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RX - Thudc bdn theo dan

Vién nén

THANH PHAN

Mdi vign nén chia:

Alendronic acid
(ligng dudng 91,37 mg alendronate sadium Irihydrate)
Té dugc: Lactose Monohydrale, Microcrystalline Cellulose, Croscarmelinse Sodium,
Magresium Stearate

DUGC LY

Duge e hge

Alandronale la mol aminobisphosphonate 6 tde dyng dc ché tigu widng dic higu.
Alendronate gan két chon loc & céac vi trf dang xdy ra hogt dong tidu xudng, tal ¢ay
alendronate Uc ché sy hoat déng cla cdc 16 baoc 1iéu xuong ma khéng e ché chiic
néng clia cac '8 bao 1a0 xudng. Alendronate lam giam chu chuyén xudng bang cdch de
ché hioat dong tieu xuong, k&t qua |& lam tdng khdi lugng xuong va do do lam giam gay
xudng do lodng xudng.

Béang cach (e ché sy tiéu xudng, alendronate |Am gidm néng d4 cdc chit duge gidl
phong ti xudng, din dén lam giam dang ke ludng calci va phosphate trong Ruyé&t tueng.
Tde déng niy quan trong trong ting calcl huyét néing, nhd trong tridng hip ac tinh.

Durge ddng hoe
Khé dyng sinh hoc dudn ut‘ing cla alendronate rat thip, ude lugng khoang 0,76% & ni
va 0,59% 8 nam gidi vdi liéu tu 5 dén 80 mg.
Thiic &n lam gidm khd dyng sinh hpe cia alendranate khoang 85-90% trong khi ca phé
hede nude cam lam giam hap thu khodng 60%. Khi ding vdi thudc khac, ddc biélla cac
hgp chil chifa calgi va cation da tri, cdc thude nay sé gan vdi bisphosphorate va lam
gidm sy ha&p thu cia alendronate. Mt khic, sy hap thu cla alendronaln 6@ tang gdp 2
khi pH da day tang trén €. Khoang 60-70% alendranate ducc hdp thu 1 gid sau khi
uding.
Alendronate dugc phan bé nhat thdi d cac mo mém sau khi hdp thu. Sau dé khodng
60% dugc phan ba lai vao xudng va 40% dude bai tlidt qua thin. )
Alendronate gén két voi protein huy@t tudng khodng 78% va khéng cd bing chiing cho
théy |4 alendranate duge chuyén hoa d ngudi. Sau khi ugng, khodng 40% ligu hip thu
dugc bii tigt trong nude tidu dudi dang khing ddi sau 8 gid va thém 5% lidu duge bai
tigt 64 gid sau do.
Sy thidi trl qua mat khong dang ké va dudl 2% lidu ding duge tim thdy trong phan.
Téc dé thanh thal cla elendronate qua xuong tucng dudng vdi luu lugng huyét lidng
qua mo xudng, co nghia la thdi gian ban hiy cla thudc ude tinh khoang 10, nam, Sau
10 ndm diéu 11 vdi alendronale wdi lidu 10 mg mbi ngay qua dudng udng, ude tinh lugng
alendronate giadi phdng ti xudng hang ngay khodng 25% lugng duge hap thu & dudng
tieu hoa.
CHI BINH

- Biéutrilodng xuong & phy nd sau man kinh.

- Didutri lofing xudng & nam, lAm ting khii ltgng xong.

- Bidu trj Iodng xudng & nam va ni dang si dyng glucocorticods,

Bidu tri bénh xudng Pagst,

LIEU LUUNG VA CACH SU DUNG

Ligu ding alendronic acid duge khuyén nghj nhu sau:
Bigu tri lodng xueng & phy nl sau man kinh va ¢ nam gidi: 70 mg mat 1an
moi tuan
Dy phong v diéu tri loang xudng do ding corticesteroid: 5 mg mai ngay
- hodc 10 mg mai ngay vdi phy nif sau man kinh khéng ding ligu phap thay
thé horman
- Bigu tri bénh xuidng Paget: 40 mg mat ldn méi ngdy frong 6 thang.
Hodc theo sy ké don cda bac si.

Hudng din cdeh si dung: :

- UBng alendronate véi nude chin it nhat 30 phit trude bita Anfubng diu tidn trong
ngay. Sy hap thu ctia alendronate cé thé gidm khi ding véi cac thire udng (ké
ca nude khodng), thife dn va vai loai thudc,

. Ludn ludn udng alendronate vdi 1 ly nude day (180 — 240 mL} dé thudc véo da
day d& dang, do da tranh duge nguy cd kich thich thyc quan.

Khéng nhai hodc mut vién thudc dé tranh loét miéng — hiu. Khong nam ngay
trang véng 30 phiit sau khi uéng va cho dén hét bifa dn ddu tign trong ngay.
Alendronate nén dugdc ding vao budi sang mdi ngd day. Khong nén ding trudc
khi di nglt hode khi mdi thidc dily ma van can nam trén giudng.

