
3r,rrlu6c BAN THEo odN

roHt dNG oAtt s0or;ucrHU6c
Vi6n n6n bao phin

RISENATE
ThuS< niy(hi ding theo aldn thu6c

{,6 xa tdm taytra em
Oo( ki hudng din sffdung trdd( khi ding

Th6n9 beo ngay (ho bii< si hoic dud( si nhing tdc dung khong mong mudn

_ khi sidqng thud.

1. THANH PHAN coNG THfc rHUCic:
M6i vien n6n bao ph m chna:
Thdnh phdndndc.hdt:

tuong dddng Ac d a endronlc ................................ 70 mg
ThAnh phanfi dndc: Lactase monohydrat, {dlci phosphat dibdtic khan, siLcon diaxyd, noqnesi
steorat, natti stdrch qly.aidt, HPMC E6, titan dioxy.l. talc, PEG Saaa-

2. DANG BAo cHE:
Vlen n6n d: , bao ph m m:L ir:nq, mdi m;t co dAp logo , ', mit kla c6 dAp qa.h ngang

3.cHiolNH'
O du trl loanq x(onq s.u m;n klnh, l)m q im nguy.d gay xuonq .6t s6ng va cd xuong di .

4. cAcH DUNG - LtEu DUNG:
!,iCd!!s:
Ldu khuyan.;o l; I vien 70 mq x I :n/ tuan. Thdi g an dieu trl o;ng xudng t6 u! bing
bisphosphonat .hua duo. th et l;p. 5qr can thi6t .ua viec tlep tu. di6u tri nAn dudc dinh gl;
lai d nh ki dua trAn ld i.h v; nquy cd khi dnng ihudc trCn tJng bCnh nhan, nh:t ; sau 5 n;m
ho;c hdn 5 nam dnng thu6..
AiuslLdicbEl:

Trong thi ngh am im sbng khdng co sq khic biat .d lien qurn ddn tud t5. vA hl-;u qu: !;
an to;n .ira a endronat u vay kh6ng can phii hieu .hinh 6u d ngudi cao tud .

BAnh nhan suy thAh:
Kh6ng .:n h Eu chinh Au d b6nh nhen .6 d6 thanh thdi creatlnin : 35 mL/ phrt. Alendronat
khdng dudc khuyen c;o sil dung .ho b-;nh nhan suy th;n f;ng (d6 thanh thei .r€atinin
< 35 mL/ phtt) do cdn thi6u kinh nghl6m dnng thu6c trAn nhnnq b-;nh nhan n;y
Benh nhan suygdn:
u di .d b;ng .hdnq l; a endronrt kh6nq .huy6n hd. hoi. b; xuet v:o m;t, nen kh6nq .d
nghidn.fu neodudcti6n h)nhdngudi bCnhsuygan.Diauchinhli€udnngl: kh6ngcinthi6t
tiong trddng hop n;y.

Alendronatnatr kh6ngdudckhuyen.:osildungchotrdemdudilStudldo.huadithOnqtln
vA an toin v: h eu que tong trudnq hdp o:ng xudng dilE em.

eich dilDg:
Thu.j. dinq d(dnq u6ng.
DA dat d no. sn hdp thu alend ranat day di:
RISENATEc:ndudcu6ngitnhdt30phittrudckh dnngthn.;n,nUdcu.jnq,ho;cthuo.d;ulien
tonq nq;y.hi vdi nudc 15nq. Cic th(. u6nq khr. lbao g6m nudc kho:ng), thUc an vi m6t s6

thud. .d th! lim giim su hap thu cua . endronat.
Dd thhc di di xodng da day vd qiam nquy cd khdchlu/ td. dunq khdnq nanq nuin tdl.hd h

R SENATE.hi nef duo. u6ng v;o budi 5;ng vd m6t c6c nud. d:y (khonq it hon 200 nr I

Ndn nu6t nguyen v 6n, khdng nqhl6n hoa. nhai v 6n ho;. dd vi6n t.n ton! m efg !l .ir thi
gay lodt thuc qu;n.

