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BONASOL ONCE WEEKLY 70MG ORAL SOLUTION

« Thudc niy chi diing theo dam thude
- Doc k huedmg ddn sit dung mmede khi ding.
- I xa vdm vay vé em.

THANH PHAN

MBi lidu dem 100 ml chira: ”

Hogt chiit: 70,0 mg alendronic acid (twomg duong véi 91,35 mg natri alendronat tribydrat).

Tid dargre: xanthan gum, patni cyclamat, sucralose, sunset yellow FCF, methy! patabydroxybenzoat, propy| parahydroxybenzoat, buong cam, nudx tinh khiét.

DANG BAO CHE
Dung dich ubng mau ving cam.

. s

Didu trj loling xwong & phy nir sau min kinh.
Alendronic acid ldm gidm nguy oo gly xuong ot sing hole xuomg hing.

LIEU LUQNG VA CACH DUNG
Litu

dung \
Lidu kbuyén cdo 14 mdt dom vi liéu 70 mg (100 mi) mit ln mi¢ tudn. Thin gian 15 wu ad didu tn lodng xuong blng bisphospbonat chua duge thidt lip. Nén
dinh gid lai dinh ky sy chn tidt cia vide didu trj 1ién e dua tén 1oi ieh vA nguy co tidm ting céa alendronic ackd trén timg bénh nhin, dic bidt 14 sau khi
ding thude 1ir S ndm tro lén.
Cheh disng
Dang cho dudmg
Bonasol Once Weekly 70 mg Oral Solution phii duge it nhit 30 phist treede kbi dn, ubng hode ding thube lin diu v chi dupc mrde
hc.ca:wdhmm&amw,Muﬂnuﬁmwummuwtmmmxw s ioe
Dé dea thuic xudng dg daiy dé ding nhdm lim gidm gy co gip cde tée dung phu hode kich ing thie qudn va tai chd
-mmmgmmmwﬁmumnﬂn&mmy-mwmumsopw.
-mnmmn;m»hsm.wumhmmmmduwawmm"wm._
* Phii udng todn b lidu don 100 ml vio lic moi ngis dly trong ngdy sau 86 udng it nhiit 30 ml sube los. C6 thé ulng thém nuwde loc.
* Kbing dugx udng Bonasol Once Weekly 70 mg Oral Solution tradxs khi 8 ngis hode dang nden trén giwtmg khi mdi thirc dby budi sing.

Bénh nhin cin bd sung calei vl vitamin D néu ché &5 in khiag ddy di. _
Sie duny; cho ngwdi cao tudi: Troag cic nghién cins 1im sang. khong co sy ko duét lién quan dén tubi v tinh hids qud vi an todn ciaalendronic ackd Do 8
kbbng cdn dicu chinh lidu cho ngudi cao twi.

Suy thin: Khimg cdn chinh lifu ¢ bénh nhin o6 tie 43 loc cdu thin (GFR) kim b3S mlphit. Khing ding alendronic acid cho shing bénh ahin ¢ chie
nlng thin suy gidm c6 GFR nbo bon 35 mlphit do chira @i 40 ligu nghién ciry
Tré em vd thanh thicu nién: Khuyén cho khing ding slendronic acid trén tré em

\
\

18 rubi do thidu & biéu aghién ciru vé tinh an todn vi hifu qud wén biah

CHONG CHI DJNH
* Dj dang thye quin vi céc yéu 1 khic din dén chim lim rdng thye quin nhu hepthm vi bode thm vi khing gidn.
» Khing 6 kha ndng dimg bode nghi it nhiit 30 phit.

Qué miin vén alendroaic acid hodc v6i bit ky th dupe nio clia thude.
Gidm calei huyée,

Binh nhin gip kb khiin trong vige nudt chét léng.

Bénh nhin o6 nguy co bj ske.

