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IBANDRONIC ACID

150 mg Vién nén bao phim

Hudng dan su dung thuoc

Doc ky hudng dan si dung AHDSD] trude khi dung. To HDSD cung cép nhiing théng tin quan trong cho viéc tri
ligu. Trong trudng hop cé bat ky sy nghi ngd nao hay khdng biét rd bat cd diéu gi, hay tham khao y kién béc si
hodc dudc si. Giif td HDSD dé doc lai khi can. AL TSI S

THANH PHAN: M&i vién nén chifa hoat chét: ibandronic acid (8 dang ibandronat natri monohydrat) 150mag; 7a dugc:

cellulose vi tinh thé, lactose monohdrat, crospovidon, colloidal silicon dioxyd, povidon, talc, ma-gié stearat; 74 duoc

bao phim: hypromellose 2910, macrogol 6000, tale, titan dioxyd, FD&C Red No. 40 aluminum lacquer, FD&C Blue

No. 2 aluminium lacquer.

DUQC LY:

Dugc ddng hoc: : :

Hap thu: Hap thu cua Ibandronic acid duang ubng xdy ra A ru6t non. Nong dd trong huyét tuong ting tu én tinh vdi

liéu udng Ién dén 50 mg va tang khong tuyén tinh vdi liu 16n hon 50 mg. Sau khi udng, théi gian dat nong do dinh

ciia Ibandronic acid trong huyét tuong dao ddng trong khodng 0,5 va 2 gid (trung binh 1 gid), v6i phu ni man kinh
uong lic déi.

Sinh kha dung trung binh dudng ubng cia liéu Ibandronic acid 2,5 mg xap xi 0,6% so vdi liéu tiém tinh mach. Mic

dd hap thu ciia thuoc bi anh hudng bdi thifc &n va dd udng. Sinh kha dung cda Ibandronic acid giam khoang 90% khi

udng thuc ciing v6i bifa 4n sang dy di, so vdi ubng thudc khi d6i. Khong co dAu hiéu gidm sinh kha dung khi ubng

Ibandronic acid it nhat 60 phtt trudc khi an. Tuy nhién, sinh khd dung va dnh hudng ciia thudc dén méat do khodng

xuong giam khi &n hodc udng trong vong 60 phit sau khi udng thudc.

Phan bo: Sau khi hap thu, Ibandronic acid nhanh chdng vao xudng hoac bai tiét qua nudc tiéu. O nguoi, thé tich phan

bd biéu kién dat it nhat 90 L va wdc tinh 40-50% lidu dung tach khdi vong tudn hoan dé xam nhap vao xuong. Trong

m0t nghién ciiu in vitro, sy gan két vai protein huyét thanh nguoi khodng 90,9% -99,5% vdi nong do Ibandronic acid
tif 2-10 ng/ml, va xap xi 85,7% vdi nong do Ibandronic acid v 0,5-10,0 ng/ml trong mdt nghién ctiu khac.

Chuyén héa: Khong c6 bang ching cho thay Ibandronic acid didc chuyén héa & nguidi,

Thai trir: M6t phan Ibandronic acid tach khoi tudn hoan dé hép thu vao xudng dudc bai tiét qua than dudi dang khdng

ddi (khoang 50-60% liéu hdp thu). Phén Ibandronic acid khong dudc hap thu dude bai tiét dudi dang khdng doi qua

phan. Sy bai tiét Ibandronic acid huyét tudng tréi qua mot 50 pha. D4 thanh thai than va su phan bo trong xudng cho

thdy s gidm nhanh va s6m cla nong do thudc trong huyét tudng, dat 10% Cmax sau lan gt 3 va 8 gid sau khi ubng
va tiém tinh mach. Tiép theo la pha dao thai cham, | giai doan Ibandronic acid dudc tai phan bo tlf mau vao xudng.

Théi gian trung binh clia pha nay phu thudc liéu ding nghién ctu va do nhay cla phuong phap, vdi liéu ubng 150 mg

Ibandronic acid dang vién nén cho phu nd man kinh khde manh, dat dao dong trong khodng 37 va 157 gid. Téng do

thanh thai Ibandronic acid thap, gi4 tri trung binh dat trong khodng 84-160 mL/phut. Do thanh thai than (xap xi 60

mL/phat & phu nif man kinh khde manh) bgng khodng 50-60% tong dd thanh thai va phu thudc vao do thanh théi

creatinin. Su khac nhau gidfa tong d6 thanh thai va do thanh thai than c6 thé phan 4nh tac dung giif lai xudng ciia thudc.

Cac doi tugng déc biét:

Bénh nhén suy than: D9 thanh thai than cla Ibandronic acid & bénh nhan c6 cac mic do suy than khac nhau phy thude

truc tiép vao do thanh thai creatinin (CLcr).

