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KISA ¦R¦N BĶLGĶSĶ 

 

1.  BEķERĶ TIBBĶ ¦R¦N¦N ADI  

ACTONE L 35 mg F i l m  T ablet  

 

2. KALĶTATĶF VE KANTĶTATĶF BiLEķĶM 

Etkin  m ad d e :  Her bir  film ta bl e t;  

35  m g  risedronat  sod yu m  (32.5  m g  risedronik  a sit e  e úGH÷HU� LoHULU� 

 

Yardēmcē 

m a dde :  

Laktoz  monohi drat  126  m g  

<DUGÕPFÕ maddele r  LoLQ 6. 1 ' e  EDNÕQÕ]� 

 

3.  FA RMAS ¥TĶK FORM  

Fil m  tab let  

Bir  WDUDIÕQGD RSN,  GL÷HU WDUDIÕQGD 35  m g  EDVÕOÕ� oval  ELoLPOL� DoÕN turuncu,  film  NDSOÕ 

tabl e t.  

 

4.  KLĶNĶK ¥ZELLĶKLER 

4.1.Terapºtik endi kasy o nl a r  

P os tm e n o p oz a l  os te o p o roz  v e  erk ek  o ste o p or oz u n u n  t edavisi nde  en di ke di r.  

 

4.2.  Po zoloji ve  u y g u l a m a  ĸekli 

Pozol o ji :  

<HWLúNLQOHUGH |QHULOHQ GR]�KDIWDGD�ELU�NH]�DOÕQDQ����PJ�WDEOHWWLU��7DEOHWOHU�KHU�KDIWD�D\QÕ 

J�QGH�a OÕQPDOÕGÕU� 

 

Uygulama sēklēĵē ve  s¿resi: 

Tablet  her  ha fta  D\QÕ J�QGH DOÕQPDOÕGÕU� 

� Risedronat sod yu mun absorpsi yonu  yi ye c ekle rden v e poli v alan kat yonla rdan 

e t k i l e n m e k te d i r  ( Bkz .  4.5.  'L÷HU� WÕEEL �U�QOHU ilc  e tki l e úLPOHU�ve  GL÷HU HWNLOHúLP�

úekille r i) ,  bu n edenle  ye t erli  e m ili m i n  VD÷ODQPDVÕ� LoLQ hastalar A C T O N E L  35  PJ
Õ�
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NDKYDOWÕGDQ |QFH� ilk yemek te n,  GL÷HU WÕEEL �U�QOHUGHQ�YH\D i oecekler den  (su  GÕúÕQGD�� 

30  dakika  |QFH su il e  bir li kte DOPDOÕGÕU� ACTO NE L 35  m g  \DOQÕ]FD su  ile  DOÕQPDOÕGÕU��

%D]Õ maden  VXODUÕQÕQ kalsi yu m k o n sa nt ra s y o n u  \�NVHN ROGX÷XQGDQ��EXQODUÕQ 

NXOODQÕOPDPDVÕ gere k m e kte d ir  ( Bkz .  5 . 2 .  F a r m a k o k i n e t i k  |]HOOLNOHU)  

 

�� $&721(/����PJ�WDEOHWL�DOPD\Õ�XQXWDQ�hastalar, LODo DOPDGÕNODUÕQÕ�fark ett ikl eri  J�Q�

LoHULVLQGH bir  A C T O N E L  35  mg tablet DOPDOÕGÕUODU� Daha  son ra  hastalar  normal  

rutinleri ne  G|QHUHN� tabletleri  |QFHGHQ EHOLUOHGLNOHUL� J�QH J|UH alma ya  d evam  

et m el i di r le r.  øNL tablet  D\QÕ�J�Q DOÕQPDPDOÕGÕU� 

 

Uygulama ĸekli:  

Tablet E�W�Q�olarak \XWXOPDOÕGÕU��emilmemeli ve ya  oL÷QHQPHPHOLGLU��7DEOHWLQ�mideye  

XODúPDVÕQD�\DUGÕPFÕ ROPDN�LoLQ ACTONE L 35  m g  tablet  dik  p o z i s y o n d a  v e  bir  ba rdak  

s u  ( ��120  ml )  il e  DOÕQPDOÕGÕU� Hastalar tabl eti  DOGÕNWDQ sonra 30  GDNLND� \DWPDPDOÕGÕU� 

(Bkz . b |O�P 4.4.  g]HO NXOODQÕP X\DUÕODUÕ ve  |QOHPOHUL).  

 

Di yetl e  DOÕQDQ kalsi yum  ve D vit ami ni yete rli GH÷LOVH��kalsi yum v e D v i ta m i n  ta k v i y e s i  

G�ú�Q�lmel idi r.  

 

2VWHRSRUR]GD� ELIRVIRQDW� WHGDYLVLQLQ� RSWLPDO� V�UHVL� EHOLUOHQPHPLúWLU�� 6�UHNOL� WHGDYLQLQ�

JHUHNOLOL÷L�|]HOOLNOH���YH\D�GDKD�ID]OD�NXOODQÕP�VRQUDVÕQGD�P�QIHULW�KDVWD�ED]ÕQGD�ULVHGURQDW�

VRG\XP¶XQ SRWDQVL\HO� ULVNOHUL� YH� \DUDUODUÕQD� GD\DQDUDN� SHUL\RGLN� RODUDN� \HQLGHQ-

GH÷HUOHQGLULOPHOLGLU�
 

 

¥zel pop¿lasyonlara iliĸkin ek bilgiler: 

Bºbrek/Karaciĵer yetmezliĵi: 

Hafif  ya  da  orta  der ec ede  E|EUHN \HWPH]OL÷L olan  hastala rda  doz  D\DUODPDVÕQD gerek  

yo k tu r.  5LVHGURQDW�VRG\XPXQ�úLGGHWOL�E|EUHN�\HWPH]OL÷L�RODQ�KDVWDODUGD��NUHDWLQLQ�klerensi  

30 ml /dak.'d an G�ú�N� NXOODQÕPÕ�kontrendikedir  (Bkz .  4.3. Kont rendi kas yonla r v e 5.2.  

Farmako kinetik  |]HOOLNOHU�� .DUDFL÷HU \HWPH]OL÷L olan  hastalarda  doz  D\DUODPDVÕQD�gerek  

yo ktur.  
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Pediyatrik pop¿lasyon:  

5LVHGURQDW� VRG\XP¶XQ� HWNLOLOL÷L� YH� J�YHQOLOL÷L� �]HULQH� \HWHUOL� YHULOHU� EXOXQPDGÕ÷ÕQGDQ� ���

\DúÕQ�DOWÕQGDNL�oRFXNODUGD�|QHULOPH] 

 

Geriyatrik pop¿lasyon: 

*HQo�KDVWDODUOD�NDUúÕODúWUÕOGÕ÷ÕQda  \DúOÕ hastala rda �!���\Dú�� EL\R\DUDUODQÕP��GD÷ÕOÕP�ve 

eli mi nas yon benz er  ROGX÷XQGDQ doz  D\DUODPDVÕQD ger ek  yokt ur.  Bu  durum,  

pos tme no po z al SRS�ODV\RQGD� 75  \Dú�YH��VW�QGHNL�oRN�\DúOÕ hastalarda d a  J|VWHULOPLútir.  

 

4. 3 . K o n tr en dikasy on la r  

-  R isedronat sod yum YH\D� IRUP�ODV\RQGDNL \DUGÕPFÕ�maddelerd en birine NDUúÕ� DúÕUÕ 

GX\DUOÕOÕN 

-  +LSRNDOVHPL��%N]�������|]HO�NXOODQÕP�X\DUÕODUÕ�YH�|QOHPOHUL� 

-  Gebeli k ve lakt as yon  

-  ùLGGHWOL�E|EUHN�\HWPH]OL÷L��NUHDWLQLQ�NOHUHQVL�����PO�GDN�� 

 

4.4.  ¥zel kullanēm uyarēlarē ve  ºnlemleri 

Oral  b if osf on at  kulanēmē ile ºzofagus kans e ri  risk in in  artabileceĵini bildiren  bazē 

­alēĸmalar bu l un m a kla  b irlik te b u  i l i ĸki  net  olarak  kanētlanmamēĸtēr. Bu  ned e n l e, 

Barret ºzofagusu veya  gastroºzofageal refl¿ zemin in d e artmēĸ ºzofagus kanser r i s ki  

olan  ha s t a l a r da ,  b u  ila­larēn kullanēmēndan ka­ēnēlmalēdēr.  