- Khdng ndn nam cho ddn khi ;n bua ;n d3u t An tiong ngiy bna ;n n;y nin duo. an sau khl
udng thuo. it nh;t 30 phtt.
Kh6nq nen nim ilong it nhiit 30 phrlt sau khi u6ng thu6c.
Kh6nq ndn u6nq thu6c v,o lLt di nqi hoac trud. khi thnc dAy tronq nq:y

Trudc khi b;t diu dnng alendronat, phe di6u tr chfng giam cdlci huvat v: nhnng r6i oan

inh hudnq ddn .huyan hda chAt khoinq nhu thieu vltam n D, suy tuyen gi;p. C;. theo da

.a ci huy6i trong q!: trlnh d e! tr b:ng a endron.t
Nen dnng them thu. ph;m bd suns (d.a cl v; vjlam n D n6u.he db ;n khonq cunq .ap du
Hl-;u q!; trong dleu tr lo:ng rudng do qlu.ocortico d v;n chua duoc nqhian.iu RlSENATE

kh6.9 dlng tong did! tri o;ng xudng do gluco.orti.old.

s. cx6uc cxi ons'
M;n c:mvd aendronat,bisphosphonatho;cb;tcnthinhph:n naocnrthu.ic.
Di danq thu. qujn ho,. c;r ya! t6 khi. im cham th:o si.h thuc qu;n nh( hep hoac

khdnq gi;n tem vi.
Kh6ng the drng h.y ngd thang trong it nhit l0 ph[t, ngud c6 nguy cd sic kh] udng.
Ha calcl huyat.
M;c binh dudnq t au hoa trdn (khd nudt, benh thu( quan, vlem oit da d;y tii tI;ng)
Suy than ning.

6. cANH BaovATHANTRoNG KHt DUNGTHUdc,
Phan tng khdng manq nunn odudng tiqLt hbat4n
Alendron.t.6thag;y kh6.h uiaich6dn 6m ma(dudng tleu hdatr6n.V nguvcolim nang

th6m nhnng banh s;n c6,.;n than trong khl sudung a endronat d banh nhan d5 .d nhrnq
vin dd vd dddng tieu hoa tren, nhu kh6 nu6t, banh v6 thuc qu;n, vi6m 1o6t d? diy t; trang,

hoic .6 tlan si1 m;c banh vA dudnq ti6u h6a n;ng gan day (tonq vdng 1 nam) nhu loet d?

d;y, hoic chiy m;u dudng t au h6a, hoac ph;u thu:t 6ng tlCu hda tlen trirtao hlnh mdn vi

O bOnh nhan bi b6nh thuc quAn Bafret, nen c3n nh;. ld ich va nlluy cd cia a endronat tren

tinh trang cira tJng bAnh nh;n.
Phentngdthucquan(d6ikhinAngv)cennh;pvi€n),nhuvi6mthucquen oetthucquanv:
an mdn thd. quan, sau dd.d thd li hep thu. quan nhung hlem g;p, d; duoc b5o c;o d b6nh

nhan sndung alendronat.M the nCn chn i ddn bat crd;-u h eu ho;( tri'6u.htng nAo d;c tr(ng
cho phln nnq.dthdcodthu.quanv; n6nhudngd;n benh nh;n ngung sndqngalendronai

va d6n vlnq t;m y t6 ndu c6 ui6u chtng kh6 chiu d thuc qudn nhu khd nu6t, alau khi nudt
hoac d.u nc, g n6ng mdi/ ning hon.
Nguy co 16. phen ,n9 khbng monq mudn nAng d thuc quan ru;t hi6n.ao hdn d benh nhen
kh6ngthdqudungalendronatdnnqc:chv;/ho;cb6nhnhSntidptucdlduir vdiaendronat
saukh c6nhfngtreuchrnggdiykh6chiudthucquan.Canhildngd;ndeydicechsndqng
cho banh nhAn, v; dim b3o bCnh nhan d: h du. Nen th6ng b;o cho bCnh nhan l; khi kha,ng

thuc hl6n dnng hudng den sn dunq thi nguy cd bi nhrng v;n dd vd thu. quan s6 co thd ;m
tang nguy cd b dc van da vA thu. qu:n.
M;c dn kh6ng c6 sq g a t;ng nquy.d dudc quan s;tthay tr6n thu nqhlam lem s:ng, c6 nhnng
b6ociohem g;pb loetdad;yt;tI;ng,m6tv;itrudng hdpn;ngv,cdkdmbi6nchLing

