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OSTEOTIS® 10

Acid alendronic 10 mg

300075 Vién nén bao phim
i et —‘ ké\\
THANH PHAN: Naai vfén cnua
Hoat chat: Acid a\andromc Dumgang alendronat natri)..... .10 mg.
T4 dugc: Lactose dap thﬁng “Cellulose vi tinh thé PH 102, croscarmellose natri, magnesi stearat,

opadry Il white.
MO TA SAN PHAM.
Vign nén bao phim, hinh tron, mau tring hay tring nga, hai mat tron va 16i, canh va thanh vién
lanh lan.
DUQC LYUC HOC:
Alendronat 1A mdt aminobisphosphonat téng hop, mot chdt déng dang cla pyrophosphat, cé tac
dung dac hiéu Uc ché tiéu xuong. Khdc véi pyrophosphat nhung gidng etidronat va pamidronat,
alendronat khong bi cdc phosphatase thly phdn. Cac nghién ciu tién 1am sang cho thiy alendronat
tich tu chon loc 6 céc vj tri tiéu xuong dang hoat dong, noi ma alendronat (c ché hoat dong cla
cac hly cot bao. Alendronat gdn vao xuong va c6 thoi gian ban thai cudi cling kéo dai téi trén 10 FA
nam: tuy nhién alendronat vin c6 hoat tinh dugc Iy khi gdn vao khung xudng. Céc nghién ciu 1am J*’ ‘
sang cho thdy diéu tri bing alendronat c6 thé 1am ting déng ké khoi lugng xuong & xuong cot
s6ng, cd xuong dli va mau chuyén. Trong céc nghién clu lAm sang @ phu nil man kinh tif 40 dén =
85 tudi bj lodng xuong (duoc xac dinh 1a c6 khdi luong xuong thap, it nhdt 12 2 6o Iéch chudn dudi \
trung binh cla thdi ky trudc man kinh), diéu tri b&ng alendronat lam gidm dang k& so lan gdy dét
sdng sau 3 ndm dung thufc. Mat do chat khodng O xudng tdng ro sau 3 thang diéu tri béng
alendronat va con tiép tuc trong sudt qua trinh dung thudc. Tuy nhién sau 1-2 ndm diéu tri, néu
ngling liéu phép alendronat thi khéng duy tri dugc su ting khdi lugng xuong. Diéu do chiing td phai
lién tuc diéu tri hang ngay méi duy tri duge hiéu qua chiia bénh.

Dudc BONG HoC:

- Hap thu: Alendronat dugc hdp thu it theo dudng udng. H&p thu thuc gidm bai thic dn, bdi cac
ch&t chia calci hay cac cation da hda tri. Kha dung sinh hoc dutng udng khodng 0,4% néu udng
30 phut trudc khi dn; va hau nhu khdng dang k& néu udng trong vong 2 gid sau khi &n.

- Phén b6 Khoéng 78% thudc dudc hap thu gdn véi protein huyét tudng.

- Chuyén hda: ThuBc khéng bj chuyén hoa.

- Théi tri: Kho&ng 50% thudc dudc hap thu dugc dao thai qua nudc tiéu, 50% con lai dugc gid lai
trong xuong trong mot thdi gian dai. Thoi gian ban thai cudi cing 6 ngudi duge ude tinh 1a trén
mudi ndm, phan 4nh su phéng thich cla alendronat tir bd xuong. Alendronat khong dugc bai tiét
qua hé vin chuyén c6 tinh acid hodc bazc clia than & chudt, va do dé nd khong dugc cho 1a cin
trG su bai tiét cla cac thudc khac bdi cdc hé d6 & ngudi.
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CHI Bl Osteotis 10 dugc chi dinh:

- Diéu tri va du phong lodng xuong 6 phu ni man kinh, diéu tri lodng xudng & dan ong. Trong diéu
tri lodng xuong, alendronat [am tdng khai lugng xuong va ngdn nglia gdy xudng, ké ca khdp hang,
cH tay va d6t séng (gdy do nén dét song).

- Dy phong lodng xuong cho phy nif ¢d nguy cd mac lodng xuong hodc cho ngudi mong mudn duy
tri khéi lugng xuong va gidm nguy co gdy xuong sau nay.

- Dy phong va diéu tri lodng xudng do dung corticosteroid.

