DH-ALENBE PLUS 70 mg/2800 IU
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Théng tin thude danh cho can bj y té

Rx Thuéc bén theo don

DH-ALENBE PLUS

Vién nén bao phim
THANH PIIAN
- Dugech:
DH- ..\Ll \IBI. PLUS 70 mg/2800 IU Natri alendronat tnhydrat 21,36 mg (nrong
duong acid alendronic 70,00 mg), cholecaleiferol (vitamin D3 ) 2800 I,
DH-ALENBE PLUS 70 mg/5600 IU. Natri alendronat trihydrat 91,36 mg (twong
duong acidalendrome 70,00 mg), cholecalciferol (vitamin D3) 5600 IU.

- Ta duyge: Cell 80, natri cr 1 silic dioxyd keo khan, magnes:
stearat, butyl hydroxytoluen, HPMC 615, HPMC 606, PEG 6000, titan dioxyd, tale

DUQIC LYC HOC

Phiin logi dugely

Thude diéu tn cac bénh vé xuong, bisphosphonat, dang phai hop
MaATC: MOSBBO3

Coché tac dung
Nutri alendrovat trifopdrat:
< Alend 1a mdtaminobisphosph cmacdungucdléuenxuﬂngdﬁcmeu

Cac nghién ciru tién lim sia cho I.ha\r alendronat tich tu chon loe & cac vy tri tiéu
xuomg dang hoat ding, irc ché hoat tinh ciia cic hiy cotbio

- Cacnghién ciru lim sang cho thily diéu t.l| béng alendronat co thé lam ting ding ké
khéi luomg xuong & xwong cdt song, o xuomg dii vi miu chuyén. Trong cac
nghién cuu Iam sang o phu nir man k:nh tir 40— 85 tudi by Ioang xuong (duge xac
dinh ki o khis lugmyg xu thup it nhit la 2 48 léch chudn dudi trung binh cia
|ho| ky trude min kinh), &g tri bing alendronat lam gidm ding ké sé lan pdy dot
snng sau 3 nam ding thude. Mt do chit khoéng & xuong ting ro sau 3 thang diéu
try biing alendronat va con prluc ting trong suot qua trinh dung thube Tuy nhién,
sau | -2 nim diéu tri, néu ngimg Ly phip alendronat thi khang duy tri duoc s
tang khéi lugmg xwong Biéu do chimg to phii lién tuc diéu tn hang ngay man duy
tri duec hiéu qua chira bénh
Cholecalciferol fvitamin D3): ]
Gitp duy tri ndng dé calc va phospho binh thuimg trong huyét tuong bing cach
ting hiéu qua hap thu cac chilkhoﬂng tir thire &in & rudt non, ting huy dong calei va
phospho tir xwong vi mau

DUGC DONG HOC
Nm wlendronat Hkyd‘r\ﬂ
l-hp thu: So vl mét lidu chuan tiém tinh mach, sinh kha dyng duong udng trung
binh @ phu nir la 0,64% v lidu 5- 70 mg, uong sau | dém nhn dn va 2 guotnrm:
mat bira in sing chudn. Thirc &n, dic biét nhimg sin pham chira calci hay cac on
da hod tri khac lim giam hép thu thude Sinh kha dung lan luat khoang 0,46% va
0,39% khi udng alendronat | 2id vin 30 phit trude bira in sang chua.n Trong
nghién cuu lodng xuong, alendronat tac dung tét khi dugc uong it nhit 30 pllul
trude bia in diu nén wong ngay Sinh kha dung khong dang ké khi uong
alendronat cung hodic trong vong 2 gio sau bira dn sang. Ca phé va nuac cam lam
giam sinh kha dung cia alendronat khoing 60%
Phiin bé: Cic nghién ciru tien lim sang cho thav sau khi tiém tinh rnach lidu 1
mb.'kg alendronat phin bd nhat thin & cac md mém nhung sau do phin bd lai vio

hode bai tiet qua nuoe tiéu Thé tich phin bé & trang thai 6n dinh trung binh

14 28 lit & nguin, alendronat lién két khoang 78% vén protein huy éltmmg

lﬁl

- Clmytn héa: Khing eo bdng chirng cho thiy alendronat duoc chuyén hoa & ngun

- Thii trir: Sau khi tiém tinh mach liéu duy nhat 10 mg, dé thanh thai & thin cia
alendronat la 71 ml/phit. Néng dé thude trong hu)'Cl tuong gidm hon 95% rong
ving 6 gio sau khi tém tinh mach. O ngudi, thin gian bén thii cia thude udc tinh
trén 10 niam, phan anh sy gidi phong cia alendronat 1 bé xuong
Cholecalciferol (vitamin D3): s

- Hiip thu: Vitamin D hap thu (6t qua duémg tiéw héa. Mat cin thiét cho hip thu
vitamin Do rudt Vi vitamin D tan trong llpi.d nén duoce tip trung trong vi thé
dudmg trap va duge hip thu theo hé bach huyét (khodang 80% luong vitamin ding
theo dutmg, umg}
Phin bé: Vitamin D va cic chit Lhu!yen hia lién két v alpha globulin dac hiéu.
Cholecalciferol nhanh chong phin bo phin lom & gan va Chu)‘L!l thanh dang dy trir
chinh 235-hydroxycholecaleiferol, mit luong nho hon phin bé & mé cer v m miy
dun dang phin tir nguyén ven sau do phong thich dén vao hé tuin hoan

= Chuyen hba: Cholecalciferol dupc hydroxyl hoa & gan tao thinh 25-
hydroxycholecalciferol (calcifediol), sau do tiep tyc dugc hydroxyl héa & thin va
tao thanh nhimg chit chuyén hoa hoat ddng 13 1,25-dihydroxycholecalciferol
(calcitriol) v nlll‘l'nsdin chiit 1,24,25- mhydm:m:ho]eca[cafeml

