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JAY CHI DUNG THEO BON THUGC
OC K¥ HUGNG DAN SU’ DUNG TRUGC KHI DUNG

Thanh phan dugc chit:

M&i 100 ml dung dich chida: Alendronic acid (dudi dang sodiumalendronate) 70 mg

Thanh phan ta dugc: Citric acid monohydrate, sodium citrate, sodium benzoate, sucralose, xylitol,
tinh dau cam, polyoxyl 40 hydrogenated castor oil, ponceau 4R, tartrazine, nudc tinh khiét
DANG BAO CHE

Dung dich uéng. Dung dich trong, mau cam, ¢6 mui thom dac tnng

CHIPINH

Diéu tri lodng xuong & phu nit sau man kinh

Biéu tri loang xuong dé lam gidm nguy ca gay xuong héng va cét séng

LIEU DUNG, CACH DUNG

Liéuding

Liéu str dung khuyén céo la 70 mg alendronic acid (100 ml dung dich BECHASOL) x 1 lan/tuén.
Thoi gian diéu tri t6i uu bang bisphosphonate cho bénh loing xuong chua dugce xac dinh. Sucan
thiét phai ti€p tuc diéu tri nén dugc dénh gia lai theo dinh ky duatrén nhiing lgiich va nguy co
tiém an clia thudc trén tiing bénh nhan, dic biét sau khi str dung bisphosphonate 5 nam trd 1én
Cachdung !
Dé dam bao thudc duge hap thu ddy du can luu y: Phai udng thudc véi nudc thudng, it nhit 30
pht trudc blra an/udng dau tién trong ngay hodc trude khi udng cac thudc khic, Cac d6 udng
khac (ké ca nudc khoang), thifc an va mot s6 thudc cé thé lam gidm hap thu cia BECHASOL.
D€ dua thudc xudng da day dé dang nhdm gidm nguy ca kich tng/cic tc dung khéng mong
mudn tai ché va thuc quan:

- Khéng dugc ndm trong vdng it nhdt 30 phut sau khi uéng thudcva cho tdi sau khi an biia ddu
tién trong ngay

- Phai udng thudc vao lic méi ngl ddy trong ngay véi liéu 100 ml duy nhét (1 chai BECHASOL),
sau d6 udng thém it nhat 30 ml nudc thueing, c6 thé uéng nhiéu nuéc han

- Khéng dugc udng thudc trude khi dingd hoac con dang ndm trén giuding khi mdi thuic déy
Bénh nhan nén dugc bd sung calci va vitamin D néu ché 6 n khéng cung cép da

D3i tugng bénh nhan dac biat

Ngudi cao tudi

Trong cac nghién ctfu lam sang, khéng cé surkhac biét vé tinh an toan va hiéu qua diéu trj cla
alendronic acid lién quan dén tudi téc. Do d6 khéng can diéu chinh liéu déi vdi ngudi cao tudi
Bénh nhan suy than

Khéng cén diéu chinh liéu d8i véi bénh nhéan suy than cé d8 loc ciu thin (GFR) > 35 mi/phat,
Khéng khuyén céo sirdung alendronic acid cho bénh nhan suy thin ¢6 dé loc ciu than (GFR)
< 35 ml/phuat do chua cé kinh nghiém lam sang vé van dé nay

Tré em va thanh thiéu nién

Khong khuyén cdo sirdung alendronic acid cho tré em dudi 18 tudi dokhdng cé du dir liéu vé
tinh an toan va hiéu qué trong céc bénh Iy lién quan dén loang xuong & tré em

Alendronic acid chua dugc nghién clu trong diéu tri loang xuang do glucocorticoid

CHONG CHi BINH

Di dang & thyc quéan va cac yéu t& khac dan dén cham lam rdng thuc quan nhu hep thuc quan
hoic co thét tam vi

