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Oral tedaviyi tercih eden
anormal uterin kanamah kadinlarda'

Qlairista

EaV/Dienogest

Qairist

tablet. Terapiitik anmkasynnlz! Oral kontrasepsiyon. Oral kontraseptif kullanmayi tercih eden kadinlarda, nrganlk patoloji olmaksizin gelisen siddetli menstriel kanama
tedavisi. Pozoloji/uygulama siklig, siiresi ve sekli: Tablet almina dogal siklusun (menstriiel kanamanin) birinci giinunde baslanmalidir. Tabletler kutunun izerinde
belirtilen sirayla, her giin gun in ayni saatinde, yeterli miktarda su ile alinmalidir. Birbirini izleyen 28 giin boyunca her giin, giinde bir tablet alinacaktir. Onceki kutudaki
son tabletin alindigi giiniin ertesi giinii, bir sonraki kutuya baslanir. Yan etkiler: Organ siniflan ve siklik derecesine gore; Psikiyatrik bozukluklar: Yaygin:
Depresyun/Depreslt duygudurum (%1.6), emosyonel dengesizlik (%1.4), libido azalmasi ya da kaybi (%1.1) Sinir sistemi: Yaygin: Migren (%1.9) Kardiovaskiler
: Viendz ve arteriyel tromboembolik olaylar (<%0.1) Gastrointestinal sistem: Yaygin: Bulanti (%3.1) Urogenital sistem ve meme: Yaygin: a
(%5 8) diizensiz uterin kanama (%4.4) Yaygin olmayan: Genital sistem kanamasl (%0.4) Seyrek kategorisi altinda listelenen tiim yan etkiler, sadece 1-2 gondillii de
ortaya gikmistir (<%0.1). Etkilesimler: Enznm indikleyicileri ya da inhil Ad): Seks hormonlari esas olarak, hem intestinal mukoza hem de karacigerde
bulunan sitokrom P450 3A4 (CYP 3A4) sistemi tarafindan metabolize edil Ier Bu nedenle, fenitoin, barbitiiratlar, pirimidon, karbamazepin, rifampisin ve muhtemelen
okskarbazepin, topiramat, felbamat, griseofulvin, nevirapin ve St. John bitkisi [Hypericum perforatum] gibi CYP 3A4 indiikleyicileri ya da azol grubu antifungaller,
simetidin, verapamil, makrolidler, diltiazem, proteaz inhibitorleri, antidepresanlar ve greyfurt suyu gibi bilinen inhibitorler ilacin metabolizmasini etkileyebilir. Enzim
indiksiyonu nedeniyle seks hormonlan Kirensinin artmasi, terapétik etkisini azaltabilir. Enzim inhibisyonuna bagl olarak seks hormonlan klirensinin azalmasi,
indilksiyona bagl olarak ise artmasi istenmeyen etkiler ile sonuclanabilir. Diger etkilesim sekilleri: Progestagen kullanimi bazi laboratuar testlerinin sonuglanini
etkileyebili. Pediyatrik popillasyon: Pediyatrik popilasyonda etilesim calismast yapimamist. Diger etiilegim sekilleri: Oral kontraseptifler beliri bagka ilagiann (6rn.
lamotrigin) metabolizmasini etkileyebilir ve sonugta plazma konsantrasyonlannda yiikselme veya azalmaya neden olabilirler. Ozel popiilasyonlara ilikin ek bilgiler:
Bobrek Yetmezligi: Bobrek yetmezlifi olan hastalarda 6zel olarak calisiimamistir. Mevcut veriler bu hasta popiilasyonunda tedavi degisikligi yapiimasina iligkin veri
saglamamigtir. Karaciljer YetmezIigi: Siddetli karaciger hastalifi olan kadinlarda kontrendikedir. Pediyatrik popiilasyon: Yalnizca menarstan sonra endikedir. Geriyatrik
popiilasyon: Geriyatrik popiilasyonda kullanimi ve menopozdan sonra endikasyonu yoktur. Kontrendikasyonlar: Kombine oral kontraseptifler (KOK) asagida belirtilen
tablolarin herhangi birisinin varliginda kullanilmamalidir. KOK kullanimi sirasinda bu tablolardan herhangi biri ilk kez ortaya gikarsa, ilag derhal kesilmelidir. Aktif venoz
tromboembolik hastalik, arteriyel ve kardiyovaskiiler hastalik varligi ya da oykiisi, kontrendlkasyun meydana getirebilecek vendz ya da arteryel tromboza yonelik agir
bir risk faktorii veya ok sayida risk faktorleri, fokal nérolojik semptomlaria birlikte migren dykiisii,vaskiiler tutulum ile birlikte diabetes mellitus, siddetli karaciger
hastaligj ve karaciger fonksiyon testlerinin heniiz normale donmemis olmasi, karaciger timori varlii ya da , seks steroidlerinden etkilenen malignitelerin (6.
genital organlarda ya da memelerde) bulunmasi veya bdyle bir malignite kuskusu, tanisi konulmamig vajinal kanama, Gebelik varligi veya siiphesi, etken ya da yardimci
maddelere karsi asin duyarllik. Ozel kullanim uyaniar ve tnlemleri: Asagda sozi edilen tablolardan/risk fakidrlerinden herhangi biri bulunuyorsa, fag Kullanma karan
verilmeden dnce, KOK kullaniminin yararlan her kadin bireydeki olasi risklere karsi tartilmali ve konu kadin ile de gorisiilmelidir. Estradiol/estradiol valerat iceren
KOK'larin etkilerine yonelik epidemiyolojik calisma bulunmamaktadir. Asagidaki biitiin uyanilar ve onlemler, etinilestradiol iceren KOK'ara iligkin Klinik ve epidemiyolojik
verilerden alinmigtir. Bu uyanlar ve 6nlemlerin QLAIRISTA® igin gegerli olup olmadig bilinmemektedir. Dolagim bozukluklan: VTE riski giincel olarak bilinmemektedir.
Epidemiyolojik calismalarda, etinil estradiol iceren KOK kullanimi le, derin ven trombozu, pulmoner embolizm, miyokard enfarktiisil ve serebrovaskiler olay gibi arteryel
Ve vendz trombotik ve tromboembolik hastalik riskinde artis arasinda bir bagintinin varligi gosterilmistir. Bu olaylar ender olarak ortaya ¢ikarlar. Vendz tromboembolizm
riski, ilk kullanim yilinda en yiiksek diizeydedir. Bu risk artisi ilk olarak bir KOK baglanmasi, ayni KOK ya da farkli bir KOK ile tekrar tedaviye baslanmasi (en az 4 hafta
aradan sonra) sirasinda mevcuttur. Genis dlgekli, prospektif ve 3 kollu alisma verileri bu risk artiginin esas olarak ilk 3 ayda meveut oldugunu ileri sirmektedir. Diigiik
doz Gstrojen (< 50 mg efinilestradiol) igeren KOK kullanlarda toplam venoz tromboembolizm (VTE) riski, gebe olmayan ve KOK kullanmayanlara gore 2-3 kat artmistir
ancak gebelik ve dogum ile iligkili riskten daha diisiiktir. KOK kullananlarda son derecede ender olarak diger kan damarlaninda, 6rn. hepatik, mezenterik, renal, serebral
ya da retinal venler ve arterlerde tromboz olustugu bildirilmistir. Bu olaylarin KOK kullanimiyla iliskili olup olmadigi konusunda bir uzlasi bulunmamaktadir. Timorler:
Serviks kanseri igin en Gnemli risk faktord, kalici HPV enfeksiyonudur. Bazi epidemiyolojik calismalarda uzun sireli KOK kullaniminin, artmis olan bu riski daha da
artirabilecegjine igaret edilmistir; ancak bu bulgunun diger bazi sonuca ulagmay: giiglestirici faktoriere (6rn. servikal tarama ve bariyer kontraseptiflerin kullanimini da
iceren cinsel davranislar) ne dlgiide badl oldugu konusunda tartimalar devam etmektedir. Elli dort epidemiyolojik calisma iizerinde yliriitillen bir meta analizde, halen
KOK kullanan kadinlarda meme kanseri tanisi konulma relatif riskinde hafif bir artig (RI .24) oldugu bildirilmigtir. Bu risk fazlaligi, KOK kullanimi kesildikten sonraki
10 vl igerisinde asamall olarak kaybolmaktadir. Kirk yas altindaki kadinlarda meme kanseri ender oldugu igin, halen KOK kullanmakta olan ya da yakin zamanda
kullanmig olan kadinlardaki fazla meme kanseri tanisi sayisi, genel meme kanseri riskine kiyasla kicil Bu calismalar nedenselligje yonelik veri sajlamamaktadir.
(Gozlenen risk artigi paterni, KOK kullanicilarinda meme kanseri tanisinin daha erken konulmasina, KOK'larin biyolojik etkilerine ya da bu ikisinin bir kombinasyonuna
bagli olabilir. Yagamlarinin herhangi bir doneminde KOK kullananlarda tanisi konulan meme kanseri, hig kullanmamig kadinlarda tanisi konulanlardan, klinik olarak daha
az ilerlemis olma egilimindedir. KOK kullananlarda ender olgular seklinde benign karaciger tdmorleri ve ok daha ender olarak malign Karaciger tiimérleri bildirilmistir.
Diger uyaniar: | Hlper\ngusenaemusl olan veya aile 6zgegmisinde olan kadinlarda, KOK kullanirken pankreatit riski artabilir. KOK almakta olan gok sayida kadinda kan
ki

