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OGM 1A ve OGM 3A RADYOOPAK ANTIBIYOTIKLI KEMIK
CIMENTOSU KULLANIM KLAVUZU

URUN TANIMI: OGM Antibiyotikli kemik ¢cimentosu ortopedik ameliyatlarda kullanilan
polimetilmetaakrilat esasli radyoopak akrilik bir kemik ¢imentosudur. Toz ve sivi iki bilesenin
karistirilmasinin ardindan meydana gelen ekzotermik polimerizasyon sonucu kullanima hazir hale
gelir. Kullanim o6ncesi polimerize edilen bu karisim ortopedik ameliyatlarda eklem implantlarinin
kemige tutunumunu artirmasini hedeflemektedir.

OGM 1A Standart Viskoziteli Antibiyotikli Kemik Cimentosudur.

OGM 3A Dusuk Viskoziteli Antibiyotikli Kemik Cimentosudur.

BILESIMi: Ambalajinda bir poset ¢imento tozu (polimer tozu) ile bir adet renkli cam
ampul (monomer sivisi) bulunmaktadir.

Toz bilesen; Polimetil metakrilat (Acrylic Polimer), Baryum silfat, Benzoil Peroksit ve
Gentamisin Sulfat bulunmaktadir.

Sivi karisim icerisinde; Metil Metakrilat, N, N dimetil p-toluiden, Hydokinon bulunmaktadir.
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Antibiyotikli Standart Viskozite

Bilesenlerin formiilii

S1vi Bilesen

Metil Metakrilat

N, N dimetil-p-toluiden
Hidrokinon

Toz Bilesen

Polimetil metakrilat
Benzoil Peroksit
Baryum Siilfat

Gentamisin Siilfat

OGM1A

REF 1506/SG

10 ml + 0.5 ml
ampul

98% w/w
2% w/w

50 ppm
205gx1g
86.8% w/w
0.98% w/w
9.8% w/w

2.44% w/w

OGM1A

REF 1711/SG

20ml+1ml
ampul

98% w/w
2% w/w
50 ppm
41g+2g
86.8% w/w
0.98% w/w
9.8% w/w

2.44% w/w

Revizyon No/Tarihi:00/-

OGM1A

REF 1071/SG

30ml £ 1.5 ml
ampul

98% w/w
2% w/w
50 ppm
615g+3¢g
86.8% w/w
0.98% w/w
9.8% w/w

2.44% w/w
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Antibiyotikli Diisiik Viskozite
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Bilesenlerin formiilii OGM3A OGM3A OGM3A
REF 1503/LG REF 1810/LG REF 1453/LG
Sivi Bilesen 10 ml + 0.5 ml 20ml + 1 ml 30ml + 1.5 ml
ampul ampul ampul
Metil Metakrilat 98% w/w 98% w/w 98% w/w
N, N dimetil-p-toluiden 2% w/w 2% w/w 2% w/w
Hidrokinon 50 ppm 50 ppm 50 ppm
Toz Bilesen 205g+1g 41gx2g 61.5g+3g
Polimetil metakrilat 86.8% w/w 86.8% w/w 86.8% w/w
Benzoil Peroksit 0.98% w/w 0.98% w/w 0.98% w/w
Baryum Siilfat 9.8% w/w 9.8% w/w 9.8% w/w
Gentamisin Siilfat 2.44% w/w 2.44% w/w 2.44% w/w

CiHAZIN KULLANIM AMACI VE ENDIKASYONLARI:

OGM 1A ve OGM 3A’ nin endike oldugu durumlar sunlardir:

Osteoartrit, romatoid artrit, travmatik artrit, avaskiler nekroz, orak hiicreli anemi, kollajen
hastalik, travma veya diger kosullar sonucu ciddi eklem parcalanmasi ve gecmisteki
artroplasti  prosedirlerinin  revizyonu icin protezin ortopedik kas-iskelet cerrahi
prosedirlerinde canli kemige sabitlenmesi

Kemik madde kaybinin veya fraktiiriin rekalsitransinin daha geleneksel prosediirleri etkisiz
hale getirdigi patolojik fraktirlerin sabitlenmesi

CiHAZIN KONTRAENDIKASYONLARI:

Uriiniin bilesenlerinden herhangi birine alerjisi olan hastalarda kontrendikedir.