CANH BAO v._k THAN TRONG

Alendronic acid c6 thé gly kich img tai chd nidm mac duimg tidu e trén. Vi
alendronic acid cho nhig binh nhin dang c6 vin dé vé duimg tiéu hos trén. nher
diy (wrong vong mit ndm trude diy) mic cic binh tidu hoa nh lodt da diy-té irig
trén ngogi trir tao hinh mdn vi. Nhimg bénh nhin mic bénh Barren thye quin, béc § ki

tinh trang cua timg binh nhin
oh .ﬁﬁh),mmmmmmmﬁmﬁw@h

tilc o6 nguy co lim cho binh sl c8 9 nés xdu 8, ca thin trong khi chi dinh
rkho nudt, bénh thyrc quin, viém hojic loét da diy-té tring hojo o6 tida sir gin
dn xem xét Igi ich vA nguy co tidm dn ctia alendronat digs trén

D3 ¢6 bio cho vé nhimg phin img bit Igi & thye quin (46i khi nghiém trong v cin
hiém khi dlin 1 hep thire quin & nhitng bénk nhin sir dung alendronic acid. DO d6, bd¢ 8§ cin heu § voi blit ki dhu higu holc tridu chimg ndo béo hidu mdt
phan img thyc quin vé binh nhin nén tam ngimg sir dung alendronic acid vi dén gip béc 5§ ngay néu gip cic trigu chimg ciia kich éng thye quin nh kho
nwdt, dau khi nudt bodc dau sau xuromg G, ¢ ndng méi xult hién hojc ngly chng xdu di.

Nguy co phin img ¢ hai nghiém trong & thye quin cing lém néu bénh nhiin kbbog ubng alendronic acid ding cich vihode tiép tuc ding alendronic acid sau
mdmmmm9:&-:&5mmwwuy.m.cbdy@uﬁhmmmdmukmwdﬂ&d' iwz.dd:dﬂwll
rit quan trong. Bénh nhin oén dugs hudng dlin ring néu khang tuin thi cic chi din v cich ding thude, c6 thé gia ting nguy co gip cic vin & vé thye
Mkﬁmciﬁwwmmmwumww“ﬂdmdbmb&nﬂ(whlﬂ)ﬁh&h&yﬁumw

- -i_‘
Hogi tir xuong him, thusimg lién quan dén nbd ring vi/hoge nhidm khula tai e (bao gbm c viém tiy xuomg), d duge bio cso & nhig bénh nhin bj ung thy
dang didu trj biing bisphosphonat tiém duimg tinh mach. Nhiiku bénh nhin trony 56 46 cling dang sir dyng héa tri lifu va corticosteroid. Hogi tir xuong him
cling duos béo cdo & nhimg bénh nhin bj xuomg dang sir dyng bi duimg ubng.

Cic yéu 1 nguy co dudi diy nén dugc cin nhic khi ddah gid nguy co b bogi t§ xuong him trén timg béoh nhin:

* hiéu lye cda bispbosphonat (manh nhit 14 zoledronic acid), duimg ding, lidu tich Iy,
gmmlr;uu:mmm id, hit thudc 1§ £

* tign sir of ve riing. v{ sinh ring miéng kém, binh nha chu, thi thujt nha xdm lin vi i
Clin xem xét kiém e o

Trong khi diéu tri, nhimg bink nhin ndy cln trinh céc thi thudt nha khoa xim Ln. Voi nhimg bénh nhin bj hogi tf xwong him tién trién trong khi didu trj véi
bisphosphonat. phlu thujt aha khoa ¢6 thé lim tinh trgng ning thém. Viéi nhimg bénh nhin phdi lm cic this thudt nha khoa, kbéng co di liéu cho ring vide
ngimg didu trj voi bisphosphonat lim gidm nguy co bogs tir xuong him.

Din gid lim sing cua bic s dibu trj nén dinh hudmg phéc 88 didu tr cho mbi bénh nhin dya trén dénh gid loi ich/nguy co trén timg bénh nhin.

Trong khi diéu tri voi bisphosphonat, tit cd bnh nhin nén dige kbuyén khich duy tri v¢ sinh ring migng 1b, kiém tra ring mi¢ng thudng xuyén, vi bdo clo
bilt kj cdc trigu chimg & migng nhur ring lung lay, dau hofc sumg thy.

