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PREVOST

Alencronic acid 70 mgy
Chéng lo

San xudt tgl CONG TY TNHH UNITED INTERNATIONAL PHARMA

WHO-GMP, GLP, GBP
86 16 VSIP I, Busing 86 7, Khu Cang Nghidp Vist Nam-Singapore if,

- magenta Phudng Hoa Phi, Thanh Phd Thu D&u MY, Tinh Binh Dudng, Vist Nam.
©T: 08-39821000
ﬂblng ky nhén higu: United Laboratories, Inc

yellow CHI BINH
Bigit b Ibang xuong 8 phy bil sau man :
11} o3ng xudag o nam, & irig X OE XA TAM TAY TRE EM
DOC KY HUONG DAN SU DYNG TRUAC KHI DUNG

9 nam v2 i 4a -
. black S it o 8 o b SBK/ Reg No:

. pantone process cyan




PREVOST - Vién nén
Mang nhom

Tat ca thong tin vé s ¢ du
thong tu hudng dan ghi nhan thude so 06/2016/TT-BY T ngay




RX - Thuéc ban theo don

Alendronic acid 7
_ Vién nén
Chéng loang xu

THANH PHAN
Madi vién nén chua:
Alendronic ACHd ...eeeeeecerieiierereee e rre e s
(tudng duong 91,37 mg alendronate sodium trinydrate)
T4 dugc: Lactose Monohydrate, Microcrystalline Cellulose, Croscarmellose Sodium,

Magnesium Stearate

DUGC LY

Dugc luc hoc

Alendronate 12 mot aminobisphosphonate c6 tac dyng Uc ché tiéu xuang dac hiéu.
Alendronate gan két chon loc & cac vi tri dang xay ra hoat dong tiéu xuong, tai day
alendronate lic ché sy hoat dong cla cac té bao tiéu xuang ma khéng Uc ché chic
nang clia cac té bao tao xuang. Alendronate lam giam chu chuyen xuong bang céch tc
ché hoat dong tiéu xudng, k&t qua la lam tang khoi lugng xudng va do dé lam gidm gay
xudng do loang xuong.

Bing céch uc ché sy tiéu xuang, alendronate lam glam néng do cac chat dugc giai
phdng tir xuong, dan dén lam gidm déng ké lugng calci va phosphate trong huyet tuong.
Tac dong nay quan trong trong tang calci huy€ét nang, nhu trong trudng hgp ac tinh.

Dugc déng hgc

Kha dung sinh hoc dudng uong clia alendronate rat thdp, udc lugng khoang 0,76% & ni
va 0,59% & nam gidi véi liéu tu 5 dén 80 mg.

Thic &n lam gidm kha 1 dyng sinh hoc cla alendronate khoang 85-90% trong khi ca phé
ho&c nudc cam lam glam hap thu khoang 60%. Khi dung vdi thuéc khac, déc biétla cac
hgp chédt chia calci va cation da tri, cac thudc nay sé gan véi b|sphosphonate va lam
gidm sy hdp thu cla alendronate. Mat khdc, sy hap thu cia alendronate sé tdng gdp 2
khi pH da day tang trén 6. Khoang 60-70% alendronate dugc hép thu 1 gi& sau khi
uéng.

Alendronate dugc phan b& nhat thoi & cac mé mém sau khi hdp thu. Sau dé khoang
60% dugc phan bo lai vao xuong va 40% dugc bai tiét qua than.

Alendronate gén két vdi protein huyét tuong khoang 78% va khong co bing chuing cho
thdy la alendronate dugc chuyen hoa & ngusi. Sau khi uédng, khoang 40% liéu hap thu
dugc bai ti€t trong nudc tiéu dudi dang khong déi sau 8 gid va thém 5% liéu dugc bai
tiét 64 gid sau do.

Sy thai trif qua mat khéng dang ké va dudi 2% liéu dung dugc tim thdy trong phan.
T6c dé thanh thai cla alendronate qua xuang tucng dudng véi luu lugng huyet tudng
qua mb xudng, cé nghfa la thdi gian ban hiy cua thudc udc tinh khodng 10,9 nam. Sau
10 ndm diéu tri vdi alendronate v3i lieu 10 mg méi ngay qua dudng udng, udc tinh lugng
alendronate giai phéng tif xuang hang ngay khoang 25% lugng dugc hdp thu 8 dudng
tiéu hoa.