Urtintin kullanimi, enfeksiydz artrit ve degistirilecek eklemin veya eklemlerin aktif enfeksiyonu
durumunda veya bu tir bir enfeksiyon gecmisi s6z konusu oldugunda kontrendikedir.

Urtiniin  kullanimi  ayrica, etkilenen uzuvdaki kas sistemi veya néromuskular uyum
eksikliginin, proseduri yersiz kilacagi durumlarda da kontrendikedir.
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e Kemik bdlgesinde, gentamisine karsi duyarsiz suglardan kaynaklanan aktif ya da tam
olarak tedavi edilmemis bir enfeksiyon varligi durumunda kullanilmaz.

YAN ETKILER

Seyrek olarak protez yataginin hazirlanmasinin ardindan veya PMMA kemik cimentolari ile
endoprotezlerin implantasyonunun hemen sonrasinda gegici kan basinc duasusleri gorilir.
Bireysel olgularda 6rnegin kardiyak arrest, anafilaktik sok ve hatta ani 6lim seklinde gelisen agir
alerjik reaksiyonlar gibi ciddi komplikasyonlar bas gosterebilir. Pulmoner emboli ve kardiyak arrest
tiriinden pulmoner ve kardiyovaskiler komplikasyonlara meydan vermemek igin kemik
cimentosu yerlestiriimeden 6nce implantasyon bolgesinin izotonik ¢ozeltiyle iyice yikanmasi (pulse
lavage uygulamasi) tavsiye edilmektedir.

Pulmoner veya kardiyovaskiler olaylarin bas gostermesi durumunda kan hacminin gozetim
altinda tutulmasi ve gerekirse arttirilmasi gerekmektedir. Akut solunum yetmezligi durumlarinda
anesteziyolojik 6nlemler alinmalidir.

Polimetil metakrilat kemik ¢cimentolarinin kullaniminda su advers etkiler gbzlenmistir:
tromboflebit, hemoraj, trokanterik bursit.

Gozlenen diger yan etkiler: miyokard infarktiisd, kisa siireli kardiyak aritmi, serebrovaskiler olgu.

Bunun 6tesinde, herhangi bir cerrahi prosedir sirasinda komplikasyon olusmasi miimk{indur.

Gentamisin katkisina bagh olarak bu antibiyotik icin tipik olan yan etkiler bas gosterebilir. Son
derece dusuk serum dizeyleri olusmasi nedeniyle bu yan etkilerin bas gosterme olasilig
disuktlir.Gentamisinin néromuskiiler bloke edici 6zelliklere sahip oldugunun dikkate alinmasi
onem tasimaktadir. Bu ylzden, néromuskiler hastalik (6rn. myasthenia gravis) oykiisii olan
hastalarda son derece dikkatli olunmasi gerekmektedir. Kas gevsetici ve eter uygulanmasina
bagl olarak gentamisinin néromuskiler bloke edici etkisi gliclenebilir. Ancak son derece disik
serum dizeyleri olusmasi nedeniyle bu olasilik diistktir.

GUVENLIK VE UYARILAR

Kullanici  kemik ¢imentosunu kullanmadan 6nce onun Ozelliklerine, islenmesine ve
uygulanmasina iyice vakif olmalidir. Kullanicinin, ilk kez kullanmadan 6nce karistirma, isleme ve
yerlestirme proseddrlerini timiyle egzersiz etmesi tavsiye edilir. Her ne kadar ¢imentonun
uygulanmasinda karistirma sistemleri ve siringalar kullanilmaktaysa da ayrintil bilgi sarttir.

Sivi ve toz bilesenler karistirilirken, ampulin ve torbanin veya blister(kap) iceriginin tamamen
kullanilmasina dikkat edilmelidir. Sivi monomer ve toz bileseni iyice karistiriimalidir. In vitro
calismalardan elde edilen veriler, monomer kaybinin birincil olarak karistirma sikligina ve ikincil
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olarak karistirmanin siresine bagli oldugunu géstermektedir.

