REOXCEL-Snow

Absorbable Haemostat, Oxidized Regenerated Cellulose (ORC)
Structured Non-Woven Material

Instructions for Use,

DESCRIPTION

REOXCEL"SNOW ; is a sterile P available non-woven fabric and made of Oxidized Regenerated
Cellulose (ORC) (polyanhydro glucuronic acid). REOXCEL*SNOW Absorbable Haemostat complies with the requirements of the United States
Pharmacopoeia for "Oxidized Regenerated Cellulose". REOXCEL"SNOW Absorbable Haemostat does not contain any animal or collagen additives.
REOXCEL"SNOW Absorbable Haemostat can be sutured and cut without fraying. Its structure is stable and should be stored at controlled room
temperature. It is pale yellow and has a faint, caramel-like aroma. Although a slight discoloration may occur with time, this does not affect its
performance.

ACTIONS

Action mechanism of REOXCEL*SNOW t is i t from blood mechanism of the body. REOXCEL*SNOW
Absorbable Haemostat forms a brownish or black gelatinous mass which aids clot formation when it contacts with blood. This gelatinous mass acts as a
physical matrix to which platelets can adhere. With platelet aggregation and formation of platelet-fibrin plug, haemostasis occurs. REOXCEL*SNOW
Absorbable Haemostat is absorbed from the sites of implantation without tissue reaction when it is used properly in minimal amounts. Absorption
depends on; tissue type, haemostat amount used and saturation degree of blood. REOXCEL*SNOW Absorbable Haemostat has been shown to be
bactericidal in vitro against 40 types of Gr(+) (gram positive) and Gr (-) (gram negative) microorganisms including those of:

S(aphylococcus aureus Escherichia coli Klebsiella pneumonie
Meticilin Resistant (MRSE) Salmonella typhimurium Klebsiella aerogenes
Meticilin Resistant Staphylacoccus aureus (MRSA) Proteus mirabilis Bacillus subtilis
Staphylococcus epidermidis Proteus vulgaris Branhamella catarrhalis
Micrococcus luteus Shigella boydii Serratia Marcescens
Vancomycin Resistant Enterococcus sp (VRE) Shigella flexinerii Clostridium perfringes
Peniciline Resistant Streptococcus pneumonie (PRSP) Shigella dysenteriase Clostridium tetani
Enterococcus faecalis Salmonella enteritidis Listeria monocytogenes
Enterococcus faecium Bacteroides fragilis Bordatella pertusis
Enterococcus sp. Lactobacillus casei MOT (Mycobacterium Other than Tuberculosis)
Streptococcus pyogenes Group A Lactobacillus sp. Mycobacterium phlei
Streptococcus pyogenes Group B Pseudomonas aeroginosa  Streptococcus faecalis
Streptococcus salivarius Pseudomonas stutzeri