CHI BINH
- Diéu tri lodng xuong & phy nd sau man kinh.
- Diéu tri loang xuong & nam, lam tdng khé&i lugng xuong.
- Diéu tri lodng xuong & nam va ni dang st dyng glucocorticoids.
- Diéu tr bénh xuong Paget.

LIEU LUQNG VA CACH sU DYNG

Liéu dung alendronic acid dugc khuyén nghj nhu sau:

D[eu tri lodng xuang & phy n sau man kinh va § nam gidi: 70 mg mét lan
mbi tuan.

Dy phong va dleu tri Ioang xuong do dung corticosteroid: 5 mg méi ngay
- hodc 10 mg méi ngay vdi phu nit sau man kinh khéng dung liéu phap thay
thé hormon

- Diéu tri bénh xudng Paget: 40 mg mot Idn méi ngay trong 6 thang.
Hoac theo sy ké dan cla bac si.

Hu'dng dan céch st dung:
Uong alendronate vdi nudc chin it nhat 30 phdt trude bia an/uong dau tién trong
ngay. Sy hap thu clia alendronate c6 thé gidm khi dung vdi cac thic udng (ké
ca nudc khoang), thirc an va vai loai thudc.

° Luén luén uéng alendronate véi 1 ly nudc day (180 — 240 mL) dé thudc vao da
day dé dang, do dé tranh dugc nguy cd kich thich thyc quan.
Khéng nhai hodc mit vién thudc dé tranh loét miéng — hau. Khéng ndm ngay
trong vong 30 phit sau khi udng va cho dén hét bita an dau tién trong ngay.
Alendronate nén dugc dung vao budi sang mdi ngu day. Khéng nén dung trudc
khi di ngd hoac khi mdi thic day ma van con ndm trén giudng.
Bénh nhéan nén tuén theo cac hudng dan dé lam gidm nguy cd cac tac dung phy
vé thyc quan

° Khong, cén thiét diéu chinh liéu & nhing bénh nhéan Idn tudi co thiéu nang than
nhe dén vira (hé sé thanh thai creatinine 35 dén 60 mL/phut).
o Céc thudc bé sung calci va vitamin D ¢6 thé can thiét néu ché do an khong da.

Tuy nhién, bénh nhan chi nén dung céc loai thuéc udng khac sau khi uéng
alendronate it nht 30 phut.

° Khi quén mot liéu alendronate 70 mg loai dung m&i tudn 1 Ian thi nén uéng mot
vién vao budi sang ngay sau khi phat hién ra. Khong nén uéng 2 liéu trong cung
1 ngay. Trd lai dung liéu mét vién mbi tudn vao ding ngay da chon ban dau.

CHONG CHI BINH

. Man cam vdi bisphosphonate ho&c bat ¢’ thanh phan nao c6 trong cong thic.

. Di dang thyc quén dan dén cham lam réng thyc quan nhu trong hep hodc phinh
thyc quan

. Khéng cé kha ning diing hoc ngdi thang trong it nhat 30 phut.

o Giam calci huyét.

° Suy gidm chic nang than (hé s thanh thai creatinine < 35 mL/phut).

THAN TRONG

Céc tac dung co hal trén thuc quan va dudng tiéu hda

Da co bao cao vé cac tdc dyung cé hai trén thyc quan nhu viém thyc quan, trgt thyc
quan loét thyc quan, doi khi kém vdi chdy mau, hiém khi dan tdi hep hodc thung thyc
quan & ngudi bénh dang diéu tri bang alendronate Mét s6 trudng hgp nang phai nhap
vién. Bénh nhan nén ngung dung alendronate va dugc can thiép y khoa ngay néu co
nhitng triéu chitng nhu khé nuét, nuét dau, ¢ néng nang dan, hodc dau sau xuang dc.
Tuan thG nghiém tic hudng dan dung thugc dé giam thiu nguy cd tac dyng cé hai
nghiém trong dgi vdi thua quan.