Khéng co kha ndng ding hodc ngdi thing trong it nhat 30 phit

Qué man vdi alendronic acid hodc bat ky thanh phan nao cla thudc

Ha calci huyét

Bénh nhan khé nuét chat léng

Bénh nhan cé nguy co sic khiudng

CANH BAO VA THAN TRONG KHI DUNG THUGC

Céc téc dung khéng mong mudn & duéing tiéu héa trén

Alendronic acid c6 thé gay kich tng taichd niém mac dudng tiéu héa trén. Do c6 kha nang lam
bénh san cé xau di, can than trong khi diing alendronic acid cho bénh nhan cé bénh Iy dang
hoat déng & duting tiéu hoa trén nhu chiing khé nudt, bénh thuc quén, viém da day, viem ta
trang, loét hoac cé tién si gan day (trong vong 1 nam trudc) co bénh duding tiéu héa nhu loét
da day ta trang, xudt huyét dudng tiéu héa thé hoat ddng hodc phiu thuit duéing tiéu hoéa trén
ngoai trlf tao hinh man vi. & nhitng bénh nhéan bi bénh Barrett thuc quan, béc sTké don nén can
nhéc gitra Igi ich va nguy co tiém &n cta alendronic acid dua trén dic diém timg bénh nhan
Pa o6 bao cdo vé cac phan ting cd hai & thuc quan (d6i khi nghiém trong va phai nhap vién)
nhu viém thuc quan, loét thuc quan va &n mon thuc quan, hiém khi dan dén hep thuc quan &
nhiing bénh nhan diing alendronic acid. Do d9, bac si nén canh gidc vdi bat ky ddu hiéu hodc
triéu chiing nao bao hiéu vé phan ting thyc quan; bénh nhan can dugc chi ddn ngirng strdung
alendronic acid va bao ngay cho bac s7dé dugc cham s6c ¥ t€ néu xuat hién cac triéu chiing .
kich ung thuc quén nhukhd nuét, dau khi nuét hodc dau sau xuong e, ¢ néng mdi xuat hién
hoac ngay mot xdu di
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Nguy cd gap phai cac téc dung khéng mong muén nghiém trong trén thuc quan 1én hon &
nhiing bénh nhan diing alendronic acid khéng ding cach va/hoic van tiép tuc ding alendronic
acid sau khi 6 nhiing triéu chitng nghi ngd |3 kich dng thuc quén. Vi vay, viéc cung cap déy da
théng tin cho ngudi bénh dé ho hiéu rd cac chl dan vé liéu luong, cch ding 14 rét quan trong.
Cén thong bao cho bénh nhan rdng néu khéng tuan thd nhing chi dan nay ¢6 thé 1am tang
nguy co gap phai cac van dé vé thuc quan

Médc di trong cac thir nghiém lam sang md rdng khéng cho thdy tang nguy co nhung da cé
mét s3 bdo cdo hiém gip (sau khi luu hanh) vé loét da day-ta trang, mot s6 truding hap nang
va c6 bién chiing

Hoai ti xuong ham

Hoai tr xuong ham, thuong lién quan dén nhé rang vashodc nhiém khudn tai chd (bao gém
ca viém tly xuong) da dugc bao cdo & nhimg bénh nhan ung thu trong phéc dé diéu tri c6
bisphosphaonate tiém tinh mach. Nhiéu bénh nhan trong sé nayciing dang dugc hoa trj va s
dung corticosteroid. Hoai tU xuong ham cling da dugc bao cado & nhiing bénh nhén bilodng
xuong dung bisphosphonate dudng uéng

Cac yéu t6 nguy cd sau day can dugc xem xét khi danh gié rdi ro phat trién bénh hoai tirxuong
ham ctia bénh nhan:

- Hiéu lyc ctia bisphosphonate (manh nhat la zoledronic acid), dueng dung va liéu tich Iy

- Ung thu, héa tri, xa tri, sir dung corticosteroid, hut thudc

-Tién sirbénh nha khoa, vé sinh rang miéng kém, bénh nha chu, 1dm céc thu thuat nha khoa
xam lan va rang gid khong khop

Nén kham nhakhoa va cé bién phap phéng ngtra thich hgp trudckhi diéu tri bang bisphospho-
nate & nhing bénh nhan c6 van dé vé ring miéng

