicii urinare sau a altor organe viscerale. Gelul nu a fost evaluattn prezen-J:a b ilei. Ca tn cazul 
oricarui materia l  implantat, ji cu Oxiplex/AP pot sa a para reaq:ii la corpuri stl'aine. Aplicarea unor straturi multiple de 
gel tn cavitatea peritoneal.a crejte riscul dislocarii gelului de la locul intenlionat al aplicarii, iartn unele dintre aceste 
cazuri s-a observat o cantitate mka de gel rezidual tn timpul procedurii de urmarire a studiului clinic, de la 6 la 10 
saptamani mai tArzi u .  G elul rezidual nu a fost asociat cu sechele clinice. 3-' 

DEPOZITARE $1 MANIPULARE 
Depozitati la temperatura camerei (2 -25 °C). 

MOD DE LIVRARE 
Oxipl ex/AP este furnizat steril, tntr-o tava termoformata. Tava termoformata conline doua seringi de c3te 20 ml de gel 
$i un aplicator pentru gel. Exteriorul ambalajului ji conlinutul exterior nu sunt sterile. In scopuri de documentare sunt 
furnizate etichete autocolante. Etichetele identifid prod usu I ji lotul de fabricalie. 

INSTRUCJIUNI DE UTILIZARE 
PRE·PROCEDURA 
Oxipl ex/AP trebuie utilizat numai de dtre med id Utilizali Oxiplex/ AP conform instruq:iuni lor de utilizare. 
Riscul este inerent la uti lizarea tuturor dispozitivelor medicale. Pentru a minimiza riscuri le reziduale asociate 
util izarii acestui dispozitiv, se recomanda ca informaliile pentru utilizare sa fie citite de medic $i sa fie discutate cu 
pacientul tnainte de utilizarea dispozitivulu l  Pacien�i care au prezentat anterior hipersensibilitate l a  Oxiplex/AP sau 
la componentele acestuia, nu trebuie tratali cu Oxiplex/AP. Gelul ser ve$te ca bariera tntre lesuturi, pentru a preveni 
formarea aderen1e lor. Tesutul trebuie separat prin gel pentru prevenirea efidenta a aderenlei. 

PREGATIREA $1 ELIMINAREA DISPOZITIVULUI 
Oxipl ex/AP este destinat doar pentru o singura ut ilizare. Nu reutilizalifresterilizali. 
1. Scoate� din cutie ambalajele care con-J:in sering a umpluta cu Oxiplex/AP ji aplicatorul. 
2 .  Verifica� ca ambalajul sa  nu prezinte deteriorari. Nu utiliza� daca este deteriorat sau deschis. 
3. Utilizand o tehnica sterila, introduce� seringile $i aplicatorul tn campul de opera re steril. 

4. Scoate� capacul de pe capatul luer lock al seringtt. Atunci cand uti lizali apl icatorul peritoneal, conect ali 
aplicatorul pentru gel la capatul luer lock al sering ii; rotili pana cand este ata�at ferro. (Se va uti liza acela ji 
aplicator pentru ambele seringi, dad este nevoie . )  

5. Dupa utilizare, arunca� se ringile, orice resturi de gel ji apl icatorul. Oispozitivul Oxipl ex/AP folosit poate prezenta 
rise bio logi c .  Urmali instruq:iuni le na�onale, loca le sau institulionale pentru eliminarea materialelor  cu r ise 
biologic. 

OPERAJIA CHIRURGICALA INTRAUTERINA 
1. Aplicali gelul la finalul procedurii, dupa aspirarea tuturor fluidelor ji mediului de dilatare. 
2 .  Ata$a� capatul luer lock al seringii la histeroscop. Umpleli histeroscopul cu gel prin apasarea pistonului seringii, 

pan a c3nd apare gel la capatul distal a histeroscopulul 
3. lncepeli aplicarea gelului la fundul uterului. Aplica� gradual gel pentru a um pie complet uterul $i canalul  

cer vkal, prin apasarea pistonului sering ii tn timp ce retragei-i lent histeroscopul. A s e  vedea figura 1. 
4.  lncheiali procedura chirurgicala conform tehnicii standard a chirurgului. 

OPERAJII CHIRURGICALE PELVIENE GINECOLOGICE $1 PERITONEALE 
1. Aplicali gelul la finalul procedurii, dupa aspirarea completa a fluidulu i  de irigare. Se rec:omanda ca pacientul sa  

fie ajezat tn pozilia Trendelenburg inversata, pentru tndepartarea cea mai  eficienta a fluidulu i  de ir igare rezidual. 
2 .  Acoperili cu un sin gur strat de Oxiplex/ AP toate locurile anatomice tn care se dorejte preve nirea aderenlelor.* 

Aplicatorul elibereaza gelul sub form.a de,.panglid� Se va util iza un singur strat de gel eliberattn form.a de 
panglica {aproximativ 2 mm tn adaocime) pentru a acoperi suprafelele de lesut pentru care se intenlioneaza 
prevenirea formar i i  aderen1elor. A sevedea figura 2 .  

3. Utilizali numai atat gel cat este suficient pentru a aplica un singur strat de gel pe lesuturi, aja cum este descris. 
Nu este nec:esar sa uti lizalitntreaga cantitate de 40 ml de ge l.  

4 .  Nu repozilionali gelul cu ajutorul sonde lor sau a altor instrumente odata ce a fost aplicat. Dad gelul cade 
tntr-un bazin de fluid de irigare, capacitatea sa de aderer,J:a la lesutur ile peritoneale poate fl compromisa. P rin 
urmare, trebuie tndepartatdin cavitatea peritoneal.a $i tn acel loc trebuie aplicat un nou gel 

5. lncheiali procedura chirurgicala conform tehnicii standard a chirurgului. 

*INSTRUCJIUNI SUPLIMENTARE PENTRU APLICAREA GELULUl:OPERAJII CHIRURGICALE PELVIENE 
GINECOLOGICE 
1. Ridicali ovarul de pe peretele pelvian lateral �i aplicali un singur strat de gel pentru a acoperi fosa ovariana �i 

suprafata posterioara a ovarului . 
2 .  Readucei-i ovarul tn pozi�a sa anatomid norm ala $i aplica� un singur strat de gel pentru a acoperi zona 

anterioara a ovarului . 
3. Aplicali un singur strat de gel pentru a acoperi trompa lui Fallope, iocluz3nd ampula $i mezosalpinxul. 

4 .  Aplicali un  singur strat de  gel pentru a acoperi partea lateral.a a uterului, dinspre anexa uterina. 
In mod tipic, o cantitate de 15 ml de gel este suficienta pentru a acoperi o singura anexa ji structurile adiacente, 
induzand fosa ovariana ji marginea laterala a uterului. 

REAqll ADVERSE 
In stud i i  le di  nice nu au fost raportate reaq:ii adverse le gate de dispozitiv.1 .. Totu�i, fara a fi neaparat atribuite utilizarii 
Oxipl ex/AP, au fost raportate urmatoarele efecte adverse: durere, febl'a, umflare, inflamalie ,  reaclie la corpuri stl'aine ji 
performan? slab .a. 
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Conlinut 
2 -Seringa de 20 ml 
1 -Varf aplicator 

FR 
DESCRIPTION 
Le gel Oxiplex/APest un gel liquide in col ore � usa ge unique. L e  gel est une combinaison d'oxyde de polyethyl�ne 
(PEO) et de carboxymethylcellulose sodique ((MC), ster il e e t  resorbable .  L e  gel est isoton ique et sta bilise au 
calcium, et ii a ete demontre dans des etudes prediniques qu'il se n!sorbe de la cavite peritoneale en 30 jours 

USAGE PRECONISE 
Oxipl ex/ AP est pre'Vu pour �tre util ise com me barri�re mecanique � la formation d'adhesion. 

INDICATIONS 
Oxiplex/AP est pr�u pour �tre utilise comme complement a la chirurgie intra-uterine ou peritoneale pour reduire 
l'iocidence, l'etendue et la �rite d'adhesions postoperatoires sur le site chirurgical. 

CONTRE·INDICATIONS 
Ne pas utiliser le gel Oxiplex/APen presence d'une infection. 

MISES EN GARDE 
Ne pas injecter parvoie intraveineuse. 

PRECAUTIONS D'EMPLOI 
Oxipl ex/AP est l ivre steri le. Ne pas utiliser au-del� de l a  date de peremption. L a  secur ite et l'efficacite de Oxiplex/AP 
nOnt pas ete etudiees en cas de reutilisation du dispositif et/ou de l'applicateur. La reutil isation pourrait entratner une 
reponse immunolo gique et/ou une infection due a l a  contamination croisee, � Ientreposa ge et/ou a une manipulation 
inadequats. Oxiplex/AP n'a pas ete �alue en association avec d'autres produits de prevention de !'adhesion, en 
preseoce d'agent medicaux ou hemostatiques intraperitoneaux, ni com me milieu de distension. l'utilisation d'Oxiplex/ 
AP chez les femmes enceintes, les femmes qui allaitent ou  le s  enfants n'a pas ete �aluee. En  consequence, i i  convient 
de conse iller aux patients d�viter la conception pendant le premier cycl e menstruel apr�s !'application d'Oxiplex/ AP. 
Oxipl ex/AP n'a pas ete !hfalue en presence d'une tumeur maligne. Oxiplex/ AP n'a pas ete evalu e  a la suite dbuverture 
de l'intestin, de la vessie ou d'autres organes visceraux. Le gel n'a pas ete evalue en presence de b ile .  Com me avec tout 
produit implante, des reactions aux corps etrangers pe uvent se produire avec Oxiplex/A P. L'applicatio n de couches 
multiples de gel dans la cavite peritoneale augmente le risque que le gel soit deloge du site pr�u d'application et, 
dans certains cas, une petite quantite de gel residue! a �e observee pendant la procedure de suivi de l'�ude dinique 6 
� 1 O semaines plus tard. Le gel residue! n'a pas ete assode a des sequelles cliniques. 3,4 

ENTREPOSAGE ET MANIPULATION: Conserver � temperature ambiante (2 � 25 'CJ. 

PRESEN TATION 
Oxipl ex/AP est livre steri le dans un plateau thermoforme. le plateau thermoforme contientdeux seringues de 20 ml 
de gel et un applicateur de ge l.  L'exterieur de IE':mballage et les contenus extern es n e  sont pas steriles. Des etiquettes 
adhesives sont fournie aux fins de documentation. Les �iquettes id entifient le produit et le lot de fabrication. 

MODE D'EMPLOI 
PRE-PROCEDU RE 
Oxiplex/AP est strictement resen.e � rusagedes medecin� Utiliser Oxiplex/AP selon le mode d'emploi. 
Le risque est inherent � rutil isation de tout dispositif medical. Pour reduire les risques residuels assodes � !'util isation 
de ce dispositif, ii est recommande au praticien de lire le s  informations d'utilisation et d'en discuter avec le patient 
avant !'util isation du dispositif. 
Les patients qui ont des antecedents conn us d'hypersensibilite � Oxiplex/AP ou a l'un de ses composants ne  doivent 
pas �re traites avec Oxiplex/AP. 
Le gel est utilise com me barri�re entre les tissus pour prMnir la formation d'adhesions. Les tissus doivent �re separes 
par le gel pour une prevention efficace de !'adhesion. 