- Thii trir: Vitamin D va cic chit chuyén héa cia no duge bis tiét chi yéu qua mit
v phiin, lugng nho xuit hién trong nuée tiéu. Then gian ban thai cua cic chit
cm.yén hoa 25-hy droxy trong mau khodng 10 ngay dén 3 tudn va then gian bin this
cia cac chit chuyen hoa 1,25-hydroxy khoang 4 -6 gio
Dusgre ding hoc trén mit 56 di ticgmg lim sing dic bis:
Beénh nhan swy thin: Khong c6 i liéu lim sang trén doi tugng bénh nhin suy thin,
tuy nhién, khing loa: trir kha nding qua trinh déo thai cia alendronat co the suy
giam & bénh nhiin suy thin twong tu cac nghién ciru tién lim sang sin cé. Viviy, co
thé ting tich iy alendronat trong xuong @ bénh nhén suy thin

QUY CACH DONG GOI
Hép 02 vix 02 vién nén bao phim Vi bim Al -Al
Hip 04 vi x 02 vién nén bao pham  Vibam Al-Al
Hop 10vi x 02 vién nén bao pham_ VibdmAl - Al

CHIiDINH

- Préutrilodng xuong & phu nit min kinh, lim ting khol lugng xuong va giam nguy
cogly xuemg kéca khop hing, oom} v dit song (gdv do nén dot song)

- Dieutr lam ting khoi lvong xuwong & nam gion by lofing xwong

LIEU LUQNG VA CACHDUNG

Litu Irgmg

- Liéukhuyéncaola | viénduy nhﬁlDH ALENBE PLUS 70 mg/2800 IU hoic DH-
ALENBE PLUS 70 mg/S600 IU mai tudn

- Néu bénh nhin quén ding thude mat tin, hudng din cho bénh nhin ung mét vién
vio budi sing hom sau khi nhd ra. Bénh nhin khéng nén ubng 2 vién thue trong
cung mit ngay ma bt diu las mi tudn mét vién nhu thay gran biéu ban ddu da chon

- Detinh chat cua bénh loing xuong nén DH-ALENBE PLUS duoc sir dung 13u dii
Thai gian 161 uu dicu tri bisphosphonat cho bénh lodng xwong chua duge thiet lap
Neén danh gia dinh ky su can thiet iép tuc diew try dua trén nhimg lgn ich va nguy co
cim DH-ALENBE PLUS dii vén ng bénh nhiin, dic biét sau 5 ndm st dung hode
lau hom.

- Bénhnhiin nén dwoc bé sung caler néu lugmg hing ngay trong khu phin in khang

dii. Viéc bé sung vitamin D nén ﬁum xem xét trén timg ci thé va lheu Iureng
vitamin D dun vao co thé tir cie ngutn bé sung vitamin hay ché dé in udng
Liéu iegmg o it 36 di tiegmg ldm sing dic bidt _
Bénhnhdn suy thin: DH-ALENBE PLUS khong duoc khuyén cho s dung & bénh
nhan suy than co 44 thanh thai creatinin < 35 ml/phut do thigu kinh nghiém sir
dung Khéng cin phai diéu chinh liéu ddi vén bénh nhan co 46 thanh thai creatinin
=35 ml/phin

- Bénh nhdn suy gan Almdmﬂal khéng bi chuyén hoa qua gan hodc dao thii qua
mat nén khdng cén thiét phan diéu chinh ligu O nhimg bénh nhiin rdi loan hip thu
dosubai tiétmit khing ddy di gly gidm hip thu vitamin D
Ngun' cao tuor: Theo nghién el lim sing, khong co su khae bigt vé tinh an toan
v higu qua cua alendmnll lién quan dén 4§ tudi nén khong can thiét phai didu
chinh liéu. Nhu cau vitamin D thng lén & nguii cao tudi
Tre em: Khéng nén sir dung DH-ALENBE PLUS cho tré em dudi 18 lum vitmhan
toan va hiéu qua cua thude chua duoc xac dinh, khéng cé dir ligu co siin vé su két
hop cua acid alendronic va cholecalciferol & ddi tony nay

Cich ding )

- Dung duomg uong

- Déhapthu day di alendronat, DH-ALENBE PLUS phai duge ubng cing vén nude
l'khong duge ding nuoe khoang) it nhdt 30 phit truce khi ding bit ky thire in, dd
udng hay thuoc khac (bao gom cic thude khang aerd, thue phim bi sung caleiva
vitamin) trong ngay. Thirc in, du uong (bao gém ca nurde khodng), va mét s6 thu
khac co kh nang lim gigm sy hap thu alendronat N " :
Cic bac 51 cin din do bénh nhin win theo cic hudng din dud diy dé giam thidu
ngzuy co giy kich g thue quan va cac phin img bét lor cé fién quan

+ DH-ALENBE PLUS chi nén udng sau khi thirc diy trong ngiy vin mt ly nuée
day (khdng it hon 200 mi)

+ Bénh nhiin chi nén udng nguyén vién thude, khing duoc nghién nit, hodc nhai,
hay chovién thudc hoa tan trong miéng vi nguy co loet viing hau hunu.

+  Bénh nhin khong nén ndm xuong trong it nhit 30 phit sau khi ubng thubc va cho
dén khi ding xong bira in dau tién trong ngay.

+  DH-ALENBE PLUS khing nén ubng vao thin diém lic di ngii hoje trude khi thire
diy rong ngiv.

