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Alendronic acid 70 mg
Tablets !
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Hdp 1 vi x 2 vién nén
Box of 1 blister x 2 tablets

. AronatBoston  Ligu phép didu trj lodng xwong tudn mét lan
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Hﬂwwm BOSTON PHARMACEUTICAL INC., USA
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43 durtmg 54 8, KCN Vit Nam - Singapore, Thudn An, Binh Duong, Viét Nam,
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M3i vidn chira / Each tabist contsins:
Mendoescacd _ TOmg
(Duriri g Aleradsrinan rt Yeizpricat)
Ta dugrc vira & cho 1 vién nén / Exciplents q.s. for 1 tablet

Tiéu chudn/Specification: TCCS/n-house
SDK/Reg.No. :

Chi dinh, chiing chi dinh, iéu diing ...
3in doc Wong B Iusing dlin o0 dg
see the package insert e
Store in a dry place, below 30°C, protect from light l
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POC K¥ HUIO'NG DAN SUF DUNG TRUGC KHI DUNG g
KEEP OUT OF REACH OF CHILDREN | !i- |

HOp 1 v x 2 vk ey |
Box of 1 biister x 2 tablets

A Qui cach: 159.25 x 115.65 x 16.5 mm
Thiét ké P. KD (kiéu dang) P. QA (ndi dung)
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AronatBoston

Alendronic acid 70 mg
(duéi dang Alendronat natri)

Dé 18y vién thudc, &n tir bén nay qua bén kia
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Chi dinh, chéng chi dinh, liéu dung ...
xin doc trong t& hudng dan sir dung

Bédo quan nai khd, dudi 30°C, trénh dnh sing

DE XA TAM TAY CUA TRE EM
POC K HUONG DAN S DUNG TRUGC KHI DUNG

5616 SX / Batch No:
Ngay 5X / Mfg. Date:
HD / Exp. Date:
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AronatBoston

Alendronic acid 70 mg
(dudi dang Alendronat natri)

Chéng lodng xuong hiéu qud chi trong mét tudn

DE XA TAM TAY CUA TRE EM
DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG
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ngung dung ARONATBOSTON va lien lac vai bac si 18 TUAN2
Néu ban quén mét liéu, diing mot vién ARONATBOSTON vao budi sing ARONATBOSTON gitip ban tdl tao xuong da mét va %
sau khi ban nhé ra: Khéng diing hal vién thuéc cling mét ngay. it c6 kha nang gdy xuong -
Tré lai dung thude tudn mét 1&n nhu ¢l, vao ngay da chon, W
N 1 ndc w1y o BOSTON PHARMACEUTICAL ING. USA
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W 43 dudng sb 8, KCN VIgt Nam ~ Singapore, Thusn An, Binh Duong, Viet Nam, 3
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A Quicach: 100 x 140 x 7
Thiét ké P. KD (kidu dang) P. QA (n6i dung)
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A Mau sic: ® Pantone 3282C
A Qui cach vi: 90 x 54 mm

Thiét ké P. KD (kiéu dang) P. QA (néi dung)
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ARONATBOSTON

THANH PHAN

M&di vién nén chira:

— Hoat chat: Alendronic acid ...... 70,0 mg (dudi dang alendronat natri trihydrat......... 91,37 mg)

— Td dwge: Avicel M 200, Lactose khan, Natri croscarmellose, Magnesi stearat, Silicon dioxyd.

DUQC LUC

Trong cac nghién ctu trén dong vét, alendronat la mot bisphosphonat dugc gin chu yéu vao cac 6 tiéu
xuong, dac biét 1a dudi cac huy cdt bao, trc ché hoat dong cua huy bt bao ma khéng c6 tac dung truc tiép
lén qua trinh tao xwong. Vi sur tiéu xuong va loang xuong luén song hanh v6i nhau, nén qua trinh tao xuong
giam di nhung cham hon qué trinh tiéu xuong dan dén gia tang khéi lugng xuong. Khi tiép xic véi
alendronat, xuong binh thudng sé& dy alendronat vao chat nén, & d6 ching khéng c6 hoat tinh dugc Iy.

Phu nit sau man kinh uéng hang ngay alendronat véi céc liéu khéc nhau tao ra nhitng bién dm hoa sinh
chimg t6 ¢6 sur tic ché tiéu xuong tuy thude lidu, bao gdbm giam calci niéu va cac chét chi thj vé phan gian
colagen xuong trong nudc tiéu.

Alendronat 1am kim ham sy tién trién ciia loing xuong khéng ké tudi tac, ching tdc, téc do luan chuyén co
s& clia xuong, chirc ning than va khi sir dung cting véi cdc thude thong thudong khac.