Hoai tit éng tai ngodi

Hoai tF d0e tai neodi duve bio cdo lidn ousn dis cde thke hinhrnh T T O R LR N L U R TR ) TR T (e SPRIUII S (IR S P R A l
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hluinplihogh:ﬂdmgmodvlhhmB&udecyhlﬂwwmeﬂmmm&nhkdnmmﬂunﬂhgmw

o -n‘ n cie trigu chimg & tai beo gdm viém tai man tinh.
Sammgemy S OAE m mm-:mwnmmmmum&mmwmm hidm

mamwmmmﬁmmmm xulbt hign tri¢u chimg ndy dao ddng tis mOt ngy 161 vii thing sau khi bit diu
didu tri. Phitn lém bénh nhin d3 gidm trigu chimg sau khi ngimg Mét s6 binh nhin by tdi phedt khi ding lpi v6i ciing thude db hode vai mdt

bisphosphonat khdc.

Gay xuomg diil khdng dién hinh
mymmdﬂvimumhmyénm;daima&mummwwa&«imwaﬂam.mmmhﬁm
n;?thxmmlnnwsmsuunﬂndumlmamrycummmmmwmdndmy&um trén phin
phinhrnc lcuLwgl\wun;rﬂyl.hu&mgsd)ummbl:h‘aM\n&ﬂckhﬁgcb:hh&mﬁm&u&b&nhnﬂnhmmhﬂ:mm

‘ _ &nﬂuéo chén &p, tis viki tuskn 1 vai ¢ mhmmﬁuhﬁm%mw%
" r m Mcmmua&ﬂq 43 bj gly mdt thiln xong dli. Gly xwong kho linh ¢
uucmmmmmmmbmammmwﬁwm&mwmmmm#mmwmm
bénh nhdn.
Trong théri gian diku trj véi bisphosphonat, cin diin bénh nhin phii bio cio ngly aéu gip bit k¥ tri¢u chimg dau dili, hdng hodic hing va bt ki bénh nhiin nio
b cic tridu chimg nhur vy nén duoc theo d5i gly xuong ddi khong hodn todn.

Phiin img da
mouodommm.&mmwdzummmmammm@wmmmuwamumm

Quén diing thuds
Cln din bénh nhin ndu quén khong ding mdt liku Bonasol Once Weekly 70 mg Oral Solution, thi phai udag md¢ lidu dom (100 mi) vio budi sing ngay sau khi
shé ra. Khdng duge ubng hai lidu trong cling mdt ngdy vi phili quay trd lai wlag mdt dom vi lidu mdi rudn vio ding ngiy di chon ban diu.

mmwwmmmmwmdammuhssm

Cln cin nhic céc nguyén nhin giy lodng xuong khéc ngodi thiéu byt oestrogen vi wdi,

Ha calci huyét phai duge didu chinh trede khi bit diu di mﬁmw%&mmmmwﬁmumma&mé.md&
khodng (nhw thiéu byt vitamin D vi suy tuyéa cin gidp). Véi nhimg béah loan nay, chn theo ddi ndng dd calci huyét thanh vi cic trigu chimg
ciia by calei huyét trong qué trinh didy trj véi alendronic acid.

mumumﬁmmmmmmman& 2 nén c6 thé xdy ra hién tuong gidm nhe vi khdng cb tri¢u chimg ndog 4§
uhﬂmmghﬁmmummmmmm vié ha calei méu ¢6 tridu chimg, 46 khi ning v thirdmg xult hién & nhimg
mam:omdncummy; chgllp.lhéuhntﬁtmmnDtem this caled). Vide bio dim 30 lugng calei v vitamin D hdp thu 14 dbe bigt quan

pil. euno,ms M{m).muusm.malnh.mmmznl&wuulmn&nhmwdw
mmmmmmmy&mmmawmmmmmm&mvépwmm
Bonasol Once Weekly 70 mg Oral Solution chira sunset yellow FCF (E110), methyl parahydroxybenzoat (E218) v propyl parahydroxybenzoat (E216) o6 thé
gily ra cic phan img dj img.

SUT DUNG THUOC CHO PHU NOU'CO THAI VA CHO CON BI

Khimang thai

Khéng duge sir dyng alendronat trong thiri ki mang thai do khdag c6 diy i dit lidu vé sir dung alendronat & phy nit mang thai. Céc nghién cina trén ding vit
cho thdy dde tinh trén sinh san khi sir dyng alendronic cho chudt troog khi mang thai 43 giy ra chimg 8¢ kho lidn quan dén by calei huyét.