Corynebacterium xerosis Enterobacter cloacae

REOXCEL"SNOW Absorbable Haemostat is bactericidal against a wide range of pathogenic microorganisms, it should not be used as a substitute for
therapeutic or agents to control or prevent post-operative infections. Particular attention should be
paid when haemostat stay in the body after surgical operations, in case of severely i althoughitisr toremove it after
PRECAUTIONS
Use only as much REOXCELSNOW Absorbable } asis necessary fort , holding it firmly in place until bleeding stops. In order to
facilitate absorption and minimize the possibility of foreign body reaction, remove any excess before closure. In urological procedures, minimal amounts
of REOXCEL"SNOW Absorbable Haemostat should be used and care must be exercised to prevent plugging of the urethra, urether, or a catheter by
dislodged portions of the product.
Use of REOXCEL"SNOW Absorbable Haemostat should not be preceded by application of silver nitrate or any other escharotlc chemicals since its
absorption could be prevented in chemically cauterized areas. If REOXCEL*SNOW F is used to line the cavity of
large open wounds, it should be placed so as not to overlap the skin edges. It should also be removed from open wounds by forceps or by irrigation with
sterile water or saline solution after bleeding has stopped.
Precautions should be taken in otorhinolaryngologic surgery to assure that none of the material is aspirated by the patient (examples: controlling
haemorrhage after tonsillectomy and controlling epistaxis). When REOXCEL"SNOW Absorbable Haemostat is used as a wrap during vascular surgery
care should be taken not to apply it too tightly.
ADVERSE REACTIONS
“Encapsulation” of fluid and foreign body reactions, hemorrhage, leucocytosis and haematoma have been reported in some cases when the residue of
haemostat stay in the body after hemostasis achieved. Abscess of organs and wound dehiscence have been observed in some cases, even the cause
of these cases are not related with Haemostat. Paralysis and nerve damage have been reported when Oxidized Regenerated Cellulose (ORC)
Haemostat was used around, in, or in proximity to foramina in bone, areas of bony confine, the spinal cord, and/or the optic nerve and chiasm. While
most of these reports have been in connection with laminectomy, reports of paralysis have also been received in connection with other procedures.
Possible prolongation of drainage in cholecystectomies and difficulty passing urine per urethra after prostatectomy has been reported. Occasional
reports of “burning” and “stinging” sensation and sneezing when Oxidized Regenerated Cellulose (ORC) Haemostat has been used as packing in
epistaxis, are believed to be due to the low pH of the product. Headache, burning, stinging, and sneezing in epistaxis control and other rhinological
procedures, and stinging when Haemostat was applied on surface wounds (varicose ulcerations, dermabrasions, and donor sites) also might be
possible, rarely.
DOSAGE AND ADMINISTRATION
Sterile technique should be observed in removing REOXCEL"SNOW Absorbable Haemostat from its sterile container. Minimal amount of
REOXCEL*SNOW. pp! laid on the bleeding site or held firmly against the tissues until haemostasis is obtained.
Required Haemostat amount depends on the nature and intensity of the haemorrhage to be stopped. The haemostatic effect of REOXCEL*SNOW
Absorbable Haemostat is particularly pronounced when used dry. Moistening the material with water or physiological saline solution is not
recommended
CAUTION
Since REOXCEL*SNOW

cannot be terilized, opened and unused REOXCEL SNOW Absorbable Haemostat should be

In addition, the bactericidal effect of REOXCEL® Snow Absorbable Haemostat has been shown by in vivo studies with MRSA ( icillii tant
aureus)and E. coli (| coli).

INDICATIONS

REOXCEL"SNOW Absorbable Haemostat is designed to arrest capillary b\eedlng and bleedmg from parenchymalous organs and resection areas at
surgical interventions. It shall be used to stop bleeding when other F Itis suitable for use in general surgery
and digestive surgery, neurosurgery (especially cerebral operations), plastic surgery, orlhopedy. gynaecology, urology, stomatology, operatios to the
throat or nose, traumatology and all other branches of surgery such as card\ovascu\ar surgery, |mplantahon of vascular prostheses, surgery to the face
and jaw, lung i haemorrhoi biopsises, liver and tr 1, thoracic and abdominal sympathectomies.
REOXCEL"SNOW Absorbable Haemostat can be applied into cavities (after extirpation oftumors) as well as endoscopic interventions or dental praxis.
CONTRAINDICATIONS

REOXCEL"SNOW Absorbable Haemostat should not be used for implantation in bone defects, such as fractures since it may interfere with callus
formation and may cause cyst formation. REOXCEL"SNOW Absorbable Haemostat should not be used for packing or wrapping. It should be removed
after haemostasis is achieved if you have to use in this manner. REOXCEL SNOW Absorbable Haemostat should not be used to control haemorrhage
from large arteries. Since body fluids, except whole blood, such as serum, don't react with REOXCEL"SNOW Absorbable Haemostat it should not be

used to produce ic effect on no oozing surface. REOXCEL"SNOW Absorbable Haemostat should not be used as an

adhesion prevention product.