DUQC PONG HQC

Hap thu: Sinh kha dung dudng udng cua alendronat & nir 1a 0,64% tuong duong trén trén nam giai (0,6%), |

v6i lidu trong khoang 5-70 mg khi sir dung sau 1 dém khong &n va 2 gid trudc bita sang chuan, khi
alendronat dugc dung mdt gior hodc nira gio trudce bira sang chuén thi sinh kha dung s& giam tuong duong
(khoang 40%). Nhu vay, alendronat c6 higu lyc khi ubng it nhat nira gidr trudc bira an dau tién trong ngay.

Uéng alendronat cling ca phé hodc nudc cam s& lam giam khoang 60% sinh kha dung cua alendronat.

Phan bé: Nghién ctru trén chudt cbng cho thdy alendronat phén b6 tam thoi vao cac md mém sau khi tiém
tinh mach 1 mg/kg, nhung sau d6 phan bb lai nhanh chéng vao xuong hogc dao thai qua nudc tiéu. The tich
phan bb & trang thai vimng bén trung binh, ngoai trir xwong, t5i thiéu la 28 lit & nguoi. Alendronat gan Voi
protein huyét tuong & ngudi khoang 78%.

Chuyén h6a: Chua c6 bing ching 12 alendronat dugc chuyén hoéa & ngudi. 14/

— Thai trir; d6 thanh thai cta alendronat & than 1a 71 ml/phut va toan than khong vuot qua 200 ml/phut.

Alendronat khong dao thai qua cac h¢ van chuyen acid hogc bazo ¢ than cua chudt cbng, vi vy khong thay
¢6 sy twong tac voi sy bai tiét clia nhimg thudc khéc qua hé van chuyen ndy ¢ nguoi. Cac nghién ciu tién
14m sang cho thdy thudc khong ling dong & xuong, ma dugc bai xuét nhanh chéng vao nudc tiéu.

Khong c6 théng tin 1dm sang nhung c6 thé & bénh nhén suy than sy tich Iy alendronat trong xuong hoi cao
(xin xem phén liéu lugng va céch dung).

CHI PINH
— Alendronat dugc chi dinh aé dleu trj va dy phong loang xuong & phy nir sau man kinh, phong ngtra gy

xuong, bao gdm khép hang, cd tay va bt song (gay do nén ddt song).

LIEU LUQNG VA CACH DUNG
Cdch ding:
— Uébng nguyén vién thudc it nhat 30 phat trude khi 4n, uéng hogic ding thube lan dau trong ngdy véi nude

thuong.

Pé nhanh chéng dua thude xuéng da ddy, giam tiém nang kich tmg tai chd va thyc quan:

* Nén uéng thubc vai 1 cde nude déy vao lic méi ngu ddy trong ngay.

* Khong duge ndm it nhat 30 phit sau khi udng thude cho t6i sau khi an lan déu trong ngay.
* Khéng duoc nhai hay dé vién thudc tan dan trong miéng
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Liéu hrong:

Liéu khuyén c4o: mdi l4n ubng 1 vién 70 mg, mét ldn duy nhat trong tuan.
Tré em: thudc khong dung cho tré em vi chua duge nghién ciu.

Ngudi cao tudi: khong can phai chinh lidu cho nguoi cao tudi hodic ngudi suy than tir nhe dén vira phai (d6
thanh loc creatinin tir 35 — 60 ml/phat), khong khuyén cdo dung alendronat cho ngudi suy thén nang.

CHONG CHI PINH

Mén cam véi bit ky thanh phin nao cia thudc.

Céc di thuong nhur hep hodc mét tinh dan héi ctia thuc quan din dén chim lam rdng thuc quén.
Khéng c6 kha nang dimg hogc ngdi thang it nhét 30 pht.

Giam calci huyét (xem phdn Than trong lic ding).

THAN TRONG

Can canh gidc voi bat ky déu higu hogc trigu chimg nao bao hiéu vé phan tmg thyc quan va can ngimg uﬁng
thuoc neu lhﬁy khé nudt, nudt dau, dau sau xuong (rc, ¢ néng mdi xuat hién hodc ngay mot xau di. Ba co
b4o cdo vé nhing phan tmg c6 hai & thuc quan, nhu viém thye quan, loét thyc quan va trot thuc quan, hiém
khi dén t6i hep hodc thung thuc quan ¢ ngudi bénh diéu trj bang alendronat.

—
Thén trong véi ngudi ¢6 van dé vé dudng tiéu héa trén nhu: khé nudt, cé cdc bénh thuc quan, viém hodc 17 ﬂﬁ:
loét da day, ta trang vi thudc c6 thé gy kich (mg niém mac dudng tiéu héa trén va lam bénh sin c6 xdu di. :;E-}?Y\

Ngudi nhd rang v&/ hoic nhidm khuin tai chd 1au khoi da gap (tuy hiém) khi dung bisphosphonat dudng 4] PHAN

ubng c6 thé gay hoai tir xwong ham khu tra. oC PHAN
. 3S TO!