Hoal til xuong h;m thlrdng len quan d6n nhd rang va/ hoac nh 6m tlnng tai ch6 (bao g6m
vlem tiy xudng), da duoc bio .;o d bcnh nhan sir dqng phiic dd di6u tr ung thu c6
bisphosphonat.hLl y6u dnng dudnq fiem tinh mach. Nh Au benh nhan cnng dud. h6a tri va

ding conlco*erold. Hoa lixudng h;m cing dudc bio c;o d banh nhen o:nq x(dng ding
blsphosphonat dudng u6nq.
C6c nguy co sau nan dud. cen nh6c kh d;nh gi; nguy cd bi hoai ti ruong h)m car. tUng
benh nhen:
06manhci.bsphosphonatl.aonh;t;acldzoedronl.),dudnqsirdunqv) l6utich ay.

Ung th( ho. 1r , xa ti, coil .onero d, thudc fc ch6 tang sinh mach, hat thu6..
Tl6n !n b6nh nha khoa, ve sinh r;ng ml6ng kem, banh nha .hu, .i. bi6n ph;p nha khoa
x:m an va rang gii kh6nq khdp.

NAn .:n nhic k dm tra nha khoa vi .d bi6n ph:p phdnq nqna nha khoa thich hdp tru6. khi
drau rr, bdno D .p_o'pr or.r duono uolq o benr nhdn -o unh t ang, hd t hod \'T..
I I d a | il o6-h, lanror lrdnrdu_oLd( bre-ohaprhaiho" 'rnl;, ";. ,olhe.Or qa_g

o, r1 -h" o -o",IL.-o^9hdr' I oieJ vorbrrohosohond' ohd- l-udt-hdlno.'o';
l"r'_a,q'"p_ t_\""nq "/.Obe'har."' o" "n-"llo,'," ot_o'JIr ro

viac ngnnq b sphosphonat .6 giem nguy cd hoai tn x(dnq h:m hay khdig. Nnn dinh qi;
;m s:ng vi dua ra k6 hoach d du ui cho tlnq banh nhan dda tren d;nh q i dl i.h/ nguy .o
.ia tJng ddi tuong.
lrong qui trlnh d 6u tr! vd blsphosphonat, t;t .a benh nh:n nan d(dc khuyen khi.h g J
!asnhr:nqmangt6t,kdmtranhakhoadinhklv)lh6nqbiob:t.ntrieuchungrangmiAng
n;o nhu r:nq lung lay, dau ho;c lung.
Hadi tuxldnq d 6ng tai ngadi
Oa co b:o c;o hoai tLlxuong 6nq tai ngoai khi sir dunq bl!phosphonat, (htl y6u I 6n quan den
d au tri d; nq:y vdi bisphosphonat Nguy.o cia hoai til xudng 6ng ta ngo;l bao g6m
iu dung lteroid vi h6a tri vi/ ho;c c;. ydu td nguy cd ta .h6 nhu nh 6m tring ho:. .6
vet thuong. Nen can nh;c nguy cd bi hoai ti xuong dng ta ngo; o benh nhen sn dung
b sphosphonat dang .6 .ic tr eu chrng d tai nhu dau ho5c th:y mi, ho;c nhiEnr tinq tai

Di .o b:o cio d.u xudng, khdp vi/ ho;. cd d banh nh:n dung bisphosphonat Nhing tiau
rhrngn;yhi6mkhln;nqv;/hoackh6ng )mmStkhan;ngv:nda,nq.Thdiglankhoiph;t
tieu.hLlng dad?nqtJl ng;ychod6nnhlauthing !au khi b:td;udi6uti.Heu hetbenhnh:n
qlam tr 6u chfng sau kh ngung thudc. M6t sd it.6 ir 6u chrng t;i ph;t khi stl dung ai