Ancak, polimerizasyon islemini cimentonun kemik kavitelerini doldurmaya ve proteze sabitlemeye
yonelik yeterli yumusakligi ve esnekligi kaybedecegi noktaya kadar ilerlemesinin dnlenmesi icin,
Urlintin ¢ok uzun siire yogrulmamasina dikkat edilmelidir. Uygulamanin ardindan, Grinin in situ
halde polimerizasyon isleminin tamamlanmasi sirasinda, dogru sabitlemenin saglanmasi igin
protezin konumunun hareket ettirilmeden sabit tutulmasi gerekir. Polimerizasyonun
tamamlanmasi hasta lzerinde gergeklesir ve 6nemli miktarda isinin serbest kaldigi ekzotermik bir
reaksiyondur. Polimerizasyon sirasinda gorilen sicakliklar, 110° C’a kadar rapor edilmistir.
Uretilen 1sinin ve ortaya ¢ikan doku hasarinin uzun vadedeki etkileri bilinmemektedir. Uriin
kemige implante edildiginde ortaya cikabilecek kan basincindaki gegici disusi tespit etmek ve
gidermek icin 6zel 6nlemlere yer verilmelidir.

Sivi monomer yiiksek uguculuk ve yanicilik gésterdiginden, maksimum monomer buharini ortadan
kaldirmak amaciyla ameliyathanede vyeterli havalandirma saglanmalidir. Solunum yolunda,
gozlerde ve muhtemelen karacigerde iritasyona neden olabilecek konsantre monomer buharina
asirt derecede maruz kalinmasini 6nlemek igin iki bilesenin karigstirimasi sirasinda dikkatli
olunmalidir. Sivi bilesen kuvvetli bir lipid ¢ozlcldur. Duyarl kisilerde kontakt dermatite neden
olmustur. ikinci bir cift cerrahi eldivenin giyilmesi ve karistirma talimatlarina siki bir sekilde
uyulmasi, asiri duyarlilik reaksiyonlarinin gértlme olasiligini azaltabilir. Bilesigin hassas dokularla
dogrudan temasina veya viicut tarafindan emilimine izin veriimemelidir. Yumusak kontakt lens
Ureticileri, bu tur lenslerin “tehlikeli ve irrite edici buharin mevcut oldugu ortamlarda”
cikarilmasini  6nermektedir. Yumusak kontakt lensler olduk¢a gecirgen oldugundan, Metil
metakrilatin karistirilmasi sirasinda ameliyathanede kullanilmamalidir. Yeterli bilgi eksikligi
nedeniyle, trinln geng hastalarda kullanimi 6nerilmez.

Gebelikte kullanim: Hayvanlarda yapilan teratoloji calismalarinin sonuclari olumsuz olsa da triniin
gebelikte veya gebe olma olasiligi tasiyan kadinlar tarafindan kullanimi igin, faydalarin anneye
veya fetlise yonelik olasi tehlikelerle karsilastirilarak degerlendirilmesi gerekmektedir. Klinik
deneylerden elde edilen veriler, etkili cerrahi prensip ve tekniklere sikica baglihgin mutlak bir
gereklilik oldugunu gostermistir. Derin yara enfeksiyonu ciddi bir ameliyat sonrasi
komplikasyondur ve protezin ve yerlestirilen cimentonun tamamen c¢ikarilmasini gerektirebilir.
Derin yara enfeksiyonu gizli olabilir ve ameliyat sonrasinda birka¢ yil boyunca dahi kendini
gostermeyebilir.

HASTAYA YONELIK BILGILER

e Cerrahlar, hastalari rekonstriiksiyonun sinirlari ve yeterli iyilesme saglanana kadar implantin
tam agirhik tasimaya karsi korunma gereksinimi konusunda bilgilendirmelidir.

e Cerrahlar, hastalara Grliinin siirli bir hizmet omri oldugunu ve gelecekte
degistirilmesi gerekebilecegini bildirmelidir.
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e Cerrahlar, hastayi cerrahi riskler ve olasi advers etkiler konusunda uyarmalidir.

e Disle ilgili prosedirler, endoskopik muayeneler ve diger ki¢lk cerrahi prosediirler, gegici
bakteriyemi ile iliskilendirilmistir. Hastaya, doktorlarinin bu tir prosedirler igin antibiyotik
profilaksisi kullanilip kullanilmamasi konusunda karar verebilmesi icin yapay kal¢a protezi tasidigini
doktorlarina bildirmesini sdyleyin.

ONEMLI HEKIM BILGILERI

Kardiyovaskiler sistemi etkileyen advers reaksiyonlar, polimerize olmamis sivi monomerin
dolasim sistemine sizmasina baglanmistir. Yakin zamanda elde edilen veriler, monomerin hizli
hidrolizle metakrilik aside doénistligiini ve dolasim gosteren metakrilatin 6nemli bir boliminin
metil ester yerine serbest asit biciminde oldugunu gostermektedir.

