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THANH PHAN
Mdi vién nén chi:
Hogt chit: Acid Alendronic.............ooonneenes 70 mg (dudni dang Alendronat natrn trihydrat)
Colecaleiferol ..........cococveeee . 2800 TU

Tadwee: Avicel M 200, Lactose khan, Natr croscarmellose, Magnesi stearat, Silicon dioxyd
viradi | vién.

DUQCLUC
Alendronat natri . p
Trong cic nghién cin trén ddng viit, alendronat 14 mét bisphosphonat duge gin chi yeu vio
cde O tidu xuong, djc bigt 1a dudd ede hiy 0t bio, ire ché hogt ddng eia hily ¢6t bio ma khing
cb the dyng trgpe tiép 1én qud trinh tao xuwong. Qué trinh tiéu xwomg vi tao xwong ludn song
hanh w&i nhau, nén mdic di qui trinh tao xwong bj gidm nhumg vii vide sir dyung alendronat thi
qui trinh tiéu xueng 52 chim hon din dén ting ding keé khoi hugng xeong. Khi tiép xie véi
alendronat, xuomg binh thudmg s& diy alendronat vio chit nén, & db ching khéng cd hopt
tinh duge 1. _ .

- Phy nif sau min kinh udng hing ngiy alendronat v cic liéu khic nhau t3o ra nhimg bien doi
hdéa sinh chimg b cd sy (re ché tiéu xuong thy thue litw, bao gom gidm calei nifu va cée chit
chi thi vé phin gidi colagen xuomg I.r?ngnuﬁcliéu. R,

- Alendronat 1am kim hdim sy tién trién cia loding xweng khong ké tudi tde, chiing e, 16c 4
ludin chuyén co sér clia xwong, chirc nding thiin va khi sir dyng ciing véi céc thude ihing
thidmg khiic.

Colecalciferol ; ”

- Colecaleiferol { vitamin D3 ) cd nguon goc tir thire dn hodic duge 1o ra & da do chuyén hoa
quang hda tir 7-dehydrocholesterol sang tien vitamin D3 béng anh sing cwe tim hoje 1
thudc, Tiép 46 13 ddng phan tir héa khéng qua enzym sang vitamin D3. Khi phoi nfing khéng
&, thi vitamin D3 52 |4 chit dinh duimg thiét yéu. Vitamin D3 & da v vitamin D3 tir ngudn
dinh duidmg (hip thu vio vi thé dudmg chiip) s& chuyén héa thinh 25-hydroxyvitamin D3 &
gan. Viéc chuyén ddi thinh hormon 1,25-dihydroxyvitamin D3 (calcitriol) ¢ hogt tinh huy
déng calci & thin duge kich thich bir cd hormon cfin gidp vt sir ha phosphat-huyvée. Tac dung
chinh cia 1,25 dikydroxyvitamin D3 13 gitp lam ting hip thu qua rejt cia ca calei vi
phosphat, dng thén didu hoa ndng 4§ calci rong huyét thanh, sy dao thai calei vi phosphat &
thidini, S48 L0 XU va théu XUomig.

DUGC PONG HOC
Alendronar marri

- Hipthu: Sinh kha dyng dudmg u:‘!h:g cia alendronat & nir 14 0,64% twomg dwong trén nam gidn
(0,6%), v lidu trong khodng 5-T0 mg khi sir dyng sau 1 dém khéng an va 2 giér trrdc bira
siing chudn, khi alendronat duge ding mit gidr hofic nida gidr tnode bifa séng chudn thi sinh
kha dyng s giam twomg dwong (khodng 40%). Nhr vily, alendronat ¢é higu lye khi uding it
nhéit nira gidr trudc bita &ndiu tién trong ngly.

Udng alendronat cling ci phé hodic nuéde cam s lam gidm khodng 60% sinh khi dyng cta
alendronat,

- Phin bd: Nghién cira trén chudt cing cho thiy alendronat phan b0 tam thiri vao cic mé mém
sau khi tiém tinh mgch | mg/kg, nhumg sau d6 phin b lai nhanh chdng vio xuomg hodc dio
thii qua mrde tiéu, Thé tich phin bé & trang thii vimg bén trung binh, ngogi trir xuong, t6i
thiéu 14 28 lit & nguii. Alendronat gin vén protein huyét frong & nguii khoang 78%.

