Rx Thudc bin theo don

ALENBE 70 mg

Vién nén
Thude nay chi ding theo don cia bics§.
Khing diing thude qud liéu chi djnh.
Khéng dung thube qui han diung ghi trén bao bi.
Dé xa thm tay tré em.
Doc k§ huimg diin sit dyng truée khi ding.
Thong bdo ngay cho béc s¥ hnx: duge s§ nhimg tic dyng khing mong
mubn giip phai khi sir dung thu
Néu ciin thém thang tin xin héi ¥ kién bécsy.

THANH PHAN

- Duge chit: Natri alendronat trihydrat 91,36 mg (twong dwong acid
alendronic 70,00 mg).

- Ta duge: Cellactose 80, natri croscarmellose, silic dioxyd keo khan,
magnesi stearat.

MOTASAN PHAM . : ;
Vién nén hinh oval, mau tring, hai mjt 16i, mt miit c6 khic chir “H 87, canh
vathanh vién lanh lin.

CHI DINH

- Diéutri loAng xuong ¢ phy nir man kinh. Giam nguy co gy d6t séng va khop
hang.

- Diéutri lodng Xwong ¢ nam gidi.

LIEU LUQNG VACACH DUNG

Lléu lwgng
Liéu khuyén cao lal wénA.LEN BE 70 mg/lan/tudn,

- Théigiantr ligu t6i wu trong trj lodng xuong bang nhom blspho:sphun.ﬂ
chura dugce thiét lip. Nhu ciu uep tuc diéu tr | cin duge danh gia dinh ky dya
trén lgi ich va nguy co cia alendronat trén mdi bénh nhén cu thé, ddc biét sau
o nam sirdung hojic hon.

Liéu diing i cic déi tegng lim ung*

- Nguwoi cao tuoi: Cac nghién ciru 1dm sang t.ho thiy khong ¢6 sur khic b|¢t

trong hi¢u qua va tinh an toan ciia alendronat lién quan dén dd wdi, vi vy
khéng cin diéu chinh liéu dngudi cao tudi.
Bénh nhan suy giam chicc nang thén: Khng cin thiét phai diéu chinh liéu &
nhirng bénh nhan ¢6 dj thanh thai creatinin > 35 ml/phit. Khong khuyén cdo
dung alendronat cho b¢nh nhén suy thin véi d¢ thanh thai < 35 ml/phit do
thiéu kinh nghiém.

- Tré em: Khong khuyén cio sir dung alendronat cho tré em duoi 18 tudi do
thiéu dir li¢u vé tinh an toan va hi¢u qua lién quan dén lodng xuong o tré em.

Cich ding

- Chon mét ngay trong tudn v uong 1 vién ALENBE 70 mg vao ngiy d6 mdi
tudn.

- Udng thude véi mot coe nude day (khoang 180 — 240 ml) (khong ding nudc
khodng, nude trii cdy, ci phé, tra hay sira), khong dugc nhai, mat, nghién
hay dé vién thube hoa tan trong miéng.

+ Ubng thude vao budi sang, it nhét 30 phut trudc khi n, uéng. hodc trude khi
ding !huﬂc khac trong ngay sé& lam alendronat dugc hip thutdt hon.

+ Tranh ndm, giir nguyeén tu thé thing dimg (ngoi, dimg hoal. di bg) trong it
nhit 30 phul sau khi ubng thuéc dé thudc vio da day dé dang va giam tiém
néing kich img thyc quan.

+  Khong uong thuoc vio luc di ngu hofic trude khi diy trong ngay.

- Ngimg thude khi xudt hi¢n cac rigu chimg: khé nuot, nudt dau, dau sau
xuong tre, ¢ nong hofic tinh trang ¢ nong ngdy cang tram trong va thong bao
ngay cho bic sy (xem thém phfm “Than trong vacanhbdo™).

- Néu bénh nhin quén ding 1 liéu thudc, uong | vién vio budi sing ngay hom
sau ngay sau khi nhd ra. Khéng uong 2 vién trong ciing mét ngay. Sau do
udng 1 vién/ tuan vao ngay di dugc chon theo thai gian biéu.

Khéng co yéu cAu dac biét vé xir Iy thude sau khi sir dung.

CHONG CHIPINH

- Di dang thuc quan lam chiam thao sach thyuc quan, hep hodc khéng gidn tam
v} thye quan.

- Khong c6 kha ning dimg hodic ngdi thang trong it nhat 30 phit, ngudi co
nguy co sic khiuong.