sistemik Iupus eritematozus, hemolitik Gremik sendrom, Sydenham koresi, herpes gestasyonis, otoskleroza bagl isitme kayb, Herediter anjiyoddemi olan kadinlarda
strojenler anjiyoddem semptomlanini indiikleyebilir veya aleviendirebilir. KOK'lar periferik insiilin direnci ve glukoz tolerans! dizerinde etkili olabilmekle birlikte,
diisiik dozlu (<0.05 mg etinilestradiol igeren) KOK kullanan diyabetiklerde terapdtik rejimin degistirilmesi ihtiyacina yonelik kanit bulunmamaktadir. Ancak diyabetik
kadinlar KOK kullanimi sirasinda dikkatle gozlenmelidir. Crohn hastaligi ve dlseratif kolit KOK kullanimiyla iligkili bulunmustur. Ozellikle dykiisinde kioazma gravidarum
olan kadinlarda, zaman zaman kloazma ortaya gikabilir. Kloazma egilimi tasiyan kadinlar, KOK kullanirken giinese maruz kalmaktan veya ultraviyole radyasyondan
kaginmalidir. Unutulan tabletler: Alinmasi unutulan hormon icermeyen beyaz tablet ise dnemsenmeyebilir. Ancak, hormonsuz tablet déneminin istemeden
uzatilmasindan kaginmak icin, unutulan bu tabletler atiimalidir. Eger tablet alinmas unutulan siire 12 saatten kisa ise, kontraseptif korunmada azalma s6z konusu degildir.
Hatirlanir hatirlanmaz tablet alinmali, ve sonraki tabletler olagan zamanlarinda alinmaya devam edilmelidir. Eger tablet alinmasi igin unutulan siire 12 saatten uzun ise,
kontraseptif korunmada azalma olabilir. Ayni anda iki tablet birden alma anlamina gelse bile, hatirlanir hatirlanmaz tablet alinmalidir. Daha sonraki tabletler ise olagan
zamanlannda alinmaya devam edilmeliciir. Gastrointestinal rahatsiziiklar durumunda dneriler: Siddetli gastrointestinal rahatsizliklar durumunda, emilim tam olmayabilir
ve ek kontraseptif niemlere gerek duyulabilir. Laktoz: QLAIRISTA® ambalajinda bulunan 5 farkli formiilasyondaki tabletlerin her biri farkl miktarlarda laktoz monohidrat
icermektedir; Koyu san renkli tabletlerin her biri 48.360 mag, kirmizi renkli tabletlerin her biri 47.360 mg, acik san renkli tabletlerin her biri 46.360 mg, koyu kirmizi renkli
tabletlerin her biri 50.360 mg, plasebo tabletlerin her biri ise 52.1455 mg laktoz monohidrat icerir. Galaktozemi, kaltimsal galaktoz intoleransi, Lapp laktoz yetmezligi ya
da glukoz galaktoz malabsorpsiyon problemi olan hastalarin bu ilaci kullanmamas gerekir. Gebelikte kullanim kontrendike olup gebelik kategorisi X'tir. Kullanim sirasinda
gebelik olusursa, ilag alimi kesilmelidir. Ancak etinil estradiol iceren KOK'arla yapilan kapsamli epidemiyolojik calismalarda, gebelik Gncesinde KOK kullanmig olan
kadinlarin dogurdugu ocuklarda dogum defekti riskinde artig gériilmemistir. Laktasyon ddneminde kulaniimamalidir giinkid bu ajanlar siitiin miktanini azaltabilir ve
bilegimini degistirebilir. Arag ve makine kullanma becerileri dzerinde herhangi bir etki gdzlenmemistir. Doz asimi ve tedavisi: Doz agimi sonucunda, sagligi bozucu
siddeti etkilerin bildirildigi bir rapor bulunmamaktadir. Hovmon |ceren film kapli tabletlerin doz asimi olusturacak sekilde alinmasi sonucunda olusabilecek semptomlar
bulant, kusma ve geng kizlarda hafif vajinal kanamadir. Antidotu yoktur ve tedavi semptomatik olmalidir. Raf 8mrii: 60 ay. Saklamaya yonelik 6zel tedbirler: 30°C'nin
altinda, oda sicakliginda saklanmalidir. Ambalajin niteligi ve icer 1 Polivinil klorirden yapmlransparanﬂlm\er ve |s\y|a |§Ienm|§ aluminyumdan yapil metalik folyolardan
olusan blister ambalajda 28 tablet. Ruhsat sahibi: Bayer Tiirk Klmya San. Ltd. $ti., Gakmak Mah. Balkan Cad. No: Umraniye - Istanbul Tel: (0216) 528 36 00
Faks: (0216) 538 36 12 Ruhsat numarast:131/95 lk runsal tarihi: 17.08.2011 Daha genis bilgi icin Iumamlza Dagvu runuz. KDV dahil perakende satig fiyati: 49.50 TL
(19.02.2019).