Dolasimdaki degisen metil metakrilat/metakrilik asit konsantrasyonlari ile kan basincindaki
degisiklikler arasinda heniz bir baglanti kurulmamistir. Rapor edilen hipotansif epizotlar, birincil
olarak yliksek veya yiliksek normal kan basincina sahip, hipovolemide olan ve 6nceden mevcut
kardiyovaskiiler anomalileri olan hastalarda gorilmektedir. Hipotansif reaksiyon goriillirse, bu
durum kemik ¢imentosu uygulanmasindan 10-165 saniye sonra baslayabilir. Bu, 30 saniyeden 5-
6 dakikaya kadar surebilir.

Kardiyak arrestin etiyolojisi belirsiz olsa da dogrudan embolik etkilerden veya pulmoner embolik
olayin olusturdugu hipoksiden kaynakli olabilir. Klinik tecriibe, ¢cimentonun yerlestiriimesinden
once meddiller kavitenin titiz bir sekilde temizlenmesinin yag, kemik iligi ve hava embolisini
onemli 6l¢clide azaltabilecegini géstermistir.Basing altinda sivi ¢imentonun temiz bir mediller
kanala yerlestiriimesinin, kemik g¢imentosu arabiriminin glvenligine 6nemli Olglide katkida
bulunarak kemik kavitelerinin doldurulmasinda blylk iyilestirme sagladigi gorilmustir.
Cimentoda laminasyonu 6nlemek icin, cimentonun distal konumdan proksimal konuma sirekli
uygulamasi sirasinda dikkatli olunmaldir.

HAZIRLAMA VE UYGULAMA

Cimento tozu ile monomer sivisi karistirildiktan sonra hizli donan, bicimlendirilebilir bir hamur
olusur ve bu sabitleme ve/veya doldurma amaclariyla kemik kavitelerine yerlestirilir. Bir poset veya
pet kabin icerdigi ¢cimento tozunun tUmid bir ampulin icindeki monomer sivisinin timiyle
karistirildigi zaman bir doz hazirlanmis olur. Gereken ¢imento hamuru miktari yapilan spesifik
cerrahi miidahaleye ve kullanilan teknige baghdir. Ameliyata baslamadan 6nce yedek olarak en az
bir doz kemik ¢cimentosu daha hazir bulundurulmalidir.
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OGM1A STANDART ViSKOZITE KEMIK CIMENTOSU
SICAKLIK 20°C 23°C 26°C
HAZIRLAMA R Caigen o
SURESI 0'-1'30 0'-1'15 0-1
CALISMA SURESI | 1'30"-7' [ 1'15"-6'30" 1'-6"
SERTLESME VE . " arann " otaA
FINAL 7'-10 6'-9'30 6'-8'30

OGM3A DUSUK ViSKOZITE KEMIK CIMENTOSU

SICAKLIK 20°C 23°C 26°C

HAZIRLAMA o | yiaAn Lot

SURESi 0'-3 0'-2'30 0'-2
CALISMA SURESI 3'-9' 2'30"-8 2-7'30"
SERTLESME VE . Vs 1211
FINAL 9'-12 8'-11 7'30"-10

Steril Sartlar Altinda Acgilmasi

Dis blister ambalaji steril sartlar altinda, icindeki toz ambalaj ve cam amplil cikarildigi zaman steril
kalacak sekilde, 6ngoriilmis agma yerinden aginiz. Toz ambalajini agmadan 6nce sallayarak veya
hafifce bir yere vurarak icerigini asagiya toplayiniz, boylece toz kaybi olusmasini 6nlemis
olursunuz. Cam ampuliin agilmasini kolaylastirmak amaciyla ampuliin gévdesi ile bagi arasindaki
boyun bolgesinde dnceden belirlenmis bir kirllma noktasi olusturulmustur. Cimentoya cam kirigi
karismasina meydan vermemek icin ampuli karistirma cihazinin tGizerinde agmayiniz.

Herhangi bir bileseni acildiktan sonra daha sonraki bir ameliyatta kullanmak {zere
muhafaza etmeyiniz. Acilmis bir bileseni tekrar steril etmeyiniz.

