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THANH PHAN: M8i vién chira:

Hoagt chét: Acid ibandronic (dudi dang natri ibandronate 168,75mg) 150mg
Téa dupe: Lactose monohydrate; GalhidalAnhydmus Silica, Crosean'nsliosa
natri, Cellulose vi finh the (102}, hypr
titan dioxide (E171), macrogol 6600,
DU'Q'CDONG HOC

Hép thu: Sau khi udng, Acid lbtndrumc dugc hdp thu nhanh & rudt non.
Néng d6 trong huyét trong téng tuyén tinh véi fidu dén 50 mg va tang

tuyén tinh véri liéu cao hom 50 mg. Thérl gian Acid ibandronic dat o di
trong huyét frong trong khoding Iy 0,5 va 2 giér (trung binh 1 giér), ubng lic

dél vasinh kha dyng tuyét aéi khodng 0,6%.
S&u&ng Sinh kha %\xgﬂ:ﬁ:ﬁa Acic:

M 8¢ hép thu thuéc gidm béi thirc &n va

ibandronic it nhat 60 phit trudre khi &n. Sinh khé dyng va mat d chat khoang

xurong déu gidm khi dn hodc udng trong vong 60 phit sau khi

Phén bé: Sau khi hip thu, Acid ibandronic nhanh

hodic bai tidt qua nudc iy, O ngusr, thé tich phéan bé

soq.va wdre tinh 40-50% ligu ding tach khéi vong nhoandébésungm

Protein két veri huyét tueng ngudi khodng 85-87% (duge m

in-vitro & nong af diéu tri) do 36 kha nang twong tac vdi cac thube

vida két hgpvéri huyét twang.

n;lm Knhéing cé vg&m chu-ng uhu théy Acid ibandronic durgrc chuyén

ngudi hodic dong

Thil trir: Mt phiin Acid ibandronic d.m: hép thu tach khéi véng tuln hoan

dé vao xuong (khodng 40-50% Gghl.[ nirméan kinh) va phan con lai dugc bai
gua than dudi dang khang n Acid ibandronic khdng dugc hdp dieu

bai tiét dudi dan khong ddi qua phan

Theri gian ban thal biéu kien quan sat

thiri gian ban huy thuémg khoang tir 10-72 glﬁ' Pha ani théri gian ban hay

thyc sy clia thube co kha néing kéo dai hon vé co ban khi so sanh vai cac

blaphosphot\a!khé-::sgukhiliamﬂnh mach hodc ubng ndng do
huyét twong giﬁm nhanh nhbng va dat 10% nong 4o dlnh twrorng G

Vﬁnga\!ésul& Tén agdbihan thai Acid. ic

frong

phy Nl man kfnh khoe msnh) bing khodng 6 thanh thai va
phu thudc vao 46 thanh thai crealinin. SI.I‘ khéc nhau gitra tbng d6 thanh thai
va d¢ thanh thai qua than cé thé phén anh sir hap thu thube.

Cactrong hep dac bigt:

Bénh nhan suy thén:

B4 thanh thai Acid ibandronic qua than & bénh nhan co mie db suy than
khac nhau phy thude tuyén tinh vao df thanh thai creatinin (Cler).

Khong can diéu chinh liéu trén bénh nhan suy than nhe va vira (dd thanh thai
creatinin tir 30mi/phit). Khdng ding Acid ibandronic & bénh nhan suy than
néng (39 thanh thai creatinin thép ham 30mphat).

Bénh nhén suy gan: Khing c6 d liéu duge déng hoc & bénh nhén suy gan
do gan khong ¢ vai trd trong chuyén héa thube. Acid ibandronic khéng
chuyén hed nhung duee thal trir qua than va vao xirong. Do d6 khong
didu chinh lidu & bénh nhan suy gan.

Nguweévi cao tudi: & ngudi cao tudi can luu yc:huc nang than gidm (xem phan
b&nh nhan suy than)

Tré em: Khong co dir figu vé viéc s dungAd@ihanerﬂ]c&h‘é em.

DUQC LUC HOC:

ng thudic.

rong, pha cuti

Acid ibandronic la mdt bisphosphonat higu lpc cao thugc nhoém *

hosphanatchlim nito, c6 the dung chon 19€ trén mo xwong va dac bigt irc
cl-?rhua! dong cla té ban huy xwong ma khong dnh hudng true tigp dén sy

hinh thanh xwong. Thude khdng can thi (lqué trinky phuc hbi Iébaohuy
bao. Acid ibandronic giop m:qt:w g xuwong thire
va giam ty & gay lgwm xuong da tang
cao trong thr ky ti &n kinl ﬁr phu rll.‘r sau minkinh J

CHI BINH:

Phong vé didu tri loding xuong & phy nir sau théd ky méan kinh e6 nguy co *

téng gay . Giam nguy cor gdy xwong citsdng da dugc xéc dinh, hiéu
qué trén gay g xuong dil chua duocthiétiap.