PREPARATION DU DISPOSITIF ET ELIMINATION 
Oxipl ex/AP est destine� un usa ge unique. Ne pas reutil iser/steril iser de nouveau .  
1. Retirer IE':mballage conte nant la seringue remplie d 'Oxiplex/AP et rapplicateur de la botte. 
2 .  Ver ifier l'integrite de Iemballage. Ne pas utiliser si remballage est endommage ou ouvert. 
3. lntroduire les seringues et l'appl icateur dans le champ operatoire ster ile en utilisant le s  techniqu es de maintien 

de la ster ilite. 
4. Retirer le capuchonde remboutluer de la seringue. Lorsde rutilisation de l'applicateur en usage peritoneal,raccorder 

rapplicateur de gel sur rem bout Luer de la seringue ; tourner jusqu'a obtenir une fixation solide. (Le m�me applicateur 
est prevu pour �tre utilise avec: les deux seringues si nlk:essaire .) 

5. Apres usa ge, eliminer les seringues, tous restes de gel et l'applicateur. L'utilisation du dispositif Oxiplex/AP 
peut constituer un risque biolo gique. Se conformer aux recommandations locales ou institutionnelles pour 
l�limination des OASRI. 

CHIRURGIE IN TRAUTERINE 
1.  Appl iquer le ge l �  la fin de !'inter vention chirurgicale ,  a pres aspiration de tousles flu ides et media de distension. 
2 .  Fixer IE:mbout Luer de la seringue sur l�roscope. Remplir rhysteroscope avec du gel en comprimant le piston de la 

seringue jusqu'a ce quedu gel apparaisse a IE:xtrem� de l'hysteroscope. 
3. Commeocer !'appl ication du gel sur le fundus de l'uterus. Appliquer graduellement le gel pour remplir 

compl�ement l'uterus et le canal cer vical en compr imant le piston de la seringue tout en retirant doucement 
l'hysteroscope. Voir figure 1. 

4. Terminer rinter vention chirurgicale conformement a la technique standard utilisee par le chirurgien. 

CHIRURGIE PELVIENNE GYNECOLOGIQUE ET PERITONEALE 
1.  Appliquer le gel � la fin de !'intervention chirurgicale, a pres aspiration de tous les flu ides d 'irri gation. 1 1  est 

recommande de placer le patient en position de Trendelenbur g inversee pour un retrait plus e fficace des flu ides 
d'irrigation. 

2. Couvrir tousles sites anatomiques 00 la prevention de !'adhesion est souhaitee avec une seule couche d'Oxipl ex/ 
AP.* L'applicateur depose le gel en « ruban •· Util iser un ruban d'une seule couche (environ 2 mm d�paisseur) 
pour couvrir les surfaces de tissus pour lesquelles la prevention de !'adhesion est necessa ire. Voir figure 2. 

3. Utiliser seulement la quantite de gel necessaire pour deposer une seule couche de gel sur les t issus com me decrit 
i d .  II n'est pas necessaire d'util iser l'integralite des 40 ml de gel. 

4 .  Ne pas repositionner le gel avec des son des ou autres instruments une foi qu'il a ete applique. S i  du gel tombe 
dans une flaque de fluide d 'irrigation, sa capacite a adherer aux tissus peritoneaux peut @tre compromis e .  En 
consequence, ii doit �tre retire de la cavite per itoneale et du gel neuf doit @tre appl iquesur le site. 

5. Terminer rinter vention chirurgicale conformement a la technique standard utilisee par le chirurgien. 

*INSTRUCTIONS SU PPLEMENTAi RES POUR 1:APPI.ICATION DU GEL CHIRURGIE PELVIENNE GYNECOlOGIQUE 
1.  Sou lever fovaire pour l�carter de la paroi pelvienne et appliquer une seule couche de gel pour couvrir la fosse 

ovarienne et la surface posterieure de l'ovaire. 
2. Remettre l'ovaire en position anatomique normale et appl iquer une seule couche de gel pourcouvrir la portion 

anterieure de l'ovaire. 
3. Appliquer une seule couche de gel pour couvrir la trompe de Fallope, y compris l'ampule et le mesosalpinx. 

4. Appliquer une seule couche de gel pour couvrir la partie laterale de l'uterus en face de rannexe. 
En principe 15 ml de gel sont suffisants pour couvrir l'annexe e t  les structures adjacentes y compris l a  fosse ovarienne 
et l e  bord lateral de l'uterus. 

EFFECTS SECONDAIRES INDESIRABLES 
Aucun effet seconda ire indesirable lie au dispositif n'a ete rapporte durant les essais cl iniques. 1 .. M�me s'i ls n e  sont pas 
attribuables !'util isation de l'Oxiplex/ AP, les effets in desirables suivants ont ete rapportes : douleur, fi�re, gonflement, 
inflammation, reaction a un corps etranger et manque defficacite. 
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Contenu: 2 -Seringue de 20 ml 
1 -Embout applicateur 
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HU 
LEIRAS 
Az Oxiplex/APatl atszo, egyszer hasznalatos, folyekony gel. A gel pol ieti len-oxid (PEO) es natrium-karboxi-metil ­
cellul6z ((MC) steri l, felszfv6d6 keven!ke. A gel kalciummal stabili�lt es izot6ni.as, valamint a preklinikai vizsgalatok 
szerint 30 napon belOI me gt isztftja a has0reget. 

HASZNA LAT 
Az Oxipl ex/AP rendeltetese szerint mechanikus g.atkent alkalmazhat6 az adhesio kialakulasa ellen. 

JAVALLATO K 
Az Oxipl ex/AP rendeltet esenel fogva me hen belOli vagy peritonealis matetek kie geszftO eszk0zekent, a m0teti 
teriileten kialakuI6 posztoperatrv adh esi6k elOfordul.asanak, mertekenek es s(llyossag.anak cs0kkentesere haszn.alhat6. 

ELLENJAVALLATOK 
FertOzesek eseten azOxiplex/APhaszn.alata t ilo s .  

FIGYELMEZTETESEK 
A gel intraven as befecs kendezese ti les. 

OVINTEZKEDESEK 
A(z)Oxiplex/AP sterilen ker0I forgalomba. A szavatossagi idO lejarata utan tilos felhasznalni. A(z) Oxiplex/AP 
b iztons�gossag.at es haMsossag.at az eszkOz es/vagy az applil@tor Qjrafelhaszn.alasa eseten nem vizsg.altak .  Az 
Qjrafelhasznal.as a keresztszennyez0des, nem me gfe lel 0 tarolas es/vagy kezeles miatt immunol6giai reakd6hoz es/ 
va gy fertOzeshez vezethet. AzOptiplex/AP termeket nem vizsgaltak az adh esi6t megelOzO mas term ekekkel egyOttes 
felhasznalais eseten, intraperitonealis gy6gyszerek vagy verzescsillapft6 szerek jelenleteben, valamint distensi6s 
koze gkent sem. Az Optiplex/AP termeket nem er tekeltekgyerm ekekbe l\ sem varand6s vagy szoptat6 n6kben. Emiatt a 
p.adenseknek tanacsolni kell a fogamzas ker0les� az Optiplex/ AP alkalmaz.1sa utani elsO menstruad6s dklus idejen. Az. 
Optiplex/AP malign us daganatokjele nleteben tor tenO alkalmazasat nem vizsgalt ak. Az Optiplex/AP-t nem ertekeltek 
a belek,  a h 0gyh6Iyag vagy mas zsigeri szervek felnyitasa utan. A gel epe jelenleteben t or tenO alkalmazasat nem 
vizsgalt�k. 8.armilyen eg�b be0ltetett anyaghoz h asonl6an az Oxiplex/AP eseten is ide gentest-reakd6k fordulhatnak 
elO . A  peritoneal is 0regben a gel tobb rete gben tortenO felvitele fokozza annak kockazatat, ho gy a gel elmozdul a 
ter vezett alkalmazas helyer6I, es neh any i lyen esetbe n fr 1 0 hettel kes6bb kis mennyiseg0 gelmaradvany t figyeltek 
mega klinik a i  vizsg.alat ut6Iagos nyomon kovetesi elj.arasa so ran. A gelmaradV"anyt nem hoztak 0sszefOggesbe klinikai 
szov6dmenyekkel. ,.. 

TAROLAS ES KEZELES: SzobahOmersekleten taroland6 (2-25 '(). 

KISZERELES 
Az Oxipl ex/AP steril allapotban, hOformazott ta  lean kerUI for galomba. A hOformazott talca 2 db 20 ml gelle l  feltoltott 
fecskendOt es 1 db gelapplikatort tartalmaz. A csoma golas k0ls0 fel0lete es k0lsO tartalma nem steril Dokumentad6s 
celokra ontapad6 cfmkeket biztosftunk. A cfmkeka termeket es a gyartasi tetelt azonos ftjak. 

HASZNALATI UTASITAS 
A BEAVATKOZAS HOTT 
Az Oxipl ex/AP kizar6Iag orvosok altal hasznalhat6. Az Oxiplex/AP termeket a hasznalati utasftas szerint kell hasznalni. 
Minden orvostechnika i  eszkOz alkalmazasa inherens kockazatokkaljar . A z  eszkOz hasznalataval 0sszefUgg6 
maradv�nykockazatok minimalizal.asa erdekeben az eszk0z hasznalata elOtt az or vosnak ajanlatos elolvasni a hasznalati 
utasftast, valamint me gbes?elni azt a pacienssel. Nern szabad az Oxiplex/AP termekkel kezeln i  olyan �dens eket, 
akikneka k6rt0r teneteben az Oxiplex/ AP termekkel vagy0sszetev6ivel szembeni ismert hipererzekenyseg szerepel . 
A gel a sz6vetek kozott azadhesi6k kialakulasanak megel 6zese celjab 6I gatkent m0kodik. Az adhesio hatekony 
megelOzese erdekeben a szovetet a gellel kell szetvalasztani. 

AZ ESZKOZ ELOKESZITESE ES ARTALMATLANITASA 
Az Oxipl ex/AP kiz.1r6Iag e gyszer haszn�latos. Ojrafelhaszn�lasa vagy lljrasteriliz.1I�sa tilos. 
1. Vegye ki az Oxiplex/AP termekkel feltoltott fecskendOt es a z  applikatort a dobozb61. 
2. Vizsg.alja meg, hogy a csoma gol.ason ta lalhat6-e seroles. T i los felhasznalni, ha ser0lt vagy fel van bontva. 
3. A fecskendOket es applikatort steril technik a  haszn�l ataval kell a steril mat�i ter0letre bevezetni. 
4 .  Vegye le a kupakot a fecskend0 luer-zaras vegerol. Az. applikator peritonealis alkalmaz.1sakor a fecskendO lue r ­

zaras vegehez csatlakoztassa a gelapplil@tort: forgassa el ad dig, ameddig fixen nem rOgz0I. (Sz0kseg eseten 
mindket fecskend6hoz u gyanazt az applikator t kell hasznalni. )  

5 .  A fecskendOket, a zesetleg megmaradt gelt es az appl ikatort hasznalat utan selejtezni ke ll . A  haszn alt Oxiplex/AP 
eszkOZ biol6g iai veszelyforr�s lehet . A biol6giaila g veszelyes anyagok ar talmatlanftasakor a nemzeti, hely i  va gy 
intezmenyi ir�nyelveket kell kOvetni. 