- Chuyén hba: Chiacb biing chimg 1 alendronat duge chuyén hia & 8dng vilt hode ngudi,

= Thai trir: & thanh thii cia alendronat & thin 13 71 mlphdt vi todn thiin khdng vt quad 200
mlphit. Alendronat khdng dio thdai qua cic hé vin -:hu‘:.fén acid hofic bazo & thin cia chujt
chng, vi vily khing thily c6 s teong tde voi sy bii tiét cia nhimg thube khic qua hé vin
chuyén ndy & nguii. Cc nghién cin tién 1im sing cho thiy thudc khing ling dong & xuomg,
mi duge bii xudt nhanh chong vao nuwde ticu,

Khdng ¢6 thong tin lim sing nhumg b the & bénh nhin suy thin sy tich Iy alendronat trong
xwomg hai cao (xin xem phin liéu lugng vi cach ding).
Colecalciferol (vitamin D) )

- Chc witamin D duge hﬁp thu tét qua duémg tiéu hoa, trong 46 vitamin D, cb thé duwge Hp thu
tt hom tir rudt non. Phén chinh xéc & rudt hip thu nhidu vitamin D thy thude vio mdi tneimg
mi vitamin D duge hoa tan. Mit ciin thiét cho hiip thu vitamin D & rudt. Vi vitamin D tan
trong lipid nén duge tip trung trong vi thé dudmg chip, vi duge hip thu theo b bach huyét;
xap xi 80% lhogng vitamin D dimg theo dudmg uong dwge hip thu theo co che nay. Vitamin D
vi cdc chit chuyeén héa ciia nd luin chuyén trong méu lién két vii alpha globulin d3c hiéu.
Thixi gian ban thii trong huyét twong eda vitamin D 14 19 - 25 gidr, nhumg thube dwge lru gilr
thirn gian dii trong cic md md.

Cnlmlcifcyﬂl duoe hydroxyl héa & gan tpo thanh 25 - h:rdﬂ:-:m;-w_h:::alﬁl‘ml nrong mg.
Chat ndy tiep tpe duge hydroxyl hba & thin dé tao thanh chat chuyén hba hoat dong 1,25 -

- Colecalciferol phin b& nhanh, hiu hét vic pan, tpi 46 chuyén hia dé cho 25-
hydroxycolecalciferol 1i dang tich 1y chinh.

Colecalciferol vi cée chit chuyén hoa cla nd duge bii xuit chit yéu qua mdt vi phin, chi co
méjt Iwromg b xufit hidn trong nudre tidu, Mt vii logi vitamin D c6 thé duge tiét vio sira.

- Thii gian bén thii 19 - 48 gid,

CHIDINH .

- Ditutn loding xwong & phy nif loding xwong sau min kinh 4& phong ngimg.i:}'xucrng,h.mgém
gd :uunghﬂlngvﬁnum‘tgsﬁng{g_ﬁy:umgnéncﬁlﬂﬁng}ﬁdﬁmbm:ﬁ‘gil.'q:dﬁ vitamin D

- Dicutn lodng x ¢rnam gidi 3€ ngin ngita giy xwong vi dé giip dim bdo i vitamin D,

LIEU LUQNG VA CACH DUNG
Cich ding:

Ubng nguyén vién thudc it nhdt 30 phit trnde khi &n, udng hode ding thude Lin diu trong
E}rv{n’ e thurdmg. E

nhanh ching dua thudc xubng da day, gidm tiém ning kich (mg tai chd va thye quan:
+ Nénudng thude véi 1 che mede ddy vio loc méd nga djy trong ngy.
+ Khéng dwgc ndm it nhit 30 phit sau khi uing thude cho ti sau khi &n 1in diu trong ngdy.
+ Khéng duge nhai hay dé vién thudc tan din trong miéng.
+ Khong ubng thube trude khi di ngi holc cdn nim trén givdmg khi mdi thire djy rong nghy.
Liéu lwgng:
Lidu khuyén cho: mdi linudng 1 vién 70mg/ 2.8001U, mé1 lin duy nhit trong tuln.

- Tréem: thude khdng ding cho tré em vi chura duge nghién cir.

- Nguini cao tudi: khong cin phai chinh lidu cho nguéi cao tudi hoje nguii suy thin tir nhe dén
vira phii (&6 thanh loc creatinin tir 35 - 60 ml/phat), khing khu:,'f:n cao ding AronatBoston
Plus cho 1 suy thign ning.