 

Bifosfonatl a r il e tedavi HGLOHQ� KDVWDODUGD� DWLSLN� E|OJHOHUGH� �VXEWURNDQWHULN� YH� IHPXU úDIW��

NÕUÕNODU�J|U�OHELOLU�� %X� NÕUÕNODU� JHQHOOLNOH� WUDYPa  ROPDNVÕ]ÕQ ya  da mi nim al  travma  il e  

JHOLúmektedir.  Bifos fona t  kull anan  ve  u yluk  ya  da  NDVÕN D÷UÕVÕ ile  ba úvuran h astalar 

DWLSLN�NÕUÕN�ú�SKesi  ile  GH÷HUOHQGLULOPHOLGLU� Bu  h astalarda  bir e ysel  risk/ ya rar  an ali z ine  J|UH�

bifosfonat  tedavisi nin  ke sil mesi  J�QGHm e  gel e bil i r.  

 

Yi ye cekle r,  LoHFHNOHU (su  GÕúÕQGD� ve  poli valan  kat yonlar  (kalsi yum,  m agn ez yum,  demi r  

YH� DO�PLQ\XP gibi)  LoHUHQ WÕEEL �U�QOHU ELIRVIRQDWODUÕQ emili mi ni  etki ler,  bu  nedenle 

ACTONE L  35  m g  i l e  D\QÕ zamand a  DOÕQPDPDOÕGU (Bkz .  4.5.  'L÷HU WÕEEL �U�QOHU ile  

HWNLOHúLPOHU ve  GL÷HU�HWNLOHúLP úekilleri ).  øVWHQHQ HWNLQOL÷H ula úmak  LoLQ� doz  |QHULOHULQH�

VÕNÕFD X\XOPDVÕ gere k l i d ir  ( Bkz .  4.2.  P oz oloj i  ve  u ygulama  úHNOL).  
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Osteoporoz  tedavisi nde  ELIRVIRQDWODUÕQ HWNLQOL÷L G�ú�N kemik  mi ne ral  \R÷XQOX÷XQXQ 

ve/ v e ya  |QFHGHQ NÕUÕN ROPDVÕ\OD ili úkili d ir .  

øOHUL� \Dú� Yeya  tek  ba úÕQa  NÕUÕN LoLQ klinik  risk  IDNW|UOHULQLQ YDUOÕ÷Õ� bir  bifosfonat  i l e  

WHGDYL\H�EDúODPD�Qedeni  GH÷LOGLU� 

 

dRN� \DúOÕ� NLúLlerde  ( > 80  \Dú)  rised ronat  s od yum  dahil  ELIRVIRQDWODUÕQ HWNLQOL÷LQL�

d est e k l e ye n  NDQÕWODU VÕQÕUOÕGÕU (Bkz.  5.1.  F armak odinamik  |]HOOLNOHU�� 

 

Bif o sf o n a t l a r  LOH� |]RIDMLW� gastrit ,  |]RIDJHDO �OVHUDV\RQODU� YH�gastr o d u o d e n a l  

�OVHUDV\RQODU�DUDVÕQGD�ED÷ODQWÕ bul un m u útur.  B u  nedenle,  a úD÷Õdaki  d u r u m la r d a  dikkatli  

ROXQPDOÕGÕU� 

� 6WULNW�U� YH\D DNDOD]\D� JLEL� |]RIDJXV JHoLúLQGH YH\D� ERúDOPDVÕQGD gecikm e |\N�V� 

ola n h a s t a l a r d a  

� Tabletin DOÕQPDVÕQGDQ sonra  en  az  30  d akika  dik  poz is yond a durama ya n  h as t a l ar d a  

� Risedronat akti f  YH\D�\DNÕQ�]DPDQGD |]RIDJXV veya  �VW gas tr o i n t e st i n a l  p r o b l e m l e r i  

o l a n  h a s t a l a r a  v e r i li r se  ( b i li n e n  %DUUHW�|]RIDJXV�GDKLO� 

øODFÕ� UHoHWH� HGHQOHU� GR]�WDOLPDWODÕQD� GLNNDW� HWPHQLQ� |QHPLQL� KDVWDODUD�YXUJXODPDOÕ� YH�

RODVÕ |]RIDJXV�UHDNVL\RQX�VHPSWRPODUÕ�YH\D�EHOLUWLOHUL�konus u n d a  h a s t DODUÕ�X\DUPDOÕGÕU���

Hastal a r a , GLVIDML�� \XWPD� VÕUDVÕQGD� D÷UÕ�� UHWURVWHUQDO� D÷UÕ� YH\D� \HQL�N|W�OHúHQ� PLGH�

\DQPDVÕ�JLEL�|]RIDJXV�WDKULúL�VHPSWRPODUÕ�JHOLúLUVH��JHFLNPHGHQ�GRNWRUD�EDúYXUPDODUÕ�

WDOLPDWÕ�YHULOPe lidi r.  

 

A C T O N E L  35  m g  te da vi sin e  ba úODQPadan |QFH hipok a l s e m i  tedavi e di lme li di r.   

AC TO N E L  35 PJ� WHGDYLVLQH� EDúODQÕrken k emi k ve mi neral PHWDEROL]PDVÕQÕQ�GL÷HU 

ER]XNOXNODUÕ (para tir o i d  di sf o n ks i y o nu ,  h i p o vi tam i n oz  D  gibi )  tedavi  e di lmel id ir.  

 

3ULPHU� RODUDN� LQWUDYHQ|]� \ROGDQ� X\JXODQPÕú�bifosf o na tla r dahil  kanser te da v isi a la n  

ha sta la rd a,  genel  RODUDN� GLú� oHNLPi  ve/ve ya l okal  e nf e k s i y o n l a  ( o st e o m i y e li t  d a h i l)  

b i r li k t e  oHQH osteon ek ro zu  bi ld iri lmi útir.  Bu  KDVWDODUÕQ� ELUoR÷X D\UÕFD kemot erapi v e  

ko rti ko ste ro id le r alan  KDVWDODUGÕU�� dHQH�oste on e k r o z u , o ral  bifosfonatl ar alan  

o s te o p o r o z l u  h a st a la r d a  d a  ELOGLULOPLúWLU� 

 

(úOLN�HGHQ�ULVN�IDNW|UOHUL���NDQVHU���NHPRWHUDSL����UDG\RWHUDSL��NRUWLNRVWHURLGOHU�YH�N|W��
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D÷Õ]�KLM\HQL�JLEL��EXOXQDQ�hastala rd a ELIRVIRQDWODUOD�WHGDYLGHQ�|QFH�GLú�PXD\HQHVL�LOH�

X\JXQ�|QOH\LFL�GLú�EDNÕPÕ�YH�WHGDYLVL�G�ú�Q�OPHOLGLU� 

 

Tcda vi  VÕUDVÕQGD� hasta la r P�PN�QVH�inva zi f GLú� JLULúLPOHULQGHQ�NDoÕQPDOÕGU���

%LIRVIRQDW� WHGDYLVL� VÕUDVÕQGD�oHQH� NHPL÷i  oste on e NUR]X� JHOLúWLUHQ�KDVWDODU� LoLQ�GLú�

c e rrahi s i  GXUXPX� N|W�OHúWLUHELOLU�� 'Lú� JLULúimi  ge re kl i  RODQ� KDVWDODU� LoLQ� ELIRVIRQDW�

WHGDYLVLQLQ�NHVLOPHVLQLQ�oHQH�NHPL÷L�RVWHURQHNUR]�ULVNLQLQ�D]DODFD÷ÕQÕ�J|VWHUHQ�YHUL�

EXOXQPDPDNWDGÕU�� +HU� KDVWD� LoLQ� WHGDYL� HGHQ�hekimin  KDVWDQÕQ� \DUDU�ULVN�

GH÷HUOHQGLUPHVLQH�J|UH�YHUHFH÷L�NOLQLN�NDUDUD�X\XOPDOÕGÕU� 

 

'Õú�NXODN�\ROXQGD�RVWHRQHNUR]� 

dR÷XQOXNOD� X]XQ� V�UHOL� WHGDYL\OH� LOLúNLOL� RODUDN�� ELIRVIRQDW� NXOODQÕPÕ� LOH� GÕú� NXODN� \ROXQGD�

RVWHRQHNUR]�YDNDODUÕ�ELOGLULOPLúWLU��'Õú�NXODN�\ROXQGDNL�RVWHRQHNUR]�LoLQ�RODVÕ�ULVN�IDNW|UOHUL�

VWHURLG� NXOODQÕPÕ�� NHPRWHUDSL� YH�YH\D� HQIHNVL\RQ� YH� WUDYPD� JLEL� ORNDO� ULVN�IDNW|UOHULQL�

LoHUPHNWHGLU�� .URQLN� NXODN� HQIHNVL\RQODUÕ� GkKLO� ROPDN� �]HUH� NXODN� VHPSWRPODUÕ� J|U�OHQ�

ELIRVIRQDW�DODQ�KDVWDODUGD��GÕú�NXODN�\ROXQGD�RVWHRQHNUR]�RODVÕOÕ÷Õ�G�ú�Q�OPHOLGLU� 

 