WARNINGS

REOXCEL"SNOW Absorbable Haemostat is suitable for gamma irradiation and supplied as sterile. Should not be re-sterilized REOXCEL"SNOW
; is not with or ethylene oxide sterilization. Closing REOXCEL*SNOW Absorbable Haemostat in a

contaminated wound without drainage may lead to complications and should be avoided this situation. REOXCEL*SNOW Absorbable Haemostat
should not be moistened with water or saline, because the haemostatic effect of REOXCEL°SNOW Absorbable Haemostat is greater when itis applied

dry.
Anti-infective agents, buffering materials or haemostatic substances should not be impregnated to REOXCEL"SNOW Absorbable Haemostat. Since
thrombin activity is destroyed due to the low pH of the product haemostatic effect of REOXCEL*SNOW Absorbable Haemostat isn't enhanced by
addition of thrombin. REOXCEL"SNOW Absorbable Haemostat may be leftin tissue when necessary, but it is advisable to remove it once bleeding has
been controlled. It must always be removed from the site of application when used in, around, or in proximity to foramina in bone, areas of bony confine
the spinal cord, and/or the optic nerve and chiasm regardless of the type of surgical procedure, because REOXCEL°SNOW  Absorbable Haemostat
may exert pressure resulting in paralysis and/or nerve damage by swelling. Special care must be taken by physicians, regardless of the type of surgical
procedure, to consider the advisability of removing REOXCEL°SNOW Absorbable Haemostat after haemostasis is achieved. Although
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. Dispose of orunused products in accordance with local and facility requirements.
NOTES AND INFORMATION ON SHELF-LIFE
REOXCEL"SNOW Absorbable Haemostat should be stored dry under controlled conditions (max. 25°C) and protected from direct sunlight, in the
original packaging. Shelf life of the product is 2 years. The expiry date REOXCEL*SNOW Absorbable Haemostat is printed on the pack. Do not use
REOXCEL"SNOW Absorbable Haemostat after this date.
PRESENTATION AND CONTENTS
REOXCEL"SNOW Absorbable Haemostat is available ster\le as an orlgmal pack indifferent sizes.
REOXCEL"SNOW Absorbable H: trips are st

SYMBOLS USED ON LABELLING
d Manufacturer

Authorized representative in

the European Community

e
STERILE[ R ] Sterile R: Gamma Irradiation ﬂ J/ Store below 25°C
YYYY Date of Manufacture, Year

2 Do not re-use o,
Protect from humidity
YYYY-MM Expiry Date, Year - Montn
@ Do not use if package is damaged e

AN
/.\\ Keep away from sunlight
Batch Number Attention, See instruction for use:

Catalogue Number Dﬂ .
Consult instructions for use
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REOXCEL-Snow

Emilebilir Hemostat, Okside Rejenere Seliiloz
Orgiistiz Sekillendirilmis Materyal

Kullanma Talimati

TANIM
REOXCEL"SNOW Emilebilir Hemostat érgisiiz sekillendirilmis kumas ve okside rejenere seliilozdan (ORC) (polianhidro glukuronik asit) yapilmis,
steril hemostatik (kanama durdurucu) bir preparattir. REOXCEL*SNOW Emilebilir Hemostat USP Amerikan Farmakopesi'nin “Okside Re]enere
Seliiloz” standardi gerekliliklerine uygundur. REOXCEL"SNOW Emilebilir Hemostat herhangi bir hayvansal veya ka\ojen katki igermez.
REOXCEL"SNOW Enmilebilir Hemostat yipranma olmaksizin dikilebilir ve kesilebilir. Yapisi saglamdir ve kontrollii oda

geri gikariimasinin uygun olup olmadigi konusunda, cerrahi prosediriin g:e§|d| ne olursa olsun hekimler tarafindan 6zel énlemler alinmalidir.
REOXCEL®SNOW Emilebilir Hemostat patojen In biyik ina kars! bakterisidal etkiye sahip olmasina ragmen, post-
operatif (operasyon sonrasi) enfekswyonlan kontrol etme ya da 6nlemede, diizenli olarak alinan terapétik (tedavi edici) ya da profilaktik (koruyucu)
antimikrobiyal maddelerin yerine kullaniimasi igin tasarlanmamistir. Hemostazdan sonra alinmasi énerilse de, ciddi kanamalarin oldugu cerrahi
operasyonlardan sonra viicutta kalirsa, 6zel dikkat gosterilmelidir.