CHONG CH] BINH

- Quaminvin bisphasphonat, vitamin D hodc bitky thanh phnn nio cua thude
[y dang thue quan hodc cac yeu 10 lam chiam thao sach thyuc quan nhu hm‘\_-'a khéng
giiin tim vi thue quan
Khéng co kha niing dimg hodc ngdi thiing trong it nhit 30 phit
Gam calei huyet

THANTRONG VA CANH BAO
khmg s dung ché phim DH-ALENBE PLUS v muc dich b sung vitamin D
Natri alendronat trifyydrat:

Mcndm’nnl cothé kich imyg niém mac dudmg tiéu hoa trén. Thﬁn trong & bénh nhin
o tién sit hodc dang mic cac bénh dudmg tiéu hoa trén tién trién (kho nuot, cac
bénh thue quan, viém loét da day - tring) O nhimg bénh nhin mac bénh Barrett
thue quan, bac si nén cin nhic gifta lon ich vi nguy co coa alendronat trén timg
bénhnhin

('ac bieén co thure quan (viém, loét, trot thye quan) dot khi kém theo chay mau, mét
50 truang hop Ingm din dén thing, hep Lhuc quin di duge bao cao o bénh nhin
dang dieu tn béng alendronat, trong mét si tromg hop tré nén nghiém trong va
ciin phai n.hﬁp vién Viviy, bac si nén canh giac voi bt ky diu higu hodc tnéu
chimg ndo vé nguy co mic cic phan img thuc quin va cinh bao bénh nhin nén
ngung diing alendronat vi lién hé vin cac trung @m y té néu ho gip phii cac méu
chirng cia phin img thire quan nhu khé nudt, nudt dau hodc dau sau XUong (U, mm
bl @ nong hodc tinh trang o néng ngay cang trim trong hem Nguy co mac bign cd
vé Ilwc quan gip nhiéu hon & nln}ng bénh nhin khong thuc hién ding hirdng din
khi uong alendronal va/ hodc viin tiép tuc uing alendronat sau khi da thay nhimg
triéu chung cia kich img thire quan. Viée hudng din st dung thude mdt cich diy
i va dE hiu L hét sire - quan trong Bénh nhin nén duoc dmns bao néu khang lam
theo ding cac hmmgdan thi c6 thé ting nguy co mic cac bién cb vé thuc quin

- Dacobaocové nhungsa Ilow tr xuong ham (thudng lién quan dén viéc nhé ring

hay nhiém trung tai cho, bao gém ci viém tiy xwong) & bénh nhin ung thir trang

"ﬁ“\‘"e” tr g6 dung tlluoc Insphosphulul duimg tinh mach, nhigu trrdng hop
dy shetoid oa i liéu Hoai ur xuong him ciing dugc hao cao

v i! I ingx g diing Ii'\uoc bisphosphonat diromg uung Cicyéu lon.guy

= g & mbi trwomg hop cu tllE, bao gom hidu lyc cia
bisphosphonat sir dung (cao nhit la acid zoledronic), liéu lugng, duong ding, ung
thur, hoa tr, xa tri. sir dung corticosterod, thubc ire ché hinh thanh mach, hit thube
1a, ¢ tién sit bénh ring miéng, vé sinh ring miéng kém, bénh quanh miéng, thi
thuit nha khoa xim lin, ring gia kém twong thich

Cin xem xét kiém tra nha khoa vi ¢6 bién phap phong ngira thich hap truéc khi sit
dungthuocdo: van hgnhnhnnoo tinh trang rﬁngmlgng kem

Trcmg khi didu tr), néu ¢ thé, cac bénh nhin nay can tranh cac thi thuit nha khoa
xdim lan. Do v benll nhin bi hoai tir xueng him trong qua trinh d:cu tri, phiu
thuit nha khoa co thé lam bénh trim trong thém. Dot vin bénh nhin cin uén hinh
this thudt nha khoa, khing cd dir lidu nio cho ring vide ngimg didu tn
blsphosplmnat o thé widm nguy corhoai tir xuong ham. Bac sidiéu trj nén da vio
viée danh gJa gira lon ich va nguy cocla bénh nhin déca kéhwr.hdu:u trihop Iy,
Trong khi diéu tn bing bl;phu&phormt. tiit ca bénh nhin cin duge khuyén khich vé
sinh ring miéng sach sé, thuomg xuyén kiém tra nha khoa va béo co ngay voi bac
sdidutn batky mndrgl ve rﬂng.":méns nhu lung lay ring. dau hodc sung

- Di o bao cao vé hoat tir dng tai ngoai khi dung isphosphonat, chi yl.-u lién quan
dén diéu tri lau dii Cac yéu th nguy co bao gom sit dung corticosteroid, hoa tr,
nhiém khuan hodc chin thuong cuc bd. Kha ning mic hoai tir émg i ngoal nén
duge xem xét & nhing bénh nhin dang sir dung bisphosphanat co biéu hién cic
triéu chimg vétar nhu dau hode cé dich et chiy ra hode nhigm triing tai man tinh

- Daucoxwong khip di duge bao cio & bénh nhin ding thude b]sphosphonnt 111:0
két qua theo dai an toan sau khi dk‘mg thude, cac trigu chimg trén rit hiém khi tram
trong hom vi/ hodc mit kha ning viin dong Thin gnm cac triéu chimg khan phat tir
mét ngay dén vai thing sau khi bt diu diéu tri, cic triéu chimg s& gidm sau khi
ngimg thude o hiu hét cac I:e.nh nlnn, mél i it i bi 1 phat cac triéu chimg khi
diéutr las vanalend khac.

