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Rx HUGNG DAN SU' DUNG THUGC
ACITONAL-35

(Risedronat natri 35mg)
Thudc bdn theo don. Néu cdn thém théng tin xin hdi y kién bdc sT
Boc ky hudng dén st dyng trude khi ding. DE xa tim tay cua tré em.

THANH PHAN: M3i vién nén bao phim chia

Duge chét: Risedronat natri hemipentahydrat tuong dudng risedronat natri 35mg.

Té duge: Lactose monohydrat, microcrystallin cellulose, tinh bot ngd, povidon, crospovidon, colloidal silicon
dioxid, magnesi stearat, hypromellose, PEG 6000, talc, titan dioxid, oxit sit do.

DUGC LyC HOC

ACITONAL-35 c6 téc dung ic ché hlly xuong qua trung gian hly c6t bao va diu chinh chuyén héa xuong, nhg
dé duy tri sif viing chdc trong két c4u xuong va han ché nguy co gay xuong.

Risedronat natri cé 4i lyc véi cdc tinh thé hydroxyapatit trong xuong va tic dgng nhu mot tdc nhén chéng hay
xuong. 0 c&p d6 t& bao, ACITONAL-35 (¢ ché cic hiy c6t bao.

DUGC BONG HOC

Hép thu: Sau khi udng, thuse dugc hdp thu tudng dai nhanh (T, khodng 1 git) va ddc Iap véi liéu ding trong
khoang liéu duge nghién ciu (2,5 dén 30mg). Sinh khd dung trung binh khi uéng thusc vién 1a 0,63% vé gidm
khi risedronat natri dugc ubng chung véi thirc in.

Phdn b6’ Thé tich phan bd trung binh & trang thdi 6n dinh 12 13,8 L/kg trén nguoi. Khoang 24% thubc gdn vi
protein huyét tuong.

Chuyén hda: Khong co bing ching vé chuyén hoa toan than d6i véi risedronat natri.

Théi tri: Khodng mét nda liéu thube da hép thu dugc bai tigt trong nudc tidu trong vong 24 giv va 85% lidy
tiém tinh mach duge tim thdy trong nuéc tidu sau 28 ngay. Téc do thanh thai trung binh § thdn 1a 105 ml/phat
va 18ng thanh thai trung binh 13 122 mifphit, SU khdc bigt 1a do sy hdp thu vao xuong. Sy thanh thi & than
khGng phy thudc vao ndng ds, vi co mot sy tuong quan tuyén tinh gia thanh thii qua thdn va thanh thai
creatinin. Thu6c khong hap thu duge thai trir dugi dang khong thay d6i trong phan.

CHI BINH

Diéu tri lodng xudng thai ky sau man kinh, gidm nguy cd gdy xuong cot séng.

Biéu trj lodng xvong thei Ky sau mén kinh da duge xdc dinh, gidm nguy cd gay xuang hdng.

Biéu trj loang xuong & nam gisi c6 nguy cd gay xuong cao.

LIEU DUNG VA CACH SI DUNG

Li€u khuy&n cdo & nguai 16n 13 1 vién 35 mg, ubng 1 1dn 1 tudn. Nén udng vao cing 1 ngay méi tudn.

Sy hdp thu ctia thusc bi dnh hubng bdi thic in. do do dé ddm bdo sy hdp thu ddy dii, banh nhan nén ding
thudc theo hudng din sau:
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+ Truéc bila 3n sdng: it nhat 30 phat trudc khi &n, trudc khi dung cdc thuSc khac hodc dé usng (ngoai tr
nugc).

+ Néu quén dung mot lidu, bénh nhdn nhé ubng liéu da quén vao 1 ngdy khdc. Sau d6, nén trd lai lich ding
thudc nhu thusng 16 (mi tudn 1 vién udng vao 1 ngay nhét dinh trong tudn). Khdng nén udng 2 vién trong
cing 1 ngay.

+ Nén nudt cd vién, khéng dugc ngdm hodc nhai. D& dua thudc dén da day, vién nén dugc ufng & tu thé ding
thdng véi mt ly nuée (= 120 ml). Banh nhan khdng nén ndm trong vong 30 phit sau khi ung thudc.

Nén xem xét b8 sung calci va vitamin D néu ché d6 An ubng khong do.