Sau khi chi tiém tinh mach mét liéu Ibandronic acid 0,5 mg, nhiing bénh nhan c6 CLer tif 40-70 mL/phiit ¢ AUC cao

hdn 55% so vdi bénh nhan c6 CLer > 90 mL/phit. Bénh nhdn cé Cler > 30 mL/phat tang tich Idy gdp doi so vdi

bénh nhén chifc nang than binh thudng.

Bénh nhén suy gan; Khéng c6 nghién ctiu dudc thyc hién trén bénh nhan suy gan dé danh gia dudc dong hoc cia

Ibandronic acid do thudc khdng dudc chuyén hda qua gan.

Dudc lyc hoc: Ibandronic acid téc dung trén md xuong dua trén 4i lc cla thude ddi vdi hydroxyapatit, mét phan cia

khoang tiy xudng. Ibandronic acid c ché hoat ddng hiy té bao xudng va lam giam sy tai hap thu va trao doi xudng.

(O nhiing phu nd méan kinh, sy trao ddi xuong & mifc cao dan dén su dao théi xudng va gy ra chiing lodng xudng,

Ibandronic acid 1am gidm qué trinh nay.

CHI DINH: Phong va diéu tri lodng xuong sau thdi ky man kinh.

Thudc nay chi dang theo ddn cia bac si.

LIEU VA CACH DUNG: :

Liéu ding: B4c si sé chi dinh liéu dung thich hdp va thai gian diéu tri tily theo méi trding hdp. Tuy nhién lidu dé nghi

théng thudng nhu sau:
« Ngudi Idn: udng 1 vién Drofen (150mg) mét 1dn méi thang. Chon mdt ngay dé nhd nhat, va cd dinh, ctia mdi thang
dé udng. Chon ngay phu hgp nhét vdi théi quen ciia ban, vi du: chon ngay dau tién mdi thang, hodc ngay Chii Nhat
déu tién cdia mbi thang, : (b ,
« Khong can thiét phai diéu chinh liéu & nhitng bénh nhan bi bénh suy gan hodc nhing bénh nhan suy than tif nhe dén
trung binh c6 hé s0 thanh thai creatinine |2 tuong dudng hodc cao han 30mL/ pht.
Cach dung:
« Thudc dudc ubng vdi mdt ly nudc, vao lic ban thic day budi sang khi bung déi, it nhat I 60 pht trudc khi &n udng,
hodc udng bét cf thude égi khéc.
« Khdng nhai, khdng nghién hoic dé thubc tan trong miéng, nudt tron ¢4 vién. Khong udng thude vdi nudc khoang,
ca phé, nudc tréi cdy, thic &n, chét bd sung hodc bét c chat Iong nao khac ngoai nude, vi ching cd thé lam giam
suf hap thu ibandronic acid. p
« Khong dudc ndm xudng, nén gidf than ngudi & vi tri thing dimg: ngdi hoac ding it nhat mdt gid sau khi udng thudc.
« Udng thudc nay mdi thang, thai gian st dung tuan theo theo su chi din ciia bac si. Nghiém tiic thuc hién viéc diéu
tri, khdng st dung liéu nhiéu hon hodc thuting xuyén hay dai hon thdi gian chi dinh clia bac si.
Quén thuoc:
« Néu ban quén uong thudc vao budi sang ciia ngay ban da chon, khong nén uong thuoc ngay sau do. Trong trudng
hdp nay ban lam theo céc chi dan sau: ; X 5
- Néu con nhiéu hon 7 ngay tride khi duing vién tiép theo (cua thang tiép theo): uong mét vién budi sang ngay sau
ngay ban nhd ra ring ban d4 quén uéng thudc. Sau d6, ubng mét vién cia thang tiép theo theo ngay o dinh ban
da chon khi bat dau diéu tri.

- Néu liéu tiép theo chi con cach it han 7 ngay; chd cho dén ngay ban cn ding vién tiép theo: ubng mét vién theo
ngay ¢6 dinh ban da chon dé tiép tuc diéu tri.

« Khéng bao gid dugc uong 2 vién Drofen trong cang 1 tuan.

« Néu ban bi ubng nham nhiéu han 1 vién, cin uong ngay mt cdc sia Idn va thang bao vdi bac si ngay 1dp tifc. Khong
dydc gay ndn hodc ndm xudng, vi c6 thé gy kich ting thuc quan.

CHONG CHi DINH: Néu ban dang bi bat cir bénh gi nén héi y kién béc T trude khi sif dung thude. Khong dung thudc

trong nhiing trudng hdp sau:

« Suy than (hé s6 thanh théi creatinine nhd hon 30 ml/phut)

« Nong d6 can-xi trong mau thap va thiéu vitamin D.