$WLSLN�IHPXU�IUDNW�UOHUL 

g]HOOLNOH�RVWHRSRUR]�LoLQ�X]XQ- V�UHOL�WHGDYL�DODQODU�ROPDN��]HUH�ELIRVIRQDW�WHGDYLVL�LOH�DWLSLN�

VXEWURNDQWHULN� YH� GL\DIL]� IHPRUDO� IUDNW�UOHU� ELOGLULOPLúWLU�� %X� WUDQVYHUV� YH\D� NÕVD� REOLN�

IUDNW�UOHU��IHPXU�ER\XQFD�OHVVHU�WURNDQWHU¶LQ�DOWÕQGDQ��VXSUDNRQGLOHU�IODUH¶LQ��]HULQH�NDGDU�KHU�

E|OJHGH�ROXúDELOLU��%X�IUDNW|UOHU�PLQLPDO�WUDYPD�LOH�YH\D�WUDYPD�ROPDNVÕ]ÕQ�ROXúDELOLU�YH�ED]Õ�

KDVWDODUGD�X\OXN�\D�GD�NDVÕN�D÷UÕVÕ�GHQH\LPOH\HQ�KDVWDODUGD�ELU�WDPDPODQPÕú�IHPRUDO�IUDNW�U�

J|VWHUPHGHQ� KDIWDODU� D\ODU� |QFH� VÕNOÕNOD� VWUHV� IUDNW�UOHULQ� J|U�QW�OHPH� |]HOOLNOHUL� LOH�

LOLúNLOLGLU�� )UDNW�UOHU� JHQHOOLNOH� ELODWHUDOGLU�� EX� QHGHQOH� X]XQ- V�UHOL� úDIW� IUDNW�U�� RODQ�

ELIRVIRQDWODUOD� WHGDYL� HGLOHQ� KDVWDODUGD� NRQWUDODWHUDO� IHPXU� LQFHOHQPHOLGLU�� %X� IUDNW�UOHULQ�

L\LOHúPHVLQLQ�\DYDú�ROGX÷X ELOGLULOPLúWLU�� 

 

$WLSLN� IHPXU� IUDNW�U�Q� ú�SKHOHQLOGL÷L� KDVWDODUGD� GH÷HUOHQGLUPHQLQ� EHNOHQPHVLQGH� P�QIHULW�

ID\GD�ULVN�GH÷HUOHQGLUPHVLQH�J|UH�ELIRVIRQDW�WHGDYLVLQLQ�NHVLOPHVL�G�ú�Q�OPHOLGLU��� 

%LIRVIDQDW� WHGDYLVL� V�UHVLQFH� KDVWDODU� KHUKDQJL� ELU� X\OXN��NDOoD� YH\D� NDVÕN� D÷UÕVÕQÕ�

ELOGLUPHOHUL� NRQXVXQGD� ELOJLOHQGLULOPHOL� YH� EX� VHPSWRPODUÕ� J|VWHUHQ� KDVWDODU� ELU� LQNRPSOHW�

IHPXU�IUDNW�U��DoÕVÕQGDQ�GH÷HUOHQGLULOPHOLGLU� 
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A C T O N E L  t abletler la ktoz  LoHUPHNWHGLU� Nadir  NDOÕWÕPVDO� JDODNWR]�LQWROHUDQVÕ� Lapp  

l a k t o z y e WPH]OL÷L ya d a gl i k oz - ga la kt oz  ma la bs or p si y o n problemi olan  KDVWDODUÕQ bu  LODFÕ 

NXOODQPDPDODUÕ gere k i r .  

 

4.5.  Diĵer tēbbi ¿r¿nler ile  etkil e ĸimler ve  diĵer etkil e ĸim ĸekilleri 

R isedronat sod yum il e r esmi  HWNLOHúLP� oDOÕúPDODUÕ�\DSÕOPDPÕúWÕU�� �Bununla birlik te kli nik 

oDOÕúPDODUGD�GL÷HU�WÕEEL� �U�QOHUOH� DUDVÕQGD� NOLQLN�RODUDN� |QHPOL HWNLOHúLP� VDSWDQPDPÕúWÕU��

5LVHGURQDW� VRG\XPXQ� J�QO�N� NXOODQÕOGÕ÷Õ� )D]�III  RVWHRSRUR]� oDOÕúPDODUÕQGD� DVHWLO�salisil ik 

DVLW�NXOODQÕP�RUDQÕ���������nonsteroid  DQWLLQIODPDWXDU�LODo �16$øø��NXOODQÕP�RUDQÕ�����45 

RODUDN� ELOGLULOPLúWLU��� 3RVWPHQRSR]DO� NDGÕQODUGD� KDIWDGD� GR]� LOH�Faz  III  oDOÕúPDVÕQGD� DVHWLO�

salisil ik asit  ve ya NSA I NXOODQÕPÕ� KDVWDODUÕQ�VÕUDVÕ\OD�%57 ve %40 ' ÕQGD� ELOGLULOPLúWLU���

Risedronat sod yum il e t edavi edil en hastalar da G�]HQOL�asetilsalis ilik asit  ve ya NSA I 

NXOODQÕOGÕ÷ÕQGD�(haftada 3 ve ya  dah a faz la J�Q�� ��VW� JDVWURLQWHVWLQDO� DGYHUV� ROD\� LQVLGDQVÕ�

NRQWURO�KDVWDODUÕQNLQH�EHQ]HUGLU� 

Uygun  J|U�OG�÷�QGH�risedronat sod yum |VWURMHQ�destek t edavisi  il e e ú� ]DPDQOÕ� RODUDN�

NXOODQÕODELOLU� 

3ROLYDODQ� NDW\RQODU� LoHUHQ WÕEEL �U�QOHU (kalsi yum, m agn ez yum,  demi r  ve  DO�PLQ\XP 

gibi)  il e Hú� ]DPDQOÕ NXOODQÕPÕ risedronat  sod yu mun  emi li mi ni  etki le ye cekti r  (Bkz .  4.4.  

g]HO�NXOODQÕP�X\DUÕODUÕ ve  |QOHPOHUL�� 

Risedronat  sod yum sis temik olarak  metaboli z e olm az ,  sit okrom P450  e nz i m le r i n i  

LQG�NOHPH]�YH G�ú�N oranda  proteinler e ED÷ODQÕU� 

 

4.6.  Geb eli k  ve  la k ta sy o n  

Gen el  t a v s iye  

Gebeli k  ka tegorisi :  C  

 

¢ocuk doĵurma potan siyeli  b u lu n an  kadēnlar/Doĵum kontrol¿ (Kont rasepsi yon )  

Hami le  NDGÕQODUGD�ACTONE L'in  yete rli  ve  i yi  NRQWUROO� oDOÕúPDVÕ yoktu r.  dRFXN�GR÷XUPD�

potansi yeli  RODQ� NDGÕQODUÕQ� $&721(/�DOÕUNHQ� KDPLOH�NDOPDPDODUÕ� WDYVL\H� HGLOLU��(÷HU 

ACTONE L'in  ann e  ve  IHW�VH potansi yel  \DUDUÕ�SRWDQVL\HO riskinden  fa z la ys a ACTONE L  

hami lelik  VÕUDVÕQGD NXOODQÕOPDOÕGÕU� 
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Geb eli k  dºnemi 

Ha yvanlar  �]HULQGH \DSÕODQ� DUDúWÕUPDODU� �UHPH WRNVLVLWHVLQLQ� EXOXQGX÷XQX� J|VWHUPLúWLU��

ønsanlara  \|QHOLN pot ansi yel  risk  bil inm emektedir.  5LVHGURQDW
ÕQ gebe  NDGÕQODUGD�

NXOODQÕPÕQD�ili úkin  yeter li  veri  mevcut  GH÷LOGLU� 

ACTONE L  ger ekli  ROPDGÕNoD gebeli k  G|QHPLQGH k XOODQÕOPDPDOÕGÕU� 

 

La k ta sy o n  dºnemi 

5LVHGURQDWÕQ LQVDQ� V�W�\OH DWÕOÕS� DWÕOPDGÕ÷Õ�bilinm emektedir. +D\YDQODU� �]HULQGH� \DSÕODQ�

oDOÕúmalar, ris en GURQDWÕQ V�WOH� DWÕOGÕ÷ÕQÕ� J|VWHUPHNWHGLU�� (P]LUPHQLQ�durdu rul up  

GXUGXUXOPD\DFD÷ÕQD�ya  d a  ACTONE L  t edavisi nin  durdurulup  GXUGXUXOPD\DFD÷ÕQD�WHGDYLGHQ�

NDoÕQÕOÕp NDoÕQÕOPD\DFD÷ÕQD�LOLúkin NDUDU�YHULOLUNHQ��HP]LUPHQLQ�oRFXN�DoÕVÕQGDQ�ID\GDVÕ�YH�

ACTONE L tedavisi nin  e mz iren  anne  a oÕVÕQdan  ID\GDVÕ dikkate  DOÕQPDOÕGÕU� 

 

¦reme yeteneĵi/Fertilite 

Ha yvanlar  �]HULQGH \DSÕODQ�DUDúWÕUmalar �UHPH�WRNVLVLWHVLQLQ EXOXQGX÷XQX J|VWHUPLútir.  