.nn9 m6t io?l thudc ho;c c.ic bisphosphonat kh;..
Gdy xndngdni khinq diAn hinh
Giy xudng dnl khdng d en hifh d th:n xuong d:l v: dudl mau chuydn d; dudc bjo .io khi
d 6u tr vd bi5pho5phon.t, .ha v6! d b-afh nh:n d 6u ir o:n! xudng trong thdi gian d:
Su ran xudng ngang hoic chEo ng:n .6 the x:y ra d bal ci- drem nAo do. rhco xuong dli
tn ngay phia dud ddt chuyan ddn nqay phia tren 16 c;u.5u ran x(dng niy xay ra sau m61

ch:n d6ng nhc ho:( kh6ng hA c6.han d6ng n;o vi m6t v; benh nhan cem ihey dau dui v;
h;ng,.6 k!m theo hlnh;nh gay xuonq, v; tuan d6n vai thing trud. kh q;y xudnq di
ho;n to;n Su gay xudng thudng xey ra d ha b6n, v:y n6n xudng diri ben cdn al n6n dudc
k dm tra o b6nh nh;r d €u 1r vdi blsphosphonat d; bi ran xuong diri. SU h6 phu. xudng g;y
kam clng d; dud. b,o cio. NAn cen nh;. ngung sar dung bisphosphonat tr6n b-Anh nhan
nghl ngd q:y :uong dli khdnq dien hlnh dua tren s( diinh gi; lgi ich v; nguy cd ti6n ting
b6nh nh:n.
Trongqu:tlnhdia!iri!d blsphosphof.tnenkhuyonb-;nhnh;nth6ngb;obitkitii6u.hfnq
d.u n:o o d! hong hoa. hing vi b;t ki benh nh:n n:o cd nhtng trieu .hnnq dau niy nan

dud. k em trr rii x(onq di

Co bio.:o rim gap trudng hdp phin inq da nghem trong bao q6m h6i chrng
Jte.F,' o 1 ,"'o, D;L b n' "r' do .

Quen liau
C6n hudng d;n banh nh;n ne! ho bo qu6n mdt 1 du R SENATE, ha nen udnq I viCn vJo
budi s;ng eau (h ho nhd ra, kh6nq nan udnq 2 v en cnng I ngiy,sau d6 t eptuc u6ng thudc

Suythnn
Alendronat khdnE duoc khLyen c;o cho b-;nh nhan bi 5uy th:n .6 dd thafh th;l creatinin
< 15 mL/ phdi.
Xndng vd.h0y.n hao khaAng
Ci. reuyen nh;n.u. o;ng iuong Iho.g phi] do su q ;m estogen !: tldi tic ndn dud.

Ha.a ci huydtnandudcd 6utritrudc kh khdid;udidu t vdi alendronat.C;c 16r loAninh hudng
ddn.huy6n hoa khoinq kh;. (nhU gi:m vitamin D v) giam hormon tuy6n.an qiSp) cnnq nen

dudcdAutrl.dbonhnh;ngipnhlngvanddtr6n,ndngdO.!. huyetthanhv:tre!.hnnq
h..alcl huy6tn6nduoctheoddltrongquitrlnhdeuir vdl R 5ENATE

Do hr du;q t;ng khoing xuong .ua alendronat, su hA calc v; pho5phat huvet ilranh .6 the
ray E, d;c bi6t l; o nhnB bCnh nh:n tn dung g u.o.od .o d, nhnng bcnh nhen n;v co th.i
bigiimh;pthucaci.Vand6niythudnqnhov;kh6ng.dtrl-;uchrng.Tuynhan c6nhnng
b;o c:o hi6m gAp tieu .hrng h? cal(i huy6t, nhnnq tudng hop n;y dO khi ning ve thudng
x:y r. d nhnng banh nh:n c6 nguy co (nhu gi;m hormon tuyen c;n giap, ha v tam n D va

qiim h;p th! calcl).
O;m bao ugnq calcl v; vtamin D dua v)o d;. biat qua. trqng d bAnh nh;n dung

Conh bdavathAn tonq lien quan hdndc
Thudc c6 chua lactose, b€nh nh;n bi r6i loan d truyAn hiep g,p va dung nap galaciole

chling thi6u hqt Lapp lactase hdc 16r oan hip ihu glucose-gala.toEe kh6nq n6n sir dung