MEHEN BE LOU MOTETEK 
1. A gelt a beavatkozas vegen, az 0sszes folyadek es distensi6s anyag elszfvasa utan kell felvinni. 
2. ErOsftse a fecskendO Luer-zarat a hiszteroszk6pra .  A fecskendO du gattyujat lenyomva toltse fel gellel a 

hiszteroszk6pot addig, ameddig a gel me g nem je lenik a hiszteroszk6p ,reg en IM hegynel. 
3. A gel felvitelet a meh fundusanal kell elkezdeni. A fecskend0 dugattyOjanak lenyomas�al es a hiszteroszk6p lass� 

kihQzas�al fokozatosan vigye fel a gelt, hogy a z  teljesen kit0ltse a mehet es a mehnyakcsatornat. Usd 1. �br a .  
4 .  A beavatkoz.1st a sebesz me gszokott technikaja szerint kell befejeznl 

NOGYOGYASZATI MEOENCE- ES PERITONEALIS MOTETEK 
1.  A gelt a beavatkozas vegen, az irrigal.ash oz hasznalt Osszes folyadek elszfvasa utan kell felvinni. A me gmaradt 

irrigal6folyadek le ghatekonyabb elt�lftasahoz ajanl ott a pacienst fordftott Trendelenburg-pozfci6ba helyezni. 
2. Minden anat6miai teriil etet, ahol az adhes io megelOzese klv�natos, egyetlen reteg Oxiplex/AP -vel kell lefedni.• Az. 

applikator ,.szalagszer0en' ada golja a gelt. Az adhesio megel 6zesere ter vezett szovetfe l0letek befedesehez csak 
e gye�en retegben szabad felvinni a gelszalagot (kb. 2 mm vastagon). lasd 2. a bra .  

3. Csak annyi gelt haszn�ljon, amennyi el e gendO a gel egy retegben, az ismer tetett m6don tOr ten6 felvite lere a 
SZOVetekre. Nem sz0k5eges mind a 40 ml gelt felhasznalni. 

4. Felvite l  utan a gelt ti los athelyezni szondak vagy mas eszkozok se gftseg<!vel. Ha a gel fe lgyUl emlett 
irrigal6folyadekba esik, elveszftheti a kepesseget, ho gy ratapadjon a peritonealis szovetekre. llyen esetben tehat 
el kell tavolftani a peritonealis 0regbOI, es Qj gelt kell felvinni a terUl etre. 

5 .  A beavatkoz.1st a sebesz me gszokott technikaja szerint kell befejeznl 

*AGEL FELVITELERE VONATKOZO KIEGESZITO VTASITA SOI(; NOGYOGYASZATl MEDENCEMOTETEK 
1.  Emelje el a petefeszket a medence oldalfalat6I, es vigyen fel egy rete g gelt a Iossa ovarica es a petefeszek hatsO 

fel0letenek lefedesehez. 
2. Helyez::ze vissza a petefeszket normal anat6miai helyzetebe, es vigyen fel egy rete g gelt a petefeszek elOls0 

reszenek lefedesehez. 
3. V igyen fel e gy r�e g gelt a petevezetek, val amint a z  ampulla es a mesosalpinx lefedesehez. 

4. V igyen fel e gy rete g gelt a meh oldals6, az adnexaval szembeni reszenek lefedesehez. 
Jellemz0en 15 ml gel el e gend0 e gyetlen adnexa es a vele szomszedos kepletek, mint a fossa ovarica, valamint a meh 
oldals6 szelenek lefedesehez. 

KEDVEZOTLEN REAKCIOK 
Kl inikai vizs g.alatokban nem szamoltak b e  semmilyen kedvez0tlen reakc i6r61. 1• .. Habar nem feltetlen0I az Oxiplex/ 
AP hasznalatanak betudhat6an, de a kovetkezO nemkfvanatos esemenyekr6I szamoltak be: fajdalom, laz, duzzadas, 
gyulladas, ide gentest-reakci6 es rossz teljesrtmeny. 
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Tartalom: 2 db-20 ml-es fecskendO 
1 db -vegzOdes segedeszkozzel 

PT 
DESCRI\AO 
O Oxiplex/AP e um gel fluido transparente, destinado a uma Qnica utiliza�ao. 0 gel consiste numa combina�ao 
absorvfvel, esterilizada, de 6xido de polieti leno (OPE) e carboximetilcelulose de s6dio ((MC). 0 gel e estabilizado por 
caldo, isot6nico e mostrou, em estudos pre-dfnicos, desaparecer da cavidade peritoneal no prazo de 30 dias. 

FINA UDADE 
Oxipl ex/ AP destina-se a ser usado como barreira mecanica contra a forma�ao de ades6es .. 

INDICA\OES 
Oxipl ex/ AP destina-se a ser usado como adjuvante na cirurgia intrauterina ou peritoneal para reduzir a indd@nda, a 
exten5ao e a  gravid a de de ades6es p6s�perat6rias no local da drurgia .  

CONTRA·INDICA\OES 
Nao utilizar o Oxiplex/AP na presen� de infec�o. 

ADVERTENCIAS 
Nao injectar por via intravenosa. 

PRECAU\OES 
Oxipl ex/AP e fomeddo esteril. Nao uti lize de pois da data devalidade. A seguran� e a  efic�cia de Oxiplex/ AP nao 
foram estudadas em condi¢es de reutiliza�ao do dispositivo e/o u apl icador. A reutiliz�ao podera originar uma 
resposta imunitaria e/ou infe�o devido a contamina�ao cruzada, manipul�ao e/ou armazenamento impr6prios. 
Oxipl ex/AP nao foi estudado em combina�ao com outros produtos de preven�o de ades6es, na prese�a de agentes 
hemostaticos ou a gentes medicamentosos intraperitoneais, nem como meio de distensao. Oxiplex/AP nao foi avaliado 
em crian�as, gravidas ou lactantes. Portanto, as doentes devem ser avisadas para evitarem conceber durante o 
prime iro c klo menstrual ap6s a aplica�ao de Oxiplex/ AP .  Oxiplex/AP nao foi aval iado na prese�a de ma lignidades. 
Oxipl ex/AP nao foi avaliado ap6s abertura do intestino, bexiga ou outros 6rgaos viscera is. 0 gel nao foi avaliado na 
prese�a de b rl is. Tai como acontece com qualquer material implantado, poderao ocorrer rea¢es a corpos estranhos 
com Oxiplex/AP. A aplica�ao de Yarias camadas de ge l na cavidade peritoneal aumenta o risco de o gel se deslocar 
do local de aplica�o pretendido e, em alguns casos, observou-se uma pequena quantidade de gel residual durante o 
procedimento de seguimento do estudo clfnico 6 a 10 semanas mais tarde. 0 gel residual nao foi assodado a sequel as 
clfnicas,l.' 

ARMAZENAMENTO E MANIPU LA\AO:Armazene a te mperatura amb iente (2-25 'C). 

APRESENTA\AO 
Oxipl ex/AP e fomeddo esteril numa bandeja termomoldada. A bandeja termomoldada contem duas seringas de 20 
ml de gel e um aplicador. 0 exterior da embala gem e os conte lldos externos nao sao estere is .  Sao forneddos r6tulos 
autoadesivos para fins de documenta�o. Os r6tulos identificam o produto e o lote de produ�ao. 

INSTRU\OES DE UTlllZA\AO 
PRE-PROCEDIMENTO 
Oxipl ex/ AP destina-se a ser utilizado apenas por med icos. Use Oxiplex/ AP de acordo com as i nstru¢es de uti liza �ao. 
H� riscos inerentes � uti liza�ao de todos os dispositivos medicos. Para minimizar o risco res idual assodado � uti liza�ao 
deste dispositivo, recomenda-se que as instru¢es de uti liza�ao sejam lidas pelo medico e discutidas com o doente 
antes da utiliza�o do mesmo. 
Os doentes com hist6ria conhecida de hipersensibilidade a Oxiplex/ AP ou aos seus componentes nao devem ser 
tratados com Oxiplex/AP. 
0 gel atua como uma barreira entre tecidos para prevenir a forma�o de ades6es. 0 teddo tern de estar separado por 
gel para uma preve�ao de ades6es eficaz. 

PREPARA\AO E EUMINA\AO DO DISPOSITIVO 
Oxipl ex/AP destina-se a ser utilizado uma Qnica vez. Nao reutilize/reesterilize. 
1. Retire da caixa a embala gem que contem a seringa carregada com Oxiplex/AP e o aplicador. 
2 .  lnspecione a embalagem quanto a danos. Nao utilize s e  estiver danificada ou aberta. 
3. Utilizando tecnica assetica, coloque as seringas e o apl icador no cam po dnlr gico esteril. 

4. Retire a tam pa da extremidade luer lockda seringa .  NJ utilizar o apl icador para uso peritoneal, encaixe o aplicador 
do gel na extremidade luer lockda seringa;  rode ateficar firmemente encaixado. (Pode ser usado o mesmo 
aplicador para am bas as seringas, se neces�rio.) 

5. Ap6s a uti liza�ao, elimine as seringas, os restos de gel e o aplicador. Oxiplex/AP utilizado pode constituir um risco 
biol6gico. Sig a as orienta�6es nacionais, locais ou institudonais de elimina�ao de materiais com risco biol6gico. 

CIRURGIA INTRAUTERINA 
1. Apl ique gel ao terminar o procedimento, ap6s a aspir�ao de todos os fluidos e meios de distensao. 
2 .  Encaixe a extremidade luer lockda serin ga ao histerosc6pio. Encha o histerosc6pio com gel pressionando o 

@:mbolo da seringa ate aparecer gel na ponta do histerosc6pio. 
3. lnide a aplica�ao do gel no fundus do Qtero. Apl ique gradualmente gel ate encher completamente o Qtero e o 

canal cervical pressionando o @mbolo da seringa enquanto retira lentamente o histerosc6pio. Ver a figura 1 .  
4. Termine o procedimento de acordo com a tecnica padrao do cirurgiao. 

CIRURGIA PERITONEAL E GINECOLOGICA PELVICA 
1. Apl ique gel ao terminar o procedimento, ap6s a aspir�ao de todos os fluidos de irriga�o. Recom enda-se que 

o doente seja colocado numa posi�o de Trendelenburg reversa para obter a remo�ao mais eficaz do fluido de 
irrig�ao residual. 

2 .  Cu bra com uma llnica ca mad a de Oxiplex/AP todos os locais anat6micos nos quais s e  pretende prevenir ades6es.• 
0 aplicador dispensa o gel em forma de «nta,. Deve-se usar apenas uma Qnica camada de fita de gel (cerca de 
2 mm de profund idade) para revestir as su per fldes dos teddos nos qua is ser pretende prevenir ades6es. Ver a 
figura 2 .  

3. Use a pen as o gel suficiente para colocar uma Qnica camada de gel nos tecidos conforme descrito-. Nao e 
necessario utilizar os 40 ml de gel. 

