HYALOBARRIER GEL
HYALOBARRIER GEL ENDO

CmepuAu3supaHo 4pes
‘ Bog:pogeu':lpekuf Ha napa
UHPOPMALUA
3A MEULIMHCKOTO U3AEAUE
XupypauuHume uHmepBeHyuu B abgomuHaaHo—
neaBuuHama (kopemHo-masoBama) obaacm yec-
mo npoBokupam obpasyBaHemo Ha agxesuBHu
dbopmauuu, koumo mozam ga npudunam boaka B
masa u/uAu besnrogue .
Mocm-xupypeuyHume cpacmBaHus ce obycaa-
Bssm 2raBHo om obpasyBaHemo Ha usposHa
movkaH mexkgy bauskocmoswume BompewHu
Oop2aHu.
3a npeBeHyus Ha nocmxupypauyHUMe agxesuu
ce npenopbyBa npurazaHemo Ha bapuepeH npo-
gykm, kotimo gbpsku bauskocmoswume mvkaHu
Ha pascmosHue u ocmaBa B 30Hama Ha npuaoxke-
Hue 3a kpumuuyHus 3a obpasyBaHe Ha cpacmBarust
nepuog om Bpeme 2.
Meguyurckume usgeauss HYALOBARRIER GEL u
HYALOBARRIER GEL ENDO ca cmepuAHu, npo-
3payHu u cuaHo BuckosHu 2enoBe, Ha basama Ha
ACP (auto-cross linked polysaccharide), noayuen
upe3 HanpeuHo cBbp3aHe npu koHgeHsayusma
Ha xuaaypoHoBa kuceauHa, eguH om ocHoBHume
komnoHeHmu Ha 4oBewkama cbeguHumeaHa mb-
kaH u Ha enumeAHume u mesomeAHume mbkaHu.
BAazogapeHue Ha Buckosumema um me ugeaaHo
npurenBam kbm mbkaHHama noBopxHocm u ab-
gomuHaAHama cmeha, kamo obpasyBam  aHmu-
agxesuoHHa bapuepa, kosmo omgeas dusuyecku
mbkaHume u He no3BoasBa cpacmBaxemo um
no Bpeme Ha BbacmaHoBumeaHus nepuog caeg
XupypauyHama uHmepBeHuus.
Cegem gHU CAeg NPUAGRAHEMO My, 2eAbM Ce pe-
abcopbupana HanbaHo P EdpekmuBHocmma Ha
npogykmume e gemoHcmpupaHa B ycaoBusma
Ha npegkAuHUYHU U kAuHuuHu npoyuBanus 1
npu abgomuHaaHo—neABuyHa (kopemHo-masoBa)
XUpYpaus..
HYALOBARRIER GEL u HYALOBARRIER GEL
ENDO ca cb3gageHu, 3a ga ygoBremBopsBam
Hy>kgama um npu pasauyHu mexHuku, usnoasBanu
B abgomuHaaHo-neABuuHama xupypaus.

WHAUKALMK

HYALOBARRIER GEL u HYALOBARRIER GEL
ENDO ca uHguyupaHu 3a npeBeryus uau pegyk-
yuA Ha nocm-xupypeuyHume cpacmBatus B ab-
gomuHaAHo-neABuuHama  (kopemHo-masoBama)
obnacm;

HYALOBARRIER GEL ce u3noasBa npu omBopeHu xu-
pyp2u4HU NPOUEgypU;

HYALOBARRIER GEL ENDO ce u3noa3Ba npu Aana-
pockoncku u xucmepockoncku xupypauuHu uHmep-
Benyuu.

KOHTPAUHOUKALIUU

o [lpu usBecmHa cBpbxuyBcmBumeaHocm kom npo-
gykma.

o [lpu nayueHmu ¢ uHdekuyuu uau koHmamuHupaxo
(3aMbpceHo) XUpypauyHO NoAe.

CbXPAHEHUE

¢ B xaaguaHuk, npu memnepamypa om 2-8 °C. lpo-
gykmbm moxe ga bbge coxpansBax npu cmalHa
memnepamypa 3a kpamko Bpeme, creg koemo
mpsbBa omHoBo ga ce nocmaBu B xaaguaHuk.

¢ [la He ce gonycka ga 3ampb3Ba.