ONLEMLER

REOXCEL®SNOW Emilebilir Hemostat yalmzca kani durdurmak igin yetecek kadar, kanama duruncaya dek siki bir sekilde tutarak kullaniimalidir.
Emilimi kolaylastirmak ve muhtemel bir yabanci cisim reakslyonunu en aza indirmek igin cerrahi kapamadan énce fazla kisimlari gikariimalidir. Urolojik
OXCEL®SNOW Emilebilir taten az ve Uriintin yerinden kaymasl ile Uretra, Ureter ya da bir kateterin

edilmelidir. Agik sari renktedir ve hafif karamelimsi bir kokusu vardir. Zamanla hafif bir renk degisimi olusabilir ancak bu durum performansini etkilemez.
ETKILERI

REOXCEL"SNOW Emilebilir Hemostat'in etki mekanizmasi viicudun kendi pihtilasma mekanizmasindan bagimsizdir. REOXCEL"SNOW Emilebilir
Hemostat kanla temas ettiginde, pihti olusumunu -siyah i i bir kiitle olusturur. Bu jelatinimsi kiitle, kan pulcuklarinin
yapigabildigi fiziksel bir yapi olarak davranir. Kan pulcuklarinin yigilmasi ve pulcuk- fibrin plaginin olusumu ile, kanamanin durmasi saglanir.
REOXCEL"SNOW Emilebilir Hemostat minimum miktarlarda, uygun sekilde kullanildiginda, implantasyon bélgelerinde doku reaksiyonu olmadan
emilir. Emilim doku tipine, kullanilan Hemostat miktarina ve kana doygunluk derecesine baglidir. REOXCEL"SNOW Emilebilir Hemostat'in in vitroda
agagidakileriigeren 40 gesit Gr(+) (gram pozitif) ve Gr(-) (gram negatif) mikroorganizmaya karsi bakterisidal etki yaptigi gésterilmistir:

Staphylococcus aureus

Metisilin Direngli Staphylococcus epidermidis (MRSE)
Metisilin Direngli Staphylococcus aureus (MRSA)
Staphylococcus epidermidis

Micrococcus luteus

Vankomisin Direngli Enterococcus sp (VRE)
Penisilin Direngli Streptococcus pneumonie (PRSP)
Enterococcus faecalis

Enterococcus faecium

Enterococcus sp.

Streptococcus pyogenes GrupA

Streptococcus pyogenes Grup B

Streptococcus salivarius

Escherichia coli Klebsiella pneumonie
Salmonella typhimurium ~ Klebsiellaaerogenes
Proteus mirabilis Bacillus subtilis

Proteus vulgaris Branhamella catarrhalis
Shigella boydii Serratia marcescens
Shigella flexinerii Clostridium perfringens
Shigella dysenteriae Clostridium tetani
Salmonella enteritidis Listeria monocytogenes
Bacteroides fragilis Bordatella pertusis
Lactobacillus casei MOT (Tiberkiiloz Diginda Mikobakteri)
Lactobacillus sp. Mycrobacterium phlei
Pseudomonas aeroginosa  Streptococcus feacalis
Pseudomonas stutzeri

Corynebacterium xerosis Enterobacter cloacae

Ayrica, REOXCEL"SNOW Emilebilir Hemostat'in bakterisidal etkisi, MRSA (Metisilin direngli aureus) ve E.coli ichia coli)ilein-
vivoda yapilan calismayla da gdsterilmistir.

KULLANILDIGI YERLER

REOXCEL"SNOW Emilebilir Hemostat kapller 1, 5z organ 1 ve cerrahi ki bélgelerindeki

1 kesmek igin uygulanamaz oldugu durumlarda kanamayi durdurmak igin kullanilir. Genel
cerrahi ve sindirim sistemi cerrahisi, slmrcerrahlsl (ozelllkle beyln operasyonlarl) plastik cerrahi, ortopedi, jinekoloji, tiroloji, stomatoloji, bogaz ve burun
ameliyatlari, travmatoloji, kardiovaskiiler cerrahi, vaskiiler protez implantasyonu, yiiz ve gene cerrahisi, akciger operasyonlari, hemoroidektomi,
biyopsiler, karaciger ve safra operasyonlari, gastrik rezeksiyon, torasik ve abdominal sempatektomi gibi diger tim cerrahi alanlarda kullanim igin
uygundur. REOXCELSNOW Emilebilir Hemostat endoskopik ve dental ( oldugu kadar kavi de (ttmér kazinmasindan
sonra) uygulanabilir.