Bénh nhan nén tun theo cdc hudng dan dé lam gidm nguy cd cac tdc dyng phy

vé thife quan

. Khéng cén thigt didu chinh iéu & nhing bénh nhén ldn tudi co thiéu nang than
nhe dén vita (hé s thanh thii creatinine 35 dé€n 60 mL/phiit).

. Cact thudc b sung calci va vitamin D cé thé cén [hiél néu ché db &n khdng di.

Tuy nhign, bénh nhan chi nén ding cac loai thude uéng khée sau khi udng
alendranate it nhat 30 phat.

. Khi quén mit lidu alendronate 70 mg loai dung méi tudn 1 |an thi nén udng mat
vign vao budi sdng ngay sau khi phal hign ra. Khong nén udng 2 liu trong cong
1 ngay. Tré lai dong liéu mot vién méi tudn vao dung ngay da chon ban déu,

CHONG CHI BINH

. Mé&n cdm vdi bisphosphonate hodc bal aid thanh phin nde co trong cong thde.

. Dj dang i quén ddn dén ehdm lam réng thyc guan nhd trong hep hoac phinh
thyc quan

. Knhéng cd kha nang ding hedc ngdi thing trong it nhat 30 phot.

. Giam calci huyél

. Suy giam chic ndng than (hé s6 thanh thai creatinine < 35 mL/phut).

THAN TRQNG

Cdc tdc dyng cd hai trén thyc quan va dudng tisu hoa

Da ¢t béo cao vé cde tde dyng co hai trén thife quan nhu viém thue quan, trgt thys
quan, logt thie guan, déi khi kém vdi chdy mau, higm khi dén 101 hep hodc thing thie
quan & ngudi bénh dang didu b bing alendronate. Mgt sd tridng hgp nang phai nhap
vién. Bénh nhan nén ngung dung alendronate va dugc can thigp v khoa ngay néu co
nhitng trigu chitng nhu kho nuét, nudt dau, ¢ néng ning din, hoac dau sau xudng ve.
Tuan thil nghiém fic hudng ddn ding thude dé gidm thi€u nguy co tac dung co hai
nghiém trong déi vdi thyc quan,

V! alendronate oo thé gay kich dng niém mac dudng tiéu hoa trén va cd thé lam bénh
38n ¢d ndng hdn nén cdn than trpng khi cho ngudi bénh cd vin dé vé dudng téu hoa
trén, nhu kho nudt, cé cac bénh thyc quan, viém hodc loét da day ta trang. .
Ba o mjt s6 bde cao (sau khi dua thudc ra th trudng) vé lost dg day ta trang, mot sé

trudng hep néing eé bifn ching.

Cée thin trgng chung .

. Cén quan tam dén cdc nguyén nhan khac gy lodng xudng ngoai thisu hyt
estrogen, lio hda va diing glucocorticaid.

- Nén didu chinh tinh trang ha calei huy@t va céc ré] loan chuyén hia khodng chil
khac nhif thigu hyt vitamin D trude khi bat dau disu tr vdi alandronate.

- Cé thé o6 sy giam nhe nhung khong o triéu ching cla calci va phosphate
huyét, dac bigt & nhilng bénh nhan bi b&nh xudng Paget hodc benh nhan dung
glusacorticeid.

Bau ca-xudng

Theo kinh nghiém sau khi dua thudc ra thi truéng, dau xdong, khop va/hoac cd nang,

ddl khi Iam mat kha nidng, da dude bac cdo. Ngung dung thude néu xay ra tridu ching

nang. Ba 4 bénh nhén giam trigu ehdng sau khi ngung thude.

Hoal tti xwrang ham

Hoai 10 xifdng ham, thung lign quan vdi nhd rang va / hodc nhiém tring tai ehd (bao

gém vigm Wy xuong) dd dugc bdo cdn @ nphing bénh nhan ung thu dang c]léq tri

bisphosphonate duang tinh mach, Ba s8 nhiing bénh nhan nay da duge hda Irjva dung
corticosteraid.

Hoai td xudng ham cing dudc bao cdo & nhing bénh nhan bi lodng xuong ding

bisphosphonate duéng udng.

Gdy xuong Aui khéng dién hinh

Gay xuong dii khong dién hinh da dudc bao céo khi diéu tri vai bisphosphonate, chi

y&u & nhilng bénh nhén loding xuong duge didu tri |au dai, Gay xudng thudng song

phiidng, do do xudng dui bén ddi dién nén dugc ki€m tra & bénh nhin dugc diéu tri

bisphosphanate. Ngung thude bisphasphanate @ bénh nhan nghi ngd co gay xudgng dai
khong dign hinh nen dude xem xét, dya trén ddnh gid nguy cd va lgifch cua tiing trddng
hgp.