T. sUDuNGTHUdccHo PHU NUc6THAlvacHocoN B0:
Phu nf(6thai:
Th6ng qua ti( dung trAn .an b:nq cal. ndi m6 vi chuydn h6a xuong, . endronat cd the
g;y tdn hai cho bio thai v; cho trA md s nh. D; thiy.6 nhnng trudng hgp de khd va

iao xuonq kh6ng hoan .hinh trong nhnng nghl6n cru trAn d6ng vat Kh6ng oa tru
d au d6 .anq c6 thd lian quan dAn ngud, nen kh6ng duo. dnng alendronat tronq thdi kv

mang thal.



Phunncho€on bn:
Ch;a ro alendronal/.h;t.huydn hda cia no c6 t 6t qua sna me hay kh6ng. Nguy .d.ho
ilesdsinh/bdem l; khdnq the loai trn. Kht,nq n6n dirnq al€ndronattronq khi cho.on bn.

Kha nSng sinh sin:
Blsphosphonat duo. gin v:o xudng, tir d6 thuarc duo. gl:i ph6ng t( tu trong vdng I n;m.
Luong bisph osphonat g;n v:o x(of g n gud ldn, v) vl th6, uonq bis phosph onat c6 dd I i:i p h6n g

ed la! vdnq tuan hoin (d th€i, li€n quan tru. t dp d6n liAu v: thdi gian sa, dung. Chua c6

th6ngtlnvanguyrotrentha nhidngudl.Tuynhi6n,.dnhnngnguycdgayhaichothalnhi
trdn i thuyet, chu y6u tr€n xudng, ndu ph! no manq tha sau kh ho;n th;nh did! tr vdi
bi!phosphonat.T;c d6ng cia nhidu yd! td nhuthdl qian qina thdi didm ngnng bisphotphonat
vithdiddmmangtha,loa blsphosphonrtqidung,vidudngdung{ti6mtinhma.hhayudng)
dAn nguycoven chuad!b. nghran.du

8. ANH HTJdNG coA rHUdc LEN xHA NANG LAr xE,vAN HANH MAY MOc:
RISENATE kha,ng giy anh hudng hoa.;nh h(ong kh6ng d,ng kd d6n khi ning l;i xe v:
ven h:nh m;y moc. Tuy nhian m6t s.j phin (ng khdng mong mu6n da elud. b;o .;o
(nhu nhfc dau, ch6ng ma0 .d the anh hudnq d6n khi n;ng li xe va ven h;nh m;y mo.
cLld mdt so bonh nhan. Dip (nq cua m6 .: nh;n vd BIsENATE rat da dang. Khuy€n c;o
b€nh fhan kh6ng non thu. h 6n nhnng cdng vi-.c nguy h16m, .dn kha nSng t:p trung c.o
cho d-;n kh x;c dinh duo. d:p fng vdi thudc

9. TIJdNG TAc, TUdNG fi Cli]A THUdC:
T(dng td(:
Ni! !dfg cnilq 1...;. thr. u6ng (bao qdm nud. kho:nql, thr.;n, ci..ha phim b6 sunq
cr . , .ic ant.c d v: m6t s6 th!6. dJng dudfg !.jng kh:c .o tho anh hddng den sd h;p thu
.ua alendronat. Do dd, b-;nh nhan phii chd it nhit l0 phit sa! khi udng alendronat trud. kh
udnq b;t ki thuoc n;o kh;c
Khdng c6tuonq tic khac cb i nghia lam sing. M6t s6 bdnh nMn tong cij.tht ngh em lem ing
tLl dung e*rogen (dudng ;m dao, dudl da hoa. dudng u6ngJ khi d.ng u6nq 3 endronat.
(h6ng th;y.d ludng ti. gina hai thu6c xAy ra khl dung ddng thd
Do v Ac sn dung NSAID .6 li6n quan den t;. dunq kich unq dudng ti0u hda, nin then trong
khi dnnq d6ng thd al€ndronat.
Ma.dJ.huacdnghiin.dutudngticthu6..ulhdduo.thuchCn,.:.nqhien.n! emsing
sn d!nq alendronat d6ng thd vdi m6t loat .ic thloc ihudng dud. ka don khdnq thiy cd