UHCTPYKLIUM 3A YNOTPEBA

HYALOBARRIER GEL u HYALOBARRIER GEL ENDO ce
npegaazam B cmepuAHa, npegBapumeAHo HanbAHeHa
cnpuHyoBka 3a egHokpamHa ynompeba. CogbpskaHu-
emo Ha cnpuHyoBkama e cmepuAusupaHo upe3 napa.
OnakoBkama cbc cnpuHyoBkama e cmepusupaHa
upe3 BogopogeH npekuc Ha napa, 3a ga ce ocuzypu
cmepuAHocm Ha cbgbpkaHuemo Ha onakoBkama,
BkatouumeaHo BowHume noBbpxHOCMU Ha CnpuH-
uoBkama.

1. M3Bageme usgeauemo om xaaguaHuka u 20 mem-
nepupalime Ha cmalHa memnepamypa. OmBo-
peme onakoBkama kamo cnasBame pymunHume
XupypauyHU acenmuyHu mexHuku, 3a BoBexkgane B
onepamuBHama cpega.

2. OmcmpaHeme 3awumHomo kanaye om Bbpxa
Ha cnpuHyoBkama u cBbpkeme ¢ npuaokeHama
kaHiona. KaHioaama 3a MeguyuHckomo usgeaue
moxe ga bvge usnoasBana ¢ mpokap ¢ guamembp
0.5 cm.

3. Texbm ce BoBexkga B kopemHama, masoBama ky-
XUHa UAU BbmpemamouHo 4Ype3 npogbakUMeEAHO,
ymepeHo HamuckaHe Ha bymaromo Ha cnpuHyoB-
kama.

4. Tokputime ¢ 2eaa mpemupaHume obaacmu. Mpe-
nopbuBa ce cAol om HaHeceHus 2e ¢ gebeAua
1-2 mm. EdpekmuBHocmma Ha 2ea He 3aBucu om
gebeauHama Ha HaHeceHust cAoU.

5. He npomuBatime xupypauyHOmOo noAe cAeg HaHa-
cAiHemo Ha npogykma.

NMPEANA3HA MEPKU U NPEQYNPEXXAEHUA
e Bb3 ocHoBa Ha npegkauHuuHu npoyuBaHus Ha

edekmuBHocmma ce ycmaHoBsaBa, ye meguyu-
ckomo usgeaue 3ana3Ba cBolicmBama cu B ycao-
Busma Ha mpygHa xemocmasa. "

M3noasBavemo Ha npogykma npu nayueHmu c
koazyaayuoHHu HapyweHus, mexkku arepauu uau
CAyvau Ha aHadunakcus, mpabBa ga bvge no npe-
ueHka Ha Aekaps.

HYALOBARRIER GEL u HYALOBARRIER GEL
ENDO He npumeskaBa bakmepuocmamuunu u/uau
bakmepuuugHu cBotcmBa.

EgHoBpemenHama ynompeba Ha HYALOBARRIER
GEL u HYALOBARRIER GEL ENDO c gpyzu aHmu-
agxe3uBHU U3geAUst UAU UHMPaNepUMOHEaAHU UH-
CMUAAUUOHHU pa3smBopu He e oueHeHsBaHa.
kakmo u masu npu nauueHmu ¢ MaAuzHeHU my-
mopu. B npegkauHuuHu npoydBaHus He e Ha-
baogaBaHo BausHue Ha HYALOBARRIER GEL u
HYALOBARRIER GEL ENDO Bbpxy pasnpocmpa-
HeHuemo Ha 3nokauecmBeHume mymopu .

Hama gocmambuHo gaHHU 3a ynompebama Ha
HYALOBARRIER GEL u HYALOBARRIER GEL ENDO
npu bpemeHHu skeHu. 3amoBa He ce npenopbuBa
usnoa3BaHemo Ha npogykma npu bpemeHHu skeHu.
Couio maka npenopbkume ca ga ce usbseBa 3abpe-
meHsBaHe no Bpeme Ha nbpBusi nbAeH MeHcmpya-
AeH yukbA nocaegBauy AedeHuemo ¢ usgeAuemo.
MpenopbuBa ce usnoasBaxemo Ha cnpuryoBkama u
kaHiorama BegHaza creg omBapsHe Ha onakoBkama.
Bcuuku maHunyaayuu ¢ MeguuyuHckomo usgeaue
caegBa ga ce usBopwBam B onepayuoHHa.