Khi cho con bi

Khong rd liéu alendronat c6 bii tiét qua sta me hay khing. Nguy co ddi v 1ré <o sinh khong thé dugc logi tnir. Do d6, khdng sir dyng alendronic cho phy nit
dang cho con bi.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

Alendronic acid khing c6 hojc o6 dnh hudmg khing ding ké 1én khi ning 1i xc vé vin hinh my mbc. Tuy nhién, mt sb phin img c6 hai nhit djnh cia
mﬁmammmd«mamd&mmwmmmwmmmmmmmmmmmka
acid ¢b the khde nhau.

&“ﬁ;ﬂc bl o b udag (b b4 sung calci, thobc b beg khic

ciing lie, c6 thé thirc dn v <& nudc khodng), sin caled, acid, vi cic diing duimg sé cin tro
mmw\hmmﬁmn‘mwﬁm  alendronic acid o1 moi whng bt ky loai ndo khic.

Khdng c6 tuong tic véi thube khic c6 ¥ nghia lim sing duge dy bio tnnde, Mt nhds trong cde thr aghiém Lim sing sit dyng oestrogen (d3t im do,
thim thiu qua da, hojc uing) trong ki udng alendronic acid, khing o6 tie dung co hiji do sir dung ddag thoi hai thude ndy duge ghi nhin.

Vi siz dung NSAID c6 thé ghy dén kich tmg tidu boa, chn thin trong khi sir dyag két bop vii alendronat,

Mic dis e nghién cins tomg t dde biét chua dups thire hidn, trong céc nghién cins lim sing, alendronic acid dugc sir dung ddng thiri vai mdt loat cic thude
ké dom thdng thirimg vil khdng thdy biing chimg nio vé tuomg tic cb hgi trén lim sing.

TAC DUNG KHONG MONG MUON

Trong nghién ciru kéo ddi mdt ndm & phy ni sau min kinh bj lodng xwong, hd so vé tinh an todn

s alendronic acid dang vién nén ding mdt ln mdi tuln (0=519) vi alendronic acid 10 mg ding hing ngiy (n=370) néi chung 13 twong ty nhau.

Trong hai nghién ciu ko ddi ba ném o6 thidt ké gin nbur gidag bét nhau, & phy nit sau mén kinh (alendronic acid 10 mg: n=196; gid duge: n= 397), b so tink
an todn cia alendronic acid 10 mg ding hing agly vi gis dupe noi chung 1 twomg ty nhau,

Céic tic dung o6 hai sau duge cic nhk nghién cins bdo cio i 6 thé, ¢6 khi ning hoge chiic chiln ¢ 1ién quan dén thule néu chitng xult hign >1% trong cé bai
nhém didu tri trong nghién clu mdt ndm, hodc >1% s8 binh nhin didu tr bing alendronat 10 mg/ngiy vi ¢b ty 1¢ cao hon & nhom dénh nhin ding gid duoc

trong nghién cdru ba nim.

- p——————

Nghién cise | nim Nghién cira 3 ndm
Vién nén alendronic acid dimg | Alendronic acid 10 mg ding|  Alendronic acid 10 mg Gid deg
mgt nudn mét ldn (n=319) (%) |  hdng ngdy (n=370) (%) hang ngdy (n=196) (*4 (n=397) (%)
Tiéu hi : .
Dau byng 3,7 30 6,6 48
Chimg kho tiéu 27 22 36 35
Trio nguyc acid 1.9 24 20 43
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Budn ndn 1.9 24 3.6 4,0
Diy byng 1.0 1.4 10 08
Tio bon 0,8 16 31 1.8
Tiéu chiy 06 03 3 1.8
Khé nubt 04 05 1.0 09
Py hoi 04 16 26 03
Viém da diy 02 R 0.3 1.3
Loét dg diy 0.0 L1 0.0 0,0
Lokt thye quin 0.0 0.0 ( 15 0.0
[o—. A

Dau co xuomg khap 29 32 41 2.5
(dau xueng. co boje khip)

Chudt nin 02 1,1 0,0 1,0
Thda kank

Nhixe ddu 04 0,3 26 LS

Nhing tic dung kbdng mong mudn sau diy cing duge bio cdo trong cie thiz nghigm lim vi/hode sau khi thudc huu hinh trén thi madmg:

[Thudmg ghp (=1/100; < 1/10), it gdp (21/1.000; < 1/100), hiém gip (21/10.000; < 1/1,000), rit hidm gip ( < 1/10.000 bao gdm cic tnzimg hop cé bigt)]
Réi logn b mifn djch:

Hiém gip: phin img qui min beo gben may day v phis mach.