*Organik patoloji saptanmayan vakalarda
Referanslar: 1. Qlairista Kisa Uriin Bilgisi. 2. Mirena Kisa Uriin Bilgisi.
Daha fazla bilgi ve Kisa Uriin Bilgileri iin https:/www.bayer.com.tr/tr/urunler/a-dan-z-ye-urunler/ sayfasini ziyaret edebilirsiniz.
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Rahim i¢i sistem tercih eden
anormal uterin kanamali kadinlarda?
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Levonorgestrel

MIRENA® Levonorgestrel rahim ii sistemi Formiilii: Mirena® rahim ici sistemi, 52 mg levonorgestrel igerir. Baslangig salim miktar 20 mikrogram/24 saattir.
Endikasyonlari: Kontrasepsiyon (gebeligin énlenmesi), Idiyopatik menoraj, Estrogen replasman tedavisi sirasinda endometriyal hiperplaziye karsi korunma.
Kontrendikasyonlan: Gebelik veya gebelik siiphesi; Mevcut ya da tekrarlayan pelvik inflamatuvar hastalik; Alt genital kanal enfeksiyonu; Postpartum
endometrit; Son 3 ay icinde enfekte diisiik; Servisit; Servikal displazi; Rahim ya da serviksin habis tiimorleri; Tani konamayan anormal uterus kanamalan;
Rahim boglugunun bigimini bozan fibroidler de dahil olmak iizere konjenital ya da edinilmis uterus anomalileri; Artmig enfeksiyon egilimine yol agan durumlar;
Akut Karaciger hastaliklan veya karaciger timord; Mirena®nin igerigine karg! olabilecek agir duyarliik durumu. Uyarilar / Onlemler: Asagidaki durumlardan
herhangi biri varsa ya da ilk kez ortaya gikiyorsa, Mirena® ancak uzman tavsiyesi ve kontrolii dahilinde kullaniimali ya da sistemin ¢ikariimasi diistindlmelidir:
Migren, asimetrik gorme kaybiyla seyir eden fokal migren ya da gegici beyin iskemisine yonelik baska belirtiler; aligimisin disinda siddetii bag agnis; sarilik;
belirgin tansiyon yiikselmesi; meme kanseri de dahil olmak iizere hormonal bagimlilik gdsteren timar ya da buna iligkin siiphe; inme ya da miyokard infarktiisi
gibi agir arlenye! hastallklar Sadece progestagen |qeren hap?ar kullanan kadinlarda yapilan son epi caligmalar vendz b li riskinde hafif
bir artis fakat sonuglar i olarak anlamli degildir. Ancak, tromboz bulgu ve belirtilerinin olmasi durumunda derhal uygun
tamisal ve terapotik girisimlerde bulunulmalidir. Varikdz venlerin ve yiizeyel tromboflebitin ven6z tromboembolideki olas rolii konusunda gdriis birligi yoktur.
Mirena® enfekte endokardit riskine yol acan konjenital kalp hastaligi ya da valviller kalp hastalig olan kadinlarda dikkatle kullanllmahdlr Bu hastalarda rahim
ici sistem takilir veya cikartilirken antibiyotik profilaksisi glukoz toleransini Mirena® kullanan
diyabetik kadinlarda kan sekeri izlenmelidir. Diizensiz kanamalar, endumetnyum poliplerinin ve kanserinin bazi belirtilerini gizleyebilmektedir. Bu olgularda
tanisal girisimlerde bulunulmalidir. Mirena® geng ve dogum yapmamis kadinlarda ve ileri uterus atrofisi olan postmenopozal kadinlarda ilk segenek degildir
Uygulama ve gikarma/tekrar uygulama: Uygulamadan once, kadin Mirena®nin etkinligi, riskleri ve yan etkileri hakkinda bilgilendirilmelidir. Pelvik muayeneyi ve
meme muayenesini igeren bir fizik muayene ve servikal smear yapiimalidir. Gebelik ve cinsel yolla bulagan hastaliklar ekarte edilmeli ve genital enfeksiyonlar
tamamen tedavi edilmelidir. Uterus pozisyonu ve uterus boglugunun bilyiikligi belirlenmelidir. Mirena® nin fundal yerlesimi, progestagenin endometriyuma
esit olarak dagiimasinin saglanmasi, kazayla cikmanin dnlenmesi ve etkinligin artinimasi agilarindan 6zellikle dnem tagir. Bu nedenle uygulama talimatlarina
dikkatle uyulmahdir. Kullanici uygulamadan 4-12 hafta sonra tekrar muayene edilmeli ve bundan sonra yilda bir ya da klinik endikasyonu varsa daha sik
araliklarla kontrol edilmelidir. Fertil yastaki kadinlarda Mirena® uterus bosluguna menstruasyonun ilk yedi giinil icinde yerlestirilmelidir. Mirena® bir yenisiyle
siklusun herhangi bir giinainde degistirilebilir. Sistem ilk trimestr diigiklerini takiben hemen uygulanabilir. Postpartum uygulamalar dogum sonrasi altinci