- Mic bénh o duong tiéu hoa trén (kho nudt, bénh thuc quan, viém lo¢t da day
-1a lmngl

- Quéa mén vai bisphosphonat hodc vai bitky thanh phin nao cua thuée.

- Giam calci mau.

- Suy than ning.

THANTRONG VA CANH BAO
Cdie phan ing khong mong mudn ivén duomg tiéu hoa trén:
Alendronat ¢6 thé gay kich img cuc iém mac duong tiéu hoa trén va lam
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trim trong céc bénh nguy co, vi viy nén sir dung thin trong & bénh nhin mic
phai cac vandeé 0 dutmg tiéu hoa trén (bénh Barrett thyrc quan, khoé nudt, cac
bénh thye quan khéc, viém da day, loét).

+ Cicbién cb trén thyc quan nhu viém, loét, bio mon thue quan, chiy mau va
doi khi kemlheoh;pho#cthung lhucquandiduqchaocéoobenhnhﬁn
dang dugc diu trj bing alendronat, mt vai trudmg hop cic bién b nay trg
nén tram trong va cin phai nhdp vién. mylhuécnencanhgnccic diu hi¢u
va tri¢u chimg béo hi¢u céc bién ¢b ¢ thyc quan va huong dan bénh nhén
ngimg thude ngay khi ¢6 céc trigu chimg kho nudt, nudt dau, dau sau xuong
ure, gnoéng.

+ Nguy co miic bién {.u ning vé thye quan gip nhiéu hon & nhitng b¢nh nhin
nim ngay sau khi uong alcndromt va/ hoiic khong udng vién thube vai du
nurde (180 - 240 ml) v hodic viin tiép tue udng alendronat sau khi da thiy
nhimg lneu-:hl.mgcuaklgh img thyre quan.

+ Diico bio cio vé loét da diy - té trang, mjt b truémg hop tro ndng va phire
tap khi st dyng alendronat duémg udng, miic dit khéng kém theo cac yéu td
nguy co.

- Chuyén héa vé co: Cin dlcu lr; chimg giam calci huyét trudc khi bit diu
diéu trj véi alendronat. Cic roi loan khac gy anh hudimg dén sy chuyén hoa
v co (nhir thiéu “hut vitamin D} ciling cin duge diéu trj hi¢u qua. O nhimg
bénh nhin ndy, cin theo doi mmg 4§ calci huyét thanh v céc tri¢u chimg ha
calci trong suot qud trinh diéu trj véi alendronat. Céin dam bao cung cdp calci
v vitamin D ddy du, dic bit & bénh nhin mic bénh xuong Paget vi bénh
nhiin dang su dung glucocorticoid.

- Dauco-xwong: i cobio cio vé bién b dau xuong, khip vi/ hodc co o mét
s6 bénh nhan sir dung thubc nhoém bisphosphonat, khong ngoai trir
alendronat. Cac tri¢u chimg trén khai phat tr mot ngay dén vai thing sau khi
st dung thudc va phan lém giam dén khi ngimg thude. Ngung sir dung
alendronat khi lhay xudt hi¢n cée tri¢u chimg trén.

- Dﬂ €0 bio cdo v¢ hoai tr xwong ham trong khi sir dung alendronat. Céc yéu
16 nguy co co thé la céc ligu phip can thi¢p nha khoa (nhd ring, ciy ring, ...),
chin dodn ung thu, cdc liéu phip diéu tri dong thoi (héa tri ligu,
glucocorticoid, cdc chit ire ché sy hinh thanh mach méu), vé sinh ring mi¢ng
kém. cde rdi loan kém theo. Nguy co hoai tir xuong him gia ting theo thoi
gian sir dung nhom thuoe bisphosphonat. Trong tnrong hop bénh nhin dang
strdung cac li¢u phap can thiép nha khoa, nén ngimg sir dung bisphosphonat
dé giam thiéu nguy co hoai tir xwong ham ¢dn ctr vao loi ich va nguy co cia
thube.

Gay xuong dhii khon_g dién hinh:

Pi ¢6 bio céo vé bién ¢b gay xwong dii khéng dién hinh, mirc d§ ton

thip & mdt s6 bénh nhin duge diéu trj vai bisphosphonat. Vi tri gdy ¢6

nim ba1 ky trén thin xuong du, tir vi tri phia duéi méu chuyen vi phia trén
mom 16i cau trén, c6 thé gy theo hudmg ngang hodc hoi xién. Quan h¢ nhin
Qua cua vige sur dung bisphosphonat va gy xuong dii chura duge thiét 1gp vi
si gdy xuong cling c6 thé xay ra & nhimg b¢nh nhén lodng xwong khong
dugc diu trj bing bisphosphonat.