KULLANILMAMASI GEREKEN YERLER

REOXCEL"SNOW Emilebilir Hemostat kallus olusumunu gi ve kist neden i giicin kirik gibi kemik hasarlarinda
implantasyon igin kullaniimamalidir. REOXCEL*SNOW Enmilebilir Hemostat veya icin kullar Bu sekilde kullanmak
zorunda kalinirsa, hemostaz saglandiktan sonra geri gikariimalidir. REOXCEL*SNOW Emilebilir Hemostat genis arter kanamalarini kontrol altina
almada kullaniimamalidir. Kan digindaki viicut sivilari, érnedin serum, REOXCEL®SNOW Emilebilir Hemostat ile reaksiyona girmediginden;
kanamanin olmadigi serdz sizinti olan yiizeylerde hemostatik etki olugturmak igin kullaniimamalidir. REOXCEL*SNOW Emilebilir Hemostat yapisma
o6nleyici bir Griin olarak kullaniimamalidir.

UYARILAR

REOXCEL®SNOW Enmilebilir Hemostat gama radyasyon igin uygundur ve steril olarak sunulur. Tekrar steril edilmez. REOXCEL"SNOW Emilebilir
Hemostat otoklavlama ve etilen oksit ile sterilizasyona uygun degildir.Kontamine olmus bir yara Gzerine, yara temizlenmeden REOXCEL°SNOW
Emilebilir Hemostat'in kapatiimasi komplikasyonlara neden olabilir ve bundan kaginilmalidi. REOXCEL*SNOW Emilebilir Hemostat'in hemostatik
etkileri kuru uygulandlglnda daha fazladir, bundan dolay! suya da IuZ ile nemlendiriimemelidir. REOXCEL*SNOW Emilebilir Hemostat'a anti-enfektif
maddeler, ik maddeler REOXCEL"SNOW Emilebilir Hemostat'in hemostatik etkisi trombin ilavesi ile
artmaz, ginki Grintin d uk pH degeri trombin aktivitesinin bozulmasina neden olur.

REOXCEL@SNOW Emilebilir Hemostat gerekli oldugunda dokuda birakilabilir, ancak kanamanin durmasi saglandiktan sonra geri gikariimasi tavsiye
edilir. Kemikteki foraminada, kemikli bolgelerde, omurilik ve/veya optik sinir ve kiazma iginde gevresinde ya da civarindaki uygulama bélgelerinde
cerrahi gesidi ne olursa olsun her zaman uygulamadan sonra geri gikariimalidir. Gtinkil REOXCEL"SNOW Emilebilir Hemostat siserek, felg ve/veya
sinir hasari ile basing ol neden olabilir.K: 1 durdurulmasi sonra REOXCEL"SNOW Emilebilir Hemostat'in
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tikanmasini énlemek icin biyiik 6zen gdsterilmelidir. Kimyasal olarak yanmis bélgelerde emilimi énlenebildigi icin REOXCEL*SNOW  Emilebilir
Hemostat kullanimi, giimis nitrat ya da yara kabugu olusturan diger eskarotik kimyasallardan 6nce yer almamalidir. REOXCELQSNOW Em\\eblllr
Hemostat genis agik yaralari kapamak igin gegici olarak kullaniliyorsa miimkiin oldugu kadar derinin gelecek sekilde i ir. Agik

yaralardan, kanama durduktan sonra forseps veyairigasyon ile, steril su ya da tuz ¢ozeltisiyle yikanarak ¢ikariimalidir.

Otorinolaringolojik cerrahide materyalin hasta tarafindan solunmamasini temin etmek icin 6nlemler alinmalidir (6rnegin; tonsilektomiden
(bademciklerin gikariimasi) sonra kanamanin kontrol(i ve epistaksis (burun kanamasi) kontrolli). Vaskiler cerrahi sirasinda sargi olarak kullanildiginda
REOXCE!."SNOW Emilebilir Hemostat'in gok fazla siki uygulanmamasina dikkat edilmelidir.