4. Nao reposidone o gel com sondas ou outros instrumentos de pois de apl icado. Seo gel cair numa acumula�ao de 
fluido de irriga�ao, a sua capaddade de aderir aos tecidos peritoneais podera ficar comprometida. Portanto, deve 
ser removido da cavidade peritoneal e deve-se aplicar novo gel no local 

5. Termine o procedimento de acordo com a tecnica padrao do cirurgiao. 

* INSTRU<;OES ADICIONAJS DE APUCA\AO DO GEL: CIRURGIA GINECOLOGICA PELVICA 
1. Afaste o ov�rio da parede pelvica lateral e apl ique uma llnica ca mad a de gel para cobrir a fossa ovarica e a  

supe rffde posterior do ov�rio. 
2 .  Volte a colocar o ov�rio na posi�o anat6mica normal e aplique uma Qnica camada de ge l  para cobrir a parte 

anterior do ovario. 
3. Apl ique uma llnica camada de gel para cobrir a trompa de Fal6pio, incluindo a ampulla e o mesosalpinx. 

4. Apl ique uma llnica camada de gel para cobrir o aspeto lateral do Qtero virado para as adnexa. 
Normalmente, 15 ml de gel sao sufidentes para cobrir uma Unica adnexum e estruturas adjacentes, incluindo a fossa 
ovarica e as margens laterais do Qtero. 

REA\OES ADVERSAS 
Nao foram reportadas rea¢es adversas relacionadas com o dispositivo em estudos dfnicos. 1_. Embora na0 sejam 
necessariamente atribu fveis ao uso de Oxiplex/AP, foram reportados os seguintes acontecimentos adversos: dor, febre, 
incha�o, inflama�ao, rea�ao a corpo estranho e desempenho desfavor�el 
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OPIS 
Oxiplex/AP to przezroczysty, plynny iel przeznaczony do jednorazowego zastosowania. Stanowi on steryln<1, 
absorbowaln� kombinacj� tlenku polietylenu (PEO) i karboksymetylocelulozy sodu ((MC). Zeljest stabil izowany 
wapniem ijest izotoniczny. Na podstawie badafl przedklinicznyc:h wyk:azano, ie oczyszcza on jam� otrzewnow<1 w 
okresie 30 dni. 

ZASTOSOWANIE 
Oxipl ex/AP jest przeznaczony do stosowania jako mechaniczna bariera przed tworzeniem s it: zrostu. 

WSKAZANIA 
Oxipl ex/AP przeznaczony jest do stosowan ia ja ko dodatek do chirurgii wewn<1trzmackznej lub otrzewnej w celu 
zmniejszenia c�sto�d wyste:powania, stopnia i nasi lenia zrost6w pooperacyjnych w operowanym miejscu. 

PRZECIWWSKAZANIA 
Zelu Oxiplex/AP nie naleiy stosowat w obecno�ci infekcJi. 

OSTRZEZENIA 
Nie wprowadzat do:iyln i e .  

SRODKI OSTROZNOSC I 
Oxiplex/AP jest dostarczany sterylny. Nie stosowa t po uplywie daty wai.no�i. Bezpiecze�stwo i skuteczn�t Oxiplex/AP 
nie zostaly przebadane w warunkach ponownego uiyda urz�dzenia i/lub aplikatora .  Ponowne uiyde moze prowadzit do 
odpowiedzi immunologicznej i/lub zakaienia wskutekzanieczyszczenia krzytowego, niewfa�dwego przechowywania i/lub 
manipulacJi. Oxipl ex/AP nie poddano bada niu w pot�niu z innymi produktami zapobiegaj¥Ymi zrostowi, w obecno�i 
dootrzewnowych �rodk6w leczniczych lub lrodk6w hemostat)<znych, lub jako o!rodek rozrzedzaj�cy. Oxiplex/ AP nie zostal 
poddany ocenie u dziect kobietw d�iy ani u k:armi<1cych matek. Olatego pacjentom nale.iy zalecit unik:anie po�da podczas 
pier wszego cyklu menstruacyjnego po zastosowaniu Oxiplex/AP. Oxiplex/AP nie zostal poddany ocenie w obecno!ci 21o§iwo!ci. 
Oxiplex/AP nie poddano ocenie po otwarciujelita, �herza mo czowego lub innych organ6wtrzewnych. Zel nie zostal poddany 
ocenie w ob ecno�d i6tci Podobnie jak w przypadku dowolnego implementowanego materialu, przy stosowaniu Oxiplex/ 
AP wystqpit mog� reakcje na dato obce. Zastoso,vanie wielu warstw ielu w jamie otrze'Wnej zwi�ksza ryzyko �ieku i:elu 
z plano,vanego miejsca u±yda, w niekt61)Ch przypad kach zaobsel'\\OW'ano nawet niewielk4 ilo�t pozostat�d i:elu podczas 
badania klinicznego przeprowadzanego od 6 do 10  t)godni p6tniej. Pozostalold ielu nie niosly za sob� nast�pstw kliniczll)Ch. " 

PRZECHOWYWANIE I OBSlUGA: Przechowywat w temperaturze pokojowej (2-2 S'CJ. 

SPOS08 DOSTAWY 
Oxipl ex/AP jest dostarczany sterylny w tacytermicznej. Taca termiczna zawiera dwie strzykawki z 20ml telu orazjeden 
a plik:ator iel u .  Zewn�rzna strona opakowania ani zawarto�t na zewn�trz nie s� sterylne. Etykiety samopr zylepne 5<1 
dostarczane w celach dokumentacyjnych. Etykiety umoiliwiaj<1 identyfikacje produktu i partii produkcyjnej. 

INSTRUKCJA UZVTKOWANIA 
ZABIEG WSTl;PNY 
Oxipl ex/AP przeznaczony jest do stosowania W)'f<1cznie przez lekarzy. Stosowat Oxiplex/AP zgodnie z instrukcj<1 
uiytkowania. Ryzyko wyst�uje wtrakde stosowania wszystkich urz�dzer'I medycznych. W celu zminimalizowania 
ryzyka rezydualnego zwi�zanego z uzytkowaniem tego urz�dzenia, zaleca sit:, aby przed uiydem urz�dzenia 
le karz przec:zytat inform acje na tematjego stosowania i przedyskutowat je z pacjentem. Pa cjenci �iadomi swej 
nadwrailiwo�i w przesztoki na Oxiplex/AP lub jego sktadniki nie powinni byt leczeni Oxiplex/ A P .  Zel sluiy jako bariera 
pomi t:dzy tkankami, zapobiegaj<1c ochron t: przed tworzenie m  si,e: zrost6w. Aby skutecznie zapobiegat zrostom, n aleiy 
oddzielit tkank� iele m.  

PRZYGOTOWANIE I UTYLIZACJA URZI\DZENIA 
Oxipl ex/ AP przeznaczony jest do jednorazowego uiytku. Nie uiywad'nie sterylizowat ponownie. 
1. Rozpakuj opakowanie zawieraj�ce strzy kawk� napetnion� Oxiplex/AP i aplikator. 
2 .  Spra\/\dt opakowanie pod katem wsielkich uszkodierl. Nie uzywa1je§i jest uszkodzone lub otwarte. 
3. Stosuj<1c steryln� technik�, wprowadt strzykawki i apl ikator do sterylnego pol a roboczego. 

4. Zdejmij nasadk� z kor'lc:6wki strzykawki typu luer. W trakde dootrzewnowego stosowania aplikatora, podt�cz 
aplikatorielowy do kor'lca blokuj<1cego luer strzykawki; obracaj do momentu catkowitego zamocowania. (W tym 
ce lu naleiy uZyt tego samego aplikatora w obu strzykawkach). 

5 .  P o  uiydu wyrzut strzykawki, pozostaly iel i apl ikator. Uzyty Oxiplex/AP moie stanowit zagroienie b iologiczne. 
Naleiy post�powat zgodnie z krajowymi, lok:alnymi lub instytucjonalnymi wy tycznymi dotyc2.1cymi usuwania 
materiat6w niebezpiecznych dla zdrowia. 

ZABIEG WEWNI\TRZMACICZNY 
1. Nalozyt iel po zakor'lczeniu zabiegu, po aspiracJi wszystkich plyn6w i �rodk6w rozrzedzaj<1cyc:h. 
2 .  Zamocowat blokad,: ko�c6wki typu luer strzykawki do histeroskopu. Wciskaj�c tlok strzykawki napelniat 

histeroskop ielem, aZ iel ukazuje sit: na samym kor'lcu kor'lc6wki histeroskop u .  
3. Rozpoc2.1t aplikacj,e: telu na dnie madcy. Stopniowo nakladat tel ai  do catkowitego wypelnienia madcy i kanalu 

szyjki macicy, wds kaj� tlok strzykawki podczas powolnego wycofywania histeroskopu. Patrz Rysunek 1.  
4.  Zabieg powinien byt przeprowadzony przez chirurga, z zastosowaniem standardowo stosowanej przez niego 

techniki. 

GINEKOLOGICZNE I OOTRZEWNOWE ZABIEGI PRZY MIEDNICY 
1. Nalozyt iel po zakor'lczeniu zabiegu, po aspiracJi wszystkich plyn6w nawadniaj<1cych. W celujak najlepszego 

usuni�da pozostato�d pfyn6w nawadniaj�cych zaleca s i,e: umieszczenie pacjenta w pozycji odwrotnej do pozycji 
T rendelenburga. 

2 .  P okryt pojedync2.1 wars� Oxiplex/AP wszystkie miejsca anatomiczne, w kt6rych wymagane 
jest przedwdziatanie przed zrostem. *Aplikator dozuje iel w formie,.wstqiki"'.. Do powlekania powierzchni tkanki, 
dla kt6rej przewidziane jest przec:iwdziatanie przed zrostem, naleiy stosowat jedynie jednowarstwow<1 wstqik� 
i.elo� (okolo 2 mm gl,;boko�i). Patrz Rysunek 2 .  

3. Uzyt jedynie tyle iel u, ile konieczne jest do umieszczenia pojedynczej warstwy telu na tkankac h, zgodnie z 
opisanym sposobem. Nie ma konieczno�d zastosowania calych 40 ml ielu. 

4.  P o  naloieniu ielu nie naleiy go  repozycjonowat sondami an i  innymi przy1""L1dami. Je�li tel dostanie si� do plynu 
nawadniaj�ego, jego zdolno� do przylegania do tk:anek otrzewnej moie byt zagroiona. Dlatego naleiy usun�t 
go z jamy otrzewnej i zaapli kowat w to miejsce nowy tel. 

5 .  Zabieg powinien byt przeprowadzony przez chirurga, z zastosowaniem standardowo stosowanej przez niego 
techniki. 

*INSTRIJKCJE OOTYC ZI\CE OOOATKOWEJ APLIKACJI ZELU: GINEKOLOGICZNE I ZABIEGI PRZY MIEDNICY 
1. Unie� jajn i kze �iany bocznej miednicy i zaapli kowatjedn� war� telu, aby pokr yt d6t jajnikowy i tyln� 

powierzchn i,e: jajnika. 
2 .  Przywr6dt jajnikdo normalnej pozycji anatomicznej i zaaplikowat pojedync2.1 warstw� ielu, aby przykryt 

przedni� czt:� jajnika. 
3. Nalo¥ pojedync� warstw� i.elu, aby przykryt rurk� jajowodu wraz z ba�k� i krezkajajowodu. 