Vn alendronate c6 thé gay kich ¢ing niém mac dl.rdng tiéu hoa trén va co thé lam bénh
s&n c6 néng hdn nén can than trong khi cho ngudi bénh cé vdn dé vé dudng tiéu héa
trén, nhu khé. nuét, cé cac bénh thyc quan viém hodc loét da day ta trang.

Da c6 mot s6 bao cdo (sau khi dua thudc ra thj trudng) vé loét da day ta trang, mét s6

trudng hgp nang cé bién ching.

Céc than trong chung

o Cén quan tam dén cdc nguyén nhan khac gay lodng xudng ngoai thigu huyt
estrogen, 130 héa va dung glucocorticoid.

° Nén diéu chinh tinh trang ha calci huyét va céc r8i loan chuyén hoa khoang chat
khac nhu thigu hyt vitamin D trudc khi bat dau diéu tri véi alendronate.

° C6 thé co sy glam nhe nhung khéng cé triéu ching cla calci va phosphate

huyét, dac biét & nhitng bénh nhan bi bénh xuong Paget hodc bénh nhan dung
glucocorticoid.
DPau co-xuong
Theo kinh nghiém sau khi dua thudc ra thi trudng, dau xuaong, khdp va/hoac cd nang,
doéi khi lam mat kha nang, da dugc bao cao. Ngung dung thudc néu xay ra triéu ching
nang. Da s6 bénh nhéan giam triéu ching sau khi ngung thudec.
Hoai tir xuong ham
Hoai t xuang ham, thudng lién quan véi nhd réng va / hodc nhiém trung tai ché (bao
gbém viém tay xucng) da dugc bdo cdo & nhiing bénh nhan ung thu dang diéu tri
bisphosphonate dudng tinh mach. Da s6 nhitng bénh nhan nay da dugc héa tri va dung
corticosteroid.
Hoai td xuong ham cting dugc bao cdo & nhitng bénh nhan bi lodng xuong ding
bisphosphonate dudng uéng.

Gay xuong dui khéng dién hinh

Gay xudng dui khong dién hinh da dugc bédo cdo khi diéu tri vdi bisphosphonate, chd
yéu ¢ nhitng bénh nhan lodng xuong dugc diéu tr lau dai. Gay xudng thudng song
phuong, do dé xudng dui bén déi dién nén dugc kiém tra & bénh nhan dugc diéu tri
bisphosphonate. Ngung thudc bisphosphonate & bénh nhan nghi ngd c6 gay xuong dui
khong dién hinh nén dugc xem xét, dya trén danh gia nguy cd va Igi ich cda tiing trudng
hgp.

Thoi ky mang thai

Thong qua tac dung trén can béng calci ndi mé va chuyen hoa xudng, alendronate cé
thé gay tdn hai cho bao thai hodc cho tré mdi sinh. Da thdy nhiing trudng hgp dé kho
va tao xudng khéng hoan chinh trong nhiing ‘nghién ctu trén dong vat. Khéng loai tra
diéu d6 ciing co thé lién quan dén ngudi, nén khéng dung alendronate trong thai ky
mang thai.

Thoi ky, cho con bu

Chua c¢ ghi nhan vé viéc alendronate c6 bai xuat vao sita me hay khang. Vi nhiéu
thudc bai xudt vao sita me, can than trong khi dung alendronate cho phy ni dang trong
thdi ky cho con bu

Anh hudng lén kha ning lai xe va van hanh may méc.

Khéng cé dif liéu cho thdy PREVOST® ¢6 dnh hudng dén kha nang lai xe va van hanh
may méc.

TAC DYNG PHY

Trong cac nghién cdu lam sang, néi chung alendronate dugc dung nap tét. Trong cac
nghién cttu kéo dai dén 5 ndm, cac tdc dyng ngoai y thudng nhe va khéng doi héi phai
ngung diéu tri.