- Diéu tri bénh xuong Paget: Cho ngudi bi bénh Paget c6 phosphatase kiém cao hon it nhat hai lan
gi6i han trénclia binh thuting, hodc ngudi co triéu chiing bénh, hodc ngudi cd nguy co méac bién
ching sau nay do bénh do.

CACH DUNG VA LIEU DUNG:

Cach ding:

- Alendronat ding theo duting uéng. P& d& hip thu alendronat, phdi udng thuSc vao budi sang;
ubng v6i nhiéu nuéc (khoang 180 - 240 ml; khéng ding nudc khodng). Ung thudc xong phai doi
it nhat 30 phat r6i méi &n, udng, hoic dung madt thude khac; nhu thé sé lam alendronat dugc hap
thu t6t hon. Ngay ca khi udng thudc véi nuGc cam hodc ca phé thi su hdp thu cla alendronat cling
bi gidm rd rét. Phai hung d&n ngudi bénh khong mat hodc nhai vién nén alendronat. Phai hubng
din ngudi bénh khéng duoc ndm trong it nhat 30 phat sau khi udng alendronat dé thudc vao da
day d& dang va gidm nguy co kich (ng va gdy ton thuong thuc quan (viém, loét, trot, thing).
Ngoai ra, phai huéng ddn ngudi bénh khdng ubng alendronat vao lic di ngli hodc trudc khi day
trong ngay.

- Trubc khi bat ddu dung alendronat, phai diéu tri chiing giam calci huyét va nhiing réi loan anh
huting dé&n chuyén hoa chat khodng nhu thi€u vitamin D, suy tuyén gidp. C4n theo ddi calci huyét
trong qua trinh diéu tri bdng alendronat. C6 thé dung k&t hop véi vitamin D trong tri liéu.

Liéu ding:

- Diéu tri lodng xuong cho phu nd méan kinh va cho dan dng: Liu khuyén cdo la 10 mg 1
lan/ngay. Hodc 70 mg ubng 1 1an, 1 1an/tudn; néu quén ubng thi ubng bl ngay sédng ngay hém
sau khi nha; khong udng 2 liéu trong mot ngay. Tinh an toan va hiéu qua clha alendronat & nam
gi6i lodng xuong hodc G tré em chua dugc xac dinh.

- DE du phong lodng xudng & phu ni sau man kinh: Liéu khuy€n cdo 12 5 mg 1 1&n/ngay. Tinh an
toan cla diéu tri hodc du phong lodng xuong bang alendronat dung kéo dai trén 4 nam chua duge
nghién cliu; cdc nghién ciu kéo dai dang dugc tién hanh.

- D€ du phong va digu tri ledng xudng do dung corticosteroid: Li€u khuyén cdo 1a 5 mg 1
lan/ngay voi phu nii sau man kinh c6 dung liéu phap thay thé hormon; liéu 10 mg 1 lan/ngay voi
phu nii sau man kinh khong dung liéu phap thay thé hormon.

- DE didu tri bénh xuong Paget: Liéu alendronat thudng ding cho ngudi I6n 1&a 40 mg 1 I&n/ngay
trong 6 thang. Co thé diéu tri lai bénh xuong Paget bing alendronat cho nhiing ngudi bénh bi téi
phat qua danh gid sau diéu tri 6 thdng, dua vao su ting phosphatase kiém trong huy&t thanh
(mot chi s@ cén dinh ky xét nghiém).

- Nguoi cao tudi, nguoi suy than: Khong cin thiét phdi diéu chinh liéu cho ngudi cao tudi hodc cho
nhiing ngudi bi suy than tif nhe dén vira (do thanh thai creatinin tir 35 t6i 60 ml/phit). Khong
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cdo dung alendronat cho ngudi bi suy thdn ndng hon (d6 thanh thai creatinin < 35
ml/phat) do con thi€u kinh nghiém.

- Ngudi suy gan: Vi d4 c6 bang chlng la alendronat khéng chuyén héa hodc bai xuit vao mat, nén
khong cé nghién clu nao dugc tién hanh & ngudi bénh suy gan. Diéu chinh liu ding la khdéng
can thiét trong trudng hap nay.

CHONG CHI DINH:

- Qua man vdi bisphosphonat hodc véi bat ky thanh phin nao trong ché& phim.