4.  Nalozyt pojedync2.1 warstwt: ielu w celu pokryda bocznej strony madcy, w kierunku przydatki sk6ry .  
Zwykle 15 ml i.elu wystarcza na  pokrycie pojedync:rego przydatku sk6ry i przylegaj�cych struktur, w tym jajowodu i 
bocznego brzegu madcy. 

DZIAtANIA NIEPOZI\DANE 
Podczas badar'I klinicznych nie zgtoszono iadnych dziatar'I niepoizldanych zwi<1zanych z urz�dzeniemu. Zgtoszano 
nast�puj�ce zdarzenia niepo�dane, niekoniecznie zwi�zane z zastosowaniem Oxiplex/AP:  b61, gor<1czka, ob�k, 
zapal enie, reakcja n a  dato obce, stabe wyniki. 
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Zawartolt: 2 -strzykawka 20 ml 
1 -ko�c6wka aplikatora 

IT 
DESCRIZIONE 
Oxiplex/AP � un gel fluido, trasparente, monouso. 11 gel e composto da una miscela sterile e assorbibil e di ossido 
di pol ieti lene (PEO) e carbossimetilcellulosa sodica ((MC). I I  gel e stabilizzato al calcio,  isotonico e studi precl inid 
hanno dimostrato che entro 30 giorni ii prodotto non � pit) presente nella cavita  peritoneale. 

USO PREV lSTO 
Oxipl ex/AP � destinato a essere utilizzato come barriera meccanica a Ila formazione d i  adesioni. 

INOICAZIONI 
Oxipl ex/AP � destinato all'uso complementare in chirurgia intrauterina o peritoneale per ridurre l'incidenza, la portata, 
e la gravi� di aderenze postoperatorie al sito chirurgico. 

CONTROINDICAZIONI 
Non utilizzare Oxiplex/AP in presenza di infezioni. 

AVVERTENZE 
Non iniettare pervia endovenosa. 

PRECAUZIONI 
Oxipl ex/AP viene fornito steri le. Non utilizzare dopo la data di scadenza. La sicurezza e l' efficacia di Oxiplex/AP non 
sono state studiate in condizioni di riutilizzo del dispositivo e/o del l' appl icatore. 1 1  riutil izzo puO indurre risposte 
immunitarie e/o infezioni imputabili a contaminazione crociata o conservazione e/o trattamento impropri. l'u so  
d i  Oxipl ex/AP non � stato studiato in combinazione con quello d i  a Itri prodotti d i  prevenzione delle aderenze, i n  
concomitanza con l'uso d i  medidnali intraperitoneali o di agenti emostatid, n e  come mezzo d i  distensione. L'uso di 
Oxipl ex/AP non � stato valutato nei bambini, ne nelle donne in gravidanza o in allattamento. Pertanto, le pazienti 
devono essere messe in guardia rispetto al concepimento durante ii primo c klo mestruale successivo al l'applicazione 
di Oxipl ex/AP. l'uso di Oxiplex/AP non e stato valutato in presenza di neopl asie .  L'uso di Oxipl ex/AP non � statovalutato 
a seguito del l'apertura dell'intestino, della vesdca, o d i  a Itri organ i  visceral i .  L'applicazione del gel non� stata v alutata 
in presenza di b ile. Come per qualsiasi materiale di impianto, Oxiplex/ AP pub indurre reazioni d a  corpo estraneo. 
L'applicazione di strati multipl i di gel nella cavita peritoneale aumenta ii rischio d i  spostamento del gel dal previsto 
luogo di applicazione e, in ale uni di tali casi, durante lo studio cl inico di fol low up,� stata osservata una piccola quanti� 
residua di gel a distanza di 6/10 settimane dopo la procedura. 11 gel residuo non e stato assodato a postumi clinicP-' 

CONSERVAZIONE E MANIPOLAZIONE: Conservare a temperatura ambiente (2 -2S '(). 

FORNITURA 
Oxipl ex/AP viene fornita sterile in vassoio termoformato. 11  vassoio termoformato contiene due siringhe da 20 ml 
piene d i  gel e un  applicatore per gel. l:esterno della confezione e gli elementi non contenuti all'interno non sono steril L 
Vengono fornite etichette autoadesive di documentazione. Le etichette identificano ii prodotto e ii lotto di produzione. 

ISTRUZIONI PER USO 
PROCEDURA PRELIMINARE 
Oxipl ex/AP deve essere utilizzato esclusivamente da medid. Utilizzare Oxiplex/AP conformemente alle istruzioni per 
uso-. 1:uso di qualsiasi d ispositivo medico pone dei rischi. Per ridurre al min i  mo ogni residua rischio assodato all'utilizzo 
di questo dispositivo, � consigliabile che ii medico legga le informazioni per l'uso e che discuta con ii paziente prima di 
util izzare ii dispositivo-. 1 pazienti con storia clinica nota di ipersensib il it� a Oxiplex/AP o ai suoi componenti non devono 
essere trattati con Oxiplex/ AP. II gel serve come barriera frapposta tra i tessuti al fine di impedire i i  formarsi di aderenze. 
Per una prevenzione efficace delle aderenze, ii tessuto deve essere separato per mezzo del gel.  

PREPARAZIONE DEL OISPOSITIVO E SMALTIMENTO 
Oxipl ex/AP � esclusivamente monouso. Non riutilizzare/risteri lizzare. 
1. Estrarre dalla scatola la confezione contenente la siringa preriempita con Oxiplex/AP e i i relativo applicatore. 
2 .  lspezionare la confezione per verificare se � danneggiata. Non utilizzare ii prodotto se la confezione � 

danneggiata o aperta. 
3. Con tecnica sterile, introdurre le siring he e l'applicatore nel cam po operatorio steri le .  

4. Rimuovere il cappucdo dall'estremi� del connettore luer lockdella siringa. Quando l'applicatoreviene uti lizzato 
in procedure peritoneali, rimuovere ii cappuccio dall'estremi� del connettore luer lock de Il a  siringa e collegarv i  
l 'applicatore del ge� ruotarlo finche � saldamente fissato. (Ove necessario,  util izzare ii medes imo applicatore per 
entrambe le siringhe.) 

5. Dopo l'uso, gettare le siring he, ogni residuo di gel e l'applicatore. 11 dispositivo Oxiplex/AP usato pub essere a 
rischio biologico. Per lo smaltimento dei materiali biologid, attenersi alle l inee guida nazional i, loca li, o della 
struttura sanitaria. 

CHIRURGIA INTRAUTERINA 
1. Applicare ii gel al termine della procedura, dopo aver aspirato ogni fluido e mezzo di distensione presente. 
2 .  Col legare ii connettore luer lock de Ila siringa all' isteroscopio. Riempire l' isteroscopio con ii gel comprimendolo 

con lo stantuffo dell a siringa finche ii gel raggiunge l'estremita della punta dell ' isteroscopio. 
3. Avviare l'applicazione del gel sul fondo dell'utero. Applicare gradualmente ii gel fino a riempire completamente 

l'utero e ii canale cervicale agendo sullo stantuffo de Il a  siringa e ritraendo contemporaneamente e lentamente 
l'isteroscopio. Vedere Figura 1. 

4. Terminare la procedura in base alla tecnica standard del chirurgo. 

PROCEDURE CHIRURGICHE PELVICHE GINECOLOGICHE E PERITONEALI 
1. Applicare ii gel al termine della procedura, dopo aver aspirato ogni fluido d i  irrigazione. Per rendere p ill  efficace la 

rimozione del fluido di irrigazione, disporre ii paziente in posizione di Trendelenburg inversa. 
2 .  Coprire tutti i siti anatomici in cui s i des id era prevenire la formazione di aderenze con un singolo strato di Oxiplex/ 

AP.* l:applicatore dispensa i i  gel in form a di'"'nastro": Per rivestire le superfid del tessuto che s i  desidera preservare 
dalla formazione di adere nze, deporre un nastro monostrato di gel (circa 2 mm d i  profondita). Vedere Figura 2 .  

3. Utilizzare solo la quantit� di gel suffidente a deporre un singolo strato di gel sui tessuti, come descritto. Non 
occorre usare interamente i 40 ml di gel disponibilL 

4. Una volta  applicato, non rid istribuire ii gel ser vendosi d i  sonde o di a Itri strumenti. Se ii gel cad e in una raccolta di 
fluido di irr igazione, la sua capadta di aderire a i  tessuti peritoneali puO risultare compromessa. In tale drcostanza, 
rimuoverlo dalla cavit� peritoneale e applicare nuovo gel nel sito. 

5. Terminare la procedura in base alla tecnica standard del chirurgo. 

*ISTRIJZIONI PER �APPI.ICAZIONE ADDIZIONALE DI GEL: PROCEDURE CHI RIJRGICHE PELVlCHE GINECOLOGICHE 
1. Sollevare l'ovaio dalla parete pelvica laterale e ricoprire la fossa ovarica e la superficie posteriore dell'ovaio con un 

singolo strato di gel. 
2 .  Ripristinare la normale posizione anatomica dell'ovaio e ricoprirne l a  porzione anteriore con un singolo strato d i  

ge l.  
3. Ricoprire la tuba di Faloppio, comprese l'ampolla e la mesosalpinge, con un s ingolo strato di gel. 

4. Applicare un singolo strato di gel a coprire l'aspetto laterale dell'utero, prospiciente gli annessi. 
In genere, 15 ml di gel sono sufficienti per ricoprire un singolo annesso e le strutture anatomiche adiacenti, tra cui la 
fossa ovarica e ii margine laterale dell'utero. 

REAZIONI AWERSE 
Non sono state riportate reazioni awerse correlate all'uso del dispositivo in studi cl inicL u Benche non necessariamente 
attribuib il i all'uso di Oxiplex/AP, sono stati riportati i seguenti eventi av versi: dolore, febbre, gonfiore, infiammazione, 
reazione da corpo estraneo e scarsa performance. 

RIFERIMENTl 
1. Di Spiezio Sardo, Atti lio, Marialuigia Spinelli, S ilvia Bramante, Marianna Scognamiglio, Elena Greco, Maurizio Guida, 

Vito Cela and Carmine Nappi. "Efficacy of a Polyethylene Oxide-Sodium Carboxymethykellul ose G el in Prevention of 
Intrauterine Adhesions after Hysteroscopk Surgery." J Minim Invasive Gynecol 2011 ,  18, no. 4: 462-9. 

2 .  Fuchs, Noga, Noam Smorgkk, ldo Ben Ami, ZviVaknin, Yoseph Tovbin, Reuvit Halperin and Moty Pansky. " lntercoat 
(Oxiplex/AP Gel) for Preventing Intrauterine Adhesions after Operative Hysteroscopy for Suspected Retained 
Products of Conception: Double -Bl ind, Prospective, Randomized P ilo t  Study:' J .  Minimally Invasive Gynecol. 2014, 
21, no. 1. 

3. Lundorff P, J Donnez, M Korell, AJ Audebur t  K Block and GS diZerega. 200S. Clinical evaluation o f  a viscoelastic gel for 
reduction of adhesions following gynecological surgery by  laparoscopy in Europe. Human Reproduction. Vol 20:2, 
pp. S14-S20 .  