YAN ETKILER

Hemostaza ulastiktan sonra viicut igerisinde hemostat artigi kaldigi durumlarda sivi “Enkapstilasyonu”, yabanci cisim reaksiyonlari, kanama, I6kositoz

ve hematoma rapor edilmistir. Bazi vakalarda organ apseleri ve yara agiimalari gézlemlenmistir, bu vakalarin nedeni hemostat ile ilgili degildir. Okside
Rejenere Seliiloz (ORC) kemikte foramina gevresinde veya komsulugunda, kemikle sinilanmis alanlarda, omurilik ve/veya optik sinir ve kiazmada
kullanndlglnda felg ve s|n|r hasari b\\dlrllm\§(lr Bu raporlarin gogu laminektomi ile baglantili iken, felg durumlari diger prosediirlerle de baglantili olarak

) sonra idrar gegmede zorluk, kolesistektomilerde (safra kesesinin alimi) muhtemelen drenajin uzayabildigi

blldll’llml§(lr Okslde Rejenere Seliiloz (ORC) Hemostat epistaksiste (burun kanamasi) tampon olarak kullanildiginda nadir olarak bildirilen * yanma ve
“sizlama” hisleri ve hapsirmaya neden olan seyin iriniin diisiik pH's1 olduguna inanilmaktadir. Epistaksiste ve diger rinolojik prosedurlerde bas agrisi,
yanma, sizlama ve hapsirma; yaralarin yiizeyine (varikoz tlserasyonlar, dermabrazyonlar ve donor bélgeler) uygulandiginda aci hissi nadiren
gerceklesebilir.

DOZAJVEALIM

REOXCEL®SNOW Emilebilir Hemostat steril kutusundan gikarilirken steril teknik uygulanmalidir. Uygun ebatta, miimkiin olan en az miktardaki
REOXCEL®SNOW Emilebilir Hemostat kanama bélgesine konulmali ve kanin durmasi saglanana kadar dokuda birakilmalidir. Gerekli Hemostat
miktari durdurulacak kanamanin tabiatina ve yogunluguna baglidir. REOXCEL*SNOW Emilebilir Hemostal‘m kanama durdurucu (hemostatik) etkisi,
ozelllkle kuru uygulandiginda fazladir. Malzemenin su yada fizyolojik tuz soliisyonu ile ilmesi t:

UYA

REOXCEL”SNOW Emilebilir Hemostat tekrar steril edil gi ), aglk ve REOXCEL®SNOW  Emilebilir Hemostat
kullaniimamalidir. Kontamine olmus veya kullaniimamis Griinleri yerel ve tesis sartlarina uygun olarak imha ediniz.

RAF OMRU BiLGILERI VENOTLAR

REOXCEL®SNOW Emilebilir Hemostat kuru ve kontrollti kosullarda (max. 25°C), direk gtin 1sigindan korunarak orjinal ambalajinda saklanmalidir.
Uriiniin raf émrii 2 yildir. REOXCEL*SNOW  Emilebilir Hemostat'in son kullanma tarihi paket iizerine basilmistir. Bu tarih gegtikten sonra
REOXCEL*SNOW Emilebilir Hemostat' kullanmayiniz.

SUNUM VE ICERIK

REOXCEL®SNOW Enmilebilir - orijinal i farkli ebatlarda steril olarak piyasaya sunulur.

REOXCEL"SNOW Emilebilir Hemostat stripleri tek tek steril olarak ambalajlanmistir.

ETIKETLEMEDE KULLANILAN iSARETLER

@ Tekrar steril etmeyiniz d Uretici

STERILE[ R_] Steril R: Radyasyon

® Tek kullanimitk
@ Paket zarar gormiisse kullanmayiniz

Seri No

Katog s

[REP] Avrupa Birligin'deki Yetkili Temsilci

25°C'in altinda muhafaza ediniz

Kuru yerde muhafaza ediniz

c € 2292
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[E Kullanma kilavuzuna bakiniz
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