- Di dang thuc quén (nhu hep hodc khéng gi&n tdm vi) lam cham thao sach thuc quan.

- Khang c6 kha ndng ding hodc ngdi thing trong it nhat 30 phat; ngudi ¢ nguy co sic khi udng.

- Mdc bénh 6 dutng tiéu hoa trén (khd nudt; bénh thuc quén; viém loét da day ta trang).

- Gidm calci huyét.

- Suy than nédng.

LUU Y - THAN TRONG:

- Pa co bdo cao vé cac bign co 6 thuc qudn, viem thuc quan, loét thuc quan, trot thyc quan, doi
khi kem chay mau, & nguoi bénh dang diéu trj bang alendronat. Trong mdt s trung hgp, nhiing
tai bi€n nay ndng, phai ndm vién. Vi vy, thdy thudc va bénh nhan phdi canh gidc truéc moi dau
hiBu hodc trigu ching bdo hidu phan Gng cla thuc quan (khd nubt, nudt dau hodc thdy bong rat
sau xuong (c); bénh nhdn cin bao ngay cho thdy thudc va ngling udng alendronat.

- Nguy co méc tai bign nang vé thyc quan gdp nhiéu hon & nhiing ngudi bénh ndm ngay sau khi
udng alendronat va/nodc khong nubt vién thudc véi mot coc nuéc ddy (180 — 240 ml) va/hodc
van ti€p tuc ubng alendronat sau khi da thdy nhiing triéu ching cla kich (ng thyc quan. Vi vay
viéc cung c&p nhiing chi ddn ddy di vé dung thuSc cho ngudi bénh hiéu dudc 1a rat quan trong.

- Vi alendronat c6 thé kich ing niém mac dudng tiéu hba trén va kha niang lam cho b&nh x4u di,
cén than trong khi ding alendronat 6 nguti b&nh c6 bénh ly dang hoat dong vé dudng tiéu hda
trén (vi du khé nubt, cac bénh thyc quan, viém da day, viém ta trang hodc loét).

- Phai diéu tri chig gidm calci huyét trutc khi bdt ddu diéu tri bdng alendronat. Ciing phéi diéu tri
mot cach hiéu qua cac roi loan khac vé chuyén hda vé co (vi du thiéu hut vitamin D).

- Phéi chi d&n ngudi b&nh bd sung calci va vitamin D, néu luong hang ngay trong khdu phin in
khong du.

Phu nif co thai:

Théng qua tac dung trén can bdng calci ndi mbi va chuyén hoa xuong, alendronat co thé gy tén

hai cho bao thai hodc cho tré méi sinh. DA thdy nhiing truong hop dé kho va tao xuong khong hoan

chinh trong nhitng nghién ctu trén dong vat. Khéong loai trir diéu d6 cling ¢ thé lign quan dén
ngudi, nén khdng dugc dung alendronat trong thoi ky mang thai.

Phu nii cho con bii:

Khéng biét alendronat c6 bai xudt vao stia me hay khéng. Vi nhifu thubc bai xudt vao stia me, cén

than trong khi dung alendronat cho phu nit dang trong thoi ky cho con ba.

Tdc déng cua thudc khi 1ai xe va vdn hanh mady mdc:

Khong c6 cdc nghién clu vé tac dong cla thudc lén kha ndng Idi xe va vdn hanh mdy méc da

dugc thuc hién. Tuy nhién, cic phan (ng bat lgi (nhu dau ddu, chong mat) co thé &nh hudng dén

kh& ning 14l xe hay van hanh may méc clia mét s& bénh nhan. -
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TAC DUNG KHONG MONG MUON:

- Rét thuong gdp (ADR > 1/10)
Cd xuong khdp: Dau xuong, co bap hodc khop, dbi khi bi dau nang.
- Thudng gap (1/100 < ADR < 1/10)
Hé than kinh: Pau ddu, chdng mat
Tai: Chong mat
Tigu hoa: Pau bung, kho tiéu, tdo bon, tiéu chay, day hai, Ioet thuc quan, nudt kho, day bung, o
chua.
Da va mo dudi da: Rung téc, ngua
Co xuang khép: Sung khap
Toan than: Suy nhuge, phi ngoai bién

- it gdp (1/1000 < ADR < 1/100)

Hé than kinh: Loan vi gidc

Mat: Viém mat (viém mang bd dao, viém clng mac, viém thugng cing mac)

Tiéu hoa: Bubn nén, ndn, viém da day, viém thuc quén, loét thuc quan, dai tién mau den

Da va md dudi da; Ban da, hdng ban

R6i loan chung: Céc tridu chiing thodng qua nhu mdt phan {ng pha cap tinh (dau nhic gén, kho

chiu va hi€m khi sét), thuding 1a khi khoi dau diéu tri.