- Da co bae cao gy xuong dii & bénh nhan diéu tri vul bisphosphonat, phan lén
trong trudng horp didu tri ldu dai, Vi tri gy co ll1e ndm bit ky trén than xwong dui tir
phia dirdn mau chuyén va phm trén mém 161 ciu trén, co the gy theo huomg ngang
hode xién va thuimg giy & ci hai bén xuong dii. Khi ning hdi phuc kém ciing di
duge bio cio Ngung ding thude o nhimg bénh nhin nghi ngo bj gy xuong dii
khing dien hinh, xem xét dua trén lon ich va nguy co cua timg bénh nhin. Benh
nhiin nén théng bao cho bac si khi bi dau dii, hong hodc hing trong khi diéu tr)
biéng bxsphnsphnnar_ Bt ky bénh nhin nao gip phai cic riéu chimg trén nén dugc
danh gia vé nguy co gly xwong dii khéng hoan toan
DH-ALENBE PLUS khéng dugc khuysn cao su dung o bénh nhin by suy thin co
a;thanh thai creatinin < 35 ml/phit

- Phii didu trj chimg giam calei huyét trude khi bit dau didu try bﬁng DH-ALENBE
PLUS Nhimg roi loan khac anh hudng dénsu chnyen héa chit khodng (nhur thiéu
hut vitamin D vi thiéu nling tuyén cin giap) cing can dugc didu tri hidu qui trurde
khi bat diu sir dung DH-ALENBE PLUS. (3 nhimg bénh nhin nay, n&ns di calci
trong huyét thanh va cac triéu chimg ciza ha calei huyét nén duge giam sit trong
qué trinh diéu tri vén DH-ALENBE PLUS.

- Do alendronat lam ting chat khoang & xuemg nén gidam nong dé calei vi phospho
huyét oo the xay ra, dic biét & nhitmg bénh nhin cé nguy co giam hip thu calei (sis
dung corticosteroid). Nguy co trén thuong nho va khang cé tnéu chimg Tuy
nhién, di co bao cao hiém cia ha caler huvct co trigu chimg, doi khl ning va
thudmg xiy ra @ nhimg bénh nhin c6 cic bénh nén (nhu thiéu ning tuyén cin giap,
thigu vitamin D, kém hap thu calei)

Chalecalciferal [mm-ul' D3):

Vitamin D ¢ the lam tram trong thém chimg ting calci I!uyel va/ hojic Llng calet
nigu khi dung o bénh nhin mic bénh lién quan dén sin xudt thim khéng kiém soat
caleitriol {bénh bach ciu, ung thir hach bech huyét, sarcoidosis). Nnng 46 caler
trong huyet thanh vi nuoe tieu nén duoe giam sat & nhimg bénh nhin niy. Bénh
nhin bj roi loan hip thu c6 thé khang hip thu di vitamin D. Bé sung calci va
vitamin D néu lugng hang ngay trong khau phin an khéng di. Thin wong khi si
dung @ bénh nhin suy thin, ting vitamin D3 trong miu

Ché phé.m DH-ALENBE PLUS c6 chim ta duoc lactose, khang sir dung @ bénh
nhin co vin dé di truyén hiém glp vé khéng dung nap galactose, thiéu hut Lapp
lactase hodc kém hip thu glucose - galactose.

SUDUNG CHO PHI NITMANG THAT VA CHO CON B

Phu nir mang thai
Khong c6 hodc chi co han ché di liéu vé viée si dung alendronat cho phu nir mang
thai Chi nén dung DH-ALENBE PLUS & phu nir ¢6 tha khi chimg minh duoc lon
ich diéu try vuot hon hin nguy cotiem in doivai ngnm mie v thai nhi

« Nghién ciru trén ding viit cho thiy co doc tinh sinh sin, Alendronat gay kho sinh &
chudt lién guan dén ha calci hnyg. Mic di chua co dir lidu nghién ciru nhung trén
Iy th uyervan <o nguy cocd the xay ra cho thai nha, chi yeéu trén bd xuony,
Cac nghién ciru trén ddng vit cling chi ra liéu cao vitamin D giy ting calci huyét v
doc tinh sinh sin. Ding liéu cao vitamin D2 cho thé mang thai (= 10,000 1U/ngiy)
iy sdy thas vi ting ty 1é hep dong mach chi & bao thai, Dung liéu cao vitamin D2
cho chudt mang thai (40 000 [U/ngay) giy chet tha, giam trong lugmg bao thai va
two xwong khng hoan chinh o xwong dai cia chudt con

Phu nir cho con bi
Vitamin D va mét so chit chuyén hoa cé hoat tinh tiét vio sita me, chua xac dinh
alendronat co bai tiét vio sira me hay khéng Méi nguy co dbi v tré so sinh la
khéng thé loai trir. Vi vay nén thin trong khi dung DH-ALENBE PLUS & phu nir
dang cho con bi

ANH HUONG CUATHUOC pO1VO1CONG VIEC
DH-ALENBE PLUS c6 thé giy chéng mat, nhin mé hodic cac bidu hién dau co
xuong khop nang, gay anh huong trung binh dén kha ndng lam viée cua bénh nhin
Dai vin cac trudmg hop nay, thin trong khi lai xe, van hanh may méc, lam viéc trén
cao hodc cic cong viéc khac.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI

TUONG TAC KHAC

- Che chﬂt bé sung calei, thude khing acid hoéc Ihmc nﬁngcﬁchu‘a cation da hoa tn
6 thé lam giam hip thu alendronat Vi viy cin udng cic thude khic it nhit 30 phut
sau khi udng alendronat. :
Aspirin: Trong nghién ciru lim sang, ti 1§ mic cac tic dung khing mong mudn &
durimg tiéu hoa trén thng lén & nhimg bénh nhén ding dong thn cac thude chim

aspirin vai alendronal liéu lém hon 10 mg/ngay.