L:E:IJ LUONG ;A CACHSU'DUNG

Ligu lurgng: Lidu khuyén ding la mét vién nén bao phim 150mg méi thang. *
Nén chon mét ngay cb dlnhmmn;nag déubng

Ubng thudic vao buéaséng sau Id‘lingu ua (it msgfsuéng; va molglé'trud'c

khi an u bét
hodc mh&éghién?gb& sJ'r?g néo(ban m mmd}dﬁngduﬂr‘\ uudg g
Trong truérng herp quén ubng thudc, nén hwréng din bénh nhan udng mﬁt b

vién véo sang hom sau ngay khinhé ra, néu ther glan dén lugt u ng kéﬂ p>
7 ngay. Sau db, bénh nhan frd [ai ubng 1 vién/ thang vao ngay da

Néu con tir 1-7 ngdy nira 1a dén lwgt uéing tiép theo, nén dei d‘éﬂ Il.rv't K tigp
va ubng thude nhu thudmg 18,

Khéng nén diing 2 vién thubc trong vong 7 ngay.

Bénh nhén nén udng bd sung canxi val hodc vitamin D néu ché 46 &n hang *
ngay khéng cung cép do 2 chatnay.

Then gian t6i wu diéu tr lodng Xuromng bémmhosphonal chua duge thiét *
mfdiﬂ.lﬁnhkidaﬂhgﬂlalv dya trén Il fch va nguy co
bOnh dac biét mﬁnﬂmsudungtrﬁrbén

nguyén vién thubc véi mot ly nude day (180 — z»wmr)

on? khl nenn nhan dang ngdi hodc dimg & tu thé
g vong 1 gidr sau khi udng muéacnidut:?

Khong nén sir dyng mét sb loal nirdre khoéng co gd(}wnxlcau
Bénh nhan khéng nén nhai va ngam vién thufc vi €0 kha néng gay loét
miang, hauva hong.
Céc triréeng herp diic bigt
Bénh nhan suy than: Khang cAn thiét phai didu chinh
suy théin nhe va trun%brnh cé 45 thanh thai creatinin fir 30mifphit. Khang
diing Acid iba ndron[c bénh nhan co df thanh thal creatinin dudl 30mi/phat
do han ché di ligu vé 1Am sang,
Bénh nhan suy gan, ngwéd gia: Khdng cAn didu Ghinhhu

——— Tré em: Khong ding thudc cho tré em, Acid Ibandrunicchua dirgc nghién Phy

clru o tré em.
CHONG CHIDINH
aamm;; & thirc quan nhur hep hodc co thét thire quan gay chdm lam

Bgnh nhan khang cokha nang dirng hodc ngdi théngmnhém 60 phut
ng ¢ canxi huyét thip.

t".'.l_lugcmén cam v(rt Acid ibandronic ho#c bét cir Ih&)h phin ndo cia
thu
I..“Suy than (h& sb thanh thai creatinin durai 30 mi/ phut) i

TRONG
Roi loan tidu héa: mm oéthégayldch raicha
niém mac durdrng tiéu trén. \ﬂ gay kich (eng va |am Irém trong
thém nhirng bénh fiém &n, can th a?" trong khi diing Acid Ibandronic cho
nhirng bénh nhan dang c6 van dé vé dudng tigu héa trén (vi dy bénh
Barratl's thire quan, khd nuét, cdc bénh thyrc quan khac, viém da day, viem
hodcleét thire quan).

Déi véi cac tac dung phy nhu viém, loét va an mén thyc quan. da.co mit 6 trigy

p nghiém trong phai nhap vién, mat sé trwang ho 9ap bj
xudt huyg t hodic sau d6 ia hep/ thing thyc quan, 44 duoc béﬂ cao & nhirng
bénh nhan dugc didu tri véi thudc bisphosphonat gbuénq Nguy co tac
dyng phy nghiém trong & thiee quan hdu nhir can hon & nhing béinh nhan
khéing tusin thd cdc hurédng din dung thube val hodic nhiing ngudi tigp tuc
uding thudc bisphosphonat sau khi co triéu ching kich dmg thifc quan. Bénh
nhan nén dac bigtluu ¥ va tudn theo hudng dan sirdung thude.