 

4.7. Ara­ ve  makin e  kullanēmē ¿zerindeki etkiler 

$UDo�YH�PDNLQH�NXOODQPD�\HWHQH÷L��]HULQH�HWNLVL�J|U�OPHPLúWLU� 

 

4.8.  Ķstenm e y e n  e t k iler  

R isedronat  sod yum Fa z  III  kli nik  oDOÕúPDODUGD� ������� �]HULQGH KDVWDGD� oDOÕúÕOPÕúWÕU�� 

.OLQLN� oDOÕúPDODUGD J|]OHQHQ� LVWHQPH\HQ�etkilerin oR÷X� KDILI� YH�orta úidde tt e  olup,    

gen ell ikl e tedavini n  kesil mesini  JHUHNWLUPHPLúWLr.  

 

Osteoporoz u  olan  ve  36  a y  risedron at  sod yum  5  PJ�J�Q (n = 5 02 0 )  ve ya  plas ebo  

(n = 50 48 )  il c tedavi edil en  post menopoz al  NDGÕQODUGD \DSÕODQ Faz  III  NOLQLN�oDOÕúPDODUGD 

bildirilen  ve risen drona t  sod yum  i l e  i l i úkili  ROPDVÕ P�PN�Q ya  da  muht emel  ROGX÷X 

G�ú�Q�OHQ adve rs ola ylar  a úD÷Õda  OLVWHOHQPLúWLU� (plas e bo ya  NDUúÕ insidanslar  p arantez  LoLQGH 

YHULOPLúWLU���oRN� \D\JÕQ ������� \D\JÕQ �������� <1/10);  \D\JÕQ� ROPD\DQ ����������� 

<1/100);  se yrek  ��������������������� oRN� VH\UHN ( <1/1 0, 0 0 0) ; b i l i nm i y o r ( e l d e k i 

v e r il e r d e n h a r e k e t l e t a h m i n e d il e m i y o r)  
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S in ir  sis temi hastalēklarē 

<D\JÕQ� EDúD÷UÕVÕ 

 

Gºz hastalēklarē 

<D\JÕQ olma ya n:  ir it is*  

 

G a st r o in te st in a l  hastalēklarē 

<D\JÕQ� kons t i p a s y o n ,  d i s p e p s i,  EXODQWÕ� NDUÕQ D÷UÕVÕ� diyare  

<D\JÕQ olma ya n:  gastrit ,  |]RIDMLW� disfaji ,  duodenit ,  |]RIDJHDO �OVHU 

6H\UHN��JORVVLW��|]RIDJHDO�\DSÕúÕNOÕN 

 

K a s - iskelet bozukluklar, baĵ doku ve kemik hastalēklarē 

<D\JÕQ� kas  LVNHOHW�D÷UÕVÕ 

dRN�VH\UHN�� 'Õú�NXODN�\ROXQGD�RVWHRQHNUR]��ELIRVIDQDW�VÕQÕIÕ�DGYHUV reaksi yon )  

 

Araĸtērmalar 

S e yr ek:  an or ma l  NDUDFL÷HU fonks i y o n  t e st leri *  

 

* F az  III   osteoporoz  oDOÕúPDODUÕQD� DLW�insidans GH÷LOGLU��VÕNOÕN� LoLQ� |QFHNL� NOLQLN 

oDOÕúmalard aki  adv e rs  ola y/l abor atuvar/ ye niden  maruz  EÕUDNPD EXOJXODUÕ esas  DOÕQPÕúWÕr.  

 

Osteoporoz lu post menopoz al  NDGÕQODUGD J�QGH 5  mg  risedronat  sod yu m  (n =  480) ve  

haftada  35  m g  risedro nat  sod yumu  (n = 485 mg)  ka r úÕODúWÕran bir  \ÕOOÕN�� oLIW� N|U�� oRN�

merkez li  bir  oDOÕúPDGD�genel  J�YHQOLOLN ve  tol ere  edil ebil irlik  profil leri  b enz erdir. $úD÷ÕGDNL 

ilave a dv e rs ROD\ODU�DUDúWÕUPDFÕODU�WDUDIÕQGDQ LODoOD LOLúNLOL�ROPDVÕ�P�PN�Q�\D�GD�PXKWe mel 

advers ola yla r olar ak k abul e GLOPLú� UDSRU� HGLOPLúWLU� �LQVLGDQV� ��� PJ� ULVHGURQDW� VRG\XP�

JUXEXQGD�����PJ�ULVHGURQDW�VRG\XP�JUXEXQD�J|UH�GDKD�E�\�NW�U���JDVWrointesti nal boz ukluk 

YH�D÷UÕ� 

 

Ost e oporoz lu e rk e kl e UGH�LNL�\ÕOOÕN�ELU�oDOÕúPDGD��W�P�J�YHQOLOLN�YH�WROHUH�HGLOHELOLUOLN�WHGDYL�

ve plasebo  grubund a  be nz erdir. Adve rs  GHQH\LPOHU�GDKD�|QFHGHQ�NDGÕQODUOD J|]OHQHQOHUGHQ�

ibarett ir.  
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Laboratuvar bulgularē:  %D]Õ hastal arda  se rum  kalsi yum  ve  fosf at  G�]F\OHULQGH erk e n ,  

JFoLFL��DVHPSWRPDWLN ve  hafif  az alm a  J|U�OP�úW�r.  

Paz arlama  VRQUDVÕ NXOODQÕPGD a úD÷Õdaki  advers  HWNLOHU� oRN seyr ek  ola rak  ELOGLULOPLúWir  

^VÕNOÕN bili n m e m e k t e d i r ) :  

 

Baĵēĸēklēk sistemi hastalēklarē 

Bil inm i yor:  Anafilaktik  reaksi yon  

 

Gºz hastalēklarē 

Bil inm i yor:  iriti s,  �YHLW 

 

H e pa t o - bi l ie r  hastalēklarē 

Bil inm i yor:  &LGGL�NDUDFL÷HU�ER]XNOXNODUÕ���5DSRU�HGLOPLú�YDNDODUÕQ�oR÷XQGD��KDVWDODU�D\QÕ�

]DPDQGD�NDUDFL÷HU�ER]XNOX÷XQD�QHGHQ�ROGX÷X�ELOLQHQ�GL÷HU��U�QOHU�LOH�WHGDYL�HGLOPLúWLU� 

 

Deri ve deri altē doku hastalēklarē 

Bil inm i yor:  $QML\R|GHP� \D\JÕQ� G|N�QW�� �UWLNHU� YH� E�OO|] dcri  UHDNVL\RQODUÕ� GDKLO DúÕUÕ�

GX\DUOÕOÕN�YH GHUL�UHDNVL\RQODUÕ�YH�6WHYHQV- Johnson sendromu,  toksi k epidermal nek roliz  ve 

O|NRVLWRNODVWLN�YDVN�OLW�L]ROH�UDSRUODUÕ�GDKLO�ROPDN��]HUH�ED]ÕODUÕ�úLGGHWOLGLU� 

6Do�G|N�OPHVL� 

 

Kas - isk e let b ozu k lu k lar,  baĵ doku ve kemik hastalēklarē:  

S e yr ek:   $WLSLN� VXEWURNDQWHULN� YH� GL\DIL]HU� IHPRUDO� IUDNW�UOHU� �ELIRVIDQDW� VÕQÕIÕ� DGYHUV�

reaksi yon)  

dRN�VH\UHN�� 'Õú�NXODN�yolunda osteon ekroz  �ELIRVIDQDW�VÕQÕIÕ�DGYHUV�UHDNVL\RQ� 

Bilinm i yor:  de ne  o st e o n e k r o z u  

 

ù�SKHOL�DGYHUV�UHDNVL\RQODUÕQ�UDSRUODQPDVÕ� 

5XKVDWODQGÕUPD� VRQUDVÕ� ú�SKHOL� LODo� DGYHUV UHDNVL\RQODUÕQÕQ� UDSRUODQPDVÕ� E�\�N� |QHP�

WDúÕPDNWDGÕU��5DSRUODPD�\DSÕOPDVÕ��LODFÕQ� \DUDU���ULVN�GHQJHVLQLQ�V�UHNOL�RODUDN�L]OHQPHVLQH�

RODQDN�VD÷ODU��6D÷OÕN�PHVOH÷L�PHQVXSODUÕQÕQ�KHUKDQJL�ELU�ú�SKHOL�DGYHUV�UHDNVL\RQX�7�UNL\H�

)DUPDNRYLMLODQV� 0HUNH]L� �7h)$0�¶QH� ELOGLUPHOHUL� JHUHNPHNWHGLU�� �www.ti tck.gov.tr ; e -  

post a: tufam@ti tck.gov.t r ; t el:  0 800 314 00 08; faks: 0 312 218 35 99)  
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4.9.  Doz  a ĸēmē ve  t e d a v isi  