Thuee khang viém khang steriod (NSAID): Co the dung alendronat & nhimg bénh
nhiin dant, sit dung NSAID Tuy nhién, NSAID thuomg giv kich img dudmg tiéu
hoa nén can thin trong khi ding dong thin v alendronat

Olestra, ddn anp orlistar, cac thude gin két acid mgr (cholestoramin,
colestipol); Co thé lam giam sy hip thu vitamin D Viée bo sung vitamin D nén
duae xem xét

Thudc ching co gid, cimetidin va thude loi tidu thiasid: Co thé lam ting di hda
vitamin D Vide bi sung vitamin D nén dugc xem xét

TACDUNG KHONG MONG MU ON

Cae the dung khéng mong mudn thuong gip nhit Ia & dudng tiéu héa trén bao gdm
dau bung, kho tiéu, viém loét thue quin, khé nuit, diy bung va trio nguge acid
(=1%)

Nhu‘ng the dung khing mong mudn dudi diy duoe bao cao wong cic nghién i
lim sing vi/ hodic theo ddi an todn sau khi ding thudc von alendronat, khéng c6 thém
tic dung khdng mong mudn ndo do sirkét hop cua alendronat vi :hnlcuai::fwol

Cac tic dung khéng mong mudn duoc phin nhom theo tin suit: rit thuong gip
(ADR > 1/10); thuémg gip (1/100<ADR < 1/10); itgdp (/1000 <ADR < 1/100),
hiemgép (1/10000 < ADR < 1/1000) va mhlemgip()\DR 1/10000)

Hi# thing mién dich: Phin img qua min bao gom ndi may day va phi mach (hiém
#ip)

Chuyén hoa va dinh diecmg: Ha caler hnyell.r:cun.hn‘ng (hiem glpj

H;?.'Mnkmh Nhire diu, chong mit (thuong gip). 1oi loan vi wide (it gap)

Mér: Che chirng viém mit nhu viém mang bo dao, viém thuomg cing mac hay
viém clng mac (it gip).

Tai vimé dao: Ao thinh giac (thuimg giip). hoai tir dng tai ngodi (rat hiem gip)
Tiéw her: Dau bung, khé tidu, tao bon, tiéu chay, diy hoi, loet thuc quan, kho nudt,
chudmg bung, trdo nguoc acd ldluﬂﬂs gap), buon ndn, non, viém da day, \-'m'n
thuc quan, bao mon thue quan, di ngedi phin den (it £p). hep thue quin, loét hau
hong, thing, loét hay chay mau dudng tiéu hoa trén (hiem gip).

Da v ma dhein da: Rung toe, nglm (thuémg gap), phat ban. ban dé (it gip); phat
ban do nhay cim voi anh sang, hodic nhimg phin tmg da nghiém trong hon nhu hi
chirng Stevens-Jonhson, hoai tir bieu bi nhiém doc (hiém gip) :

Corxaromg khop va me lién ket Daw o xwong khép, déi khi dau tram trong hon (rdt
lhutmg x;g: sumg khop (thudmg gip), hoai tr khop ham, gy xwong did, gly dudi
miu chuyen khéng dién hinh (hiém gap)

Cdc tac dung H:mg mong mudn khdc: Suy nhige co the, phi né ngoai bién
(thuémg gp), mét 50 triéu chimg ciptinh thoang qua nhu dau co, kho chiu va hiém
khi sét o giai doan dau ding thude (it gip)

QUA LIEUVA CACH XU'TRI

LUU Y

BAOQUAN
HANDING OO0

TIEU CHUAD

Natri alendranat trifydrat:
Giam calci huyét giam phosphat huyét va cic phan imng khing mong mudn &
dudng tiéu hoa trén nhu kich img néu haa, o nong, viém thyc quan, viém hodc loét
da day
Khong c6 théng tin cy the _vé dicu try qua lidu alendronat. Nén sir dung sim va cac
chit khang acid de lién ket alendronat Do nguy co kich ung thue quin, khing
durgre giy ndn va bénh nhin vin phai ngéi thing dimg. Thim tich mau khéng co
Tiéu qua.
Chaolecalciferol (vitamin 3):
Khong eo i1 liéu chimg minh dée tinh cia vitamin D trong qua trinh diéu tri man
tinh & nguén trudmg thanh khée manh vii lidu thap hon 10. DOOIU;"nsay Trong mit
nghién ciru lam sang & nguin truémg thinh khoe manh sit dung liéu vitamin D
4000 IU/ngay trong 5 thang khang giy ting calei niéu hodc ting calei huyét
Civit thong tin lién quan dén lieu cholecalciferol giy déc cdp tinh, cho di ding liéu
dom khong lién tuc [hnng ndm hodc hai Lin mi nam) vitamin D2 1én tén 600,000
U viin khong o béo cio ve doc tinh. Cac diu higu vi triéu chimg cla ngo doe
vitamin D bea gom ring calei huyét, ting calci niéu, chan &n, buon nén, ndn, da
niéu, khat nhiéu, suy nhuge vi ngi lim. Néng 4 cale) méu vi cacler huyét nén
duge giam sat d nhimg bénh nhin c6 nl \.u.{.amm D: Liéu phap chudn
bao gom ché 43 &n udng han ché caléi,, ghicu THAGC ¥, 51‘\'5 priicoid toan
thiin & bénh nhan bj ting calcr‘huyct n}ng )Tmclﬁrmau}n\.{ay iy vitamin D
khing hiéu qua. - { - ¥ p m =
=
Khingdiing lhm‘xqual th 4
Khong dimg thude qua ha .dihh glu E\ m bicy
>

Dé xa tim tay tré em.
Doc ki hwémg din sir dyng

YH MM wa-m;

Nort khd, dwon 30°C. Tranhanh

36 thing (kﬂl;ny_! xudt)
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"Théng tin thudc danh cho bénh nhan

DH-ALENBE PLUS

Thudc niy chi ding theo don ciia bicsi.