Bilesenlerin Karistirilmasi

Her iki bilesen, yani toz ve monomerin bagil oranlari, tam olarak eslestirilmistir. Dolayisiyla,
optimum karisimin elde edilebilmesi icin poset ve ampuliin tamamen bosaltiimasi gereklidir.
Cimento bilesenleri karistirma kabina yalnizca karistirma isleminden hemen 6nce doldurulmalidir.
Doldurma ve karistirma islemlerini steril sartlar altinda yapilmahdir. Ampulliin tamami tozun
bulundugu Pet kaba dokilir ve karistirma islemi burada gergeklesir. Karistirma sdresi 30
saniyedir. Bu slire icerisinde iki bilesen diizglin bir sekilde karistiriimak suretiyle birbirleriyle
karisirlar. Sonugta homojen bir hamur seklinde bir bilesim meydana gelir. Bu bilesim, lastik
eldivene yapismaz hale geldigi andan itibaren islenmeye hazirdir. Her zaman bir posetin tim
icerigini bir monomer sivi ampuliniin tim icerigiyle karistiriniz.



Dokiiman No:TD-15-02-02 Yayin Tarihi:02.01.2018 Revizyon No/Tarihi:00/-

Calisma ve donma sireleri sicakhga, karistirma islemine ve nem oranina bagli olup 6zellikle direkt
ortam sicakhgl, yani ornegin cimento tozunun, karistirma sisteminin, masanin ve ellerin
sicakliklar Gnemlidir. Sicakligin yiksek olmasi bekleme, ¢alisma ve donma stirelerini kisaltir.

KEMIK CIMENTOSUNUN KULLANILMASI

Yeterli fiksasyonun saglanmasi igin protez yerlestirilerek kemik ¢imentosu tamamen sertlesinceye
kadar taninmis olan ¢alisma siresi boyunca tutulmahdir. Cimento fazlalari yumusak olduklari
slre igerisinde alinmalidir.

SAKLANMASI

25 °C’nin altinda karanlik, serin ve kuru ortamda muhafaza edilmelidir.

Yanicidir-Tutusmaya neden olabilecek kaynaklardan uzak tutulmahdir. Nem orani 0-50 arasinda
olmahdir.

RAF OMRU/STERILLIK

Raf 6mri steril Grinler icin 36 ay olarak belirlenmistir.

Raf dmri katlanir kutunun, koruyucu blister(kap) paket basiimistir. Eger belirtilen tarih gecmis ise
Urind kullanmayiniz.

Acillmis veya hasar gormus koruyucu blister(kap) paket veya ampul blisterlerinin icerikleri
tekrar sterilize edilemez ve dolayisiyla atilmalari gerekmektedir. Cimento tozunun sari bir renk
almasi durumunda ¢imentoyu kullanmayiniz. Cimento tozu ve ambalajlar etilen oksit ile
gazlanarak sterilize edilmislerdir. Monomer sivisi filtrasyon yontemiyle sterilize edilmistir.

HASTA POPULASYONU

Kemik cimentosunun icerdigi maddelere karsi bilinen veya varsayilan bir asiri duyarlihgi olan ve
gebelik ve emzirme doneminde olan hastalar disindaki tim hasta popilasyonu icin uygundur.
Kemik bdlgesinde, gentamisine karsi duyarsiz suglardan kaynaklanan aktif ya da tam olarak
tedavi edilmemis bir enfeksiyon tasiyan hastalarda kullaniimaz.

SORUMLULUK

Uretici firma kemik cimentosunun tekrar kullanimindan dogan veya bununla baglantili
olan herhangi dolayl dogrudan veya cezai yaptirim ve islemlerden sorumlu olmayacaktir.

AMACLANAN KULLANICI

Saglik profesyonellerinin kullanimi igin tasarlanmistir.
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OGM 1A and OGM 3A ANTIBIOTIC BONE CEMENT
USER'S GUIDE

PRODUCT DEFINITION: OGM Antibiotic bone cement is a polymethylmethacrylate based
acrylic bone cement used in orthopedic surgery. Bone cement, powder and liquid are
ready for use as a result of exothermic polymerization that occurs after mixing of two
components.

This mixture, which is polymerized before use, aims to increase the attachment of the
joint implants to the bone in orthopedic surgery.

OGM 1A Standard Viscosity Antibiotic Bone Cement.
OGM 3A is a Low Viscosity Antibiotic Bone Cement.