+ Gily xuong dui khong dién hinh phén l6m xay ra véi vét thuong nho hojic
khong dé lai vét thwong tai viing bj anh huong, ¢6 thé ndm & cd hai bén
xuong diii. Céc tridu chimg béo trude nhu tinh trang dau &m i holic dau bip
dui xay ra vai tudn dén vai thang truéc khi gly xuong hoan todn. Mt s6 bio
cio ghi nhin ring bénh nhan cling dang ddng thoi sir dyng glucocorticoid tai
thoi diém gly xuong.

+  Bitky bénh nhin ndo co tién sir sir dung bisphosphonat va ¢6 cdce tri¢u chimg
dau bip dui hoac hang nén dugc canh gidc vé kha ning giy xuong dui khong
dién hinh va nén duge danh gia dé loai bo trudmg hgp giy xuong diii khong
hoan todn. Cac bénh nhin gay xwong khong dién hinh nén cén duge danh gid
vé diu hi¢u va triéu chimg cua vi¢c gdy xuong dui d6i dign. Cén nhic ngimg
sut dung thude, phy thude vao mirc ) dénh gid nguy co va lgi ich cua thude
trén moi bénh nhan cu thé.

- Khong khuycn cho sir dung alendronat & bénh nhin c¢6 d§ thanh thai
creatinin thip hon 35 ml/pht.

- Ché phim ALENBE 70 mg ¢6 chira thinh phin cellactose, khong nén sir
dung & nhimg bénh nhin méc céc rdi loan di truyén hiém gap vé dung nap
galactose, tri¢u chimg thiéu hyt Lapp lactase hodic ri loan hip thu glucose -
galactose.

SUDUNG CHO PHU NUMANG THAI VA CHO CON BU

Phy nir mang thai
Khéng co nghién ciru vé viée su dung alendronat trén phy nir mang thai.
ALENBE 70 mg chi nén dugc sir dung & phu nir mang thai khi lgi ich vuot
hon hiin nguy co ¢6 thé xay ra cho ngudi me va thai nhi.
Alendronat két hgp chiit ché v khung xuong, tirdé duge giai ngdin So
lugng alendronat tich ]l.l) vio xuong va giai phong vao hc Ihgng tudn hoan
lién quan tryc tiép dén liéu lugng va thai gian sur dung thude. Chura cé dir lidu
nghién ciru & ngudi khiing dinh vé nguy co cua thude xay ra trén thai nhi. Tuy
nhién, trén ly lhuy&vincéngny cocod lhé xay cho thai nhi o ngudi me mang
thai da duge diéu tri vdi alendronat, chi yéu trén b xuong.

- Nghién ciru trén chudt mang thai khi duge sir dung liéu thip hon mét nira




T ——————

liéu khuyén cdo lim sang da cho thiy su giam kha ning song sét cua phoi
thai va giam khoi lugng thai nhi. O chudt mang thai sir dung liéu cao gép 3
1an liéu khuyén cio lim sang, s6 lrong cac vi tri hoa xuong khéong hoan toan
tang lén dang ke & dbt sbng (cb, ngye. thit kmg), xuong 5o, xwong trc. Tuy
nhién khong lhiy tac dong nay trén tho mang thai khi duge diéu trj véi liéu
caogap 10 lan licu khuven cdo.

- Khidiéutrjvéi hcu cao gip 4 lin liéu khuy;n cdo, bién cd giam calci ion hoa
vi calci toan phan & chugt mang thai din dén tri hodn, thit bai hodc kéo dai
qua trinh sinh nd, tir d6 gy chét trén chudt me. Liéu phap bd sung calci qua
thirc uong hodc bom mini khong thé cai thién duge sy giam calci huyét hoac
ngin chin sy tr vong ctia me va thai nhi gy ra bai viée tri hodn qua trinh
sinh. B6 sung calci bang duomg tiém tinh mach c6 thé ngan chin tr vong &
meg, nhung khong ngéin chin duge ¢ thai nhi.

Phy nircho con bi
Khéng biét alendronat ¢6 bai tiét vio sita me hay khong, cin thin trong khi
dung ALENBE 70 mg cho phu nir dang trong thoi ky cho con bu.

ANH HUONG CUA THUOC POIVOT CONG VIEC

Thuéc khé ng anh huong hogc anh huong khong d:mg ké dén kha nang li xe,
véan hanh may mée, lam vige trén cao hofic cac cong viée gdy nguy hiém doi
hoi syr tinh tdo va tip trung. Tuy nhién, mét s0 bénh nhén ¢6 thé gp phai cac
tac dung khong mong muén nhu nhirc déu, chéng mat, nhin md, dau co
xuong khap nding, ... Mic dii phan img cia timg ca thé d6i vai lhuoc co thé
khac nhau, bac sy cin canh bao cho bénh nhin vé kha ning xay ra cic tic
dung khong mong mudn trén.