haftaya kadar ertelenmelidir. Mirena®nin post koital bir kontraseptif olarak kullamimasi uygun olmayabilir. Estrogen replasman tedavisi sirasinda endometriyal
koruma igin kullanilacaksa, Mirena® amenoreik bir kadina herhangi bir zamanda, ya da menstruasyonun veya gekilme kanamasinin son giinlerinde takilabilir.
Tedavinin ilk aylarinda diizensiz kanama ve lekelenme kanamalarinin sik gorilmesi nedeniyle Mirena® takilmadan dnce endometriyal patolojinin ekarte edilmesi
onerilir. Mirena® bir forseps yardimiyla ipliklerinden nazikge cekilerek gikanlir. Eger iplikler gorilemiyorsa ve sistem uterus boslugu igindeyse ince bir
tenakulum yardimiyla gikarilabilir. Bu yontem, servikal kanalin dilatasyonunu gerektirebilir. Sistem beg yil sonunda gikanimalidir. Eger kullanici ayni yontemi
kullanmaya devam etmek isterse, yeni bir sistem aymi zamanda takilabilir. Eger gebelik arzu edilmiyorsa, Mirena® fertil yaglardaki kadinlarda bir siklusun
varligindan emin olunmasi amaciyla menstruasyon sirasinda gikariimalidir. Eger sistem siklus ortasinda ¢ikanldiysa ve kadin bir hafta iginde iligkiye girmigse,
gikanimay! takiben yeni bir sistem takilmadii takdirde gebelik riski mevcuttur. Uygulama ve gikarmaya bir miktar agn ve kanama eslik edebilir. Prosediir
vazovagal reaksiyonda oldugu gibi bir baylimaya ya da enl\enhk bwr hastada nobet gecirmeye yol acabilir. Oligo-/amenore: Mirena® kullanan fertil kadinlarin
%20'sinde zamanla oligomenore ve/veya amenore Bir onceki takiben alti hafta icinde menstruasyon
gergeklesmezse gebelik olasiligi gz oniine alinmalidir. Amenore geligen kadinlarda gebeligin bagka belirtileri s6z konusu degilse, tekrarlanan gebelik testlerine
gerek yoktur. Mirena®nin kesintisiz estrogen replasman tedavisi ile birlikte kullanildig durumlarda, bircok kadinda ilk yil iginde kanamasiz bir diizen olugur.
Pelvik enfeksiyon: Pelvik enfeksiyonun ciddi sonuglan olabilir, fertiliteye zarar verebilir ve ektopik gebelik riskini artirabilir. Tekrarlanan endometrit veya pelvik
enfeksiyonunda ya da tedaviye birkag giin icinde olumlu yanit vermeyen veya siddetli akut bir enfeksiyon durumunda Mirena® gikarimalidir. Enfeksiyon
dilsiindiiren en kiigiik bir belirtide bile bakteriyolojik tetkikler ve izlem énerili. Yerinden oynama/gikma: Mirena®, yerinden oynamigsa gikanimalidr. isteniyorsa
0 sirada yenisi takilabilir. Kullaniciya Mirena® nin ipliklerini nasil kontrol edecegi ogretilmelidir. Perforasyon: Uterusun gdvdesinin ya da serviksin bir rahim ici
arag tarafindan perforasyonu ya da penetrasyonu nadiren goriilebilir ve siklikla yerlestirme esnasinda meydana gelir. Boyle bir durumda sistemin hemen
gikanimasi gerekmektedir. Ektopik gebelik: Ektopik gebelik, tubal cerrahi veya pelvik enfeksiyon dykisii olan kadinlar, daha yiiksek bir ektopik gebelik riskiyle
kars! kargtyadur. Ipliklerin goriilmemesi: Kontrol muayenelerinde serviksde geri cekme iplikleri gorilmilyorsa, gebelik ekarte edilmelidir. Geciken folikiiller
atrezi: Mirena®nin kontraseptif etkisi baglica Iokal elklsme bagh oldugundan, fertil yagtaki kadinlarda folikiil catlamasinin goru\dugu ovulatuar sikluslar siklikla
gerceklesir. Bazen folikilin atrezisi gecikir ve devam edebilir. Yan etki etkiler: Cok sik /o 10'undan daha fazlasinda)
gorillen yan etkiler, kanama degjisiklikleri ve iyi huylu ovaryal kistlerdir. Farkli kanama degisiklikleri tim Mirena® kullanicilarinda gériiliir. lyi huylu ovaryal kist
gorilme orani kullanilan tamisal yonteme baghdir. Klinik alismalarda Mirena® kullanan kadinlanin %12'sinde bilyimiis folikiillere rastianmigtir. Folikiillerin
Gogu asemptomatiktir ve {ig ay iginde kaybolur. Istenmeyen etkilerden bazilan: duygu durum degigkenligi, bagagnsi, migren, abdominal agn, abdominal
siskinlik, akne, sa¢ dokilmesi, hirsutizm, kaginti, kizariklik, Grtiker, sirt agrisi, pelvik agri, dismenore, pelvik enllama(uva{ hastahk uterus perlorasyonu vaglnal
akinti, vulvovajinit, servisit, endometrit, memede gerginlik, mastalji, disar atiima, uterus llag