Trong khi diéu tri, néu c6 thé, bénh nhan nén tranh lam cac tha thuat nha khoa xam lan. B&i vdi
nhiing bénh nhan b hoai tdr xuong ham khi dang diéu trj bang bisphosphonate, phiu thuat nha
khoa cé thé 1am tinh trang ndng thém. D6i véi nhiing bénh nhan can lam thi thuat nha khoa,
chua cé dt liéu cho thay liéu viéc ngitng diéu tri bing bisphosphonate c6 thé lam gidm nguy co
hoai tir xuong ham hay khong. Bac sTdiéu tri can danh gia lam sang va dua ra hudng xdr Iy dua
trén két qua danh gid Igi ich/nguy co cho tiing ngudi bénh cu thé

Trong thai gian diéu tri bang bisphosphonate, t&t cd bénh nhan nén dugc khuyén khich gid
gin vé sinh rang miéng, kham rang dinh ki va bdo céo khi cé bét ky triéu chiing ring miéng
nao nhurang lung lay, dau hodc sung

Hoai tif xuong éng tai ngoai

Hién tuong hoai tr xuong 6ng tai ngoai da dugc bao co khi st dung bisphosphonate, cha
yéu lién quan dén diéu trj kéo dai. Cac yéu t8 nguy co co thé gay hoai tif xuong 6ng tai ngoai
bao gém st dung steroid, héa tri liéu va/hodc céc yéu t6 nguy catai chd nhu nhiém triing hay
chén thugng. Can xem xét dén kha nang hoai tirxuong 6ng tai ngoai & nhiing bénh nhan diing
bisphosphonate cé céc triéu chimg vé tai bao gém nhiém trling tai man tinh

Pau co - xuong khap

Da c6 bao cdo vé triéu chiing dau xuong, khdp va‘hoic dau ca & nhitng bénh nhan diing
bisphosphonate. Cac théng tin sau khi luu hanh cho thay nhing triéu chirng trén hiém khi
nghiém trong va/hodc lam mét kha nang van dong. Thai gian khéi phat céc trigu ching trén
thay d8i tirmét ngay dén vai thang sau khi bt dau diéu tri. Da sébénh nhan da gidm céc triéu
chiing sau khi ngitng thudc. Mot s6 it bénh nhan cé cac triéu chiing téiphat khitiép tuc diing
loai thudc do hodc mét bisphosphonate khac

Gay xuong dui khéng dién hinh

Gay than xuong dui va gay dudi mdu chuyén khéng dién hinh da duoc béo cao khi diéu tri
bang bisphosphonate, chtt yéu & bénh nhan diéu tri loang xuong kéo dai. Cac vét gay xuong
theo chiéu ngang hodc chéo ngdn c6 thé xuat hién & bat ky vj trindo doc theo xurang dui ké
tir dudi mau chuyén bé cho dén trén 15i cdu xuong dui. Cac vét gay xugng xay ra sau nhitng
chdn thuong rat nhe hodc tham chi khdng c6 chin thudng va mét sé bénh nhan ¢ cam giac
dau & dui hodc & hang, thuding di kém vdi nhing hinh anh X - quang déc trung cho thay ran
xuong, xay ra vai tudn dén vai thang trudc khi ¢é hién tugng xuang duii giy xuong thuc su. Gay
xuong thuéing xuat hién & ca hai bén; do do phai kiém tra phdn xuong dui déi dién & nhiing
bénh nhan diéu tri bang bisphosphonate va cé hién tugng géy xuong dui. Cac vét gay xuang
nay dugc bao cdo la khé lanh. Can xem xét ngting thudc bisphosphonate & bénh nhan nghi
ng& gay xuong dii khong dién hinh trong khi chd danh gia, dia trén nguy co tiém an va lgi ich
clia tiing bénh nhan

Trong khi diéu trj béang bisphosphonate, bénh nhan can thong bao cho béc sinéu co bt ky
hién tugng dau & dui, hong hoac hdng nao va néu ¢6 bt ky triéu chitng nao & trén xay ra bénh
nhanphai dugc thuc hién kiém tra nquy co gay xuong dui

Phdnng trén da

Da c6 bdo cdo hiém gdp vé cic phdn iing nghiém trong trén da bao gdm hdi ching Stevens
Johnson va hoai tor biéu bi nhiém ddc sau khi luu hanh