COMPONENT: In its packaging, a pochette contains cement powder (polymer powder) and
a colored glass ampoule (monomer liquid).

Powder component: There are Polymethyl methacrylate (Acrylic Polymer), Barium
sulphate, Benzoyl Peroxide and Gentamicin Sulfate.

In the liquid mixture; There are Methyl methacrylate, N, N dimethyl p-toluidine, Hydokinon.
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Standard Viscosity with Antibiotic

Formula of Components

Liquid Component

Methyl Methacrylate
N, N dimethyl-p-toluidene
Hydroquinone

Powder Component

Polymethyl methacrylate
Benzoyl Peroxide
Barium Sulfate

Gentamicin Sulfate

OGM1A

REF 1506/SG

10 ml + 0.5 ml

bulb
98% w/w
2% w/w
50 ppm
20.5g+1g
86.8% w/w
0.98% w/w
9.8% w/w

2.44% w/w

OGM1A

REF 1711/SG

20ml +1
ml bulb

98% w/w
2% w/w
50 ppm
41g+2g
86.8% w/w
0.98% w/w
9.8% w/w

2.44% w/w

Revizyon No/Tarihi:00/-

OGM1A

REF 1071/SG

30ml +1.5ml
bulb

98% w/w
2% w/w
50 ppm
61.5g+3g
86.8% w/w
0.98% w/w
9.8% w/w

2.44% w/w
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Low Viscosity with Antibiotic

Formula of Components

Liquid Component

Methyl Methacrylate
N, N dimethyl-p-toluidene
Hydroquinone

Powder Component

Polymethyl methacrylate
Benzoyl Peroxide
Barium Sulfate

Gentamicin Sulfate

OGM3A

REF 1503/LG

10 ml = 0.5 ml
bulb

98% w/w
2% w/w

50 ppm
205g+1g
86.8% w/w
0.98% w/w
9.8% w/w

2.44% w/w

OGM3A

REF 1810/LG

20ml+1
ml bulb

98% w/w
2% w/w
50 ppm
41g+2g
86.8% w/w
0.98% w/w
9.8% w/w

2.44% w/w

INTENDED USE AND INDICATIONS OF THE DEVICE:

OGM 1A and OGM 3A are indicated in the following cases:

Revizyon No/Tarihi:00/-

OGM3A

REF 1453/LG

30ml + 1.5 ml
bulb

98% w/w
2% w/w
50 ppm
61.5g+3g
86.8% w/w
0.98% w/w
9.8% w/w

2.44% w/w

e Serious joint disintegration as a result of osteoarthritis, rheumatoid arthritis, traumatic
arthritis, avascular necrosis, sickle cell anemia, collagen disease, trauma or other
conditions and fixation of the prosthesis to the live bone in orthopedic musculoskeletal
surgical procedures for the revision of past arthroplasty procedures

e Fixation of pathological fractures in which bone loss of bone or fracture of
fracture renders the more traditional procedures ineffective

CONTRAINDICATIONS OF THE DEVICE:

Contraindicated in patients with allergies to any of the components of the product.

The use of the product is contraindicated in the event of infectious arthritis and the
active infection of joints or joints to be replaced or in the case of such an infection history
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The use of the product is also contraindicated in cases where the lack of muscle system or
neuromuscular adaptation in the affected limb will render the procedure unwarranted.

in the bone area, It is not used in the event of an active or non-fully-treated infection caused by
insensitive crimes against gentamicin.

SIDE EFFECTS

Rarely, after the preparation of the prosthetic or with the PMMA bone cements, temporary blood
pressure drops are observed immediately after implantation of the endoprostheses. Serious
complications may occur in individual cases such as cardiac arrest, anaphylactic shock or even
severe allergic reactions that develop as sudden death. In order not to cause pulmonary and
cardiovascular complications such as pulmonary embolism and cardiac arrest, it is recommended
that the implantation area be washed with isotonic solution (pulse lavage) before placing bone
cement.

If pulmonary or cardiovascular events occur, the volume of blood should be monitored and

increased if necessary. In cases of acute respiratory failure, anesthesiological measures should be
taken.

The following adverse effects have been observed in the use of polymethyl methacrylate bone
cements: thrombophlebitis, hemorrhage, trochanteric bursitis.

Other observed side effects: myocardial infarction, short-term cardiac arrhythmia,
cerebrovascular accident.