ozellikle sitokrom P450 enzimleri gibi ilaglan metabolize eden enzimlerin i yapan maddeler fenitoin, in gibi
antikonvillsanlar ve rifampisin, rifabutin, nevirapin, efavirenz gibi antiinfektifler) ile birlikte kullanilmalan sonucu artar. Mirena®nin kontraseptif etkisinin bu tir
ilaglar ile etkilesimi bili ir, ancak lokal etki iz nedeniyle bilyiik bir Gneme sahip oldugu diisiintiimemektedir. Kullanim gekli ve dozu:
Mirena® rahim bosluguna yerlestirilir. Bes yil boyunca etkilidir. Salim hizi baslangicta 20 mikrogram/24 saattir. Bes yilin sonunda bu hiz 11 mikrogram/24 saate
diger. Bes yillik kullanim siresi boyunca ortalama salim hizi 14 mikrogram/24 saattir. Hormon replasman tedavisi alan kadinlarda Mirena® progestagen
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tutulmalidir. GikanImig bir rahim ici sistem de, hormon kalintilari igerebileceginden tibbi atik muamelesine tabi tutulmalidir. Mirena® aplikatorii hastane atigi,
ambalajlar ise evsel atik kabul edilir. Mirena® uygulamasi ile ilgili ayrintih bilgi “Teknik Bilgiler” blimiinde bulunmaktadir. Daha ayrintili bilgi igin “Uyarilar /
Onlemler” basligi altindaki “Uygulama ve cikarma/tekrar uygulama” bolimiine basvurulabilir. Uygulama teknidi dider rahim ici araglardan farkli oldugu icin,
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The “Journal of the Turkish-German Gynecological Association”
(ISSN 1309-0399; Abbreviated as “J Turk Ger Gynecol Assoc”) is the
official, open access publication of the Turkish-German Gynecological
Education and Research Foundation and the Turkish-German
Gynecological Association. Formerly named “ARTEMIS”, the journal is
published quarterly (March, June, September, December) in English and
publishes original peer-reviewed articles, reviews, and commentaries
in the fields of Gynecology, Gynecologic Oncology, Endocrinology &
Reproductive Medicine and Obstetrics. Case reports are not accepted
for publication. Reviews will be considered for publication only if they
are prepared by authors who have at least three published manuscripts
in international peer reviewed journals and these studies should be
cited in the review. Otherwise only invited reviews will be considered
for peer review from qualified experts in the area.