Quén diing thuéc

Trong trudng hgp bénh nhan quén dung thudc, nén udng 1 chai BECHASOL (100 ml) vao budi
sang ngay sau khi phat hién ra. Khéng nén udng 2 chai trong cingmét ngay ma tiép tuc uéng
méi tuan 1 chai BECHASOL vao dling ngay trong tudn nhu lich d4 chon ban dau

Suy than

Khéng khuyén céo sir dung alendronic acid cho b&nh nhan suy thin cé dé loc cu than (GFR)
< 35 ml/phat

Chuyén héa xuong va khoang chat

Cdn xem xét cac nguyén nhan loang xuong khong phai do thiéu hut estrogen va ldo héa
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Phai diéu chinh tinh trang gidm calci huyét trudc khi bdt dau diéu tri bing alendronic acid. Cac
r6i loan khac anh huang dén chuyén héa khoéng chit (vi du thiéu hut vitamin D va suy tuyén
cén gidp) ciing can dugdc diéu trj hidu qud. Can theo déi calci huyét va cac triéu chiing cla ha
calci huyét & nhimg bénh nhan nay trong théi gian diéu trj bing alendronic acid

Do céc tac dyng tich cuc clia alendronic acid lam tang khodng xudng, nén c6 thé din dén ha
calci huyét va phosphate huyét, dic biét & nhitng bénh nhén diing glucocorticoid cé thé giam
hdp thu calci. Tinh trang nay thuding nhe va khéng ¢ triéu chiing. Tuy nhién da c6 bao céo
hiém gap vé trudng hop ha calci huyét cé trigu chifng, déi khi trdm trong va thuding xay ra &
nhing bénh nhan ¢ cac yéu td nguy cd (vi du suy tuyén can giap, thiéu hut vitamin D va hip
thu calci kém). Bam bao lugng calci va vitamin D dua vao ca thé ddy di rit quan trong & bénh
nhén diing glucocorticoid

Canh béo ta dugc

Thubc c6 chia chit tao mau nhu tatrazine, ponceau 4R c6 thé gay cac phin ng dj ing
Thudc 6 chifa 100 mg sodium benzoate/100 ml, c6 thé lam tang nguy co vang da, vang mét
G tré so sinh (4 tudn tudi tré xuéng)

Thuéc chia polyoxyl 40 hydrogenated castor oil c6 thé gay réi loan tiéu héa nhe va tiéu chay
sU DUNG CHO PHU NU' CO THAI VA PHU NU' CHO CON BU

Phu nir cé thai

Khéng 6 hodc chua da dir liéu vé viéc sir dung alendronate & phy nif mang thai. Cac nghién
cltu trén dong vat cho thay déc tinh sinh san ciia alendronic acid ding trong thai ki mang thai
@ chudt gay ra chiing réi loan phan ly lién quan dén ha calci huyét

Khéng nén stf dung thudc trong thai ky mang thai

Phu nit cho con bu

Chua biét alendronic acid c6 tiét vao stta me hay khéng. Khéng thé loai trit nguy co déi véi tré
dang bi me. Vi vay, khéng nén dlng thudc trong khi cho con bu

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MGC

Alendronic acid khang c6 hodc anh hudng khong déng ké dén khé nang |ai xe va sirdung may
moc. Tuy nhién, da ¢ bdo cdo vé mot sé tac dung khéng mong mudn ciia thudc co thé anh
huéng dén khd nang i xe hodc van hanh mdy méc & mot sé bénh nhan, Cac phan g véi
alendronic acid cé thé khac nhau & titg bénh nhan. Néu cac triéu chitng nay xay ra, khuyén
bénh nhan khéng nén 13i xe, van hanh may méc hodic lam viéc trén cao

TUONG TAC, TUONG KY CUA THUGC

Néu udng cling ltic, thic dn va d6 udng (k& ca nudc khodng), thudc bé sung calci, thusc khang
acid va mt s6 thudc khac cé thé sé anh huding dén suhdp thu cliaalendronic acid. Do @6, bénh
nhan phai dgi it nhat 30 phat sau khi u8ng BECHASOL trudc khi diing bat ky sén phim thuéc
udng nao khac

Khéng cé tuang tac véi nhiing thudc khac ¢é ¥ nghia 1dm sang dugc du bao trudc. Trong cac
thirnghiém [am sang, mét s& bénh nhan diing estrogen (dit 4m dao, ciy dudi da hodc udng)
trong khi sif dung alendronic acid khéng thay c6 béng chiing vé tuang tac cé hai