Hiém gap (1/10000 < ADR < 1/1000)

Hé mién dich: C4c pnén (g qué min bao gbm may day va phll mach.

Chuyén hoa va dinh dudng: C6 triéu ching giam calci huyét, thuong lién quan v6i nguyén nhan

nén.

Tigu hdéa: Hep thuc quan, loét migng — hau, cac bénh Iy ¢ dudng tiéu hoa trén (thlng, loét, chay

mau).

Da va md dudi da: Ban véi su nhay cdm anh sang, cdc phan (ng trén da nghiém trong bao gém

hoi ching Stevens-Johnson va hoai tif bigu bl nhiém déc.

Co xuong khdp: Hoai t xuong ham, gdy xuong dudi mau chuyén khong dign hinh va gay than

xuong dui (phan (ng bat Igi nhdm bisphosphonat).

Théng bdo cho bac si nhifng tdc dung khéng mong mudn gap phai khi sif dung thuée.

TUGNG TAC THUOC:

- Estrogen: An toan va hiéu qua cla viéc s dung dong thoi lieu phap thay thé hormon va
alendronat cho phu nif sau man kinh chua dugc xdc dinh, vi vdy khuyén cdo khéng nén ding
dbng thoi.

- Sija, cdc chat b6 sung calci, magnesi hodc cdc thuéc chua nhom (chéng acid): C6 thé 1am gidm
hdp thu alendronat. Vi vay, ngudi bénh phai chd it nhat nita gid sau khi uéng alendronat méi ding
bt ky thudc nao khéc.

- Ranitidin tiém tinh mach 1am tang sinh kha& dung alendronat duong udng.

- Thudt khdng viém khéng steroid (NSAID). Dung ph&i hap véi alendronat co thé ting nguy co loét
da day, nén phai than trong khi phoi hop.

- S4t: Thudc ubng cd sdt lam giam hap thu alendronat.

- Khdng sinh aminoglycosid: Tdng nguy co giam calci huyét n&u dugc d[mg}dﬁng thoi.

W
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- Aspirin? Trong cac nghién cdu lam sang, ty 18 médc céc tac dung phu & dudng tiéu hoa trén tang
[8n & nhiing bénh nhan diéu tri dong thai vai liEu hang ngay cla alendronat natri I16n hon 10 mg
va céac thubc co chlia aspirin.

- Levothyroxin: Sinh kha dung cla alendronat giam nhe khi Osteotis 10 va levothyroxin dugc ding
dong thai 6 nhiing ngudi khoe manh.

QUA LIEU VA XU TRI:

- Triéu ching: Giam calci huy&t, gidm phosphat huy€t, va cdc phan (ng khdng mong mudn &
dudng tidu hoa trén nhu rdi loan tidu hoa ¢ da day, ¢ nong, viém thuc quan, viém hodc loét da
day c6 thé do udng qud liéu alendronat.

- XU trf: Khong c6 thong tin riéng biét vé diéu trj qua liéu alendronat. N&n cho diing siia va céc
chdt khang acid dé lién ket alendronat. Do nguy co kich (ng thuc qudn, khdng dudc gay ndn va
nguoi bénh van phai ngdi thdng ding. Thdm tach khdng co higu qua.

TRINH BAY:

Hop 3 vi x 10 vién nén bao phim.

Hop 10 vi x 10 vién nén bao phim.

BAD QUAN: G nhiét do dusi 30°C, noi kho rdo, trénh dnh sang.

HAN DUNG: 36 thang ké til ngdy san xudt. Khong dung thudc khi qua han st dung.

DE XA TAM TAY TRE EM.
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
KHONG DUNG QUA LIEU CHi BINH.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI.

Nha sdn xudt:
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