3a ga ce usbeeHe puckbm om noBpekgaHe Ha
Bpbskama mexkgy kaniorama u cnpuHyoBkama ce
npenopbyBa cBbpsaHama cucmema kaHioAa-cnpuH-
yoBka ga He ce usnoa3Ba nogobHo Ha Aanapockon-
cku uHcmpymeHm, kamo Hanpumep 3a npemecmBa-
He UAU pa3geAsiHe Ha mbkaHU UAU Op2aHuU.
CnpuryoBka e 3a egrHokpamHa ynompeba. Heusnons-
Banusm npogykm mpsibBa ga bbge usxBopaet.
KaHtoaama e 3a egHokpamHo ynompeba. [la He ce
cmepuauupa omHoBo.

Mpu noBmopHomo usnoA3BaHe Ha usgeauemo uAu
kaHtorama uma puck om npurodkeHuemo Ha He-
cmepuaeH npogykm u npegusBukBane Ha uHdek-
yus y nayueHma.

MpasHume koHmelHepu mpsbBa ga bHbgam us-
xBopaeHu cvzaacHo usuckBanuama Ha MecmHomo
3akoHogameacmBo.

[la ce nasu om gocmbn Ha geua.

Ako onakoBkama Ha cnpunuoBkama uau kaHiona-
ma e HapyweHa He usnoasBalme meguuyuHckomo
usgeAue u yBegomeme mecmHus gucmpubymop.
He usnoasBalime usgeAuemo cAeg usmuuaHe Ha
cpoka Ha 20gHocm, ombeAsizaH Ha onakoBkama.

OMNAKOBKM:

o HYALOBARRIER GEL - uxguBugyaaHo onakoBanu
cnpuHyoBku om no 10 ml om 40 mg ACP/ml cmepu-
AeH 2eA. MHguBugyaaHo onakoBaHu 5 cm kaHiou.

o HYALOBARRIER GEL ENDO - uHguBugyaaHo ona-
koBaHu cnunyoBku, cogopskawu 10 ml om 30 mg
ACP/ml cmepuaeH 2ea u uHguByaaHo nakemupaHu
30 cm kaHtoAu.

AMTEPATYPA:
Lower AM. et al. Hum Reprod.2004;19:1877.
. Harris E.S. et al. Surgery.1995;177:663.
. Renier D. et al. Biomaterials.2005;26(26):5368
. Pellicano M. et al. Fertil Steril.2003;80(2):441
. Carta G. et al. Clin Exp Obstet
Gynecol.2004;31(1):39
. Acunzo G. et al. Hum Reprod.2003 ;18(9) :1918
. Guida M. et al. Hum Reprod.2004;19(6):1461
. Pellicano M. et al. Fertil Steril.2005;83(2):498
. Mais V. et al. Hum Reprod.2006 ;21(5) :1248
10. Metwally M. et al. Fertil Steril.2007;87(5):1139
11. De laco P.A. et al. Surgery.2001;130:60
12. Pucciarelli S et al. Br ) Surg 2003; 90:66
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HYALOBARRIER® GEL
HYALOBARRIER® GEL ENDO

1,0, | Sterilized using vaporized

hydrogen peroxide

PRODUCT INFORMATION

Abdomino-pelvic surgical procedures are a
frequent cause of adhesion formation, which may
induce pelvic pain and/or infertility (.

These post-surgical adhesions are due to the
formation of areas of contact, made of fibrous
tissue, between adjacent internal organs.

In order to prevent the formation of post-
surgical adhesions it is recommended to use a
product able to form a barrier against the contact
between adjacent tissues, and to remain at the
site of application for a period of time sufficient
to avoid the formation of adhesions ®.

The medical devices HYALOBARRIER® GEL
and HYALOBARRIER® GEL ENDO are sterile,
transparent and highly viscous gels. They are based
on ACP® (auto-crosslinked polysaccharide), which
is obtained through crosslinking (by condensation)
of hyaluronic acid. Hyaluronic acid is one of the
main components of human connective tissue
and of epithelial and mesothelial tissues. As a
result of their viscosity, HYALOBARRIER® GEL
and HYALOBARRIER® GEL ENDO adhere to
the tissue surface and to the abdominal wall,
creating an anti-adhesion barrier which keeps the
adjacent tissues separated during the repair phase
subsequent to a surgical procedure.

Seven days following application, the gel is
completely reabsorbed ©. The efficacy of the
products has been demonstrated through
preclinical and clinical studies ™ performed in
abdomino-pelvic surgery.

HYALOBARRIER® GEL and HYALOBARRIER®
GEL ENDO are designed to satisfy the needs of
the different techniques used in abdomino-pelvic
surgery.

INDICATIONS

HYALOBARRIER® GEL and HYALOBARRIER®
GEL ENDO are indicated for the prevention or
reduction of post-surgical adhesion formation in
the abdomino-pelvic area.