Dé xa tim tay tré em.

Poc ki hirdmg diin sir dyng trwrde khi diing.

Théng bao ngay cho bdc si hode duge si nlumg tac dung
khdng mong mudn gap phii khisirdyng thube.

THANH PHAN, HAM LUQNG CUATHUOC

Dmchz‘lt:

DH-ALENBE PLUS 70 mg/2800 IU. Natn alendronat
trihydrat 91,36 mg (twomg duong acid alendronic 70,00 mg),
cholecalciferol (vitamin D3 2800 [U.

DH-ALENBE PLUS 70 mg/5600 IU: Natri alendronat
trihydrat 91,36 mg (tuomg duong acid alendromic 70,00 mg),
cholecalciferol (vitamin D3) 5600 [U.

Ta duge: Cellactose 80, natri croscarmelose, silic dioxyd keo
khan, magnesi stearat, butyl hydroxytoluen, HPMC 615,
HPMC 606, PEG 6000, titan dioxyd, talc.

MOTASAN PHAM

DH-ALENBE PLUS 70 mg/2800 IU & DH-ALENBE PLUS
70 mg/5600 TU: Vién nen hinh oval, bao phim mau tring, hai
miit 161, mdt mit co khic chir “H 87, canh va thanh vién lanh
lin.

QUY CACH PONG GOI

Hop 02 vi x 02 vién nén bao phim Vib{am ALAL
Hop 04 vi x 02 vién nén bao phim. Vibam AVAL
Hap 10 vi x 02 vién nén bao phim. Vibam AIAL

THUOC DUNG CHO BENH Gi

DH-ALENBE PLUS chira dugc chét natri alendronat trihydrat
(nhom thudc bisphosphonat) va cholecalciferol (vitamin D3),
duroc sirdung dé:

Diéu trj lodng xuong & phu nit man kinh, lam tang khm lugmg
XUemg va giam nguy co gy xuong, ké ca khop hang, ¢ tay va
dot song (gdy donendotsangl

Diéu tri lam ting khdi luong xuong & nam gidi bi loang xuong,

NENDUNG THUOC NAY NHUTHENAO

Diing thude theo ding hudng dﬁn cua bac sThodic duge si. Klem
tra lai véi bac sT hodc durge sinéu ban khing chéic chin vé cach
dungthuuc

Unng 1 vién duy nhit DH-ALENBE PLUS 70 mg/2800 I hodc
DH-ALENBE PLUS 70 mg/5600 1U mdi tuan

Thue hién cac huomg dan dudi ddy motcach can than

- {1)Chon mot ngay thich hop nhét trong tuin, mi tuin udng mot

vién thude viao ngay di chon.

Bon hm‘mg din (2), {3) (4), (5) dudi diy dac biét quan trong,

ban nén lam theo dé giup vién thunc co thé ‘iuung da day mdt
cach nhanh chong va giam thiéu tiém nang kich img thuc quan
(6ng ndi gitta miéng va da day) )

(2) Saukhi thic déy trong ngay va truge khi ding batky thire an,

do ubng hay thuoc khac, uong vién thuéc DH-ALENBE PLUS
v mot eoe nude dav (it nhit 200 ml) (khéng dugc ding nuac
khodng (ké canude ¢d ga hay khong co ga), rd, cd phé, nuoc trai
cdy hay sira) Khéng duoc nhai, mat, nghién hay dé vién thude
hoa tan trong miéng,

(3) Khong duoc nim '(uunp__, gilt nguyén tu lhe thing dl.mg
(ngéi, dimg hodc di bo) it nhat 30 phat sau khi uong vién thube

Khéng duoc ndm cho dén khi ban ding xong bira n dau tién
trong ngay.

(4) Khong duge uﬁng thuée vao luc di ngt hodc trude khi thie
diy trong ngay.

- (5) Néu xuat hién tridu chimg kho nuot, dau khi nuot, dau nguc,

o nong hodc tinh trang ¢ nong ngay cang tram trong hom, ngung
dung thudc va bao ngay cho bacsidicutr. )
(6) Sau khi uong thuoc, ch it nhat 30 phit roi mo an, udng hay

ding thude khac trong ngay. bao 20m ca thude khang acid, thue
phdm chirc ning bd sung calei va cae wlamm DH-ALENBE
PLUS chi ¢ hiéu qua khi da day cia ban rong

KHINAO KHONG NEN DUNG THUOC NAY

Di img vai bisphosphonat, vitamin D hodc bét ky thanh phan
nao cia thude.

Cocac bénh vé thue quan nhi hep thuc quan hodc kho nudt.
Khong co kha nang dimg hodc ngd thing trong it nhit 30 phut,
Giam calei huvét

TACDUNG KHONG MONG MUON

Ciing giong nhur tat ca cac thuoe khac, DH-ALENBE PLUS co
thé gy ra mot sé tac dung khéng mong mudn, mic du khéng
phai bénh nhin nao cling gap pha:

Thing bido che bidc st ngay Ipp e néu b;m gap phai bit ky tie
dung khang mong muon nao sau ddy, cdc rngu ching ca thé
trd nén trim trong vaco i thé ban cin dwge diéu tri khdn cnp
Thuomg gap (co thé anh huwomg | — 10 ngu'm trong 100 ngudi):
(I nong, kho nudt, dau sau khi nudt, viém loét thuc quén v cac
biéu hién nhu dau nguc, ¢ nong, dau hodc kho khan khi nuot.
Hiém gap (cd thé nnh huwemg | — 10 ngueai trong 10000 ngueci):
Phan (mg qua mén nhu may day, sumg phu cac vung mat, moi,
ludi v/ hodc hong, o thé gav kho thir hodc khé nuot, phan img
danghiém trong.