CHONG CHI DJNH
Miin cim v bét ki thinh phin ndo cia thu_é-n.

- Céc dj thudmg nhir hep hodic mit tinh din hoi ciia thye quan din dén chijim lam rbng thye quan
Khdng co khi ning dimg hofic ngdi thiing it nhdt 30 phit

- Gidm calei méu hodic nhiém déc vitamin D.

THAN TRONG
Alendronat narri

- Ciin cinh gidc vdi bit ky déin higu hojc triéu chimg ndo béo hi¢u vé phan img thye quén vi
ciin ngimg udng thude, néu thily kb nudt, nuft dau, dau sau xumg i, ¢ ndng mdi xuit hidn
hodic ngiy mt xiu di. B c6 bdo cdo vé nhimg phin img c hai & thyee quin, nhir viém thye

quin, loét thyrc quin vi trgt thye quin, hiém khi dén 101 hep hojic thing thye quén & nguin
bénh dicu trj bing alendronat. :

- Thiin trong vdi ngun c6 viin 8¢ vé dunimg tiéu hoa trén nhar: khé nudt, ob cde bénh thyre quin,
viém hodic loét da ddy, 1 trdng vi thudc o6 the gly kich img nigm mac duimg tiéu hoa trén vi
lim bénh sin od xiu di. >

- Ngudi nhd ring vd/ hodc nhifm khulin tai chd liu khéi di gip (tuy hiém) khi ding
bisphosphonat duimg ubng c6 thé giy hogi tr xuomg him khutrd.

- Néu quén khing ding mit lidu AronatBoston Plus logi mdt tudn mdt lin, thi phai udng 1 vién
vio budi sing ngay sau khi phat hi¢n ra. Khing duge udng hai vién Va0 trong cing mdt ngay,
ik tr Lgd wing moi nuin mdt vién duy nhit vao ding ngay trong nein nhu lich dd chon ban

.

- Khong diing thade cho ngudr bénh suy thin nfing c6 d thanh thii creatinin < 35 mL/phit.

- Ciin céin nhic cic nguyén nhin giy lodng xuong khic ngodi thiéu hyt estrogen, tudi cao va sir
dyng glucocorticoid. g -

Phii diéu trj tinh trang gidm calei huyét va céc roi logn chuyén hda céc khoéng chiit khic
trurdec khi dicu try bang alendronat.
Colecalciferol : :

- Ngudi bénhkﬁnbﬁpﬂ!uﬁc&lhi khéng hip thy ddy & vitamin D3,

- Vitamin D3 ¢6 the lim gia thng mire 46 ting calei huyét vivhodc ting calei nigu khi ditng cho
ngudni mac cic binh cb lién quan tdi sy ting qui mire calcitriol ma khéng die hia duge (vi
dy: binh bach ciu, u lympho bio, bénh sarcoid). Vi nhimg ngwin bénh nay cin phai theo déi
nong 4§ calci tmn%:}:uﬁcﬁf:uvumnghu}'éuhmm.

TUONG TACTHU
Alendronat nairi ) ) E
Cic sin phim bd sung calei, thude khing acid v ciic thudc ding duimg uong khéc néu ding
eling lic véi thude e6 thé dnh rimg dén sy hip thy cua alendronar. Nén cha it nhit 30 phit
sau khi ubng AronatBoston Plus rdi mdi udng thudc khic.

- Khing thiy ci bing chimg vé irong tic c6 hgi irén lim sang khi ding thudc cimg véri mjt logt
clic thude ké dom thang thuimg & nam gidi vi phy nir sau miin kinh.

- Khing ci twong tic thudc khic o6 ¥ nghia lim sang dugc dy béo trude.

- Ding dé'mg thir thudc thay thé hormon (HRT Westrogentprogestin) vi alendronat natri di
dwge dinh gid trong hai nghién cim [4m sing trong théi gian mdt va hai ndm & phy nik lodng
xwrong =au min kinh. Sir dyng ket hgp (HRT+AronatBoston Plus) di lim ting khoi lugmg
xuong nhiéu hom, dong thin gidm thidu nhidu hom sy thodi hoa xwong, so v khi ding timg
thude ridng.