Rl logn chuyén héa va dinh duimg:

Hsém gip: gidm calci huydt c6 tridu chimg, thurdng c6 lién quan dén cic bénh co din§

Rl logn b{ thim kink

i
¥
l

Thuiomg gip: dau bung, khé tiéy, tho bén, tiéu chiy, diy hoi, loét thye quin®,

It gip: budn ndn, ndn, viém da diy, viém thye quin®, trot thye quin®, di dent.

Hi¢m glp: bep thye quin®, lodt migng-hiu®, PUBs duimg tidu hoa trén ( Jodt, chdy méu)§
Réi logn da v md dudd da:

Thuimg gip: rung toct, ngiat

t ghip: phit ban, 46 da.

Hi m;ﬂmmm-a‘ymwiummwammm&wms‘mhhmﬂmumumm;
R4 logn xwomg, md lién kit vi co xwong khip: 1
Rﬁmw:m:ummp(mwbm%Lﬁlﬁuﬁhnmgﬁ

Thuimg gip: sung khip + 8.
uihmwﬁmmg|amwmommm&hwwMwmwwmmﬁmmmmm -[
nhung ciing duge bio cio & nhimg bénh nhin didu trj lodng xwong. Chin dodh wag thr, béa trj, xp trj, corticosteroid vi vé sinh ring midng kém ciing duge col
14 céc yéu 18 nguy co; dau co xwong khdp nghidm trong. Gly xuong dudi md chuyén v thin xuong ddi khing didn hinh (phin g cd hai cia nhém thube
i o

Rit hidm gip: bogi tiz dng tai ngodi (phan img cia hyi cia abom thudc '

R&i logn chung va tai vi tri ditng thude:

Tharimg glp: suy shuget, phi ngogi bitnd 1. )

Hiﬁnﬂwm:ﬁum“ﬂnﬁhéphcblhh(hmmdhdﬂnmﬂkﬂcbﬂlhtﬁmﬂihkdudihﬂit

* Tha sudt gip trong che this nghiém Mm sing twong duong O shom ditng thude thi v ahdm ding gid dwoe.

* Xem phin Liéu ding vi cich ding: Cic truimg hop thin trong khi ding thude j

éﬁkmmmuymﬁnunmquucmkmmmmm&mmmwmmmmmmmmwmmm
quan.

B Ghi nhin tr chc béo cho sau khi thude hwa hanh,

QUA LIEU VA CACH XU TRI

Udng qua lidu cb thé gly gidm calci buydt, gidm phosphat buyét vi cic tic dung khéng mong mubn & dwimg tiéu hoa trén nhw dau da diy, ¢ nong, viém thyc
quin,' vidm hobc loét da diy. Khdng o6 sin thing tin vé didu tri qud ik vén alendronic acid. Sita hoje thudc khing acid o6 thé dwge sir dung ¢é trung hoa
alendronic acid. Do nguy co kich img thye quén, khang duoe ghy non vi bénh nhiin cin & tu thé hodn todn thing dimg.

Tich cye theo dbi dé o6 bign phip xir tri kip ths.

DUGC LIC HOC

Nhom dugc 1y: Thisbe didu trj céc binh vé xuomg. nhom bisphosphonat.

MAIATC: MOSE A4

ma&nmﬂ(mmwmmuwwmgﬁuwmﬁﬂwwmgumumm

Iiépdhwmxmtkqhihdmlihumtb;dlchinm“u tp trung tai che vi trl 06 sy théu xuong dang host ddng. Hogt déng cia cde 1é

zxm:‘i&wcb&.m;km'wmd&ﬂkludmﬂﬂnchwﬂhﬂhhym Troag thoi gian ding alendronat, xuong dugc to thinh
hegmg thuomg.

Hidu i v an toan trén lim sing

Diéu trf lodng xuomg saw man kink

Lodng xwomg dwpe dink nghia ld BMD (mit 46 khodng xwomg) cua cjt song hodc hong dwdi 2.8 &6 léck chudn so vai gi trj trung bink ciia nhom dén 56 tré
tudi kivoe manh hode bi gy xwong triete do. bhing phdn biét gié tri BMD.