Furthermore, complications may occur during any surgical procedure.

Depending on the gentamicin additive, typical side effects can be seen for this antibiotic. These
side effects are unlikely to occur due to extremely low serum levels. It should be noted that
gentamicin has neuromuscular blocking properties. Therefore, patients with a history of
neuromuscular disease (eg, Myasthenia gravis) should be treated with extreme caution. The
neuromuscular blocking effect of gentamicin can be increased by muscle relaxant and ether
administration. However, this probability is low due to the extremely low serum levels.

SAFETY AND WARNINGS

The user should be familiar with the properties, processing and application of bone cement before
use. It is recommended that the user should fully exercise the mixing, handling and placement
procedures before using for the first time. Although mixing systems and syringes are used in the
application of cement, detailed information is essential.

When mixing liquid and powder components, make sure that all the bulb and bag contents are
used.

Liguid monomer and powder component must be mixed thoroughly. The data obtained from in
vitro studies show that the loss of monomer depends primarily on the mixing frequency and
secondly on the mixing time.
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However, care should be taken to ensure that the polymerization process does not knead the
product for too long to prevent the cement from progressing to the point where it will lose
enough softness and flexibility to fill the bone cavities and fix the prosthesis.

After application, the product must be held constant without moving the position of the
prosthesis to ensure proper fixation during completion of the polymerization process. The
completion of the polymerization makes on the patient and is an exothermic reaction that
releases a significant amount of heat.

Temperatures seen during polymerization are reported up to 110 ° C. The long-term effects of the
produced heat and the resulting tissue damage are unknown. Special precautions should be
taken to detect and prevent the temporary drop in blood pressure that may occur when the
product is implanted in the bone.

Because the liquid component is a flammable and high volatility, the remove the vapour of
monomer there should be sufficient ventilation in surgery. There should be careful when mixing
two parts to prevent very vapour of monomer for in the respiratory tract, in the eyes, and
possibly can cause irritation in the liver. Liquid component is a strong lipid solvent. It has caused
contact dermatitis in sensitive individuals. Wearing a second pair of surgical gloves and strict
adherence to the mixing instructions may reduce the likelihood of hypersensitivity reactions. The
compound must not be allowed to come into direct contact with the sensitive tissues or to be
absorbed by the body. Soft contact lens manufacturers recommend removing such lenses in the
presence of hazardous and irritating vapors. As soft contact lenses are highly permeable, they
should not be used during the mixing of methyl methacrylate in the operating room. Due to lack of
adequate information, the use of the product in young patients is not recommended.

Use during pregnancy: Although the results of teratology studies in animals are negative, for the
use of the product during pregnancy or by women who are likely to be pregnant, the benefits
should be evaluated by comparing with the possible dangers against the mother or fetus. Data
from clinical trials have shown that adherence to effective surgical principles and techniques is an
absolute necessity. Data from clinical trials have shown that adherence to effective surgical
principles and techniques is an absolute necessity.

Deep wound infection is a serious postoperative complication and may require complete removal
of the prosthesis and implanted cement. Deep wound infection may be hidden and may not
manifest for several years after surgery.

INFORMATION FOR PATIENTS

e Surgeons should inform patients about the limits of the reconstruction and the need for
protection of the implant against full weight bearing until adequate healing is achieved.

e Surgeons should inform patients that the product has a limited service life and may
require replacement in the future.

e Surgeons should alert the patient to surgical risks and possible adverse effects.

e Dental procedures, endoscopic examinations and other minor surgical procedures have
been associated with transient bacteremia. Tell the patient to inform the physician that
she has had an artificial hip replacement so that she can decide whether or not to use
antibiotic prophylaxis for such procedures.
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Important Physician Information

Adverse reactions affecting the cardiovascular system are linked to the leakage of the non-
polymerized liquid monomer into the circulatory system. Recent data shows that the
monomer is converted into methacrylic acid by rapid hydrolysis and that a significant portion
of the circulating methacrylate is in the form of free acid instead of methyl ester.

No connection has been established between circulating methyl methacrylate / methacrylic
acid concentrations and changes in blood pressure. The reported hypotensive episodes are
seen primarily in patients with high or high normal blood pressure, hypovolemia and with
pre-existing cardiovascular anomalies. If a hypotensive reaction is observed, this may start
10-165 seconds after the application of bone cement. This can take from 30 seconds to 5-6
minutes.