tuong td. b:t oi sen :m sang
Dd..o.. rpTl,, "ol Ln r" s -hrhod n9.Lddl6'n^1"rd.o.o 'oro.
S;trThu6cu6ngc6sat )mqimhSpthuaendronat.
Khilng sinhaminog ycosldi%ng nguy.dgiimcalc huyAtn€uduo.dnnqd6nqthd.
Aspirin:Trongtharnghi6mlems;ng,ti eti.dungkh6ngnrongmudnod(dnqti€uhdatren
ung d banh nhin dLlng ddng thdi a endlonat natr li€u - l0 mq h:ng nq:y v:.r. san ph;m

Tudng ky: Kh6ng ip dunq.

lo.TAc DUNG KHONG MoNG MUdN cl:,A THUdC:
Trong ci. ngh dn c(u ;m sang c;c phan nng.d ha do dJf g alendron.t thudng nhe v:
n6l .hung kh6ng .;n phAi ngiilrg thL 6. Ii la t:. dung khdng mong mudn tang d:nq kd

on!udidautrbafhxudn!P.!etvdili6u40mg,nq;y,.huyeul;t;(d!ngkhdngmongmudn
iren dudng ti6u h6a.
C;c t5. dunq kh6ng mong mu6n dudi d6y d(o. bio.;o trong c;ic nghi€n ciu lanr s:ng
vi/ ho;. s.u kh dua thud. ra thi trudng:
Rat thudnq g1p, ADR > 1/ lA
CdrudnqvAm6 l6n k6t:Oaucoxudng (xrrdng,.dhoi.khdp),d61 khi nang.
Thudng qop, 1 /1 0a.= /\DR. 1' 1 A

Then k nh Nhir. d;u..ho;ng vinq
Tai v: t. trongr Ch6ng m:t.
Tiau h6a: Dau b!nq, khd t au. ho bon, tleu cha, diy hd, tio nguoc.c d, vi6m lo6t thq. q!;n.
khi, nua,t, chudng bLnq.
Da v; c;. nr6 du6 da Rung td., ngra
Cdxudngv) md en ketr Sung kh6p.
To)n than: Suy nhdoc phn ngoa b Cn.

k gap,1,1.a]a < ADR .. tit0A
Than kinhi R6 oan vi g ic.
M;tiViam mit (vi6m manq b6 dao, vl6m mang.(nq,vi€m thudng.nng mac).

Ti6! hoai Budn n6n, n6n, vi6m da diy, viAm thd. quen,;n nrdn thuc quln, c6 mi! tong ph:n
Da v:.;i. m6 dddi da Ph;t ban. bdf do.
To;nthen:Tri-6u.hihgtho;ngqu.tonqgiaidoancaptinh.lladipnng(dau.o,khd.hu!i
trong trudnq hdp hiim : s6t), thudnq xiy ra khi b;t deu d du ili.
Hi6m q;p, I /l 0.000 < ADF < I rl 000
Ml6n d .h: Phin nng qu; mJn bao gdm nd mA day va phu mach.

Chuydnhdav:dnhdudnq:Tri6u.hrngha.al. huyet,thudngdnh0nqb6nhnh:n.dnguv.o
T iu h6ai H-"p thk q!;n, o6t hau hang, thnnq, lodt, ch:y m;u duong t au hda tr6n.
Ta va tai tongr Ao thinh q ;c.
M;t: R6i loan thi q i..
Dav:cicm6dud da:Ph;tbankamnhay.;m;nhs;nq,phannngdanghi6mtrongbaoq6'n
h6i chfn! Stevens lohnson vi hoai t( bidu bi nh 6m dd.
Co iudng vi nr6 licn k6t: foai ts xuong h;m, gay xuong dui khong d en hinh tren l6i ciu v:
dud ma-u .hLydn {tic dunq khdnq monq mudn .ua nhdm b sphosphon.t).
R.it hiAm qap, ADR <1/1a.00A
Tai vi td trong: Hoa tilxudng d 6ng t-i ngo)i {tic dunq kh6ng monq nrudn.L:la nh6m

Thodc cathd gdy n cdttu(dung khOng mong nu6n khdL KhuyAn cdo bAnh nhnn thinq bna cha

bdc ti neo gApphnlbdtkytd(dung khdng manq mu6n nhakhi ding thu6c.