R isedronat  VRG\XP�GR]�DúÕPÕ�WHGDYLVLQH�LOLúNLQ�VSHVLILN�ELOJL EXOXQPDPDNWDGÕU� 

'R]�DúÕPÕQGD�VHUXP�NDOVL\XP�G�]H\OHULQLQ�G�úPHVL�EHNOHQHELOLU��%X�KDVWDODUÕQ�ED]ÕODUÕQGD�

D\QÕ�]DPDQGD�KLSRNDOVHPL�EHOLUWL�YH�VHPSWRPODUÕ�RUWD\D�oÕNDELOLU� 

 

5LVHGURQDWÕ�ED÷ODPDN�YH�ULVHGURQDW�VRG\XPXQ�HPLOLPLQL�D]DOWPDN�LoLQ�V�W�YH\D�PDJQH]\XP��

NDOVL\XP� YH\D� DO�PLQ\XP� LoHUHQ� DQWLDVLWOHU� YH\D� V�W� Ye ULOPHOLGLU�� gQHPOL� PLNWDUGDNL� GR]�

DúÕPÕ� ROJXODUÕQGD� HPLOPHPLú� ULVHGURQDW� VRG\XPXQ� X]DNODúWÕUÕOPDVÕ� LoLQ� PLGH� ODYDMÕ�

\DSÕOPDVÕ�G�ú�Q�OHELOLr.  

 

5.  FARMAKOLOJĶK ¥ZELLĶKLER 

5.1.  Far mak od in amik  ºzellikler  

)DUPDNRWHUDS|WLN�JUXS��%LIRVIRQDWODU� 

ATC kodu: M 05 BA07  

 

E tki  mekanizmasē: 

R isedronat  sod yum k e mi kt e  KLGURNVLDSDWLWH� ED÷ODQDQ� ELU� SLULGLQLO� ELIRVIRQDWWÕU� YH�

RVWHRNODVWÕQ�QHGHQ�ROGX÷X�NHPLN�UH]RUEVL\RQXQX�EDVNÕODPDNWDGÕU��.HPLN�G|QJ�V��D]DOÕUNHQ�

RVWHREODVW�DNWLYLWHVL�YH�NHPLN�PLQHUDOL]DV\RQX�NRUXQPDNWDGÕU� 

 

Far mak od in amik  e t ki l e r :  

.OLQLN� |QFHVL� oDOÕúPDODUGD� ULVHGURQDW� VRG\XPXQ� J�oO�� DQWLRVWHRNODVW� YH� DQWLUH]RUSWLI 

DNWLYLWHVL� YH� GR]D� ED÷OÕ� RODUDN� NHPLN� N�WOHVLQL� YH�EL\RPHNDQLN� LVNHOHW� J�F�Q�� DUWÕUGÕ÷Õ�

J|VWHULOPLúWLU��5LVHGURQDW�VRG\XPXQ�DNWLYLWHVL�IDUPDNRGLQDPLN�YH�NOLQLN�oDOÕúPDODUGD�NHPLN�

G|QJ�V�Q�Q� EL\RNLP\DVDO� J|VWHUJHOHULQLQ� |Oo�OPHVL�il H� GR÷UXODQPÕúWÕU�� 3RVWPHnopoz al 

NDGÕQODUGD� \DSÕODQ� oDOÕúPDODUGD�� �� D\GD� NHPLN�G|QJ�V�Q�Q� EL\RNLP\DVDO� J|VWHUJHOHULQ�

D]DOGÕ÷Õ�YH��- ��D\GD�HQ��VW�G�]H\H�XODúWÕ÷Õ�J|]OHQPLúWLU�����D\GD J�QGH�$&721(/���PJ�YH�

$&721(/� ��� PJ� LOH� NHPLN� G|QJ�V�Q�Q� EL\RNLP\DVDO� J|VWHUJHOHULQGH� D]DOPD�benze r  

ROPXúWXU� 

Osteoporoz lu erkeklerl e  ELU� oDOÕúPDGD�NHPLN� G|QJ�V�Q�Q� EL\RNLP\DVDO� J|VWHUJHOHULQGH�

azal PDODU���D\GDQ�GDKD�NÕVD�V�UHGH�J|]OHQPLúWLU�YH����D\�J|]OHQGL÷LQGH�GHYDP�HWPLúWLU� 
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Kli n ik  etkil i lik  v e  g¿venlilik: 

Postmenopozal  Osteoporoz  T e d a vi si :  

'�ú�N�NHPLN� N�WOHVL��� G�ú�N�k e PLN� PLQHUDO� \R÷XQOX÷X�� � |QFHNL� NÕUÕNODUÕQ�YDUOÕ÷Õ�� HUNHQ�

PHQRSR]�� VLJDUD� LoPH� |\N�V��� DONRO� W�NHWLPL� YH� DLOHGH RVWHRSRUR]� |\N�V�� GDKLO� ROPDN�

�]HUH� SRVWPHQRSR]DO� RVWHRSRUR]OD� ED÷ODQWÕOÕ� RODQ� ELUoRN� ULVN� IDNW|U�� EXOXQPDNWDGÕU��

0 VWHRSRUR]XQ�NOLQLN�VRQXFX�NÕUÕNODUGÕU��.ÕUÕN�ULVNL��ULVN�IDNW|UOe ULQLQ�VD\ÕVÕ\OD�DUWPDNWDGÕU� 

Lombe r spinal KMY 'da ki ortalama d e ÷LúLP� �]HULQGHNL� HWNLOHULQH� GD\DOÕ� RODUDN� ELU�\ÕOGD�

$&721(/����PJ��Q ������GR]XQ�J�QO�N�$&721(/���PJ�GR]OD��Q �����HúGH÷HU�ROGX÷X��

SRVWPHQRSR]DO� RVWHRSRUR]OX� NDGÕQODUGD� \DSÕODQ� oLIW N|U�� oRN PHUNH]OL� oDOÕúPD ile 

J|VWHULOPLúWLU� 

*�QGH� ELU� GHID� X\JXODQDQ� ULVHGURQDW� VRG\XP� LoLQ� NOLQik program risedr onat sod yumun 

k DOoD� YH� YHUWHEUDO� NÕUÕNODUÕ�ULVNL� �]HULQGHNL� HWNLVLQL� DUDúWÕUPÕú� ROXS�� EX� SURJUDP� NÕUÕNODUÕ�

RODQ�YH�ROPD\DQ�HUNHQ�YH�JHo�SRVWPHQRSR]DO�NDGÕQODUÕ�Loerme NWHGLU��*�QO�N�����PJ�YH���

PJ�GR]ODUÕ�DUDúWÕUÕOPÕú�ROXS��NRQWURO�JUXSODUÕ GDKLO�E�W�Q�JUXSODU�Nalsi yu m ve D  vit ami ni 

�H÷HU�EDúODQJÕo�G�]H\OHUL�G�ú�NVe ��DOPÕúODUGÕU��<e ni v HUWHEUDO�YH�NDOoD�NÕUÕNODUÕQÕQ�mutlak 

YH�UHODWLI�ULVNL��LON�ROD\D�NDGDU�JHoHQ�]DPDQ�DQDOL]L�NXOODQÕODUDN�KHVDSODQPÕúWÕU� 

 

��øki SODVHER�NRQWUROO��oDOÕúPD\D���Q �������EDúODQJÕoWD�Yertebral NÕUÕNODUÕ�RODQ����\DúÕQ 

DOWÕQGDNL�SRVWPHQRSR]DO�NDGÕQODU�DOÕQPÕúWÕU� ho� \ÕO�V�UH\OH� J�QGH���PJ� GR]XQGD�YHULOHQ�

risedronat sod yum yeni v ertebr al NÕUÕNODUÕ�ULVNLQL�NRQWURO�JUXEXQD�J|UH�D]DOWPÕúWÕU���(Q�D]���

veya en az  l vertebr a  NÕUÕ÷Õ�EXOXQDQ�NDGÕQODUGD�U|ODWLI�ULVN�D]DOPDVÕ�VÕUDVÕ\OD������YH������

ROPXúWXU���\HQL�YHUWHEUDO�NÕUÕNODUÕQÕQ�LQVLGDQVÕ�ULVHGURQDW�VRG\XP LOH�VÕUDVÕyla  %  18.1 v e 

������ YH� SODVHER� LOH� VÕUDVÕ\OD� �� ����� YH �� ����� ROPXúWXU��� 7HGDYLQLQ� HWNLVL� LON� \ÕOÕQ�

sonun GD�J|U�PH\H�EDúODPÕúWÕU� %DúODQJÕoWD� oRN�VD\ÕGD�NÕUÕ÷Õ�RODQ�NDGÕQODUGD�GD�yararlar 

J|VWHULOPLúWLU���*�QGH���PJ�ULVHGURQDW�VRG\XP��NRQWURO�JUXEX�LOH�NDUúÕODúWÕUÕOGÕ÷ÕQGD�\ÕOOÕN�

ER\�NÕVDOPDVÕQÕ�GD�D]DOWPÕúWÕU� 

 

��øNL�LODYH�SODVHER NRQWUROO��oDOÕúPD\D����\Dú��VW�QGHNL��EDúODQJÕoWD�YHUWHEUDO�NÕUÕNODUÕ�RODQ�

YH�ROPD\DQ�NDGÕQODU�GDKLO�HGLOPLúWLU��<DúÕ���- ���DUDVÕQGD�RODQ��IHPXU�ER\QX�.0<�7- skoru 

< - ��66�RODQ���Ue WLFLQLQ�DUDOÕ÷Õ���\DQL�1+$1(6�,,,�NXOODQÕODUDN�- 2.5 S S ) v e en az  bir il ave 

r LVN�IDNW|U��EXOXQDQ�NDGÕQODU�oDOÕúPD\D�GDKLO�HGLOPLúWLU��.DOoD�NÕUÕ÷Õ�LoLQ�HQ�D]�ELU�LVNHOHW�

GÕúÕ�ULVN�IDNW|U��EXOXQDQ�YH\D�IHPXU�ER\QXQGD�NHPLN�PLQHUDO�\R÷XQOX÷X�G�ú�N�RODQ������

\DúÕQGDNL�NDGÕQODU�oDOÕúmaya DOÕQDELOPLúOHUGLU���5LVHGURQDWH�VRG\XPXQ�SODVHER\D�NÕ\DVOD�

HWNLQOL÷L���LNL�WFGDYL�JUXEX������PJ�YH���PJ��YHULOHUL�LOH�KDYX]�ROXúWXUXOGX÷XQGD�DQODPOÕ�
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IDUND�XODúPÕúWÕU��$úD÷ÕGDNL�VRQXoODU�\DOQÕ]FD��RVWHRSRUR]XQ�J�QFHO t DQÕPODUÕQD�YH�NOLQLN�

X\JXODPDODUOD�WDQÕPODQDQ�DOW�JUXSODUÕQ�a - post erio ri  anali z ine da ya QPDNWDGÕU� 

-  Femur bo ynu KM Y T - VNRUX� ��- 2.5 S S  (NHA NES III )  ol an v e EDúODQJÕoWD�en az  bir 

YHUWHEUDO� NÕUÕ÷Õ� EXOXQDQ� KDVWDODUÕQ� DOW� JUXEXQGD�� �� \ÕO� V�UH\OH� YHULOPLú� RODQ�risedron at 

sod yum kontrol  g UXEXQD� J|UH� NDOoD� NÕUÕNODUÕQÕQ�ULVNLQL� �� ��� D]DOWPÕúWÕU� �NRPELQH�

ris e dronat sod yum ����YH���PJ�JUXSODUÕQGD�NDOoD�NÕUÕNODUÕQÕQ�LQVLGDQVÕ��������SODVHER % 

7.4);  

- 9HULOHU�� oRN�\DúOÕ KDVWDODUGD� ��� ���\Dú��bundan daha  VÕQÕUOÕ� RODQ� ELU�korunma 

J|]OHPOHQHELOHFH÷LQL� G�ú�QG�UPHNWHGLU�� %X�� DUWDQ�\DúOD� ELUOLNWH� NDOoD� NÕUÕ÷Õ LoLQ� LVNHOHW�

GÕúÕ�IDNW|UOHULQ�|QHPLQLQ�DUWPDVÕQD�ED÷OÕ�RODELOLU� 

%X� oDOÕúPDODUGD� VHNRQGHU� VRQODQÕP� QRNWDVÕ� RODUDN� DQDOL]� HGLOHQ� YHULOHU�ve rtebral NÕUÕ÷Õ�

ol PD\DQ�� G�ú�N� IHPXU� ER\QX� .0<
X�EXOXQDQ� KDVWDODUGD� YH� YHUWHEUDO� NÕUÕ÷Õ� RODn ve 

ROPD\DQ�G�ú�N�IHPXU�ER\XQ�.0<
X�EXOXQDQ�KDVWDODUGD�\HQL�YHUWHEUDO�NÕUÕNODUÕQÕQ�ULVNLQLQ�

D]DOGÕ÷ÕQÕ�J|VWHUPLúWLU� 

 

��ho�\ÕO�ER\XQFD�J�QGH���PJ�YHULOHQ�ris edron at sod yum kontrol grubun a  NÕ\DVOD lumba r 

omurga,   femur bo ynu,  t rokanter  ve bil ckte  NHPLN�PLQHUDO�\R÷XQOX÷X��.0<��DUWÕUPÕú�YH�

UDGLXV�RUWDVÕQGD�NHPLN�\R÷XQOX÷XQX�NRUXPXúWXU� 

��*�QGH 5 m g doz da  ��\ÕOOÕN�ULVHGURQDW�VRG\XP�WHGDYLVLQGHQ�VRQUD���\ÕOOÕN�L]OHPHGH�NHPLN�

G|QJ�V��KÕ]ÕQGD�ULVHGURQDW�VRG\XPXQ�EDVNÕOD\ÕFÕ�HWNLVL�KÕ]OD�JHUL�G|QP�úW�U� 

 

��øki - �o� ER\XQFD� J�QGH� �� PJ� GR]GD� ULVHGURQDW� VRG\XUQ� WHGDYLVL� J|UHQ� SRVWPHQRSR]DO�

NDGÕQODUGDQ� DOÕQDQ� NHPLN�biyopsi  |UQHNOHUL� EHNOHQGL÷L� JLEL�kemik  G|QJ�V�QGH� RUWD�

GHUHFHGH�D]DOPD\Õ�J|VWHUPLúWLU��5LVHGURQDW�VRG\XP�WHGDYLVL�VÕUDVÕQGD�ROXúDQ kemik normal  

lam HOODU� \DSÕGD� YH� PLQHUDOL]DV\RQXQGD� ROPXúWXU�� %X� YHULOHU� RVWHRSRUR]OX� NDGÕQODUGD�

YHUWHEUDO� E|OJHGH� RVWHRSRUR]�ile  LOLúNLOL� NÕUÕN�LQVLGDQVÕQÕQ a ]DOPDVÕ\OD� ELUOLNWH� NHPLN�

NDOLWHVL��]HULQe  ROXPVX]�HWNLOHUL�ROPDGÕ÷ÕQÕ�J|VWHUPHNWHGLU� 

 

��+HP�ULVHGURQDW sod yu m kull anan grup hem de  kontrol grubundan orta derec ede ve ciddi  

gas WURLQWHVWLQDO�\DNÕQPDODUÕ�RODQ�ELUNDo�KDVWDGD�HOGH�HGLOHQ�endoskopi  bul gul DUÕ�WHGDYL�ile 

LOLúNLOL� JDVWULN� duoden al  YH\D� |]DIDJXV� �OVHUL� NDQÕWÕ J|VWHUPHPLúWLU�� EXQD UD÷PHQ�

risedronat VRG\XP�JUXEXQGD�VH\UHN�RODUDN�GXRGHQLW�J|U�OP�úW�U� 
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E rk ek lerd e Osteop oroz T ed avisi :  

Haftada bir k ere 35 m g ri sedronat sod yumun ,  RVWHRSRUR]X�EXOXQDQ�HUNHNOHUGHNL�HWNLOLOL÷L��\Dú�

DUDOÕ÷Õ����LOD���������KDVWDQÕQ�(35 mg ris edronat e sod yum n = 191) NDWÕOGÕ÷Õ�ELU��- \ÕOOÕN��oLIW-

N|U�� SODVHER- NRQWUROO�� oDOÕúPDGD� J|VWHULOPLúWLU��7�P� KDVWDODU� LODYH� NDOVL\XP� YH� '� YLWDPLQL�

DOPÕúODUGÕU� 

 