« Bénh nhan khdng o khd nang dé ding lau it nht 12 60 phit sau khi ding thude.

« Qua mén cam vdi Ibandronic acid hodc bat cd thanh phgn nao cia thudc.

THAN TRONG: Thong bao cho béac si ciia ban néu ban c6 phén ting di (ing khi ding Ibandronic acid hodc bét cif thanh

phdn nao (nhu thiic &n, chat mau, chat bao quan...) hodc vdi bat cif thanh phén nao cia thudc. Thong bao cho béc

si clia ban néu ban mang thai hodc dang cho con bti. N6i chung, khuyén khong nén diing sif dung thubc néay trong
thdi ky mang thai hodc cho con ba, trif khi Igi ich ciia viéc diéu tri quan trong hdn céc nguy cd c6 thé xay ra cho thai
nhi hodc dfa tré dang bu me.

TUONG TAC THUOC: Ban phaithong b4o vdi bac siciia ban tat cd cac thubc ma ban dang ubng ke ca thudc khong

ké dan. Tudng tAc thubc xdy ra véi céc thanh phan sau: cc thubc hodc thyc phdm bd sung (vitamin, khodng chat,

can-xi, sit hodc ma-gié), thic an, thiic udng, hodc c4c thubc ubng cung (ke ca thude khang acid) aspirin, cac thudc
khang viém khong steroid (nhu ibuprofen, naproxen, ketoprofen).

TAC DUNG PHU: Néu ban thy cac tac dung phy sau xdy ra trong khi diéu tri, héi bac si cia ban:

Céc tac dung phy thuding xuyén xdy ra: Ho, khd thd, cam gidc thi%u khong khi, tiéng rit khi thd, cang thang, cam gidc

i tai, nhip tim cham hodc nhanh, dau ngutc, s6t hodc run, hat hoi, dau hong, dau bang quang, nudc tiéu c6 mau hodc

sam mau, tiéu khd, nong hoic dau, di tiéu thuong xuyén, dau mot bén hodc dudi that lung.

Cac téc dung phu it xy ra han: Kho nubt, hoa mat, phét ban, ngia, sung & mi mét hodc quanh mat, mit, méi hodc

udi, mét méi, cholesterol mau cao, cam thy té cong, dau nhéi dy than kinh hodc mdi, dau nguoi, sung huyét, kho

hong, khén giong, tang tiét dich mdi, cam gidc sung tuyén giap, thay ddi giong néi.

Théng béo cho bac si nhiing tac dung khong mong muon gap phai khi sir dung thuoc.

SU DUNG THUOC 0 PHU NU MANG THAI VA CHO CON BU:

Phu nif ¢6 thai: Ibandronate qua dugc nhau thai. Chua co ddy di di kién |am sang vé tac dong cla thudc ddi vdi phy

ni ¢6 thai. Nghién c(iu trén dong vét cho thdy ibandronate gay tac dung c6 hai trén bao thai. Ibandronate chi sif dung

cho phu nit mang thai khi Igi ich ciia viéc diéu tri quan trong hon nguy cd ¢6 thé xéy ra cho thai nhi.

Phu.nii cho con bi: Khong ro |a ibandronate cd phén bo trong sia me hay khdng. Than trong khi dung ibandronate

cho phu ni cho con bu. : i

ANH HUGNG LEN KHA NANG LAI XE VA VAN HANH MAY MOC: Khong &nh hudng Ién kha nang Iai xe va van hanh

may mqc.

lllli LI%U: BAt cf thubc nio khi ding vugt qua c6 thé gdy hau qua nghiém trong. Néu ban nghi ngd c6 thé qud liéu,

ngay Iap tdc héi y kién béc si.

TRINH BAY: Hop 1 vi x 1 vién nén.

BAO QUAN: Gi thudc trong bao bi gdc & ndi khd réo khong qué 30°C, tranh 4nh sang.

HAN DUNG: 36 théng ké tif ngay san xuat.

mrﬁfmg ding thudc qul? !:fér sm”h gy:;g dhgc ghi trén bao bi.

TIEU CHUAN CHAT L : Nha sén xuat. ; ; ;

THUOC BAN THEO auﬂ. KHONG DUNG ugﬁ LIEU CHi DINH. B0C KY HUGNG DAN SU DUNG TRUGC KHI DUNG.

ngu c[}m THEM THONG TIN, XIN HOI Y KIEN BAC SI. GIU THUOC NGOAI TAM TAY TRE EM.

NHA SAN XUAT: Laboratorios Recalcine $.A., Carrascal 5670, Santiago, Chile.

NHA PHAN PHOI: Vimedimex, 246 CAng Quynh Quan 1, TP. Ho Chi Minh, Bién thoai 1800-545402.