Sy tuomg duong didu trj cila alendronic acid 70 mg mt lin mt twin (n-519) 0 véi alendronic acid 10 mg mdi ngly (n=370) dwge chimg minh trong mt
nghién cins da trung tim kéo dii mdt nim trén cde phy nil sau min kinh bj lodag xuong. Mirc ting trung binh so vl ban diu cis BMD cdt sdag thit lung s
mit nitm 14 $,196 (959 (1 4.8: €.4%0) romo nhdm ding 70 me mds n mdt nads v £.4% (099 O €10 £.89%) trone nhém dlng 10 me mdi nedv. Mire ting
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ndm L4 5. 1% (95% CL 4.8, $,4%) mmwmwﬁn‘-ss.ﬁcama;msm)mmm|o mdi ngiy. Mirc ting

mat mnhlhu" it :
L i 1.9 v 3,1% @ todn b xuzong hing twomg img & nhom diing 70 mg midt 1in mét tuln va 10 mg mdi ngiy.
| LIQG:; D ] ke vy K o ) o

Tic dyng ciia alendronic acid Ién khoi hromg xwong vi ty I gy xuong & phy it ssu min kinh di duge dénh gid trong hai nghién ciu higu qud ban ddu véi
thiét ké gidng hét nhau (n=994) ciing nhu trong “thir nghiém can thiép vé gily xwomg” (Fracture Intervention Trial (FIT: n6.459)).

Trong chc nghién ciry hidu qud ban dlu, mit 4O kbodng xuong (BMD) trung binh ting ¢ nhém diing alendroaic acid 10 mg/ngay so véi nhom ding gid duge
a0 ba ndem tuong (mg 1 $,8%; $,9% vi 7.8% & cdt sbng, cb xuong disi vi mbu Tong gih tri BMD 10dn bd co thé ciing ting ding ké. Gidm 48% trén 1y
13 bénh nhin ding alendronic ackd bj mdt hojc nhidu Iin giy xuong et séng (3,2%) so véi nhitng bénh nhin ding gid dugs (6,2%),

Kéo dii cde nghién cirg niy thém hai nim nita, BMD t3i et sng vi miu chuyén tiép tuc ting v BMD tai o xwong dii vi todn b co thé duge duy wi.
Frrho:i;:hlinﬂﬂucﬁudiddmvﬁﬁdwcﬁdmtln&uw’clridlimqiyﬁlqmﬁnﬁym;hiﬂmdh\imn'n&nﬂymwbﬁc
has nitm ticp theo): .
“FIT 1 ighién cdra kéo dii ba nim trén 2.027 bénh nhin da bi it nhilt mot lin gy xuong cdt sdng (do bi chén ép). Trong nghién ciru niy, alendronic acid
limgum-t?'..q}lémélgl)-xumgmbcﬁldﬁg(den&ouicndd?.%n\mI duge 15,0%). Hom nira, ty 1§ gy xuong gidm déng ké cb ¥ nghia thdag ké
(1,1% 50 voi 2,2%, gidm 51%). :

« FIT 2: Mt nghién cins kéo dii bdn ndm trén 4.432 bénh nhin c6 ki huymg xuemg thip nhimg khéri dlu khong bj gly xuong &t sdng. Trong nghida ciru
ndy, mdt sy khic bigt ding ké di duge ghi nhin trong cic phiin tich cia nhom plip s bi lodng xwong (37% din s todn chu teong dng voi dinh nghla trén cia
mmﬂwuﬂyxmm(mmﬂlﬂw\ﬁg“duot’ b, iam $6%) va ty 1§ mt ln gily xuomg oit song (2.9% so véi £,8%, gidm