TUONG TAC, TUONG KY CUATHUOC

Tueng tic cia thube

- Estrogen: An1oan v hiéu qua cua viéc sir dung dong thés li¢u phap thay thé
hormon va alendronat cho phu nir sau médn kinh chua dwoc xac d;nh, vi vay
khéng khuyéncaocéchdtmg dong thivi nay.

- Sita, cdc chat bé sung calci, magnesi va cdc thuoc chica nhom (khang acid):
¢ thé lam giam hép thu alendronat. Vi viy, bénh nhan phai cha it nhét nua
gicrsau khi udng alendronat méi ding bat ky thude nao khac. )

- Ranitidin tiém tinh mach: lam tang sinh kha dung alendronat duérng uong.

- Acid acetylsalicylic: Trong cdic nghién ciu lim sing, ty I¢ cac phan (mg
khéng mong mudn & dudmg tiéu hoa trén ting @ bénh nhan dung dong thai
alendronat liéu 1én hon 10 mg/ngay véi cic hgp chit chira acid
acetylsalicylic.

- Thuébc khang viém khong stevoid (NSAID): Vi NSAID thudmg gay kich img
duimg tiéu hoa nén phai thin trong khi phéi hop véi alendronat.

- Sar: lam giam hap thu alendronat. i :

- Khang sinh aminoglycosid: tang nguy co giam calci huyét néu ding dong
thi.

Tuwong ky, cia thude _ :

Do khong ¢6 cic nghién ciru vé tinh twong ky cua thude, khong ron lin
thuoe nay vai cac thuoc khéc.

TAC DUNG KHONG MONG MUON ,

Trcmg nghién ciru lim sang, céc tic dung khong mong muon thudmg nhe va
noi chung khdng can phm ngimg thuoe. Ty 1é tic dung khong mong muon
ting dang ké & ngudi diéu tri bénh xuong Paget vdi liéu 40 mg/ngay, chu yéu
1a tac dung khong mong muén ¢ dudmg tiéu héa.

Phén nhém theo tan suat: rat thuomg gap (ADR = 1/10), thuong gap (1/100 <
ADR < l"ll}) it gap (1/1000 <ADR < 1/100), hiém gip (1/10000 < ADR <
1/1000) va rat hiém gép (ADR < 1/10000).

- Roiloan hé thong mién dich: phan img qua min bao gém ndi may day va phu
rmy:h (hiém gap).

- Roilogn chuyén hoava dinh duimg: ha calei mau tri¢u chimg (hiém gip)

- Roiloagn hé thén kinh: nhire dau, chong mit (thuong gip); roi loan vi giac (it
gap).

E Ru]? loar: mdr: cic chimg viém mit nhu viém mang bé dao, viém thugng
cung mac hay viém cung mac (it gap)

- Roilogn tai va mé dgo: ao thinh giac (thuong gip); hoai ur onﬂ tai ngodi (rit
hiém gip).

- Roéi loan tiéu hoa: dau bung, kho tiéu, tio bon, éu chay, dav hoi, loét thye
quan. kho nudt, chudng bung, trdo nguoc acid (thuémg £ip); ‘budn non, non,
viém da day, viém lhu‘c quan, bao mon thyc quan, di ngoai phén den (it gip):
hep thue quan, loét hiu hong, thiing, loét hay chay mau duémg tiéu hoa trén
(hiém gap).

- Roi logn da va cdc mo duwdi da: rung toe, ngira (thudomg gap); phat ban, ban
do (it giip): phat ban do nhay cam v@i anh sang, hojic nhimg phan img da
nghiém trong hon nhu héi chimg Stevens - Jonhson, hoai tir biéu bi nhiém
ddc (hiém gap).

- Roilogn co xuwong khap vamé lién két- dau co xuong khap, déi khi dau trim
trong hon (rét thuémg gip); sumg khop (thudmg gip): hoai tr khdp ham, gdy
xuong dui, gay dudi chuyén khong dién hinh (phan img bat lgi cua
hlsphnsphnnan (hiém gap). .

- Cdc tdc dung khong mong muon khée; suy nhuge co thé, phu né ngoai bién
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(thm‘mg gap); mot s6 triéu chimg ciip tinh thodng qua nhu: dau co, kho chiju
va hiém khi st ¢ giai dogn diu diung thude (it gap).