Viéc st dung NSAID cé lién quan dén kich (tng duding tiéu héa, can than trong khi st dung déng
thdi vdi alendronic acid

Céc nghién ctiu tuong tac cy thé chura duge thuc hién. Trong cdc nghién ciu l3m sang alendron-
ic acid dugc diing phdi hgp véi mét loat cac thudc ké don théng thuing, thi khdng thiy co
béng chirng vé tuang tac cé hai trén Idm sing

TAC DUNG KHONG MONG MUGN CUA THUGC

Cac tac dung khong mong muén sau day da dugc ghi nhan trong qua trinh nghién cdu [am
sang va/hodc theo déisau khiluu hanh, Cac tac dung khéng mong muén dugc phan loai theo
hé co quan va tén sudt gép véi quy udc sau: Rat thudng gdp (21/10), thudng gap (21/100 va
<1/10), it gdp (21/1000 va <1/100), hi€m ggp (21/10.000 va <1/1000), rét hiém gdp (< 1/10.000
bao gém cd cac trudng hgp cé biét)

R&i loan hé théng mién dich

Hiém gdip: Phan dng qua mén, bao gém may day va phit mach

R&i loan chuyén héa va dinh duéng

Hiém gdp: Triéu chimg ha calci huyét, thudng lién quan dén nhiing bénh 6 sén

Réiloan than kinh trung vong

Thudong gap: Bau dau, chong mat

It gdip: Réi loan vi glac

Réi loan mét

[t géip: Viém mt (viém mang b dao, viém cling mac, viém thugng céing mac)

Réi loan tai va mé dao

Thuting gdp: Chdng mét

Réi loan tiéu héa

Thuding gdp: Dau bung, khé tiéu, tdo bén, tiéu chay, day hai, loét thuc quan, khé nuédt, chudng
bung, trao ngugc acid

ft gdp: Budn nén, ndn, viém da day, viém thuc quan, an man thuc quan, dai tién phan den
Hiém gdp: Hep thuc quan, loét hiu hong, PUB dudng tiéu hoa trén (thiing, loét, chay mau)
Réi loan da va mé dudida

Thudng gdp: Rung tocg, nglra

ft géip: Phat ban, ban do

Hiém gap: Phat ban nhay cam vdi anh sang, phan tng nghiém trong & da bao gém hoi chiing
Stevens-Johnson va hoai tif thugng bi nhiém doc
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Rdiloan coxuong, mé lién két va xuong

Rdt thudng gdp: Dau cc xudng khép, doi khi dau ning

Thuding gdp: Sung khop

Hiém gdp:Hoai tlrxuong ham da dugc bao cdo & nhiing bénh nhan dugc diéu tr biing bisphos-
phonates; gay than xuong dui va gay dudi mau chuyén khang dién hinh (Xem Canh bao va
than trong khi dung thuéc)

Rdt hiém gdp: Hoai tf xuong éng tai ngoai

Cacrdi loan chung va tinh trang tai ché diing thudc

Thudng gdp: Suy nhugc, phi ngoai bién

It gdip: Cac triéu chimg thoang qua nhu mét phan img & giai doan cap tinh (dau co, khé chju va
hiém khi sgt), thuting xuat hién khi bt dau diéu tri

Théng bdo ngay cho bdcsihodc duge sinhiing phan ing c6 hai gip phdi khi sit dung thudc
QUA LIEU VA CACH XU TRI

Udng qua liéu c6 thé gay ha phosphate huyét, calci huyét va nhiing tic dung khéng mong muén
4 dudng tiéu hda trén nhu kho chiu & da day, ¢ néng, viém thuc quan, viém da day hoac loét
Khéng cé thdng tin dac biét vé didu trj qua liéu alendronic acid. Nén uéng sita hoac thudc
khang acid dé két hgp vai alendronic acid. Do cé nguy cakich tmg thuc quan, khéng dugc gay
non va can gitr ngudi bénh & tu thé hoan toan thang dimg