HYALOBARRIER® GEL is indicated for use in open
surgical procedures.

HYALOBARRIER® GEL ENDO is indicated for
use in laparoscopic and hysteroscopic surgical
procedures.

CONTRAINDICATIONS

¢ Known hypersensitivity to the product.

o The devices must not be used in patients with
infection or contamination of the surgical site.

STORAGE

o Keep refrigerated (2-8°C). The product may be
stored at room temperature only for a limited time,
after which it should be refrigerated again.

¢ Do not freeze.

INSTRUCTIONS FOR USE

HYALOBARRIER® GEL and HYALOBARRIER® GEL
ENDO are provided in sterile single-use, pre-filled
syringes. The syringe content is sterilized using steam.
The pouch with syringe is sterilized using vaporized
hydrogen peroxide to assure sterility of the whole
pouch content, including outer syringe surfaces.

1. Take the product out of refrigeration and leave
to reach room temperature. Open the pouch and
introduce the syringe into the operating field,
adopting the normal aseptic techniques used in the
surgical theatre.

2. Remove the protective cap on the tip of the
syringe and connect the enclosed cannula to
the luer-lock end of the syringe. The cannula for
HYALOBARRIER® GEL ENDO has been designed to
be utilized with a 0.5 cm diameter trocar.

3. Apply the gel inside the abdomino-pelvic cavity by
pushing the plunger.

4. Cover the areas to be treated using the gel. It is
recommended that a 1-2 mm thick layer of gel is
applied. The thickness of the gel layer does not
influence the efficacy of the product.

5. Do not irrigate the surgical field after application of
the product.

WARNINGS AND PRECAUTIONS

o On the basis of preclinical evidence, the efficacy
of HYALOBARRIER® GEL and HYALOBARRIER®
GEL ENDO is not compromised in the presence of
difficult haemostasis ™. The use of the products
in patients affected by alterations of blood
coagulation, severe allergies or known former cases
of anaphylaxis is at discretion of the surgeon.

o HYALOBARRIER® GEL and HYALOBARRIER®
GEL ENDO do not have intrinsic bacteriostatic or
bactericidal activity.

e The concomitant use of HYALOBARRIER® GEL
and HYALOBARRIER® GEL ENDO with other anti-
adhesion devices or with intraperitoneally instilled

solutions has not been evaluated.

o HYALOBARRIER® GEL and HYALOBARRIER® GEL
ENDO have not been evaluated in patients affected
by malignant tumours. Preclinical evidence has
shown that the products have no influence on
neoplastic diffusion .

o Data on the use of HYALOBARRIER® GEL and
HYALOBARRIER® GEL ENDO on pregnant women
are not available. The use of the products is
not recommended in this condition. It is also
recommended to avoid pregnancy during the
first complete menstrual cycle subsequent to the
treatment.

e It is recommended to use the syringe and cannula
immediately after opening the pouch.

 All the assembling operations of the device must be
performed in the surgical theatre.

¢ To avoid damage to the Luer-Lock connection, it
is recommended not to use the cannula-syringe
system as a manipulating laparoscopic instrument,
e.g., for displacing tissues and organs.

e The syringe is single-use; any non used product
must be discarded.

o The cannula is single-use; do not sterilize again.

o There is a risk of non sterile product and patient
infection, in case any non used gel and/or the
cannula were to be re-used after first application.

e The empty containers should be discarded
accordingly.

o If the protective pouch or the blister is damaged,
do not use the product and inform your local
distributor.

« Do not use the product after the expiration date.

HOW SUPPLIED

o HYALOBARRIER® GEL is available in individually
packaged syringes each containing 10 ml of 40 mg
ACP/ml sterile gel. Individually packaged 5cm long
cannulae are enclosed for application.

o HYALOBARRIER® GEL ENDO is available in
individually packaged syringes each containing
10 ml of 30 mg ACP/ml sterile gel. Individually
packaged 30cm long cannulae are enclosed for
application.
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MANUFACTURER:

Anika Therapeutics S.r.l.

Via Ponte della Fabbrica 3/B - 35031 Abano Terme (PD)
- ITALY

IMPORTER AND DISTRIBUTOR IN BULGARIA:

NOVUS

pharma solutions

NOVUS PLC

37, Buzludja Str.

Sofia 1463, P.O.Box 147

Bulgaria

M: 088 8912674

e-mail: office@novus.bg

For more information please visit the web site:
www.novus.bg
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