5LVHGURQDW� VRG\XP� WHGDYLVLQLQ� EDúODWÕOPDVÕQGDQ� VRQUD� HQ� HUNHQ� �� D\� VRQUD� %0'¶GH� DUWÕú�

J|U�OP�úW�U�� 7HGDYLGHQ� �� \ÕO� VRQUD� SODVHER\D� NÕ\DVOD� KDIWDGD� ELU� GHID� ��� PJ� ULVHGURQDW�

VRG\XP�DODQ�HUNHNOHULQ�EHO�RPXUJDVÕ��IHPXU�ER\XQ��WURNDQWHU��YH�WRWDO�NDOoD�%0'¶VLQGH�DUWÕú�

ROXúPXúWXU��%X�oDOÕúPDGD�DQWLIUDNW�U�HWNLOLOLN�NDQÕWODQPDPÕúWÕU� 

5LVHGURQDW� VRG\XPXQ� NHPLNOHUGH� HWNLVL� �%0'� DUWÕúÕ� YH� %70� G�úPHVL�� HUNHNOHUGH� YH�

NDGÕQODUGD�EHQ]HUGLU� 

 

3HGL\DWULN�SRS�ODV\RQ� 

+DILI� LOD� RUWD� GHUHFHGH� RVWHRMHQH]� LPSHUIHNWDVÕ� EXOXQDQ� \DúODUÕ� �� LOD� ��� \DúÕQGDQ� N�o�N�

SHGL\DWULN�KDVWDODUGD�ULVHGURQDW�VRG\XPXQ�HWNLOLOL÷L�YH�J�YHQOLOL÷L����\ÕOOÕN�DoÕN- etiketl i tedavi  

VRQUDVÕ� ELU� \ÕO� V�UHOL� ELU� UDQGRPL]H�� oLIW- N|U�� SODVHER- NRQWUROO��� oRN- merkez li , paralel grup  

oDOÕúPDVÕ���o� \ÕO�GH÷HUOHQGLULOPLúWLU��%X�oDOÕúPDGD���- ���NJ�D÷ÕUOÕ÷ÕQGDNLOHU�J�QGH�ELU�GHID�

����PJ�ULVHGURQDW�����NJ��]HULQGHNLOHU�J�QGH�ELU�GHID���PJ�ULVHGURQDW�DOPÕúODUGÕU� 

 

%X� ELU� \ÕOOÕN� UDQGRPL]H�� oLIW- N|U�� SODVHER- NRQWUROO�� ID]� oDOÕúPDVÕQÕQ� WDPDPODQPDVÕQGDQ�

VRQUD��SODVHER�JUXEXQD�NÕ\DVOD�ULVHGURQDW�JUXEXQGD�EHO�RPXUJDVÕ�%0'¶VLQGH�LVWDWLNVHO�RODUDN�

DQODPOÕ� ELU� DUWÕú� J|U�OP�úW�U�� DQFDN� SODVHER\D� NÕ\DVOa rised ronat grubu nda en az  1  yeni  

morfometrik (X - ÕúÕQÕ� LOH� WDQÕPODQPÕú�� YHUWHEUDO� IUDNW�U� EXOXQPXúWXU�� %LU� \ÕOOÕN� oLIW� N|U�

SHUL\RG� V�UHVLQFH� NOLQLN� IUDNW�U� ELOGLUHQ� KDVWDODUÕQ� \�]GHVL� ULVHGURQDW� JUXEXQGD� �������

SODVHER�JUXEXQGD�������LGL��$oÕN�HWLNHWOL�SHUL\RW�V�UHVLQFH�W�P�KDVWDODU�ULVHGURQDW�DOGÕ÷ÕQGD�

�D\����LOD�D\�����EDúODQJÕoWD�SODVHER�JUXEXQD�UDQGRPL]H�RODUDN�DWDQDQ�KDVWDODUÕQ������¶�QGH�

EDúODQJÕoWD� ULVHGURQDW� JUXEXQD� UDQGRPL]H� RODUDN� DWDQDQ� KDVWDODUÕQ� �����¶XQGD� NOLQLN�

IUDNW�UOHU�ELOGLULOPLúWLU��*HQHO�RODUDN�VRQXoODU�KDILI�LOD�RUWD�GHUHFHGH�RVWHRJHQH]�LPSHUIHNWDVÕ�

EXOXQDQ�SHGL\DWULN�KDVWDODUGD�ULVHGURQDW�VRG\XPXQ�NXOODQÕPÕQÕ�GHVWHNOHPHNWH�\HWHUOL�GH÷LOGLU�� 

 

5.2. F arm ak ok inetik  ºzellikler 

E m ili m :  

Oral yold an  DOÕPÕ takiben absorpsi yon  nispeten  KÕ]OÕGÕU� �WPD[ࢍ������VDDW� ve  incelenen  d oz  
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DUDOÕ÷Õ�LoLQGH dozdan  ED÷ÕPVÕ]GÕU� (tek  doz  oDOÕúPDVÕ� 2.5  -  30  mg;  oRNOX doz  oDOÕúPDODUÕ 

J�QGH 2.5  -  5  m g  ve  a yda  ard arda  iki  J�Q�DOÕQDQ 75  m g  doz a  kadar).  Tabletin o r ta la m a  

o r a l EL\R\DUDUODQÕPÕ�%  ����
W�U ve  yi y e c c k l e r le  birlik te  DOÕQGÕ÷ÕQGD D]DOPDNWDGÕU� 

%L\R\DUDUODQÕPÕ�NDGÕQ�YH erkeklerd e  IDUNOÕOÕN J|VWHUPHPHNWHGLU� 

 

'D÷ÕOÕP:  

ønsanlar da  RUWDODPD�NDUDUOÕ�GXUXP�GD÷ÕOÕP�KDFPL�����O�NJ
GÕU��3OD]PD�SURWHLQLQH�ED÷ODQPD�

RUDQÕ yakla úÕN ���
W�U� 

 

Biyo t r a n s f o r ma s y o n :  

Ri se dr on at  sod yumun s ist emi k  PHWDEROL]PDVÕQD�dair  KLoELU NDQÕW yokt u r.  

 

E l i m i n a s y o n :  

Abs or be  edil en  doz un  \DNODúÕN \DUÕVÕ� �� saat  LoHULVLQGH idrarla  DWÕOPÕú� YF bir  

LQWUDYHQ|] doz u n  %  8 5' i  28  J�Q sonra  idrard a   elde  HGLOPLúWLU��� Ortala ma  r enal  kl erens   

105  ml /dak  ve  or tala ma  topl am   klerens   122  ml /dak   olup,   ar adaki   fa rk   

rnuhtemelen   NHPL÷H� � ads or p s i y o n a    ED÷OÕ�klerensle  il gil idi r.   R enal  klerens   

k o nsa n tras y o na  ED÷OÕ��Ge ÷LOGLU� v e  renal  kle ren s  i l e  k r e a ti n i n kle rensi  DUDVÕQGD� linee r  

bir  i l i úki  YDUGÕU� Renal  klerens ko ns an tra sy on a  ED÷ÕPOÕ GH÷LOGLU� YH renal  kler ens  i l e  

kreati nin kl e rensi  DUDVÕQGD�lin e er  ELU� LOLúNL YDUGÕU� Oral  u y g u la m a d a n  s o n r a  

k o n s a n t r a s y o n - z a m a n  SURILOL��o elim i n a s y o n  ID]Õ J|VWHUPHNWH olup te rminal \DUÕODQPD 

|PU� 480  sa a tti r.  

 

H a s t al a r a  ait  ka r a kt er i s ti k  ºzellikler: 

Pe di ya tr i k  SRS�ODV\RQ� 

<DúÕ� �� GHQ� N�o�N olan  hastalarda ULVHGURQDWÕQ farma k o k i n e t i k  |]HOOLNOHUL 

DUDúWÕUÕOPDPÕúWÕr.  