Do céc thute khing viém non- steroid giy ra kich img da diy, redt vi viy cin thin trong khi
phoi hop vin alendronat,
Colecalciferol:

- K]}ﬁngruﬁnditl:un'idéngmﬁi vitamin D v cholestyramin hodic colestipol hydroclorid, vi cd
thé dindén gidm hip thu vitamin D & rede.

- Sirdyng dilu khodng qué mirc c6 thé cin tré hip thu vitamin D & radd.

- Diéu trj ddng thiri vitamin D véi thude lgi nigu thiazid cho nhimg ngudi thiéu ning cin gidp
c6the diin den ting calei huyét. .

- Khing nén ding dong thin vitamin [} v&i phenobarbital vivhode phenytoin (v oo thé v
nhimg thudc khic giy cim img men gan) vi nhimg thubc ndy b thé lam gidm nong 45 25 -
hydroxyergocalciferol vi 25 - hydroxy - colecalciferol trong huyét nromg v ting chuyén hba
vitamin [ thinh nhimg chat khong ob hoat tinh,

“Khéng nén diing d6ng thén vitamin D'vi corticosteroid vi corticosteroid cin trér the dung cua
vitamin D).
Ehdng nén ding dong thin vitamin D vin cic glycosid trg tim vi dde tinh cia glycosid trg im
ting do ting calci huyet, din dén logn nhip tim.

TACDUNG KHONG MONG MUON

- Céc tic dyng ngogi ¥ thuémg nhe va khing doi hoi phai ngimg diéu trj.

- Céc phin img sau di duge bio cdo: dau byng, kho tidu, loét thire quan, khd nudt vi chudng
bung, nhirc dau, dau co, xwong, khép, dau byng, rdi loan tiée hod, ¢ chua, ndn, chwéng bang,
4o bén, dy o, vidm da diy, chudt i, loét dg day,

= Higm gip ban vi ban dd.

TME;M r#ﬂHt.:}Inhh;melﬂglﬁﬂng miong mudn gdp phii khi sir dung thude

PHY NI COTHAIVACHOCONB

- Thudc chura dwge nghién ciru trén phy nit mang thai va dang cho con bi. Vi viiy khing nén
ding thubc ndy cho phy nit mang thai va dang cho con b,

LAIXE VA VAN HANHMAY M

- Thin trong khi dﬂngﬂmfx cho ngurin 1l xe hofic vin hinh may méc.

QUALIEUVAXUTRI
Alendronat Narri : : _ : :

- Khing cb thing tin &c bigs vé didu 1rj qui lidy vidi alendronal. Udng qui lieu ¢b thé giy gidm
cabei huyét, gidm phosphat huyét, xuit hign céc thc dung ngogi ¥ & dudmg tiéu hoa trén nhar ri
]ufnliﬂuhdu,;rnﬁng.ﬁhulllwquhﬁﬁrghﬂh loét da diy.

- Ciin cho udng s hojic thube khiing acid dé két hop véi alendonat. Do nguy co kich img thyc
quin, khing duge giy non v nguwdn bénh cin & tir thé hodn todn thing dimg.

Colecalciferol

- Chura cddit ligu ghi nhiin d§¢ tinh cia vitamin D khi cho udng kéo ddi & ngui lém khde manh
viri liéu duéi 10000 IU/ngay. Trong nghién cir 1im sang tréa nguin lim khoe manh, lidu hing
ngdy Iédﬂﬂ IU vitamin D3 trong thén gian téi 5 thang khéng thiy ting calci-nigu hodic thng
calci-huy

- Didu trj nhifm djc vitamin D: Ngimg thube, ngimg bo sung calei, duy tri khiu phin &n cé it

_calei, udng nhicu medc hode truyéndich.

BAQ QUAN: Noi kv, duéri 30°C, trinh dnh sing, ;

DUNG: 24 thing ké tir ngay sin xuit. Khing ding thude qué han sir dyng.
NG GOIL: Hop | vix 4 vién nén. Vi ALAL
TIEU CHUAN: TCCS

DE XA TAM TAY CUA TRE EM _
KY HUONG DAN SU DYNG TRUGC KHI DUNG
THUOC NAY CHI DUNG THEO BON CUA BAC SI
NEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC SI.

San xust tai:

cONG TY CO PHAN DUGC PHAM BOSTON VIET NAM

SO 43, Dubng s8 8, VSIP, Thudn An, Binh Duong, Vigt Nam
BT: 02743 769 606 FAX: 02743 769 601
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