The “Journal of the Turkish-German Gynecological Association” is a
peer reviewed journal and adheres to the highest ethical and editorial
standards. The Editorial Board of the journal endorses the editorial
policy statements approved by the WAME Board of Directors. The
journal is in compliance with the Recommendations for the Conduct,
Reporting, Editing and Publication of Scholarly Work in Medical Journals
published by the International Committee of Medical Journal Editors
(updated December 2016, www.icmje.org). The editors also adhere
to the Committee on Publications Ethics (COPE) recommendations
(http://publicationethics.org).

Submission of Manuscripts

All manuscripts must be submitted via the self explanatory online
submission system which is available through the journal’s web page
at www.jtgga.org. Manuscripts submitted via any other medium will not
be evaluated. During the submission please make sure to provide all
requested information to prevent any possible delays in the evaluation
process.

The main document and the tables, should be prepared with “Microsoft
Office Word software”. Times New Roman font (size 12) should be
used throughout the main document with 1.5 line spacing. The side
margins of the main document should be set at 25 mm from all sides.

The ORCID (Open Researcher and Contributor ID) number of the
all authors should be provided while sending the manuscript. A free
registration can be done at http://orcid.org.

The figures should be submitted separately through the submission
system in .JPG of .TIFF format. Please do not embed the figures in
the main document. Make sure that the minimum resolution of each
submitted figure is 300 DPI.

A cover letter and a title page should be provided with all submissions.
It should be stated in the cover letter that the manuscript was not
previously published in any other publication, that it is not accepted
for publication in another publication and that it is not under review for
possible publication elsewhere.
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Before completing your submission, please make sure to check the PDF
proof of your manuscript which will be generated by the manuscript
submission system and make sure that all items of the submission are
displayed correctly.

Authors who have any queries regarding the submission process can
contact the journal’s editorial office:

Editorial Office:
Abdi ipekci Caddesi 2/7 Nisantasi, istanbul / Turkey
+90 212217 17 00

scholarone@jtgga.org

Editorial Policies

All manuscripts will be evaluated by the editorial board for their
scientific contribution, originality and content. Authors are responsible
for the accuracy of the data presented in their manuscript. The
journal retains the right to make appropriate changes on the grammar
and language of the manuscript when needed. When suitable the
manuscript will be send to the corresponding author for revision. The
manuscript, if accepted for publication, will become the property of
the journal and copyright will be taken out in the name of the journal.
All manuscripts submitted to the journal for publication are checked
by Crossref Similarity Check powered by iThenticate software for
plagiarism. If plagiarism is detected, relevant institutions may be
notified. In this case, the authors might be asked to disclose their raw
data to relevant institutions.

Peer-Review Process

Each manuscript submitted to Journal of the Turkish-German
Gynecological Association is subject to an initial review by the editorial
office in order to determine if it is aligned with the journal’s aims and
scope, and complies with essential requirements. Manuscripts sent for
peer review will be assigned to one of the journal’s associate editors
that has expertise relevant to the manuscript’s content. All accepted
manuscripts are sent to a statistical and English language editor
before publishing. Once papers have been reviewed, the reviewers’
comments are sent to the Editor, who will then make a preliminary
decision on the paper. At this stage, based on the feedback from
reviewers, manuscripts can be accepted, rejected, or revisions can be
recommended. Following initial peer-review, articles judged worthy
of further consideration often require revision. Revised manuscripts
generally must be received within 3 months of the date of the initial
decision. Extensions must be requested from the Associate Editor at
least 2 weeks before the 3-month revision deadline expires; Journal of
the Turkish-German Gynecological Association will reject manuscripts
that are not received within the 3-month revision deadline. Manuscripts
with extensive revision recommendations will be sent for further review
(usually by the same reviewers) upon their re-submission. When a
manuscript is finally accepted for publication, the Technical Editor
undertakes a final edit and a marked-up copy will be e-mailed to the
corresponding author for review and to make any final adjustments.
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Full text of all articles can be downloaded at the web site of the journal
www.jtgga.org.

Preparation of Manuscripts

The “Journal of the Turkish-German Gynecological Association”
follows the “Recommendations for the Conduct, Reporting, Editing,
and Publication of Scholarly Work in Medical Journals” (International
Committee of Medical Journal Editors - http://www.icmje.org/). Upon
submission of the manuscript, authors are to indicate the type of trial/
research and provide the checklist of the following guidelines when
appropriate:

CONSORT statement for randomized controlled trials (Moher D, Schultz
KF, Altman D, for the CONSORT Group. The CONSORT statement
revised recommendations for improving the quality of reports of
parallel group randomized trials. JAMA 2001; 285: 1987-91) (http://
www.consort-statement.org/),