4. Young P, A Johns, (Templeman, (Witz, 8 Webster, R Ferland, M Diamond, K Block and GS diZerega. 2005. Reduction 
of postoperative adhesions after laparoscopic gynecological surgery with Oxiplex/ AP Gel: A  P ilot Study. Fer til ity and 
Steril ity .Vol. 84:S, pp. 14S0 -14S 6 .  

Contenuto-: 2 -Siringa d a  2 0  ml 
1 -Punta dell'applicatore � 
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Document 12
NL 
BESCHRIJVING 
Oxiplex/AP is een doorzichtige vloeibare gel voor eenmalig gebru ik. De gel is een steriele resorbeerbare combinatie 
van polyethyleenoxide (PEO) en natriumcarboxymethylcellulose (CMC). De gel is met calcium gestabil iseerd en is 
isotoon .  Door preklinisch onderzoek is aangetoond dat de gel de peritoneale holte binnen 30 dagen zuivert. 

BEOOGO GEBRUIK 
Oxipl ex/ AP is bedoeld voor gebruik als mechanische barriere t egen adhesievorming. 

INOICATIES 
Oxipl ex/AP is bedoeld om te worden gebruikt als aanvulling op een intra-uteriene of peritoneale operatie voor het 
verminderen van de incidentie, mate e n  ernst van postoperatieve adhesies op de operatielocat ie .  

CONTRA · INOICATIES 
Gebru ik Oxiplex/A Pniet in de nabijheid van infectie s .  

WAARSCHUWINGEN 
Niet intraveneus injecteren. 

VOORZORGSMAATREGELEN 
Oxipl ex/AP wordt steriel geleverd Niet gebruiken na de uiterste gebruiksdatum. De veil igheid en werkzaamheid 
van Oxiplex/AP bij hergebruik van het instrument en/of de applicator zijn niet beoordee ld. Hergebrui k kan in 
immuunreacties  en/of infectie resulteren, als gevolg van kruisbesmetting, onju iste opsla g  en/of hantering. Er is geen 
onderzoek gedaan naar he t  gebruik van Oxiplex/ AP in combinatie met andere producten voor adhesiepreventie, 
i n  de aanwezigheid van intraperitoneale geneesmiddelen of hemostatische middelen, of als distentiemedium. Het 
gebruik van Oxiplex/ AP bij kinderen of tijdens de zwan gerschap of borstvoeding is niet gee\falueerd. Daarom moeten 
patienten worden geadviseerd niet zwanger te worden tijdens de eerste menstruatiecydus na toepassing van Oxipl ex/ 
AP .  Oxiplex/AP is nie t  gee'Valueerd in aanwezigheid van maligniteiten. Oxiplex/AP is niet gee'Valueerd na openin g 

van de darm, bl aas of andere viscera le or ganen. De gel is niet geevalueerd in aanwezigheid van gal Zoals bij elk 
ge'impl anteerd materiaal kunnen met Oxiplex/AP vreemd-lichaamreacties optreden. Het aanbrengen van meerdere 
la gen gel in de peritoneale holte verhoogt het risico van losraken van de gel van de beoogde toepassingsplaatsen in 
sommige van deze gevallen werd bij een klinische studie een kleine hoeveelheid resterende gel waargenomen tijdens 
de follow�pprocedure 6 tot 10  weken later. Resterende gel werd niet in verband gebracht met k linische gevolgen. l.' 

OPSLAG EN HANTERING: Bewaren bij kamertemperatuur (2 - 25 'CJ, 

WIJZE VAN LEVERING 
Oxipl ex/ AP wordt steriel geleverd in een thermoform bakje. Het thermoform b a kje bevat t wee  20 ml spuiten met gel 
e n  l!l!'n gelappl icator. De buitenkant van de verpakking en de andere inhoud zijn niet steriel. Erworden zelfklevende 
etiketten meegeleverd voor documentatiedoeleinden. De etiketten identificeren het product en de productiepartij. 

GEBR\JI KSAANWUZING 
PREPROCEDURE 
Oxipl ex/AP mag uitsluitend word en gebruikt door art.sen. Gebruik Oxiplex/ AP volgens de gebrui ksinstructies. Aan 
het gebru ik van alle medische hulpmiddelen zijn risico's verbonden. Om risico's verbonden aan het gebru ik van dit 
instrument te beperken, verdient het aanbeveling datde gebruiksinformatie wordt gelezen door de arts en besproken 
met de patient v66r gebruik van het instrument. Patienten met een bekende voor geschiedenis van overgevoelighe id 
voor Oxiplex/AP of de bestanddelen ervan, mogen niet met Oxiplex/AP worden beh andel d De gel dient als 
barri�re tusse n weefsel om adhesievorming te voorkome n. Weefsel moet door de gel worden gescheiden voor een 
doeltreffende adhesieprevent i e .  

VOORBEREIDING VAN HET INSTRUMENT EN AFVOER 
Oxipl ex/AP is uitsluitend bedoeld voor eenmalig gebruik .  Niet opnieuw gebruiken of opnieuw steriliseren. 
1. Haal de verpakking met de met Oxipl ex/AP gevulde spuiten applicator uit de doos. 
2 .  Controleer de verpakking op beschadig ingen. Gebruik het product niet als de verpakking beschadigd o f  

geopendis. 
3. P laats de spuiten en appl icator met behulpvan steriele tec:hnieken in het steriele operatieveld. 

4.  Ver wijder de dop van he t  luerlock-uiteinde van de spuit. BU gebruik van de applicator voor peritoneaal gebrui k ,  
koppelt u de gelapplicator aan het luerlock-uiteinde van de spuit; draai stevig vast .  (lndien nodig k:an dezelfde 
applicatorvoor beide spuiten worden gebruikt). 

5. Gooi de spuiten, eventueel resterende gel en de applicator we g na gebruik .  Oxiplex/AP is na gebruik een 
potentie e l  b iologisch gevaarlijk product. Volg de nationale, lokale of in de instell ing geldende voorschriften 
voor de afvoer van biologisch gevaarlijk materiaal. 

INTRA-UTERIENE CHIRURGIE 
1. Breng de gel aan aan het einde van de procedure, na aspiratie van alle vloeistoffen en distentiemedia. 
2 .  Bevestig de luerlock van de spuit op de hysteroscoop. Vul de hysteroscoop met gel door de spu itplunjer in t e  

drukken totdat er gel aan het uiteinde van de hysteroscoop versch ijnt. 
3. Be gin met het aanbrengen van de gel aan de bovenk:ant van de baarmoeder. Ga geleidelijk door met het 

aanbrengen van de gel totdat de baarmoeder en het cer vixkanaal geheel gevuld zijn, door de spuitplunjer in te 
drukken terwijl u de hysteroscoop langzaam terugtrekt. Zie afbeelding 1. 

4.  Siu it de chirurgische procedure af vol gens de sta ndaardtechniek van de chirurg. 

BEKKEN-, GYNAECOLOGISCHE EN PERITONEALE OPERATIES 
1. Breng de gel aan aan het einde van de procedure, na aspiratie van alle irrigatievloeistoffe n .  Aanbevol en wordt 

om de patient in een omgekeerde Trendel enbur gl i
gging te plaatsen voor de meest efficiente verwijdering van 

resterende irrigatievloeistof. 
2 .  Bedek alle anatom ische locaties waar adhesiepreventie gewenst is met een enkele la a g  Oxiplex/A P.* De 

applicator brengt de gel  aan in een"'lin� Er dient slec:hts een enkele laa g gellint (van on geveer 2 mm diep) 
te worden gebruikt om het weefseloppervlak wa arvoor de adhesiepreventie is bedoeld, te bedekken. Zie 
afbeelding 2 ,  

3. Gebruik net voldoende gel om een enkel e laag gel op het weefsel aan te brengen zoals beschreven. Het  is niet 
nodig om de volledige 40 ml gel te gebruiken. 

4. Verplaats de gel nie t  met sondes of andere i nstrume nten als deze eenmaal is aangebracht. Als de gel in een 
plas irrigatievloeistof valt, k:an he t  vermo gen om te hechten aan peritoneaal weefsel zijn aangetast. In dat geval 
moetde gel uit de peritoneale holte word en verwijderd en moeter nieuwe gel worden aangebrachtop de 
betreffende locatie. 

5. Siu it de chirurgische procedure af vol gens de sta ndaardtechniek van de chirurg. 

*AANVULLENOE INSTRUCTIES VOOR HET  AANBRENGEN VAN DE GEL: BEKKEN-/GYNAECOLOGISCHE OPERATIES 
1. T ilde eierstok we g van de bekkenwand en breng een enkele laag gel aan om de eierstokholte en he t  

posterieure opper vlak van de eierstok te bedekken. 
2 .  Breng de eierstok terug in de normal e anatomische positie en breng een enkele laag gel aan om het anterieure 

dee I van de eierstok te bedekken. 
3. Breng een enkele laa g gel aan om de eile ider indusief de ampulla en de mesosalpinx te bedekken. 

4. Breng een enkele laag gel aan om het laterale deel van de uterus te bedekken dat naar de adnexa is gericht. 
Norma al gesproken is 15 ml gel voldoende om een adnexa en aangrenzende structuren, inclus ief de 
eierstokholte en de laterale grens van de uterus, te bedekken. 

BUWERKINGEN 
Erzijn geen instrumentgerelateerde bijwerkingen gemeld in k linische studies. u Hoewel ze niet noodzakel ijkerwijs te 
wijten zijn aan het gebruik van Oxiplex/AP, zijn de volgende bijwerkin gen gemeld: pijn, koorts, zwell ing, ontstekin g, 
vreemd-lichaamreactie en s lechte werkza amheid. 

REFERENTIES 
1. Di Spiezio Sardo, Atti lio, Marialuigia Spinelli, S ilvia 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 :  46 2-9. 

2 .  Fuchs, No ga, Noam Smorgick, ldo Ben Ami, ZviVaknin, Yoseph Tovbin, Reuvit Halperin and Moty Pansky. " lntercoat 
(Oxiplex/AP Ge l) for Preventing Intrauterine Adhesions after Operative Hysteroscopy for Suspected Retained 
Products of Conception: Double -Bl ind, Prospective, Randomized P ilot Study:' J .  Minimally Invasive Gynecol. 2014, 
21, no. 1. 

3, lundorff P, J Oonnez, M Korell, AJ Audebur t  K Block and GS diZerega , 200S, Clinical evaluation o f  a viscoelastic gel for 
reduction of adhesions following gynecological surgery by  laparoscopy in Europe. Human Reproduction. Vol 20:2, 
pp. S14-S20 ,  

4,  Young P, A Johns, (Templeman, (Witz, 8 Webster, R Ferland, M Diamond, K Block and GS diZerega, 2005, Reduction 
of postoperative adhesions after laparoscopic gynecolo gical surgery with Oxiplex/ AP Gel: A  P ilot Study. Fer til ity and 
Steril ity,Vol. 84:S, pp, 14S0 -14S 6 ,  

lnhoud: 2 -Spuit 20 ml 
1 - Applicatorpunt 

NO 
BESKRIVELSE 
Oxiplex/AP er en klar, flytende gel til engangsbruk. G elen er en steril, absorberbar kombinasjon av poly e tylenoksid 
(PEO) og natriumkarboksyme tylcellulose ((MC). Gelen er kalsiumstabilisert og isotonis k ,  o g  prekliniske studier har 
vist at den forsvinner fra peritonealhulen inn en 30 dager. 