 

Ge ri ya tr ik p RS�ODV\RQ� 

'R]DMÕQ D\DUODQPDVÕQD�JHUHN�\RNWXU� 

 

Cin si y e t :  

Oral X\JXODQÕPÕ�takiben $&721(/
LQ� EL\R\DUDUODQÕPÕ� YH�IDUPDNRNLQHWL÷L�NDGÕQ� YH�
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erkekle rde  D\QÕGÕU� 

 

(WQLN�.|NHQ�)DUNOÕOÕNODUÕ 

-DSRQ�SRS�ODV\RQXQGD�����PJ¶OÕN�ULVHGURQDW X\JXODPDVÕQGDNL�SOD]PD�NRQVDQWUDV\RQODUÕ���PJ�

X\JXODQDQ� EH\D]� ÕUNWDNL� VHUXP� NRQVDQWUDV\RQODUÕQD� J|UH� KHPHQ� KHPHQ� NDUúÕODúWÕUÕODELOLU�

G�]H\GH� ROGX÷X� EHOLUOHQPLúWLU�� )DUPDNRNLQHWLNOHUGHNL� HWQLN� IDUNOÕOÕNODUD� ED÷OÕ� RODUDN��

ULVHGURQDW¶ÕQ�EH\D]�ÕUN�J|Q�OO�OHUH NÕ\DVOD�-DSRQODUGD�GDKD�HWNLOL�HPLOL\RU�JLEL�J|U�QPHNWHGLU� 

 

%|EUHN�\HWPH]OL÷L� 

Risedronat E|EUHNOHU \ROX\OD�� E�\�N� RUDQGD GH÷Lúmeden  DWÕOÕU�� %|EUHN IRQNVL\RQODUÕ 

normal olan  NLúLOHUH NÕ\DVOD� kreati nin  kleren si  yakla úÕk 30  m L/dk.  olan  hastalarda;  

ULVHGURQDWÕQ� UHQDO� NOHUHQVLQLQ�yakla úÕk  % 70  RUDQÕQGD�D]DOGÕ÷Õ VDSWDQPÕúWÕU��Yeterli  kli nik  

dene yim  PHYFXW�ROPDGÕ÷Õ LoLQ ciddi  E|EUHN \HWPH]OL÷L (kreati nin  kle re nsi  yakla ú Õk  <  30  

m L/dk.)  mevcut  o l a n KDVWDODUGD�NXOODQÕOPDVÕ�WDYVL\H�HGLOPHPHNWedir. K reati nin  NOHUHQVL����

30  m L/dk. ol a n  hastala r da  doz  D\DUODPDVÕQD gerek  yo ktu r.  

 

.DUDFL÷HU�\HWPH]OL÷L� 

.DUDFL÷HU� \HWPH]OL÷L olan hastalard a ULVHGURQDWÕQ HWNLOLOL÷L�ve  J�YHQOLOL÷LQL 

GH÷e rlendi r me k  LoLQ DUDúWÕUPD \DSÕOPDPÕúWÕU� 6ÕoDQ�� N|SHN ve  insan  NDUDFL÷HU 

SUHSDUDWODUÕQGD ara úWÕUÕOGÕ÷ÕQGD�ULVHGURQDWÕQ� PHWDEROL]H ROPDGÕ÷Õ VDSWDQPÕúWÕU� 6ÕoDQODUGD 

LQWUDYHQ|] yolla  ve rilen  doz un  oRN� N�o�N ELU� NÕVPÕ (< %  0.1)  VDIUD� LoLQH�DWÕOPÕúWÕU��%X�

QHGHQOH��NDUDFL÷HU�ER]XNOX÷X�olan hastal arda  doz  D\DUODPDVÕQD LKWL\Do GX\XOPDVÕ muhtemel  

J|U�QPHPHNWHGLU� 

 

Aseti l  sali sil ik  DVLW�16$øø NXOODQÕFÕODUÕ� 

'�]HQOL� DVHWLO salisil ik  asit  ve ya  16$øø NXOODQÕFÕODUÕQGD� �KDIWDGD� �� YH\D� GDKa  ID]OD�� �VW�

gastroint esti nal ist e QPH\HQ�ROD\ODUÕQ�LQVLGDQVÕ�ULVHGURQDW�VRG\Xm  ile tedav i edil en  hastalard a  

NRQWURO�KDVWDODUÕ�LOF�Ee nz e rdir.  

 

5.3. Klinik ºncesi g¿venlilik verileri 

6ÕoDQ�ve  N|SHNOHUGH� \DSÕODQ� WRNVLNRORMLN� oDOÕúPDODUGD�� HVDV� RODUDN� VÕoDQODUGDNL� KLVWRORMLN�

GH÷LúLNOLNOHU�LOH� EDúOÕFD� HQ]LP� DUWÕúODUÕ� ROPDN� �]HUH�� ULVHGURQDW� VRG\XP� GR]XQD EDJOÕ�

NDUDFL÷HU� WRNVLVLWFVL�J|U�OP�úW�U�� �%X� J|]OHPOHULQ� NOLQLNOH�LOLúkisi bil inm emektedir.    
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øQVDQODUGDNL�WHUDS|WLN�GR]XQ�ID]ODVÕ�RODUDN�G�ú�Q�OHQ�PLNWDUODUGD��VÕoDQODUGD�YH�N|SHNOHUGe  

WHVWLN�OHU�WRNVLVLWH�RUWD\D�oÕNPÕúWÕU��.HPLUJHQOHUGH�VÕNOÕNOD�GR]�LOH�LOLúNLOL��VW�VROXQXP�\ROX�

LUULWDV\RQX�ELOGLULOPLúWLU��'L÷HU�bifos fonatl arl a da  b e nz e r e tki l e r J|U�OP�úW�U���.OLQLN�DQODPÕ�

DoÕN�ROPDPDNOD�ELUOLNWH�NHPLUJHQOHUGH�X]XQ�V�UHOL�oDOÕúPDODUGD�DOW�VROXQXP�\ROX��]HULQGH�de 

HWNLOHU� J|U�OP�úW�U�� .OLQLN� NXOODQÕPD \DNÕn  GR]ODUGDNL� �UHPH� WRNVLVLWHVL� oDOÕúPDODUÕQGD�

tedavi HGLOHQ� VÕoDQODUÕQ� I|WXVODUÕQÕQ� VWHUQXP�ve/v e \D� NDIDWDVÕQGD�NHPLNOHúme GH÷LúLNOLNOHUL�

J|U�OP�ú��hipokalsemi  ve mortali te JHEHOL÷L�VRQODQGÕUPÕúWÕU�� 7DYúanlardaki ver y D]� VD\ÕGD�

WDYúDQD�DLW�ROPDVÕQD�UD÷PHQ� VÕoDQODUGD�����PJ�NJ�J�Q��WDYúanlarda ���PJ�NJ�J�Q�GR]ODUGD�

WHUDWRMHQLWH�NDQÕWÕ�HOGH�HGLOHPHPLúWLU��$QQH\H�DLW toksisit e  daha  \�NVHN�GR]ODUÕQ denenmesine  

HQJHO�ROPXúWXU��*HQRWRNVLVLWH�YH�NDUVLQRMHQLWH�oDOÕúPDODUÕ LQVDQODU�LoLQ�|]HO�ELU�ULVN�RUWD\D�

oÕNDUPDPÕúWÕU� 

 

6.  FARMAS¥TĶK ¥ZELLĶKLER 

6.1.  Yardēmcē madd e l e r in  l ist e si   

Laktoz  monohi drat  

0LNURNULVWDOL]H�VHO�OR]� 

Krospovi don  

Magn ez yum st ea rat  

6DUÕ�GHPLU�RNVLW�(O�� 

.ÕUPÕ]Õ�GHPLU�RNVLW�(O�� 

Hipromelloz  

Makro gol 400  

+LGURNVLSURSLOVHO�OR] 

Makro gol 8000  

S il ikon di oksit  

Titan yum di oksi t El 71  

 

6.2.  Ge ­imsiz lik le r  

*HoHUOL�GH÷LOGLU� 

 

6.3.  Raf  ºmr¿ 

60  a y  
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6.4.  S a k la m a y a  yºnelik ºzel tedb ir le r  

25  �&
QLQ DOWÕQGDNL oda  s ÕFDNOÕ÷ÕQGD VDNOD\ÕQÕ]� 

 

6.5. Ambalajēn nitcliĵi ve i­eriĵi 

.DUWRQ�NXWX�LoLQGHNL�úHIIDI�39&�DO�PLQ\XP�EOLVWHU�LoLQGH� 

4 film  tabletl ik bl ist er ambalajl arda  

 

6.6.  Tēbbi ¿r¿nden arta  k alan  mad d elerin  imhasē ve  diĵer ºzel ºnlemler 

 .XOODQÕOPDPÕú� RODQ �U�QOe r  �7ÕEEL $WÕNODUÕQ� .RQWURO�� <|QHWPHOL÷L� ve  "Amba laj  v e  

Am ba la j $WÕNODUÕQÕQ .RQWURO� <|QHWPHOL÷L�QH uygun  olar ak  im ha  e di l m e l id i r.  

 

7.  RUHS AT  SAHĶBĶ 

7HYD�øODoODUÕ�6DQ��YH�7LF��$�ù� 

Fati h Su l ta n  M eh m e t M a h.  Po l ig on  Ca d.  

Bu ya k a 2  S i te s i N o:  8  C - Bl o k K at :  3  

hPUDQL\H��øVWDQEXO 

Tel:  2 16  65 6 6 7 0 0  

Fa x : 2 16  29 0 2 7 52  

 

8.  RUHS AT  NUMA RA S I  

2015/395  

 

9.  ĶLK  RUHS AT  TARĶHĶ I  RUHS AT  YENĶLEME TARĶHĶ 

ølk  ruhsat  ta rihi:  18.05.2015  

R uhsat  yenil em e  t ar i h i :  

 

10.  K¦B'¦N YENĶLENME TARĶHĶ 
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