PRISMA for preferred reporting items for systematic reviews and meta-
analyses (Moher D, Liberati A, Tetzlaff J, Altman DG, The PRISMA Group.
Preferred Reporting Items for Systematic Reviews and Meta-Analyses:
The PRISMA Statement. PLoS Med 2009; 6(7): €1000097.) (http://www.
prisma-statement.org/),

STARD checklist for the reporting of studies of diagnostic accuracy
(Bossuyt PM, Reitsma JB, Bruns DE, Gatsonis CA, Glasziou PP, Irwig LM,
et al, for the STARD Group. Towards complete and accurate reporting
of studies of diagnostic accuracy: the STARD initiative. Ann Intern Med
2003;138:40-4.) (http://www.stard-statement.org/),

STROBE statement-checklist of items that should be included in reports
of observational studies (http://www.strobe-statement.org/),

MOOSE guidelines for meta-analysis and systemic reviews of
observational studies (Stroup DF, Berlin JA, Morton SC, et al. Meta-
analysis of observational studies in epidemiology: a proposal for
reporting Meta-analysis of observational Studies in Epidemiology
(MOOSE) group. JAMA 2000; 283: 2008-12).

Human and Animal Studies

Manuscripts submitted for publication must contain a statement to the
effect that all human studies have been reviewed by the appropriate
ethics committee and have therefore been performed in accordance
with the ethical standards described in an appropriate version of the
1964 Declaration of Helsinki, as revised in 2013. It should also be stated
clearly in the text that all persons gave their informed consent prior
to their inclusion in the study. Details that might disclose the identity
of the subjects under study should be omitted. Experimental animal
studies should be presented with the disclosure of the appropriateness
to the institutional/national/international ethical guides on care and use
of laboratory animals.

In experimental animal studies, the authors should indicate that the
procedures followed were in accordance with animal rights as per
the Guide for the Care and Use of Laboratory Animals (http://oacu.

AV

od.nih.gov/regs/guide/guide.pdf) and they should obtain animal ethics
committee approval.

The editors reserve the right to reject manuscripts that do not
comply with the above-mentioned requirements. The author will be
held responsible for false statements or for failure to fulfil the above
mentioned requirements.

In a cover letter the authors should state if any of the material in the
manuscript is submitted or planned for publication elsewhere in any
form including electronic media. The cover letter must contain address,
telephone, fax and the e-mail address of the corresponding author.

Conflict of Interest

Authors must state whether or not there is the absence or presence
of a conflict of interest. They must indicate whether or not they have
a financial relationship with the organization that sponsored the
research. They should also state that they have had full control of all
primary data and that they agree to allow the Journal to review their
data if requested. Therefore manuscripts should be accompanied by
the “Conflict of Interest Disclosure Form.” The form can be obtained
from the journal webpage (www.jtgga.org).

Copyright

The author(s) transfer(s) the copyright to his/their article to the Journal
of the Turkish-German Gynecological Association effective if and
when the article is accepted for publication. The copyright covers the
exclusive and unlimited rights to reproduce and distribute the article
in any form of reproduction (printing, electronic media or any other
form); it also covers translation rights for all languages and countries.
For U.S. authors the copyright is transferred to the extent transferable.

Submissions must be accompanied by the “Copyright Transfer
Statement”. The form is available for download on the journal’s
manuscript submission and evaluation site. The copyright transfer form
should be signed by all contributing authors and a scanned version of
the wet signed document should be submitted.

COPYRIGHT TRANSFER FORM

Manuscript Specifications
Submissions should have the following parts.

Title Page

A separate title page should be submitted with all submissions and
should include the title of the article, name(s), affiliations and major
degree(s) of the author(s) and source(s) of the work or study, a short
title (running head) of no more than 50 characters. The name, address,
telephone (including the mobile phone number) and fax numbers and
e-mail address of the corresponding author should be listed on the title

page.
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Abstract

All manuscripts should be accompanied by an abstract. A structured
abstract is required with original articles and it should include the
following subheadings: Objective, Material and Methods, Results and
Conclusion. A structured abstract is not required with review articles.
The abstract should be limited to 250 words for original articles and
review articles.

Keywords

Below the abstract provide 3 to 5 Keywords. Abbreviations should not
be used as Keywords. Keywords should be picked from the Medical
Subject Headings (MeSH) list (www.nlm.nih.gov/mesh/MBrowser.
html).

Original manuscripts should have the following sections.

Introduction
State concisely the purpose and rationale for the study and cite only the
most pertinent references as background.

Material and Methods

Describe the plan, the patients, experimental animals, material and
controls, the methods and procedures utilized, and the statistical
method(s) employed. In addition to the normal peer review procedure,
all randomized controlled trials (RCTs) submitted to the journal are
sent to members of a team of professional medical statisticians for
reviewing.

Address “Institutional Review Board” issues as stated above. State
the generic names of the drugs with the name and country of the
manufactures. Provide information on informed consent and ethics
committee approval.

Results

Present the detailed findings supported with statistical methods.
Figures and tables should supplement, not duplicate the text;
presentation of data in either one or the other will suffice. Emphasize
only your important observations; do not compare your observations
with those of others. Such comparisons and comments are reserved
for the discussion section.

Discussion

State the importance and significance of your findings but do not repeat
the details given in the Results section. Limit your opinions to those
strictly indicated by the facts in your report. Compare your finding with
those of others. Provide information on the limitations and strenghts of
the study. No new data are to be presented in this section.