1 1. OUA LIEU VA CACH XtJTRiI
Kh6ngc6thdngtlnriingb-;tv6diautiquiiauaendlonatGim.acihuyet.gimphosphat
huyat, vi.i. phin Unq kh6nq monq mudf d dudf g t eu hdn tr6n nhu rd onn tiEu h6a
d da d)y, o ndnq, liam thuc quan, vi6m ho;c lo6t da d:y .d the do ud.g qui iau
alendronat. Nen .ho dinq snd v; ci..hit khinq a( d dd llen kit alendronat Do nguy cd
kich ,ng thu. qudn, kh6ng nen g;y n6n v) b6nh nhin van phi nqd thing drng lh:m t;.h
kh6ng c6 h a! qud.

I2.DACTiNH DtJdC LUC HOC:
M6 ATC: M058404.
Nh6m duq( li: Ch;t ,. ch6 ti6! xuong.
Aendronai nati : m6t amlnobispholphonat tdng hop, m6t chat ddng d;ng cia
pyrophosphat,.6ti.dung dac hl6u f..h6tieu xudng. Khacvdi pyrophosphat nhung gi6ng

vdietidronatv;pamidronat,alendronatkhdngbic;cphosphatasethiyphan.c:.nqhlancfu
ti,;n inr sing cho th;y a endronal ti.h tu .hon lo. d cic vl tri tleu x(dng d.nq hoat d6ng

ndl mi alendronat Lic chd ,u hoat d6nq cua c6. hiry ca;t b;o Alendronat gln vao xUdng vi
c6 thdi gian b;n thai cudi.nnq kao dii tdi tren 1 0 nim;Tuy nhl6n alendronat van c6 hoat tinh
dud( li khi gin vao khung xudng. C:. nghien (nu l:m s:ng cho thiy diAu ti bing a endronat
c6 thd hm t:n9 ding kd khdi ludng xudng d xudng c6t s6nq, c6 xudng dir v: rnau (huydn.
Tronqc;cnghl6nc(u Ams;ngdphun(m;nk:nhti40 85tuo b o;ngxudng(duqcxicdinh
l: c6 kh6i udng xuong th6p, it nh6t l; 2 d6 l-;ch (hu;n dud trung binh cia thdi ki trdd.
m;nknh),di€utrib;nqalendronatl:msi;md:nskds6ens;yd6tsongsau3nimdingthu6c
M;t d6 chat khoing d xddnq t:ng 16 sau 3 thrng diau tr b;ng a endronat v; .dn ti6p tuc
tong su6t qui trinh ding thu6c.Tuy nhi6n sau I 2 n;m dl6u ti, n6u nging leu phip
a €ndronatthl kh6nq duytrl dudc sut;ng kh6l luong xudng.Diau dd chrngta, ph;i I en tuc
di6u tri h;ng n9:y mdi duy trl dudc h -;u qua chta b-;nh.

l3.oAcTiNH DUdc oONG Hoc:

Alendronat hip thu rttheodudng udng.H;pthu thudcqi;m bdithfc;n, bd] ciic ch5tchra ca c

hay.iic on ala hd. tri.
sinh kh3 dung bl gidm ;n udt xudng kho;ng 0,46d,i vi 0,390,6 kh dnng dlendronat I qid
ho;c nia gid trud. b(a s:ng chu;f. Tronq nghien cUu v€ b-;nh lo;nS xudnS, a endronat .d
tic dung kh dnng trudc kh dnng thir.;n hoic thrc u6ng d;u ti6n trong ngiy it nhat
30 phit.
sinh kh: d!nq l: kh6nq d;nq kd kh . endronat dudc dr)ng clng bna ;n, ho:. ddn 2 g d sa!
khianbnas;ngchu;n.Dnngaendronatchungvd c;pheho;cnudccamgiemsinhkhadung
d kho;nq 600i.
O aci tuong khae 