Théng b#o cho bac s bt ky dAu hiéu hodc triéu chirng cho méy khd& nang
xdy ra tac dung phy & thirc quén, bénh nhan cin dt.vqc khuyén ngm
diing Acid Ibandronic va can dugc cham soc v & néu thdy kho nubt

dau, dau sau xwong rc hodc g nong hodc tinh trang ¢ ndng xAu di,

K ot il co

méng MOﬁgﬂnﬁnn m

dbivéri bénh nhan *

JOINTMENO
én nén bao phim

Trong khi céc thir nghiém Iam sang cé déi chirng khéng cho lhéy
winélds day t& triéng, cac bao cao sau khi dua thudc ra th

da xay ra loét da day 14 trang khi ung bisphosphonat, rn*l 56
nghiém trang va cé bién chimng.
VI thube khang viém khéng steroid (NSAIDs) va b
kich (g dudrng tigu hba, than trong khi diing dong theri 2 thu
Ha canxi huyﬁ Bénh nhan ha canxi huyét tién trién cin phai. dwcméu tri
tregre khi bat dau dung Acid ibandronic. Roi loan chuyén hod xwong va céc
khoding chit khac cing nén dugc disu tri higu qua, Cung cap day du lvgng
canxi va vitamin D rét guantrongchotétd bénh nhén,
Suy thén: Do han ché kinh nghigém lam sang, Acid ibandronic khéng dugc
khuyén mnc‘rbenh manonaomwmamndum 30mi/phit.
Hogi tirxweng ham:

tang nguy
g cho thy
truéng hop

t dbu gdy

%t e SRS e

bisphosphonat dudng truyén tinh mach. Ba hﬂngbénh nhan nay dang
va dung corticosteroid. Hoal I xwong ham clng d4 dugc béu
céo & mét st bénh nhan lodng wcmg ding bisphosphonat dudng udng.
ahgmtravaphén (ra nha khoa ichl‘wpcéﬂdwcmmxétmml
U irj véri thudc b at & bénh nhain co yéu 16 nguy cor ddng thixl (vi
di ung thw, héa tri, xa tri, corticosteroid, vé sinh rang migng kém).
Trong khi diéu trj, bénh nhan nén tranh cacxam 14n nha khoa néu co thé. DOl
viri bénh nhan I:li i tr xromg ham khi didu trj bdng bisphosphonat, phau
thuét nha khoa co thé 1am trAm trong thém tinh trang nay. £4i véi bénh nhan
bét budc phai oomu thuat nha khoa, chura 6. dir liéu macngungméum
tnsphosphunal ¢4 lam gidm nguy co hoal W xwong ham hay khéng. Bac si
tri nén l.rdmgdén vékéhoamchémsécb&nhnnandua trén dénh gia

leri fchi nguy co clang
ﬂlbg: hinh: Gay mau chu dii (subtro-

Gay xuong Gﬁlkhﬁn
chamaﬂn)vaangdh dai (aphyseal) khong dién hin dﬂduvcbéoaéoldi
diing bi onat, nthg nh nhan dugc didu tri bénh loan
o T S A

xirong 14u dai, Gay ngang
clr noti ndo d thauxuangdumduﬂ u chuyén nhd (lesser trochanter)

Waﬁ dén trén 1] cau (supracondylar). Cac truding ho’p gay xuong thudng xay ra

g: :;hll J-T;g" ﬁ’;l.l"ﬂn nhe h:g; kl;og%nh ch dgc\tmng mdt 56 bénh nhan
i c han hin trung do nut xwrong
(stress fmcmm].qﬁ' vai tulin dén vai Ihil?gi: khi :u.ru'nu dui hoan
hcf.n Gay xuang thubnp xay ra i hal bén; ﬂnin mira. duil bén
ddi dién &nh&ngbénhnh&nﬂangd’ gay.
xwong dii. Gay xwong kha lanh cing aa dum: bao Gén ung dieu trj

bisphosphonat & bénh nhan nghi nger gy xwong dii khong hinh can

dﬁc can nhéc, dya trén danh gié Igi ich nguy cor ctia thude trén tirng bénh
nnan

Trong qué trinh diéu tri bisphosphonat, bénh nhan nén béo céo bt ky con
dau nao & dli, héng hodic héng va bat ky bénh nhan nao co cac triéu ching
trén phﬂi dl.rw:. danh gia vé kha nang gay xuang dii

hoan toan.
se: Bénh nhan co vén dé vé khéng dung nap
galam“duduru h|6m , thiéu hut lactase hodc kém hap thu glucose
app -galactose khdng nﬂn tng thubc nay.
TUUNG TAC THUOC: béo cho bac T néu benh nhan dang st dung

Th{hg
bét ky thude nao ké ca thube khbng ké don, dac biét la:
Thue bd cé chira canxi, magnesi, &t va nhom vi cb thé anh hudng
dén tac dyng clia Acid ibandronic
Aspirin hodéic cac thubc khang viém khéng s{srnid (NSAIDs)
ibuprofen, diclofenac natri hay naproxen) c6 thé gay kich tmg d ug
va rudt. Cac thude nhém bisphasphonat (nhu Acid ibahdmmn} cing
thé gay kich L?ng:a day rujt, Da d6 nén than trol nmi d{ug thai
JOI u va khang viém khdng steroids gian udn