Reviews must contain the section with critical evaluation and inefficiacy
of evidences and explanations to guide further studies in the end.

References
Number references in Arabic numerals consecutively in the order in
which they are mentioned in the text starting with number “1”. Use
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the form of the “Uniform Requirements for Manuscript Submitted to
Biomedical Journals” (http://www.amaassn.org/public/peer/wame/
uniform.htm). If number of authors exceeds seven, list first 6 authors
followed by et al.

Journal titles should conform to the abbreviations used in “Cumulated
Index Medicus”.

Examples:

Journals;

Harrington K, Cooper D, Lees C, Hecher K, Campbell S. Doppler
ultrasound of the uterine arteries: the importance of bilateral notching
in the prediction of preeclampsia, placental abruption or delivery of
a small-for-gestational-age baby. Ultrasound Obstet Gynecol 1996; 7:
182-8.

Book chapter;

Ertan AK, Tanriverdi HA, Schmidt W. Doppler Sonography in Obstetrics.
In: Kurjak A, Chervenak FA, editors. lan Donald School Textbook of
Ultrasound in Obstetrics and Gynecology. New Delhi, India: Jaypee
Brothers; 2003. p. 395-421.

Book;

Kohler G; Egelkraut H. In Kohler G and Egelkraut H (edts).Munchener
Funktionelle Entwicklungsdiagnostik im zweitem und drittem
Lebensjahr. Handanweisung. Munchen: Uni Munchen, Institut fur
Soziale Paediatrie und Jugendmedizin; 1984.

Review Article: Review articles are comprehensive analyses of specific
topics in medicine. All review articles will undergo peer review prior
to acceptance. Review articles must not exceed 5000 words for the
main text (excluding references, tables, and figure legends) and 400
words for the abstract. A review article can be signed by no more than
5 authors and can have no more than 80 references. Also there should
be references to authors’ own two works.

Editorial: Editorials are a brief remark on an article published in
the journal by the reviewer of the article or by a relevant authority.
Most comments are invited by the Editor-in-Chief but spontaneous
comments are welcome. It must not exceed 700 words (excluding
references). An abstract is not required with this type of manuscripts. It
can have no more than 15 references and 1 figure or table.

Letter to the Editor: Letters in reference to a journal article must
not exceed 500 words (excluding references). Letters not related to a
journal article must also not exceed 500 words (excluding references).
An abstract is not required with this type of manuscripts. A letter can
be signed by no more than 4 authors and can have no more than 5
references and 1 figure or table.

Tables and Figures

Tables should be included in the main document after the reference
list. Color figures or gray-scale images must be at minimum 300 DPI
resolution. Figures should be submitted in “*.tiff”, “*jpg” or “*.pdf”
format and should not be embedded in the main document. Tables
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and figures consecutively in the order they are referred to within
the main text. Each table must have a title indicating the purpose or
content of the table. Do not use internal horizontal and vertical rules.
Place explanatory matter in footnotes, not in the heading. Explain
all abbreviations used in each table in footnotes. Each figure must
have an accompanying descriptive legend defining abbreviations or
symbols found in the figure. If photographs of people are used, the
subjects must be unidentifiable and the subjects must have provided
written permission to use the photograph. There is no charge for color
illustrations.

Units of Measurement and Abbreviations

Units of measurement should be in Systéme International (SI) units.
Abbreviations should be avoided in the title. Use only standard
abbreviations. If abbreviations are used in the text, they should be
defined in the text when first used.

Revisions

Revisions will be sent to the corresponding author. Revisions must be
returned as quickly as possible in order not to delay publication. Deadline
for the return of revisions is 30 days. The editorial board retains the right
to decline manuscripts from review if authors’ response delays beyond
30 days. All reviewers’ comments should be addressed and a revision
note containing the author’s responses to the reviewers’ comments
should be submitted with the revised manuscript. An annotated copy
of the main document should be submitted with revisions. The Editors
have the right to withdraw or retract the paper from the scientific
literature in case of proven allegations of misconduct. The second
plagiarism check will be made after revision.

Accepted Articles

Epub Ahead of Print
The abstract of the accepted manuscripts will be shown in PubMed as
“Epub ahead of print”.
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An “Epub ahead of print” signifies that the electronic version of an
article has been published online (at PubMed and the journal’s website
www.jtgga.org), but that the print version of the article has not yet been
published.

If an article was published online ahead of print, the date it was
published online, along with the digital object identifier (DOI) to ensure
that all article versions can be identified, should follow the acceptance
date footnote (or, if the journal does not publish the acceptance date,
it should be placed first).

Journal and Society Web sites:
www.dtgg.de
(Deutsch-Tiirkische Gyniakologengeselleschaft)

www.tajev.org

(Turkish-German Gynecological Education and Research Foundation)

www.jtgga.org
(Journal of the Turkish-German Gynecological Association)

- Citation of published manuscripts in J Turk Ger Gynecol Assoc should
be as follows: Tews G, Ebner T, Sommergruber M, Marianne M, Omar
S. Ectopic Pregnancy in the Assisted Reproduction. J Turk Ger Gynecol
Assoc 2004; 5: 59-62.

- The Journal name should be abbreviated as “J Turk Ger Gynecol
Assoc”

© All rights of the articles published in J Turk Ger Gynecol Assoc
(Formerly “Artemis”) are reserved by the Turkish-German Gynecological

Association.
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