Néu quén khong dung mét lidu ARONATBOSTON loai mot tudn moét lan, thi phal ubng 1 vién vao budi ar NAM
sang ngay sau khi phat hién ra. Khéng dugc uéng hai vién vao trong ciing mét ngay, ma trg lai udng mai ;_/

tun mot vién duy nhét vao diing ngay trong tuan nhu lich da chon ban diu. AN-T '5\/
Khéng nén ding thude cho ngudi bénh ¢ do thanh thai creatinin < 35 mL/phut.

Can cén nhic cac nguyén nhdn gdy lodng xwong khéac ngoai thidu hut estrogen, tudi cao va sir dung
glucocorticoid.

Phai didu tri tinh trang giam calci huyét va cac rdi loan chuyén héa cic khodng chét khéc trude khi didu tril)(-/

bang alendronat.

TUONG TAC THUOC

Estrogen: An toan va hiéu qua cta vigc sir dung dong thi liéu phap thay thé hormon va alendronat cho phu
nit sau man kinh chua duoc xéc dinh, vi vay khong khuyén cao cach ding déng thoi nay.

Céc chat bb sung calci va cdc thuoc chéng acid: C6 thé lam giam hﬁp thu alendronat. Vi vdy nguoi bénh
phai chd it nhét nira gior sau khi udng alendronat méi diing bt ky thudc nao khac.

Aspirin: Trong céc nghién clru 1am sang, ty 1¢ cac phan (g khong mong muén ¢ dudng tiéu hoa trén, tang &
& ngudi bénh dung dong thdi alendronat, lidu 16n hon 10 mg/ngay, véi céc hop chét chira aspirin. B
Thubc chdng viém khong steroid (NSAID): C6 thé ding alendronat ¢ ngudi bénh dang udng thude NSAID. -

Tuy nhién thuéc NSAID thuong giy kich (mg dudng tiéu hoa, nén phai thén trong khi ding cung véi
alendronat.

TAC DUNG KHONG MONG MUON
— Trong cdc nghién clru 1am sang, cac phan (mg ¢6 hai do dung alendronat thuong nhe va noi chung khéng

can phai ngimg thude. Chu yéu 1a tac dung khéng mong mubn & duong tiéu hoa.

~ Thuong gdp, ADR > 1/100

Hé than kinh trung uong: Nhire dau (2,6%); dau (4,1%)
Tiéu hoa: Pay hoi (2,6%); trao ngugc acid (2%); viém loét thuc quan (1,5%); nudt khé chudng bung (1%)

— It gap, 1/1000 < ADR < 1/100
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Tiéu hoa: Viém da day (0,5%)
Théng bdo cho bdc si nhitng tdc dung khong mong muén gdp phai khi sir dung thubc

PHU NU CO THAI VA CHO CON BU
_ ARONATBOSTON chua dugc nghién ctu trén phy nir c6 thai va cho con b, vi vay khong dugc ding cho
céac truong hop nay.
LAI XE VA VAN HANH MAY MOC
— Than trong khi diing thuéc cho ngui lai xe hogc van hanh may mac. [A/

QUA LIEU
— Khéng c6 thong tin dac biét vé& diéu tri qua lidu véi
giam phosphat huyét, xuat hién cac tac dung ngoai
viém thuc quén, viém hodc loét da day.
— Cén cho ubng sira hoic thude khang acid dé két hop v6i alendonat. Do nguy co kich ung thyc quan, khong
dugc gdy non va ngudi bénh can ¢ tur thé hoan toan thing dimg.

BAO QUAN: Noi khd, du6i 30°C, tranh dnh sang.
HAN DUNG: 24 théng ké tir ngay san xuat. Khong ding thubc qua han str dung.

alendronat. Udng qua lidu c6 thé gdy giam calci huyét,
y & dudng tiéu héa trén nhu roi loan tiéu hoa, ¢ noéng,

PONG GOI : Hop 1 vi x 2 vién nén. Vi AVAL
TIEU CHUAN: Tiéu chuén co so.

PE XA TAM TAY CUA TRE EM )

POC KY HUGNG DAN SU DUNG TRUOC KHI DUNG
THUOC NAY CHi DUNG THEO PON CUA BACST
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI

Séan xuét tai:
CONG TY CO PHAN DUQC PHAM BOS TON VIET NAM
Sé 43, Puong s6 8, Khu cong nghi¢p Viét Nam - Singapore, Thuén An, Binh Duong, Viét Nam
PT: 06503 769 606 - Fax: 06503 769 601
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