TILTENKT BRUK 
Oxipl ex/AP er tiltenkt for bruk som en mekanisk barriere mot adhesjonsdannelse. 

INOIKASJONER 
Oxipl ex/AP er tiltenkt for bruk som et supplement i intrauterin eller peritoneal kirur gi for A redusere forekomsten, 
omfanget av o g alvorl ighetsgraden av postoperative adhesjonerved det kirur gis ke stede t .  

KONTRAINOI KASJONER 
Oxiplex/AP ska I ikke anvendes i naerheten av infeksjoner. 

ADVARSLER 
Ska I ikke injiseres intraven0st. 

FORHOLDSREGLER 
Oxipl ex/ AP leveres steril. MS ikke brukes etter utl0psdatoen, Sikkerhet o g  effekt av Oxipl ex/ AP har ikke b litt studert i 
forb indelse med gjenbruk av anordningen o g/eller appl ikatoren .  Gje nbruk kan f0re til immunologisk respons o g/eller 
infeksjon pi grunn av kr ysskontaminasjon, feilakti g oppbevaring o g/eller h.Andtering. Oxiplex/AP har ikke blitt studer t 
sammen med and re antiadhesjonsprodukter, i naervaer av intra peritoneale medisinske midi er eller h emostasemidler 
eller som et d istensjonsmiddel. Oxiplex/ AP har ikke blitt evaluert hos b arn eller gravide eller ammende kvinner . Pasienter 
b 0r derfor rSdes til S unngS S unnfange i l0pet "" den f0rste menstruasjonssyklu sen etter pSf0ring "" Oxiplex/ AP. Oxipl ex/ 
AP har ikke bl itt evaluer t i naervaer av ondartede svulster. Oxiplex/AP har ikke blitt evaluer t etter �pnin g av t armen, blaeren 
eller andreviscerale or ganer. {Product} har ikke blitt evaluert i naer vaer av ond artete svulster. I likhetmed annet implantert 
materiale, kan det forekomme reaksjoner over for fremmedlegemer med Oxiplex/AP. P�f0ring av flere la g med gel i 
peritonealhulen 0ker risikoen for at gel l0sner fra det tiltenkte pM0ringsstedet, og i noen av disse tilfel lene, har en lit en 
mengde gjenvaerende gel blitt obser ver t i oppf0Igingsprosedyren for den kl inisk.e studien 6 til 10 uker senere. Gjenvaerende 
gel ble ikke assosier t med kl inisk sekvele. 3� 

OPPBEVARING 0G HANDTERING: Oppbevares ved romtemperatur ( 2 - 25 'CJ, 

LEVERINGSMATE 
Oxipl ex/AP leveres steril i et termoformbrett. Termoformbr ettet inneholder to spm,yter med 20 ml gel o g l!n 
gelapplikator. Utsiden av emballasjen og det ytre innholdeter ikke steri lt. Oet folger med klistreetiketterfor 
dokumentasjon. Etikettene identifiserer produktet og produksjonsloten. 

BRVKSANVlSNING 
FORHANDSPROSEDYRE 
Oxipl ex/ AP skal kun brukes av le g er. Bruk Oxiplex/ AP i hen hold til bruksanvisn ingen. Oet er alltid en risiko ved bruk av 
medisinske a nordninger. For A redusere den gjenvaerende risikoen forbundet med bruken av den ne anordningen t il et minimum 
anbefalesdet at legen leser informasjonen for bruk og dmfter det med pasienten f0r bruk av anordningen. Pasienter som har 
en kjent historikk av overf0lsomhet overfor Oxiplex/AP eller dens komponenter, skal ikke behandl es med Oxiplex/AP. 
Gelen fungerer som en barriere mellom vev for A forhindre adhesjon fra � dannes. Vev mi s k illes med gel for effektiv 
forhindring av adhesjon. 

KLARGJ0RING AV ANORONINGEN OG KASSERING 
Oxipl ex/AP er kun til engangsbruk. M� ik ke  brukes/steril iseres p �  nytt. 
1 ,  T a  Oxiplex/AP ferdigfylte spl'0)'te o g applikator u t  av emballasjen og esken.  
2 .  Kontroller emballasjen for eventuell skade. M� ik ke  brukes hvis skadeteller Apnet. 
3. Le gg spr0)'tene og appl ikatorene i det sterile operasjonsfelte t ved bruk av steril teknikk. 

4. Ta hetten av enden av spr0yten med luerl�s. Ta hetten av enden av spm,yten med luerl�s,o g koble 
gelapplikatoren til  end en av spr0)'ten med luerlAs. Vri til den sitter godt fast . (Om n0dvendig kan den samme 
appl ikatoren brukes for begge spl'0)'tene,) 

5. Kast spr0yter, eventuell resterende gel o g applikatore n etter bruk .  Oen brukte 
Oxiplex/AP-anordningen kan vaere en biologisk r isiko. Overhold nasjonale, lok:ale eller institusjonelle 
retningslinjer for kassering av materiale som er en biologisk risiko. 

INTRAUTERIN KIR\JRGI 
1. Pifer gelen pi slutten av prosedyren etter � h a  aspirert alle vaesker og distensjonsmidler .  
2 ,  Fest spl'0)'tens luerlSs pS hysteroskopet. Fyll hysteroskopet med gel ved S trykke ned spr0}'testempelet t il det 

kommer gel ut av tuppen p� hysteroskopet. 
3. Begynn plf0ringen av gel mrerst i livmoren. P�for gel gradvis sl ik at den fyller livmoren o g l ivmorh alsen ved 

langsomt S tr ykke ned spr0}'testempelet mens du langsomt trekker hysteroskopet tilb ak e ,  Se figur 1. 
4. Avslutt prosedyren i henhold til kirur gens standardteknikk. 

GYNEKOLOGISK 0G PERITONEAL BEKKENKIR\JRGI 
1. P�for gelen p� slutten av prosedyren etter � ha aspire rt all irri gasjonsvaeske. Oet anbefales at pasienten 

plasseres i et revers Trendelenbur g -leie for mest effektiv fjerning av gjenv aerende irrigasjonsvaeske. 
2 .  Dekk alle anatomiske steder der forhindring av adhesjon er 0nskel ig, med ett lag Oxipl ex/AP.• Applikatoren 

dis pen serer gelen i et «bSnd•. Det ska I bare brukes gelbSnd i ett l a g  (dybde p S  ca, 2 mm) for S dekke 
vevsoverflatene som forhindring av adhesjon er tiltenkt for. Se figur 2 .  

3. Bruk bare nokgel til � plassere ett enkelt la g med ge l  pi vevene, som beskrevet. Oet er ikke n0dvendig A bruke 
hele mengden med 40 ml ge l.  

4. lkke flytt gel en med sonder eller andre instrumenter n�r den har bl it t  pifert. Hvis gel en faller i en oppsamling 
av irrigasjonsvaeske, kan det hende at den ikke k:an festes til peritonealt vev .  Det mi derfor fjernes fra 
peritonealhulen,og nygel mS pSfores pS stedet. 

5. Avslutt prosedyren i henhold til kirur gens standardteknikk. 

*INSTR\JKSJONERVED PAF0RING AV EKSTRA GEL: GYNEKOLOGISK BEKKENKIRURGI 
1 ,  left e ggstokken vekk fra sideve ggen"" bekkenet, o g pSfor ett enkelt la g med gel for S dekke gro pene i 

e ggstokkene o g den bakre overflaten av eggstokken. 
2 .  Legg eggstokken ti I bake i normal, anatomisk posisjon, o g pM0r ett enkelt la g med gel for A dekke den fremre 

delen av e ggstokken. 
3. PM0r ett enkelt lag med gel for A dekke e gglederen, inkludert mesosalpinxampullen. 

4. PM0r ett enkelt lag med gel for A dekke den laterale delen av livmoren som er vendt mot livmorti lbeh0ret. 
1 5  ml gel holder som re gel til � dekke ett enkelt t i lbeh0r o g  ti lst0tende strukturer, inkludert e ggstokkgropene 
og den laterale kanten av livmoren. 

BIVIRKNINGER 
Oet ble ikke rapportert om noen bivirkninger relatert til anordningen i k liniske studier.• .. Selvom det ikke n0dvendi gvis 
kan ti lskrives bruken avOxiplex/AP, har de folgende bivirkningene blitt rapportert smerter, feber, hevelse, 
inflammasjon, reaksjon overfor fremmedlegemer o g 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
P:  E: @health.gov.au
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 

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.   

Dear 

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 

  or email: @health.gov.au .  

Please send responses via email to @health.gov.au, referencing the DIR number. 

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:  Fax: 02 6203 1713  Email: IRIS@health.gov.au www.tga.gov.au 
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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
expected Manufacturer's investigation completion date

Date: 

8) Is the manufacturer aware of reports of similar problems with this product?

Sample of the product/device 

Product Specifications 

Descriptive product promotional documentation 

Instructions for use, as supplied with the device 

Device Packaging with printed instructions 

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. 

Evidence of compliance with the Essential 
Principles  

In-house training documentation 

Clinical training manual in printed or video form 

Technical Service Manual 

Operator's manual 

11) When returning this response to the office of the Therapeutic Goods Administration, you are requested to attach
the following (if checked):

Service History, and Safety and Performance Test Results 

Configuration Information and Documentation 

HHE (Health Hazard Evaluation) 

Page 3 of 6 
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12) Additional Information required:

• 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? 

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: 

Fax Signature 

Phone Name 
14) 

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. 