Khodng thdi gian t6i wu diéu tri lodng xuong bdng bisphosphonat chua dugc thist ldp. Viéc diéu tri tigp tuc cdn
dugc ddnh gid dinh ky dya trén Igi ich vA nguy cd trén ting bénh nhén, ddc biét sau khi ding thude tif 5 nam
trg 1&n.

Ngudi cao tudi: Khéng cdn diéu chinh liéu vi sinh kha dung, phan bd va thdi trr tuong ty nhau & ngudi cao tusi
(> 60 tudi) so véi ngudi tré. Didu nay cing duge thdy 6 nhing ngudi sau man kinh tY 75 tudi trd 16,

Suy than: Khdng cén diéu chinh liu cho nhiing bénh nhan suy than nhe dé&n trung binh. Chdng ch dinh dbi vai
bénh nhan suy thin ndng (dg thanh thai creatinin dugi 30 mi/phat).

Tré em: Khong khuyén cdo sif dung thudc cho trd em dudi 18 tudi do chua di di liéu vé tinh an toan va higu
qua.

CHONG CHI DINH

Bénh nhén man cdm véi cdc thanh phin cla thuc.

Gidm calci huyét.

Suy thdn ndng (dg thanh thdi creatinin < 30 ml/phut)

Khong co kha ndng diing hodc ng6i it nhat 30 phit.

Phu nif c6 thai va cho con ba.

THAN TRQNG

Thic &n, d8 ufng (ngoai trir nudc) va cdc ché phim chila calci, magnesi, sit va nhém can trd sy hép thu
bisphosphonat va khdng nén ding ddng thi véi thudc. DE dat duge hiéu qud nhu mong dgi, cdn phéi tudn thi
nghidm ngét cdc khuy&n cdo vé lidu ding.

Higu qua cua cdc bisphosphonat trong diéu tri loang xudng sau man kinh co lién quan dén sy hién dién clia mat
d xuong (BMD) thdp (T-score & xuong héng hodc cot séng thit lung < - 2.5 SD) va‘hodc gay xuong.

Tudi cao va cdc y8u t6 nguy co din d&n gdy xuong khdng phai la Iy do d& bit ddu diéu trj loang xuong bing
bisphosphonat.

Cédc bdng chimg chimg minh hiéu qui cla céc bisphosphonat (bao g6m risedronat natri) & phy ni cao tusi (>
80 tudi) con gidi han.

Bisphosphonat ¢6 lién quan dén viém thyc qudn, viém da day, loét thyc qudn va loét da day té trang. Do d6
thdn trong khi st dung:
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+ 0 nhiing bénh nhan c6 tién sit r6i loan thyc qudn lam chdm qua trinh di chuyén hodc lam tréing thyc quin vi
du: hep hodc co thdt thyc quan.

+ 0 nhiing bé&nh nhan khong thé & tv thé ding thing it nhat 30 phat sau khi udng thudc.

+ Cho bénh nhén cd cdc vdn dé v thyc qudn hoidc dudng tiéu héa trén (bao gém Barrett thyc qudn).

Bdc sT cdn nhdn manh cho bénh nhdn tdm guan trong cla viéc tudn thil cdc hudng din ding thuSc va canh
gidc vi céc ddu hiéu hodc trigu ching cla phdn dng thyc qudn c6 thé xdy ra. B&nh nhan nén tim sy cham sdc
y 18 kip thoi nfu co cdc trigu ching kich (ng thye quan nhu kho nudt, dau khi nuét, dau sau xuong (c hodc ¢
néng.

Nén diéu trj chiing ha calci huy8t tru6e khi bdt ddu diéu tri véi thudc. Cdc r6i loan khdc vé chuy&n héa xuong va
khodng chdt (vi dy r8i loan chic nang cdn gidp, thidu vitamin D) ¢n dugc diéu tri déng thai voi thubc nay.

Hoai tlf xuong ham, thudng lién quan dén nh§ ring va/hodc nhiém khudn tai chd (k€ ci viem tly xuong), da
dugc béo cédo O bénh nhan ung thu dang dugc didu tri v6i phac db c6 tiém tinh mach bisphosphonat. Nhiu
bénh nhén trong s§ nhitng bénh nhan nay ciing dang dugc diéu tri bing hoa trj va corticosteroid. Hoai tii xuong
ham cling dd dugc bdo cdo & nhiing bénh nhén lodng xuong dang ding bisphosphonat duding udng.