%)
Cic phit hign vé két qud xét
Trong cac nghién ciru lim sing. ndng O calci va phosphat trong huyét thanh gidm nhe va thodng qua, khing c6 trigu chimg dwge quan sit & tuong img khodng
18% va 10% binh nhin ding alendomat 10mg/ngdy, so véi khodng 12% v 3% bnh nhin ding gid duge. Tuy nhida, ti I¢ béah nhin bj gidm ndng 4§ calci
huyét thanh <8,0 mg/dl (2,0 mmol/1) vi phosphat huyét thanh xudng 2,0 mg/dl (0,65 mmol/1) nrong ty & hai nhém.
Bénh mhi
Alendronat natri dugs nghién ciru & mt 36 hugng it bnh nhin didi 18 tdi by xgomg thiy tinh. Két qud khang diy dd 8¢ hd try cho vide sit dyng alendronat
natri & bénh nhin nhi bj xuomg thiy tinh.
W(:,;nomnoc
So vin lidu tham chifu dimg duimg tinh mach, sinh khi dyng binh duimg Wag cis alendronic acid & phy n 1 0,64% véi lidu trong khodng 5 - 70 mg

khi sir dyng sau mit dém khong in va hai gid trute bita séng Sinh khi dyig gidm tuong dmg con khodng 0,46% vi 0,39% khi alendronic acid duge
diing mdt gitr hodc nira gidr trube bita sing chudn. Trong cic nghién ciru loding xuomg, alendronic acid c6 higu qua khi ding it ahdt 30 phit trwde khi n hoge

ubng dhu tién trong

Sinh khd dung khing ding ké khi ubng alendronic acid cling he
lim gism kboang 60% sinh kha dung.
O nguti kbde manh, prednison ding duimg udng (20 mg ngiy 3 lin ding trong $ ngy) khdng lm thay 8bi co ¥ nghia lim sing vé sinh kha dung duing uing
mmad ic acid (tng trung binh tir 209 dén 44%),

Phdn

Céc nghidn ciru trén chudt cho thiy slendronic acid phin b tam théi trong céic md mém sau khi tiém tinh mach 1 mg/kg nhimg sau 46 thi phin bé nhanh chéng
vio xuong hofic ddo thii qua nudc tibu. Thé tich phin b trung binh & trang thdi dn djnh, trlr trong xwong, it nhit 14 28 lit & aguvi.

Néng a9 thudc trong nromg sau khi ding duémg ubng qud thip 8¢ o6 thé phit hidn qua phin tich (<5 ng/ml). Ty I lién két véi protein trong huyét nong
nguin khodng T8%.

Chuyén héa _
m&wmmhmwmmmowwmm

Sau khi tiém tinh mach mt lidu duy hdt [14C) alendronic acid, 507% ddog vi phong xg duge thii trir qua nude tidu trong 72 gidr vi rilt it hoje khdng
cb dbng vi phéng xa duoc bii tiét trong philn. Sau khi tiém finh mach lidu duy nhit 10 mg, 43 thanh thi coa alendronic cid & thin 1 71 ml/phit, 46 thanh thii
todn thitn khong virgt qué 200 mUphiit. Ndng 4§ thude trong huyét nrong gidm 95% trong vong 6 gid sau khi tiém finh mach. Thi gian bén thii cudi & ngudi
wirc tinh 13 hon 10 ném, phin dnh sy gidi phéng ciia alendronic acid ra kbai xiong.

Alendronic acid kbdng dugc dio thii qua che bé vin chuyén acid bode base & thin cia chult, v vi vily kbong dnh hudmg 11 sy dio thai ca cde thude khic
qua cic hé vin chuyén niy & nguin.

Ciic nghién ciru tién 1im sing chi ra ring thude khdng ling dong trong duge thii nhanh ching qua nirde tidu, Khing cé biing chimg cia sy bio hoa
hip thu trong xuong sau kivi dling dii nghy lidu tiém tinh mach tich 10y én 88835 mg/kg & ding vit. Mic di, chua cd thdag tin trén lim sing, c6 thé cling
$ong nha 0 dong v, sy tha U cua alemizon acid qua thia by giam ¢ ahdng mwﬂqmgmm&mﬂguﬂmwm
acid trong xuong s kom hon mdt chét & nhimg bénh nhin ndy, - '

QUY CACH BONG GOI
Hop 4 chai x 100 ml dung dich wdng.

BAO QUAN
Bdo quin & nhi¢t ) dwdi 30°C, trinh dnh sdng va tranh km.

HAN DUNG
24 thing ké rir ngly sin xult.

TIEU CHUAN CHAT LUQONG THUOC
Tiéu chuin co s,
NHA SAN XUAT:
Pinewoed Labaratories Limited
Ballymacarbey, Clonmel, Co. Tipperary, Ai-len.
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