Thdi ky mang thai

Théng qua tdc dyng rén cén béng calci ndi md va chuyé&n hod xudng, alendronale o
tha gay 10n hai cho bdo thai hedc cho tré mdi sinh, Da thay nhiing truding hgp dé khd
va tgo xudng khdng hodn chinh trong nhifng nghidn ciu trén dgng val. Khing logi tnd
digu do cung <o the lién quan dén ngudi, nén khdng dung alendronate treng thai ky
mang thai.

Thai ky cho can bu

Chua cd ghl nhin vé vidc alendronate cd bai xudl vao sifa me hay khing. Vi nhidu
thudc bai xuat vao siia me, cén than trgng khi diing alendronate cho phuy nd dang trong
thdi ky cho con bi

Anh hudng Ién kha niing lal xe va vin hanh mdy moc.

Khéng cd dit liéu cho thdy FREVOST® ¢6 &nh hudng dén khd nang 14 xe va van hanh
may moc.

TAC DUNG PHY

Trong edc nghién ciu 13m sang, ndi chung alendronate duge dung nap 18t Trong cac
nghién cuu kéo dii d&n 5 ndm, cdc tdc dyng ngoal y thudng nhe va khdng dai hai phéi
ngung didu tr.

Trong mot nghién ¢du da trung tam, mi doi, keo dai 1 nam, cho thay du ligu vé tinh an
todn va da dung nap cua alendronate 70 mg ding mdt ¥n mdi ludn (n=518) tudng by
nhu alendranate 10 mg ding mét l&n méi ngay (n=370).

Trong hai nghién cidu kéo dal ba ndm trén phy nil sau man kinh (alendronategdiy
= 196, gia cuge: n = 387) cho thay dif igu vé tinh an toan clia alendronate 10 mg
va tong ty nhu ding gia duge. 5

hodic rd rang ligén quan dén thude vdi tn sudt = 1% & nhém digu tri trong ngl&
ném va 3 nam : dau byng (3.7% vs 3.0% va 6.6% vs 4.8%), dau co xudng P (2,
ve 3.2% va 4.1% vs 2.5%]), rdl loan ligu hoa (2.7% vs 2.2% va 3.6% vs 3.5%%)0 4
(1.9% vs 2.4% va 2.0% vs 4.3%), budn non (1.9% vs 2.4% va 3.6% vs 4,0%], |
byng (1.0% vs 1.4% va 1.0% vs 0.8%), tdo bon (0.8% v& 1.6% va 0.8% vs
chay (0.6% vs 0L5% vi 3.1% vs 1.8%), diy hai (0.4% vs 1.6% va 2.6% vs
da day (0.2% vs 1.1% va 0.5% vs 1.3%), loét da day (0.0% vs 1.1% v& 0.0°
chudit rit (0.2% vs 1.1% v& 0.0% vs 1.0%), nhuc ddu (0.4% vs 0.3% va 2.8%

\
Cde tac dyng ngogi y sau duge cde nha nghign clu bdo cao la co the,
cuii

Vs 1.5%).
Thiéing béo cho bic si nhing tac dyng khdng mong mudn gap phai khi ding thude.

QUA LIEU VA CACH XU TRI

Knhang co théng tin v& qud lidu alendronale cép linh. Tuy nhién, ha calci huygt, ha
phosphate huyét va cdc tdc dung khang mong mudn d dudng tigu hda trén (vi du: kich
lL':pg da day, ¢ nong, viém thifc quan, viém hoac loét da day) co thé xay ra do udng qua
iau.

Nén cho ding siia va céc chat khang acid dd lién k&t alendronate. Khong duge giy nan
va nén dé ngudi bénh ngdi thang ding dé trinh nguy cd kich @ng thuc guan.

TUONG TAC THUGC

. Cac ché pham b sung cha nhom, calci, sit, hodc magnesi nhu cdc thudc
khéng acid, chil khodng va mot s6 thudc nhudn tredng thdm thdu co the can trg
su hép thu cla alendronate, do do nén udng cdc thude nay sau khi ding
alendronate it nhat 30 phat,

- Trang céc thit nghiém kéo dai 1 dén 2 n&m trén phy nir lodng xfong sau man
kinh, mic do han ché chu chuyén xudng duge danh gia qua sy khodng hoa bé
mat, lén hdn ding ké khi ding lidu phap hermone thay thé k&t hgp vdi
alendranate so vdi diéu tri riéng ting thudc.

- Aspirin v& cac thudc khang viém khang steroid (NSAIDs) nén dude ding thin
trgng cho cac banh nhan dang duge diéu tri vdi alendronate vi nhiing thudc nay

-

ca thi lim tdng 1n sudt cde lac dyng khdng mong mudn trén dudng tidu hoa va
than.

. Cac thufc aminoglycoside co thé lam ting thém e déng ha calel mau & cdc
bénh nhan dung alendronate.

TRINH BAY I

Hap 1 vi x4 vién, "“\
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Bao qudn nai khi rédo, trénh dnh sdng, d nhiél di khae e

HAN DUNG

24 thang ké tU ngay sin xuit.
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