Page 4 of 6 
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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:  

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,  

https://www.tga.gov.au/form/report-medical-device-adverse-event-medical-device-use 
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 DIR 71615 - ARTG # 152224 - Barrier, absorbable, adhesion prevention 

Reporter Reference #:  

Date of Adverse Event: Date of Final Report: 
09/08/2021 

ARTG #: 
152224 

Brand Name: 
Oxiplex/AP Gel - Barrier, absorbable, adhesion prevention 

Device Class: 
Class III 

Model #: Serial #: 

Software Version: Batch #: Lot #: 

Manufacturer: 
Fziomed Inc [40334] 

Sponsor: 
Fziomed Australia Pty Ltd [49415] 
PO Box 339 

Contact Name: 

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: 

Rate of Similar Events: Number of Similar Events: 

Countries Similar Events Also Occurred: 

Page 6 of 6 
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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 +1 805 546 0571 | @fziomed.com

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:  [mailto: @health.gov.au] 
Sent: Monday, October 11, 2021 2:49 PM
To: @fziomed.com>
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
P:  E: @health.gov.au
Location: Therapeutic Goods Administration
Department of Health
PO Box 100

s22
s22

s22s22

s22

s22

s22

s22 s22

s22 s22

s22

s22

s22 s22

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."
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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

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
P:  E: @health.gov.au
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 

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 
you have any further queries concerning this report please contact our team on  or 

Dear 

Yours sincerely 

send an email to: IRIS@health.gov.au 

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:  Fax: 02 6203 1713  Email: IRIS@health.gov.au  www.tga.gov.au 
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DIR 71615 - ARTG # 152224 - Barrier, absorbable, adhesion prevention 

Reporter Reference #:  

Date of Adverse Event: Date of Initial Report: 
09/08/2021 

ARTG #: 
152224 

Brand Name: 
Oxiplex/AP Gel - Barrier, absorbable, adhesion prevention 

Device Class: 
Class III 

Model #: Serial #: 

Software Version: Batch #: Lot #: 

Manufacturer: 
Fziomed Inc [40334] 

Sponsor: 
Fziomed Australia Pty Ltd [49415] 
PO Box 339 

Contact Name: 

CURRUMBIN WATERS QLD 4223 Phone: 

Fax: Email: @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 
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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 

***** End of DIR 71615 ***** 

Page 3 of 3 

Document 15



From:
To: @health.wa.gov.au
Subject: DIR 71615 Oxiplex [SEC=OFFICIAL]
Date: Thursday, 23 December 2021 2:14:41 PM
Attachments: Reporter Complete Letter~STANDARD~Oxiplex DIR 71615.pdf

Good afternoon

Please find attached the completed investigation for DIR 71615

Regards 

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

s22
s22

s22

Document 16



Australian Medical Device 
Incident Report Investigation Scheme 

Dr  File Reference: E21-373395 

Paediatric Surgeon Sent by email 

Perth Children's Hospital 
15 Hospital Avenue 
Nedlands WA 6009 
Email: @health.wa.gov.au 

Dear Dr  

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 
you have any questions regarding this report please contact our team on  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:   Fax: 02 6203 1713  Email: IRIS@health.gov.au  www.tga.gov.au 
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Sponsor: 
Fziomed Australia Pty Ltd 
PO Box 339 

Manufacturer: 
Fziomed Inc 

Lot #: Batch #: Software Version: 

Serial #: Model #: Device Class: 
Class III 

Brand Name: 
Oxiplex/AP Gel - Barrier, absorbable, adhesion prevention 

ARTG #: 
152224 

Date of Report: 
09/08/2021 

Date of Adverse Event: 

Reporter Reference #:  

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

Contact Name: 

Phone: CURRUMBIN WATERS QLD 4223 

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 

***** End of DIR 71615 ***** 

Page 2 of 2 

s22

s22

s22

Document 16



Document 17



INTERNAL USE ONLY 

Record Details D21-3449291  D21-3383159  DIR 71615 Request for Clinical Advice - 
V4.DOCM  

Effective Date 17/03/2021 

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 

Include anything (via a 
TRIM number) that 
may assist the 
assessor to provide a 
comprehensive 
answer 

Devices IFU - D21-3144232. 

Attached:  

• Copy of DIR 71615
• 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:  29/11/2021 

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 
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INTERNAL USE ONLY 

Record Details D21-3449291  D21-3383159  DIR 71615 Request for Clinical Advice - 
V4.DOCM  

Effective Date 17/03/2021 

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 

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.
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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
P:  E: @health.gov.au
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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09/08/2021 Form Details

ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=-871990245 3/8

Purchase Date: Expiry Date: Date of Implant: Date of Explant:

Date of Inital Procedure: Place of Implantation: Reported Device Location: Access Contact Title:

29/08/2021 Place of use

Access Contact First Name: Access Contact Surname: Access Contact Phone: Access Contact Fax:

Access Contact Email: Licence Status: Status Effective Date: Additional Devices Added:

0

Manufacturer Information Section

Manufacturer Name: Manufacturer Client Id: Address 1:

Fziomed Australia Pty Ltd

Address 2: Town/Suburb: State/Province: Country:

Postcode: Phone: Fax: Email:

Manufacturer Informed: Date Aware of Adverse Event: Contact Title: Contact First Name:

Contact Surname:

Supplier Information Section

Supplier Name: Address 1: Address 2:

Fziomed Australia Pty Ltd PO Box 339

Town/Suburb: State: Country: Postcode:

CURRUMBIN WATERS QLD Australia 4223

Phone: Fax: Email: Website:

Supplier Informed: Date of Supplier Contact: Contact Title: Contact First Name:

Yes 12/07/2021

Contact Surname: Contact Phone: Contact Fax: Contact Email:

Report Status

For website publication: Ready for Publication: Investigated: Investigation Reason: Team Assignment: Team Priority:

No Unassigned Not Investigated

Team Review

Reviewed by Team: Reason Sent To Meeting: Outcome from team meeting:

Notes for Team meeting:

Outcomes from Team Meeting:

Initial Risk Analysis

Background Information Risk Assessment - Section A Risk Assessment - Section B Risk Assessment - Section C Risk Assessment - Section D

Date: Severity: Incidents in the last 12 months: Manufacturer analysis: Assessor: Manufacturer documentation:

09/08/2021
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09/08/2021 Form Details

ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=-871990245 4/8

Incidents in last 24 months: Manufacturer action: ESTIMATED LEVEL OF INVESTIGATION: FINAL LEVEL OF INVESTIGATION: Injured Party: Device Recalls:

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

Sponsor/Manufacturer Information Section

Search Sponsors: Name: Client #:

Attention To: Address 1: Address 2: Town/Suburb:

State: Postcode: Phone: Fax:

Email:

Investigation Information Section - Submitted by Sponsor/Manufacturer

Device Analysis Results: Details of Similar Events:

Additional Details (use for tables): CAPA# Reference:

Risk Assessment

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:

Reason for Level 1 Investigation

Details of Reasons
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09/08/2021 Form Details

ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=-871990245 5/8

Reason for Level 1 Investigation

Focus of Level 2 Investigation

Details of Focus

Essential Principles If 'Other' Selected

Sources of Evidence for Level 2

Details of Source

Sources of Evidence If 'Others' please specify here Expected Sourcing Date Date of Evidence Received

Evidence

Investigation Questions (Level 1 and Level 2):

Potential Risks

Delays in response by product manufacturers: Delays in response by incident reporters: Delays in analysis within the TGA: Delays in reporting by other sources (e.g. clinical registries):

Other Risks (which need to be specified):

Next Steps for Level 1 & Level 2 Investigations

Next Steps for Level 1 Investigation: Next Steps for Level 2 Investigation:

Click [N] to begin a new Correspondence entry. Note that the Email address specified here will receive a notification if the Date Received is not filled in by the Date Expected. 

Correspondence and Chronology Details

Include? Heading Type L1 Type L2 Email Sent Expected Received Response Notes

List of Problem Observed Codes - Click [N] to begin entering information.

Problem Observed Details

Problem Observed (Level 1) Problem Observed (Level 2) Problem Observed (Level 3) If 'Other' Selected

Clinical signs symptoms and conditions

Details

Level 1 Level 2 Level 3
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09/08/2021 Form Details

ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=-871990245 6/8

Health Impact

Details

Level 1 Level 2 Level 3

        

Investigation Findings

Finding Details

Investigation Findings (Level 1) Investigation Findings (Level 2) Investigation Findings (Level
3)

If 'Other' Selected

           

Investigation Conclusion

Conclusion Details

Investigation Conclusion (L1) Investigation Conclusion (L2) If Additional Conclusion Detail Requested

        

Investigation Outcomes

Outcome Details

Outcome of Investigation (L1) Outcome of Investigation (L2) If Additional Conclusion Detail Requested

        

Investigation Summary

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:  

                 

Note: Letter generation buttons disabled if report not ready for website publication or risk analysis not completed.

Device Lookup

This section is used to match information provided via UDIR forms to ARTG information. You can select a Brand/Name from information provided in the 'Other Devices Involved' table below or enter information manually.

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:

           

Related DIR Information - Click New to begin entering information.
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09/08/2021 Form Details

ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=-871990245 7/8

Rec No

1

Samples Record - Click [N] to begin entering information. Note: Sample # Generated on Save.

Rec No

Details Sample Details Additional Details

Date Entered:

Reason for Testing:

LIMS #: Sample Requested: Sample Received:

# Samples from 
Reporter:

# Samples from 
Sponsor:

Outcome of TGA's Testing:

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?:

1

Additional Patients

Click [N] to begin entering information.

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:

Additional Device Information

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

Supplier

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

Similar Events

Similar events - how many times?: Date of Recent Report: Event Reported To: Reporter Reference Number:

Device Access - Alternate Device Contact Information Provided

Title: First Name: Last Name: Phone:

Fax: Email:

Incident Location Details

Occurred in Australia: Organisation: Address Line 1: Address Line 2:

Yes 15 Hospital Avenue
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09/08/2021 Form Details

ileader.production.tga.gov.au/InformationLeaderAD/Forms/FormDetailPrint.aspx?sid=-871990245 8/8

Town/Suburb: State: Postcode:

Nedlands WA 6009

Attachment(s) Details

Type Open Name Size Attached Within Attached To

FILE 00206BAB01B2210712152749 69 Form Item Report Information Section / Brand Name

FILE Oxilpex_PCH_July2021 318 Form Item Report Information Section / Brand Name

Flow Details : DIR-REQ - Device Incident Request : 314737

Request Details

ID Type Location Status Assigned By Assigned To Assigned On   Priority Attach

314737 DIR-REQ Triage IRIS Coordinator 09/08/2021 Normal 0

Signature Details

Role IRIS Investigator

User

Signed At

Comment

s22
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INTERNAL USE ONLY 

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 

Include anything (via a 
TRIM number) that 
may assist the 
assessor to provide a 
comprehensive 
answer 

Attached: 

• Copy of DIR 71615
• 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:  29/11/2021 

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. 

s22
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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

Dear :

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  @fziomed.com

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:  [mailto: @health.gov.au] 
Sent: Wednesday, October 20, 2021 8:30 PM
To: @fziomed.com>
Subject: RE: Questionnaire re DIR 71615 [SEC=OFFICIAL]

Dear 

Thank you for your email. Review of your response to the questionnaire has raised further
questions:

· In 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?

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 lFU, 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.

s22
s22
s22 s22

s22

s22

s22 s22

s22 s22

s22

s22

s22
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· 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: @fziomed.com> 
Sent: Thursday, 14 October 2021 4:12 AM
To: @Health.gov.au>
Cc: @fziomed.com>; @advantagempc.com.au>;
IRIS <IRIS@health.gov.au>
Subject: RE: Questionnaire re DIR 71615 [SEC=OFFICIAL]

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  @fziomed.com

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:  [mailto: @health.gov.au] 
Sent: Monday, October 11, 2021 2:49 PM
To: @fziomed.com>
Subject: Questionnaire re DIR 71615 [SEC=OFFICIAL]

Please find the attached Questionnaire with regard to DIR 71615

Thankyou

s22

s22

s22
s22 s22

s22

s22

s22

s22 s22

s22 s22

s22

s22
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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
P:  E: @health.gov.au
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."

s22 s22
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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
questions:

In 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?  
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: @fziomed.com> 
Sent: Thursday, 14 October 2021 4:12 AM
To: @Health.gov.au>
Cc: @fziomed.com>; @advantagempc.com.au>;
IRIS <IRIS@health.gov.au>
Subject: RE: Questionnaire re DIR 71615 [SEC=OFFICIAL]

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 :

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  @fziomed.com

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.

s22
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From:  [mailto: @health.gov.au] 
Sent: Monday, October 11, 2021 2:49 PM
To: @fziomed.com>
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
P:  E: @health.gov.au
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."

s22 s22

s22
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