'nanh, 
prediison dudng !.;nq (20 mq x I lin/ ng;y trong 5 ng;yl

kh6ng 93y ra tu thay doi :m sanq .o i nghia n;o d6n 5 nh khe dung dudng u6ng cia
alendronat (tr!ng blnh t;ng trong khoang ti 20 449iJ

Nghian .d! trin .hudt cho thay alendronat phan bd tam thd d cic mb mdm sau khi ti6m
tinh ma.h I mg/ kq nhung sau di, nhanh ch6ng phan b6 lai d xudng hoSc b;i tidt qua
nudc t du. The ti.h phAn b6 trung blnh d trang th, dn dlnh, riCng d x(dng, it nhat i 28 L

d nqudl Ndnq dd.u. thu6c trcng huydt tudng 5au khl ding i6u dldu trl dudnq u6nq
qu; thip de ph:t h en (< 5 nq/ mL) r a gjn kdt protein huydt tudng ; khoeng 780,6 thud.

Thu6. khdnq tr rhuydn h6a.

5au khi ding iE! ddn alendronat drnh diu tCr'1, khoanq 5oon ddng vi ph6ng xa dudc thJi trn
qua nud. tia! tong vdnq 72 gidvi m6t rt hoa. khdng cd ddng vi ph6ng xa nao duqc tim thdy
ilongph:n.Sd!khit€mtinhm..h la!donl0mq,d6thanhth;idth:nciraalendronatl)

r. p ,do . 1r'i o,, -".1,o'9 .orqrd.40 r phl'Nd-gddrro g

huy6t tuonq qlim hdn 950. trong vang 6 g d !.u kh t!6m tinh m..h. Thdi qlan bin thai d
nqudi dudc du do.n l: hdn I 0 n;m, phdn :nh iug :l ph6nq alendronat tJx(dng. Alendronat
kh6ng duoc b:i tiOt thOng qun h-a thong v;n.huyen a.id ho;. b:se.Ua thin ar chu6t, v: do.16
alendronat natr dud. du do;n khdng :nh huonq din 5( thi trn cna .ic thu6. khi. qua
hA thdnq dd d nqudi
Dtoc da n g hac d binh hhan tuy iha n:
Nghidn (L?! t an l:m s;nq .ho th;y thu6. khdng duoc g;n vdi xdong b th: tru nhanh qu.
nud.tCu.Chuacobing.hfng\,6qldihanb;ohdaruaidongdud.timth;ysaukh sildunq
;p lai vdi li6u tl6m tinh ma.h tich lny l6n den 35 mg/ kg Ad6ng vet. M;c dn chua c6 th6n9 tin
:mring,r;tcoth€,nhildd0nqvat.sdilr:itri.Jaalendronatq!athens6r gidmdb6nhnh:n
suy th;n. Do dd, a.ndron.t.d ihi ti.h luy nh 6u hon d xuong o benh nhin suy gl:m
.hrc n;ng than.

l4.QUYcAcHo6NG66lr Hdp r !i \4 vi-;n

1 5. DIEU KICN BAo QUAN, HAN DUNG, TIEU cHUAN cHAT LUdNG CtjA IHU6C.

Oiau ki6n b6o quan: GiI thu6c tronq bio b] 96. cLla nha lan t!:t, d;y kin.

Od thudc nol kh6 rio, tr,nh iinh 5.inq. nhiet d6 kh6nq qui lo'C v: ngo; t:m vd rira trE em.

Han dnng: l6th;nq kdttl ng:y s;n xr:t.

Ti6u chua'n (hat ludng:TCCS.

15. NGAY XEM XET 5UA OdI, CAP NHAT LAI NOI DUNG HUdNG DAN 5U DUNG THU6C:
01 108/20r 9

@ l.',',.,'rru&,:*to{
s.in xudr tdtr CONG Ty cd pttAru oudc pHAM oATVt pH0 (DAVTPHARM)

L6 447A, Duong D1 7, Khu Cdng nghi6p My Phuoc l, Phuong Thdi Hda,

Thi xi Bdn Cit, Tinh Blnh Dudng, Vi6t Nam
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