PACTINH DUQC LUCHOC

Nhém dugc Iy tri lidu: Thudc diéu tr] bénh vé xuong, bisphosphonate

Ma ATC: MOSBAO4

Co ch&tacdung

Hoat chéat alendronic acid {dudi dang sodium alendronate) la mot bisphosphonate cé tacdung
Uc ché qué trinh tiéu xuong do dc ché hoat dong cla cac hily cét bao ma khéng anh huéng
truc tiép d€n qua trinh hinh thanh xuang. Cac nghién clu tién lim sang cho thdy alendronic
acid tich tu chon loc & cac vi tri tiéu xuong dang hoat déng. Alendronic acid cic ché hoat dong
clia cac hdly ¢6t bao nhung khéng anh hudng dén sy huy déng hoac gén két clia cac huy cét
bao. Chét lugng xucng dudgc tao thanh trong qua trinh diéu tr] biing alendronate khang bj anh
hudng

DPACTINH DUGC PONG HOC

Hap thu

So vdi liéu diing trong tinh mach, sinh kha dung dudng uéng trung binh & phu nir 3 0,64%
v6i lidu tir 5-70 mg udng vao budi séng, lic déi va 2 gid trudc biia sang. Sinh kha dung gidm
khoang 0,46% va 0,39% khi udng alendronic acid trudc bia sang 1 glc hodc 0,5 gitr. Trong cac
nghién cdu vé bénh lodng xuong, alendronic acid ¢é hiéu qua khi udng trudc bita an/uéng
dau tién trong ngay it nhat 30 phat

Sinh kha dung gén nhu 1a khéng déng ké khi alendronic acid dugc udng cling hodc sau bira
séng trong vong 2 gi&., Ding déng thdi alendronic acid véi ca phé hoic nudc cam lam giam
sinh kha dung khoéng 60%

U nhiing ngudi khoe manh, udng prednisone (20 mg x3 lan/ngayx 5 ngay) khéng tao ra thay
d3i ¢4 y nghfa lam sang vé sinh kha dung duding udng ctia alendronic acid (mirc ting trung
binh tir 20% dén 44%)

Phan bé

Cac nghién citu trén chudt cho thdy sau khi tiém tinh mach liéu 1 mg/kg, alendronic acid phan
b6 dau tién vao cdc md mém nhung sau dé nhanh chong dugc téiphan bé lai vao xuong hoic
bai tiét qua nudc tiéu. O ngudi, trang thai can bing, thé tich phan ba tai thiéu 1a 28 lit (khong
ké trong xuang)

Néng d6 thudc trong huyét tuang sau khi udng Ia rét thip, khong thé phat hién (< 5 ng/mi).
Lién két voi protein trong huyét tuong & ngudi |3 khodng 78%

Chuyén hoa

Chua cd bang chiing vé viéc chuyén hda alendronic acid & dong vit hodc ngudi

Thai tri

Sau khi tiém tinh mach mét liéu alendronic acid (14C), khodng 50% phéng xa dude bai tiét
qua nudc tiéu trong vong 72 gi¢ va rét it hodc khéng cé phéng xa dugc tim thdy trong phén.
Sau khi tiém tinh mach mét liéu 10 mg duy nhat, d9 thanh thai & than ctia alendronic acid 13
71 ml/phat va dg thanh thai toan than khéng vuet qua 200 ml/phdt. Néng do thudc trong |
huyét tuong gidm han 95% trong vong 6 gid sau khi tiém tinh mach. Thei gian ban thai cudi
cling cta thudc & ngudi dugc udc tinh la hon 10ndm, phan dnh sugidi phong alendronic acid
tir trong xuong

0 chudt, alendronic acid khang dugc bai tiét qua hé théng vén chuyén acid-base & than, vi
vay alendronic acid dugc du doan khong lam dnh hudng dén sur bai tiét cic thusc khac qua
hé théng nay & ngudi

QUY CACH PONG GOI |
Hop 1 chaix 100 ml

BAO QUAN: Nui khé, dugi 30 °C, tranh anh séng truc tiép
TIEU CHUAN: Tiéu chudn co's&

HAN SU DUNG: 24 théng ké tir ngay san xust

Sén xuat béi‘?
CONG TY CO PHAN TAP POAN MERAP |
B4 Khé, Tan Tién, Van Giang, Hung Yén, Viét Nam
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