- St khi uéng Acid ibandronic, nén doi 1 gitr sau MM
cac thubc khac ké cé thude trj khé tiéu, bé sung canxi va vitamin.
Khong ding thubc véi thire an vl lam giam hidu qua cla thube. Chi
wocdiing nirécloc, khdng ding cécloal nuéc khac ké cd sira.
TAC DuNG PHY i
Théng bao cho nhan vién a ch tac dyung phynghiém trong
sau day, bénh nhan co théynénngézmwé&hé kr.y:ﬁ o %
Phét ban, ngira, phi mat, moi, luéi va hong kém kho thé. C6 thé do
phén Gng dj img thude.
Bau ndng & ngire, dau dir ddl sau khi &n hoéc udng, budn ndn nghiém
s i ksl
c triéu chimn, nhu cum néu c i ndo
chiuiva kéo GAlhon hal SRR il

Bau hodc I mi harn
i mgtn (grféu kéo dai)

Blau va viém
«  Pau mérixéyra.yéu khﬁchiuﬂ'd'l]l héng hodc hang. Day cd thé la
déu higu sém nirt gély bat thuémg & xwong dui
Phan (g dj irng nghiém trong co kha nang de dga tinh mang
Céc téc dyng phu khéc:
Thudngk%a&(éﬂﬂh huémg it hom :3!10} BPau d4u, dau co hodc 1 cing
co, dau au lwng, tAng huyat ap, ¢ no dau da , frao ngurgre
ﬂfy- cquan g kho tidu, ' néin, ti ng yho’gay ngphlﬂ
(rng gibng nhur com (i msﬁl ‘Tun va rung minh, cédm
Fm kho chiu, met madi, dau nhirc xwong, dau corva khérp).
Qépt{g‘lgﬂhug;tggawhr‘; i‘IHOO} hen suy&n, budn ngt, dau lung, yéu
9 Y
Hi&rn (anh hudmg it hon 1/1000): phan (ng qua mén, phi mét, moi va
mng phat ban, ngira, viém 14 trang gay dau da day, dau hodc viém

RAt hiém (anh hurdng it hon 1/10000): Sdc phén vé, hoal It xwrong
ham, hoi chirng Steven Johnson. ..

Thﬁn? bao cho bac s§ cac the dung khﬁng mona mubn gap phai khi st dung

PHUY N CO THAIVA CHO CON BU

nir 66 thai: Khong co cac dir ligu twong tng vé vige st dyng Acid
ibandronic & phy N mang thai. Nghign ciru & chudt cho thdy mot sb dbc tinh
trén sinh sén. Nguy co tiém &n cho ngudi chira dugc biét. Do 86, khdng nén
dng thudc eho phig ntr cd thai.

Phy ntr cho con bi: Chua duroe biét Acid ibandronic cé bai tidt vao sira me
hay khong. Nghién ciru trén mmmomnbodwh&ycésl.rmﬂihlﬁnhdd
ibandronic nbng dé thép trong stra sau khi tigm thudc vao tinh mach: Khon:

diing thubc & phy nir dang cho con ba

ANHHUONG DEN KHA NANG LAI XE & VAN HANH MAY MOC TAU XE:
Thubc cé thé gay dau diu, chéng mat, bun ngd, dau hodc viém mat...Cn
thén trong khi li xe va van hanh may méc lrong thaigian di ng thube,

QuA LIEU: :
Khéing cé thang tin e thé veé vigc didu tri qué liu Acid Ibandronic.

Tuy nhién, dua trén kién thire coa nhom hep chét nay, qué Iiéu cb uwa dn

146 ding phy & 8o i hoa lrn (1hu dau Bung o, kho e, viém
lfwu&quén viém de y, hodc loét) hodic ha canxd h Nén ding sira
Kt horp vér Ak Ibandronic m d6c va

dwng phi khac, Do nguy cor k
khéing nén gay nén va bénh nhan nén duy tri tu thé thing
TRINH BAY: Hop 1vix 1 vién nén hoachop 1 vixavlénnén
BAOQUAN: B&uu?auén :-énmémadumao; = o
HAN DUNG: 36 than i sdn xuat, khdng ding thu ué han
du:gcTEUCHUAN Nha sénr;uugl 4 : 3
Thube ndy chi ding theo don bac si. Dot ky hudng ddn st dyng trude khi
ding. Néu cAn thém théng tin, xin hdl y kién béc sThodc duwre si.

Déxnhlm tay tré em.

NHA SAN qu‘l'“ LABORATORIOS LICONSAS.A. -
Bia chi: Avda. Miralcampo, N° 7, Pol. Ind. Miral
Henares (Guadalajara), Tay Ban Nha.
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