QUA LIEUVA CACH XU TR |

Tri¢u chimg

Gidm calci mau, giam phosphat mau va cic phian img khong mon s muén o

ducmg tiéu hoa trén nhu rdi loan ueu hoa ¢ da day, ¢ nong, viém quan,
viém hodic loét da dity c6 thé do uong qua liéu alendronat.

Cach xurtri
Khong c6 thdng tin riéng biét vé dléll tri qud liéu alendronat. Nén cho ding

sira va cac chat khang acid dé lién két alendronat. Do n guy co kich g thyc
quan, khong dwoc gay non va bénh nhan van phai ngdi thing dimg,
tach khong cé hi¢u qua.

DUGCLUCHOC '.
Phin loai dugce Iy: Thudc chong lodng xuong.

MAATC: MOSBAO4.

(.nrcllé tic dung

Alendronat la mdt aminobisphosphonat ¢ tac dung irc ché tiéu xugng dic
hiéu.

- Cacnghién ciru tién lim sang cho lhay alendronat tich ty chon loc ¢ cic vj tri
tieu xwong dang hoat dong. irc chc hoat tinh cua cac huy cot bao.

- Cac nghién ciru lam sang cho thiy diéu tri bnng alendronat co thé | ting
dang ké khdi lur.mg xuong ¢ xuong cit song, cd xuong dui va méu uyén.

Trong cdc nghién ciru lam sang ¢ phy nir min I:mh mwden 85 tudi bj lodng
xuong (dwoc xdc dinh 1a ¢ khéi lugng xwong itnhat Ia 2 d¢ léch chuin
dudi trung binh cia théi ky trude man kinh), di u l!] bing alend t lam
giam ddng ké s6 lin gay dot song sau 3 nim dung thude. Mitdo chal

0 xuong tang rd sau 3 thang diéu tri bing alendronat va con llep tpc t.'!.ng
trong sudt qua trinh ding thude. Tuy nhién, sau | - 2 nim diéu tri, ncungu‘ng
li¢u phép alendronat thi khong duy tri duge sirting khoi lugng xuong Diéu
do chimg 10 phai lién wc diéu tri hang ngay mdi duy tri dugc hiéu qua chira
bénh.

DUOC DPONG HOC
Hip thu: So véi mét liéu chudn tiém tinh mach, sinh kha dung duén
trung binh & phy nir 12 0,7% vai li¢u 5 - 70 mg, udng sau 1 dém nhin
gi0 trudc mot biva &n sang chuan. Thirc &n, ddc biét nhimg san p
calci hay céc ion da hod trj khdc lam giam hip thu thude. Sinh kh
khodng 0,4% khi udng alendronat 30 phut tnrde bira @n. Trong nghi
loding xwong, alendronat tac dung t6t khi dugre uéng it nhat 30 phit
an dau tién trong ngdy. Sinh kha dung khéng dang ké khi uong
cung hodc sau bira dn sang 2 gio. Cafe va nude cam lam giam sinh kha dung
cua alendronat khoang 60%. '

- Phénbé: Cac nghién ciru tién 1im sang cho théy sau khi tiém tinh mach liéu
I mg/kg, alendronat phan| bd nhit thai & cdc mé mém nhung sau d6 phan bd
lai vao xuong hodc bai tiét qua nude tiéu. Lién két véi protein trongpuyet
turong ngudi xap xi 78%.

B Chuyén héa: Khéng c6 bang chirng cho thiy alendronat dugc chu)mh'loa o

nguii,

- Thai trir: Sau khi tiém tinh mach mot liéu duy nhat 10 mg, do thanh thai o
thdn cua alendronat la 71 ml/phut. Nong d6 thude trong huyét tuong giam
hon 95% trong vong 6 gidr sau khi tiém tinh mach. O ngudi, thai gian bap thai
ctia thude wéc tinh trén 10 ndm, phan anh su giai phong cia alendronattir bo
xuong.

QUY CACH BONG GOI

- Hop02vix 02 viénnén. VibaimAl - Al

- Hop05vix 02 viénnén. VibdmAl - Al

- Hop 10vix 02 viénnén. Vibam Al -AlL

BAO QUAN
Noi kho, dudi 30°C. Tranh anh sing.

HANDUNG _

36 thing (ké tirngdy san xudt).

TIEU CHUAN CHAT LUQNG
Tiéu chuan co sa.

R o e
Mo
¥ Co s& san xudt
CONG TY TNHH HASAN - DERMAPHARM
Puong so 2, KON Pong An, Binh Duong, Viét Nam