Trong mot nghién cdu da trung tam, mu déi, kéo dai 1 nam, cho thay dd ligu vé tinh an
toan va dé dung nap cla alendronate 70 mg dung mot \an méi tuan (n= 519) tuong ty
nhu alendronate 10 mg dung mét 1an méi ngay (n=370).

Trong hai nghién ciu kéo dai ba ndm trén phu nd sau man kinh (alendronaf ﬁ%
= 196, gia dugc: n = 397) cho thdy dif liéu vé tinh an toan cua alendronate 10 gay
va tuong ty nhu ding gia dugc.

"\
Cac tac dung ngoai y sau dugc cac nha nghién clu bdo céo la co thé, co%( agna
hodc ro rang lien quan dén thudc véi tAn sudt > 1% & nhém diéu tri trong ngl p cu 1
ndm va 3 ndm : dau byng (3.7% vs 3.0% va 6.6% vs 4.8%), dau cd xudng
vs 3.2% va 4.1% vs 2.5%), r8i loan tiéu hda (2.7% vs 2.2% va 3.6% Vs 3.5%),
(1.9% vs 2.4% va 2.0% vs 4.3%), buén nén (1.9% vs 2.4% va 3.6% vs 4.0%),
bung (1.0% vs 1.4% va 1.0% vs 0. 8%), tao bén (0.8% V5 1.6% va 0.8% vsA 4

da day (0 2% vs 1.1% va 0 5% vs 1 3%) loét da day (0. 0% vs 1. 1% va 0.0%/8
chudt it (0.2% vs 1.1% va 0.0% vs 1.0%), nhitc dau (0.4% vs 0.3% va 2.6% vs 1.5%).

Théng bao cho bac sT nhitng tac dyng khdng mong mudn gap phai khi ding thuéc.

QUA LIEU VA CACH XU TRi

Khéng co thong tin vé qua liéu alendronate cap tinh. Tuy nhién, ha calci huyét, ha
phosphate huyet va céc tac dung khong mong muén & dudng tiéu hoa trén (vi du kich
|lmg da day, g néng, viém thyc quan, viém hodc loét da day) c6 thé xay ra do udng qua
ieu

Nén cho dung sita va céc chat t khang acid dé lién két alendronate. Khéng dugc gay non
va nén dé ngudi bénh ngdi thang dling dé tranh nguy co kich Ung thyc quan.

TUONG TAC THUGC

° Céc ché phdm bd sung chia nhém, calci, sat, hoac magnesi nhu cac thuoc
khang acid, chat khoang va mét sé thudc nhuéan truung tham thdu co thé can trd
sy hap thu cla alendronate, do dé nén uéng cédc thudc nay sau khi ding
alendronate it nhat 30 phut.

. Trong céc thi nghiém kéo dai 1 dén 2 nam trén phy nl lodng xuong sau man
kinh, muc d6 han ché chu chuyén xudng dugc danh gia qua sy khoang héa bé
mat, I6n hon dang ké khi dung liéu phap hormone thay thé két hgp vdi
alendronate so vdi diéu tri riéng ting thugc.

° Aspirin va cac thudc khang viém khong steroid (NSAIDs) nén dugc dung than
trong cho cdc bénh nhan dang dugc diéu tri véi alendronate vi nhiing thuoc nay
c6 thé lam téng tan suat cdc tdc dung khdng mong mudn trén dudng tiéu hoa va
than.

° Céc thuc aminoglycoside c6 thé lam ting thém tac dong ha calci mau & céc
bénh nhan dung alendronate.

TRINH BAY
Hop 1 vix 4 vién.

BAO QUAN
B&o quan ndi kho rédo, tranh dnh sang, 8 nhiét do khgnﬁ’gua 30°C

HAN DUNG
24 thang ké tu ngay san xudt.

San xuét tal
CONG TY TNHH UNITED INTER
WHO-GMP, GLP,
$6 16 VSIP II, Budng s6 7, Khu Cong NghiépaVie m»S‘p
Phudng Hoa Phu Thanh Pho Tha Dau Mét, Tinh' Bin
DT: 08-39621000
Dang ky nhan hiéu: United Laboratories, Inc.

TUQ CUC TRUGNG
TRUGNG PHONG
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