Truée khi diéu tri bisphosphonat 6 bénh nhén c¢6 cdc y&u t6 nguy co kém theo (nhu ung thu, hoa tri, xa tri,
corticosteroid, vé sinh rdng miéng kém) cén phai khdm rdng véi dy phong nha khoa thich hgp.

Trong khi diéu tri, néu cé thé nhilng bénh nhin ndy nén tranh cdc thii thut nha khoa xdm I1&n. DI véi bénh
nhdn bj hoai tif xwong hadm trong khi diéu tri bisphosphonat, phiu thudt nha khoa c6 thé 1am trdm trong thém
tinh trang ndy. D&i v6i bénh nhan yéu cdu thil thudt nha khoa, chua cé dd liéu ndo cho thdy viéc ngung ding
bisphosphonat 1dm gidm nguy co hoai tif xudng ham.

Bdc sT diéu tri nén hutng din k& hoach trong nom cho mdi bénh nhén dya trén danh gid gidia lgi ich va nguy
ca.

Gay xuong dui khéng dién hinh

Gdy thdn va c8 xuong dii khong dién hinh dd dugc bdo cdo khi difu tri véi bisphosphonat, chii y&u & nhifng
bénh nhdn dugc diéu tri lodng xuong trong thoi gian dai. Gay ngang hodc chéo co thé xdy ra & bit cif doan ndo
doc theo xuang dii tir bd dusi méu chuyén bé dén bd trén mom I6i cdu. Nhiing vét gdy nay xdy ra sau khi bi
ch&n thuong nhe hodc khong c6 chdn thuong va mot vai bénh nhdn cé bifu hién dau dui hodc dau hdng, thuting
k€t hgp voi cac hinh dnh cla tinh trang gdy xuong do cang thdng, vai tudn d&n vai thang tru6c khi xuat hign
gay xuong dii. Cac vét gdy thudng hai bén; do dé xuong dii d&i bén nén dugc kiém tra & nhing bénh nhén
diéu trj bisphosphonat dd bj gdy thdn xwong dul. Ciing c6 bdo cdo vé viéc cham lanh nhitng vét gay ndy. Nén
xem xét nglng ding bisphosphonat & nhing b&nh nhén nghi ngd bi gdy xuong dui khéng dién hinh trong lic
chd ddnh gid bénh nhdn dya trén Igi ich nguy co.

Trong qud trinh diu tri vdi bisphosphonat, nu xudt hién cdc triéu ching vé dau dii, hong hodc dau hdng, bénh
nhdn nén thdng bdo va cdn dugc ddnh gid d€ chdn dodn giy xuong dui.
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Hoai tif xuong 6ng tai ngodi da dugc bdo co voi bisphosphonat, chii v&u lién quan dén diéu tri lau dai. C4c yéu
t6 nguy co co thé xdy ra hoai tif xuong &ng tai ngodi gém sir dung steroid va héa tri va/hodic céc y&u td nguy cd
tai chd nhu nhidm khudn hodc chdn thuong. Nén xem xét khd ndng bj hoai ti xuong 6ng tai ngodi & nhing
bénh nhdn ding bisphosphonat c¢é cdc triéu ching vé tai gém nhiém khudn tai man tinh.

Thudc ¢d chiia thanh phdn td dugc lactose. Do dd, khong nén dung thuSc ndy cho b&nh nhdn cé cic vin dé di
truyén hiém gip v& khong dung nap galactose, thiéu hyt Lapp lactase hay kém hép thu glucose - galactose.
PHY NU CO THAI VA CHO CON BU

Phu rif ¢d thai

Chua co6 nghién cifu ddy di vé viéc st dyng risedronat natri cho phy nil ¢6 thai. Vi vdy risedronat natri chi nén
dung khi lgi ich diéu tri cao hon nguy cd tiém tang cho ngudi me va thai nhi.

Phy nif cho con b

Chua biét risedronat natri c6 dugc bai ti€t qua sia me hay khéng. Vi nhiéu thubc duﬁc bai tiét qua sia me va vi
khd ning cd nhiing tic dung khéng mong mudn nghiém trong clia risedronat natri trén tré dang bd me, nén
quy&t dinh ngung cho con bd hodc ngung dung thudc, cdn nhic tdm quan trong cla thudc d8i véi ngusi me.
TAC BONG CUA THUGC KHI LAl XE VA VAN HANH MAY mOC

Thuic khdng ¢6 anh hudng dang k& trén khd ndng ldi xe va van hanh mdy moc.