Dau trong miéng va/ hoic héml, sung hodc 1o loét niém mac
miéng, t& hodic cam gidc nang né trong xuong ham, ring lung
lay. D6 6 thé 14 cac diu hidu cia hoai tir xwong ham (thuéng
lién quan dén nhiém trung tai chd vinhd rang), bao cao ngay von
béc sT hodc nha sT cia ban ncu mic phat bt cir triéu chimg nao
ké trén. X )
Giy xuong din bat thutmg, dac biét & nhimg bénh nhin diéu tn
bénh lodng xuong ldu dai. Lién lac van béc sTnéu ban bi dau, yéu
hodic khé chju & dii, hdng hodc hang vi diéu nay c6 thé la dau
hiéu som clia nguy co gy xuong dui.

Dau co xuong khop ning.

Cic tic dung khiong mong mu on khiic:

Rat thirémg gdp (c6 thé anh hieomg nhiéu hem | ngweai trong 10
nguoi): Bau co xuong khop, doikhi dau trdm trong hon.

Thueemg gdp (cd the anh leong | — 10 ngwoi trong 100 nguoi):
Sung khap, dau bung, cam giac kho chiu ¢ da day hodc o hot sau
khi dn, tao bon, uéu chay, day hoi hodc chudang bung, rung toc,
ngira, nhire diu, chdng mat, mét moi, sung phit o chén vi tay,

[t gaip (co thé anh lueomg 1~ 10 ngueé trong 1000 ngieon): Budn
non, non, kich tng hay viém thuc quan hodc da day, di ngoai
phin den, nhin mé, dau hodc do mat, phat ban, ban do, cac triéu
t.hu'ng glong cam cam thoing qua nhu dau ce, kho chiu va doi
khi qm & giai doan déu ding thudc, roi loan vi giac

Hiém gép (co thé anh huong | - 10 nguoi trong 10000 ngudi):
Cac triéu chimg caa ha calci mau bao gdom chudt rut hodc co cor
v/ hodc cam gidc ngira ran @ cac ngon tay hodc xung quanh
miéng), loét da day ta trang (doi khi nang hodc chiy miu), hep
thuc quan, phit ban trim trong hon vai anh sang, loét migng,

Rat hiém gap (cd thé anh huong it hom | nguoi trong 10000
ngeot): Thong bao cho bic sinéu ban bj dau tai, ca dich tiét chay
ra tir tai, va/ hodc nhiém trung tai. Dy la ¢é thé 1a nhitng dau
hiéu canh bao co ton thuong & xuong trong tai _ _
Néu ban gap phai bat ky tac dung khong mong mudn nao ké ca
nhimg tac dung khong mong muodn khéng duoc liét ké & muc
nay, théng bao cho béc st hodc duge si.

NEN TRANH NHUNG THUOC HOAC THUC PHAM Gi
KHIDANG SUDUNG THUOCNAY

Théng bao cho bac st hodic duge si néu ban dang hodic vira sir
dung thube khac, bao gom thubc khéng ké don, vi DH-
ALENBE PL US co thé anh huéng dén tac dung cia thude khac
vanguge lal néusirdung dong thin.

Céc chit bd sung calei, cac thude khang acid va mét sb thude

khac ¢o kha ning lam giam hap thu DH-ALENBE PLUS khi
dung dong thoi. Vi vy, viéc win thi theo dang hudng din si
dung lhuoc la rit quan trong (xem muc “Nén ding thuic nay
nhu'me nde”) va doi it nhiat 30 phit trude khi ding bat eir thude
hay Lhat bé sung nao khac.

- Thudc khing viém !\hcng steroid (NSAID) (nhu aspirin,
ibuprofen, ... ) co thé giy ra cc vin dé vé tiéu hoa Vi vy, nén
thin trong khl sir dung dong thoi cac thube nay véi DH-
ALENBEPLUS

- Mot s6 thude hodc cac chit phu gia thue phim co kha nang ngin
chan viée hap thu vitamin D tir DH-ALENBE PLUS vio ca thé,
bao gom chat béo nhin tao, diu khoang, thube giam cin,
orlistat, thubc lam giam cholesterol (cholestyramin va
colestipol). Thudc chong co gidt (nhu phenytoin hodc
phenobarbital ) co thé lam giam higu qua cia vitamin D. Viéc bé
sungvuamm Dcolhc nén duoc can nhic trén tu‘ngcathc

- Thirc dn va dd uong (k& ca nudc khoing) co thé lam glam hiéu
qua cia DH-ALENBE PLUS néu dung dnng thon. Vi véy, ban
phat doi it nhit 30 phat trude khi dung bit kv thirc an, hay do
udng nio khic.

CAN LAMGIKHIMOT LAN QUEN DUNG THUOC
Néu quén dung thude, uéng mot vién vao budi sang hdm sau khi
ban nho ra. Khong dlm‘c uong 2 vién trong cung mat nga';' Bat
ddu ubng mét vién mdi tudn tror lai nhu thoi gian biéu ban diu
ban di chon.

CAN BAO QUAN THUOC NAY NHU THE NAO

- Noi khé, dudi 30°C. Tranh dnh sang,

- Khédng sir dung thudc sau khi hét han sir dung duge ghi trén hop
thudc hay vi thude.