Although the etiology of cardiac arrest is uncertain, it may be due to direct embolic effects
or hypoxia caused by the pulmonary embolic event. Clinical experience has shown that
meticulous removal of the medullary cavity prior to placement of cement can significantly
reduce fat, bone marrow and air embolism. The placement of liquid cement under
pressure into a clean medullary canal significantly contributed to the safety of the bone
cement interface, resulting in a significant improvement in the filling of bone cavities. In
order to prevent lamination in cement, care must be taken during continuous application
of cement from distal to proximal position.

PREPARATION AND APPLICATION

After mixing the monomer liquid with the cement powder, a rapidly formable, formable
paste is formed and placed in the bone gaps for fixing and/or filling. A dose is prepared when
the whole of the cement powder contained in a pochette or pet container is completely
mixed with the monomer liquid in an ampoule. The amount of cement pulp required
depends on the specific surgical intervention and the technique used.

At least one dose spare of bone cement should be available before starting the operation.

OGM1A STANDARD VISCOSITY BONE CEMENT

TEMPERATURE 20°C 23°C 26°C
PREPARATION
. I_ll " l_lll " I_ll
TiME 0'-1'30 0'-1'15 0
OPERATION
TiME 1'30"-7' | 1'15"-6'30 1'-6
HARDENING

7'-10" 6'-9'30" |6'-8'30"

AND FINAL
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OGMS3A LOW VISCOSITY BONE CEMENT

TEMPERATURE 20°C 23°C 26°C
PREPARATION
. I_ 1 I_2I 1" |_2|
TIME 0'-3 0'-2'30 0
OPERATION

TIME 3'-9 2'30"-8 [ 2-7'30

HARDENING AND

9'-12' 8'-11 7'30"-10'

FINAL

Opening on Sterile Conditions

Open the outer blister pack under sterile conditions, with the powder package and glass
bulb in place, to remain sterile when removed. Collect the contents of the powder by
shaking it or hiting it lightly before opening the powder package, thus preventing dust loss.
The opening of the glass bulb to facilitate, a predetermined breaking point is formed in the
neck region between the body and the head of the ampoule.

Do not open the ampoule on top of the mixing device in order to prevent mixing of glass

fractures in cement. Do not store any components for use in the next surgery after
opening. Do not re-sterilize an opened component.

Mixing Components

The relative proportions of the powder and the monomer are precisely matched. Therefore,
it is necessary to completely empty the pochette and ampoule in order to obtain the
optimum mixture. Cement components should be filled into the mixing bowl just before
mixing. Filling and mixing should be done under sterile conditions. The entire bulb is poured
into the pet container where the dust is present and the mixing process takes place here.
The mixing time is 30 seconds. During this time, the two components are suitably mixed
together. The result is a composition in the form of a homogeneous paste. As soon as the
tire does not stick to the glove, this compound is ready for processing. Always mix the whole
contents of a pochette with the entire contents of a monomer liquid bulb. Working and
freezing times depend on temperature, mixing and humidity, especially the direct ambient
temperature. For example, the temperature of the table and the hands is important for the
cement and the mixing system. High temperatures reduce stand-by, work and freeze times.

USING BONE CEMENT

Adequate fixation to ensure, the prosthesis must be placed and the bone cement must
be kept for the well-known period of operation until it is completely hardened.
Excesses of cement should be taken during periods of softness.

STORAGE

Store in a dark ,cool and dry place below 25 ° C.
Flammable - Keep away from sources of ignition. Humidity should be between 0-50.
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SHELF LIFE / STERILE

Shelf life is 36 months for sterile products.

Shelf life of folding box, protective blister (cap) package printed. Do not use the product

if the specified date has elapsed.

The contents of the opened or damaged protective blister (container) package or ampoule
blisters cannot be resterilized and should therefore be discarded. Don’t use cement when
cement powder gets yellow. Cement powders and packagings were sterilized by ethylene
oxide. The monomer liquid is sterilized by filtration.

PATIENT POPULATION

It is suitable for the entire patient population, except for those who has bone cement
contained hypersensitivity to the substances and are in pregnancy and lactation.
RESPONSIBILITY

The manufacturer shall not be liable for any indirect or penal sanctions or transactions
arising from or associated with the re-use of bone cement.

INTENDED USER

Designed for use by healthcare professionals.
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