- Khong nén virt bo thude vao nuac thai hay rac sinh hoat. Hoi v
kién duoe si cach bo thube khong sit dung nira. Nhimg bién phap
nay sé gitp bao vé moi truomg

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG

THUOC QUA LIEU .

- Qua hiéu alendronat ¢6 thé giy giam luong caler trong mau duge
biéu hién béi cac triéu chimg té va ngira ran & cac ngon tay, ngon
chan hodc xung quanh miéng, chudt rut (déc biét la o lung vachi
duai), co cimg ca, tha kho khe, kho nuot. thay doi giong noi,
kichdong, 1a 1n, trAm cam, mét méi, co zidt, ngat, suy tim xung
huyét, dau that nguc, ... giam phosphat mau va cic phan (mg
khong mong muon & duong tiéu hoa trén nhu roi loan tiéu hoa &
daday, g nong, viem thuc quin, viem hodc loét da day.

- Co it thong tin hén quan dén liéu cholecalciferol giy doc Lap
tinh, cac dau hiéu va tnéu chimg cuangd déc vitamin D bao gém
tang calci huyé‘:t. ting calei méu, chan in, budn non, ndn, tiéu
nhiéu, khat nhiéu, suy nhuge vangt lim

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU

KHUYEN CAO ) . .

Trong truong hop ban dang qua liéu khuyén cao, uong ngay mot
coc stra day va thong bio cho bac s diéu tri. Khong nén co ging
non va khong duoe ndm xudng

NHUNG PIEU CAN THAN TRQNG KHI DUNG THUOC

NAY

- Alendronat c6 thé gy ra cac bién cd o thue quan nhu viém thye

qu.‘:n loét thue quan, trot thue quéan, d6i khi kém vén chay mau,

vi vily, ban cin phai canh gidc tnrde moi dau hiéu hodc néu
chimg bao hi¢u phan tmg thire quan (kho nudt, nudt dau hodic
thiy bong rat sau xuong (r¢), bao ngay chobac sivangimg thudc
khi ¢6 cde bidu hién trén. Nguy co mic tai bién nang vé thyc
quén gap nhiéu hon & nhimg bénh nhin nim ngay sau khi udng
aiendrunat \af hodc khong ubng vién thubc voi di nuée v/
hodc van tiép tuc ubng alendronat sau khi da théiy nhimg triéu
chimg cta kich img thuc quan. Do d6, viée ding thube theo
ding hudmg ddn cia bac sthodc duge silarit quan trong,

Ban nén kham nha khoa truoe khi diéu tri bing DH-ALENBE
PLUS. Mot diéu quan trong nira la ban can phai duy tri v¢ sinh
ring miéng sach s& va co thoi quen kiém tra ring miéng trong
sudt qua trinh didu tri biing DH-ALENBE PLUS Bao ngay v
bac sT hode nha si ctia ban néu ban gip phai bit cir vin dé gi vé
réing hofic rméng nhurriing lung lay, dau hodc sung.

- i co bao cao ve giy xuong dui khong dién hinh & mot s6 bénh
nhin sir dung nhom thude bisphosphonat, thing bao cho bac st
khi ban bj dau & vang dii, hong hodc hang trong khi diéu trj van
DH-ALENBEPLUS.

- Ché phﬁm DH-ALENBE PLUS co chira lactose, khong duoc sir
dung thude néu ban duoc chin doan méc cac bénh vé khong
dung nap mdt 5o loai dudmg.

- Phuy nir mang thai va cho con ba: DH-ALENBE PLUS chi
duge chi dinh cho phu nir sau man kinh, khing phi hop sirdung
O phu nir mang thai va cho con bu. Khong nén dung DH-
ALENBE PLUS néu ban dang mang thai, nghi rang minh dang
mang thai hofic ban dang chocon bu

- Anh hwdng cua thube dbi véi cing vige: DH-ALENBE PLUS
¢6 thé gay chong mit, nhin mér hodc cac biéu hién dau co xuong
khop ning, mic di khong phai ai cling gip phai cac tac dung
trén. Néu xay ra vot ban, khong nén 1ai xe, vin hanh may moc,
lam viéc trén cao hodic cac cong viée oo the giy nguy higm khac.

KHINAO CANTHAM VAN BAC SI, DUQICSI

- Co cac triéu chung dau co xuong khép, dau tai, co dich :1&1 tai
chay ra hodic nhiém trung tai man tinh trong khi sirdung thude.

- Bang mic cic bénh vé thin.

- Pang gip phai bt cir viin dé gl lién quan dén kha nang nudt v
hé tiéu hoa (bénh thuc quan, viém loét daday —tatrang)

- Pang mic phai hoi chimg roi loan hép thu, ‘i loan chuyén hoa
xuong va chit khoang,

- Tang vitamin D3 trong mau
Dang mic bénh Barrett thyc quan.

- Dang mic bénh ha calei huyet .

- Pang mac bénh bach cauw, ung thu hach bach huyét, bénh
sarcoidosis. ) )
Sirc khoe rang miéng kém, bi bénh nudu ring, co ke hoach nho
ring hay ban khong duge cham soc nha khoadinh ky
Bang méc bénh ung thur.

Bang trong qua trinh tri li¢u hoatr) hay xaftri

- Dang ding thubc e ché tao mach (bevacizumab hodc
thalidomid, ...). .
Pang ding cac thudc
dexamethason, ...). )
B timg hodc dang hat thude (vi diéu nay co thé lam ting nguy
co mic cac bénh vé nha khoa).

- €0 cac bénh vé khong dung nap mot sb loai duémg (glucose.
galactose), .

corticosteroid  (predmison  hodc
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