TUONG TAC THUGC

Trong céc nghién clu 14m sang, khong thay mot tuong téc co ¥ nghfa 1dm sdng nao véi cdc dugc pham khdc.
Dbng thoi udng nhitng san phdm c6 calci, magnesi, nhom, st c6 thé cn trd sy hap thu cla thudc.

Risedronat natri khéng dugc chuy&n héa toan thin, khéng gdy cadm (ng enzym P450 va it gdn v6i protein.

TAC DUNG KHONG MONG MUGN

Pa s6 cac tic dyng khong mong mudn quan sdt dugc ¢ mlc do nhe d&n trung binh va thudng khéng yéu cau
nging diéu tri.

Cdc tic dung khdng mong mudn dugc phin nhdm theo tAn sut nhu sau: rat thudng gdp (> 1/10), thudng gdp
(2 11100, < 1/10), it gdp (= 1/1000, < 1/100), higm gdp (= 1710000, < 1/1000), rdt hi€m gdp (< 1/10000), tin
sudt khdng rd (khéng thé udc tinh ti da liéu co sin).

RO loan h8 than kinh: Thusng g&p: nhilc ddu.

RGi loan mdt: it gip: viem méng mit,

R6i loan lai va tai trong: R&t hiém gip: hoai ti xuong 6ng tai ngodi (phdn dng phy clia nhém bisphosphonat).
R6i logn duting ti€u hda: Thudng g3p: tdo bon, kho tieu, budn ndn, dau byng, tiéu chdy. it gdp: viém da day,
viém t4 trang, viém thyc qudn, loét thyc qudn, khd nubt. Hi#m gdp: viém UG, hep thyc quan.

Rdi logn co xuong va md lidn két: Thudng g¥p: dau co xuong.

Khéc: Hifm gip: xét nghiém chifc ning gan bat thudng.

Cdc xét nghiém: Giam ndng do calci vd phosphat huy8t thanh mic dé nhe, sém, thodng qua va khong triéu

chiing da dugc guan sdt & mat vai bénh nhan.
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Cic tdc dung khBng mong mubn dudi ddy da duge bao cao trong qué trinh lw hanh thuéc:

REi loan mat: Tdn suit khong rd: viem mdng mit, viém mang bé dao.

R&i loan co xuong va md lién két: Hi€m gidp: gdy thdn va cd xuong dui khong dién hinh (phan dng phy cla
nhém bisphosphonat). T4n suft khéng r8: hoai tlf xuong ham.

Roi logn da v& md dudi da: Tan sut khdng r0: phdn Ung qud mén va cdc phdn Ung da gém phi mach, phat
ban toan thdn, may day, phdn (ng da phGng rfp, mét vai ca ning gém hdi ching Stevens-Johnson, hoai tif
biéu bi nhigm dbc, viém mach bach huyét Rung téc.

Rdi logn h§ mién djch: Tdn sudt khéng rd: phdn Ung phan vé.

R6i logn gan mat: Tdn sudt khong r; réi loan gan nghiém trong. Trong hdu hét cdc trusng hop dugc bao cdo,
bénh nhén cling duge didu tri vdi cdc thudc khae duge bigt gdy rbi loan gan.

Théng bdo ngay cho béc sT hodc dugc sT nhing phdn (ng c6 hai g&p phai khi st dung thudc.

QUA LIEU VA CACH XU TRi

Hign khéng cé théng tin dic biét gi v& diéu trj qué liéu cp tinh cla thudc.

USng qud liéu c6 thé gy gidm calci va phospho huyét. Cac du higu va trigu ching clia gidm calci huyét ciing
c6 thé xdy ra trén mot s bénh nhin nay. Nén udng sifa hodc cc thudc khang acid ¢ chia calci, magnesi,
nhom dé g&n k&t vdi risedronat natri va lam gidm sy hdp thu cla thudc.

Trong mét s6 trudng hop qud liéu trdm trong, cd thé rliia da day dé loai bd phén thudc chua dugc hip thu.

HAN DUNG: 36 thang ké tir ngdy sdn xut.

BAO QUAN: Duti 30°C. Tranh &m va 4nh sang. )
TIEU CHUAN: TEES,

TRINH BAY: Hop 1 vi, vi 4 vién nén bao phim.

CONG TY Cli PHAN PYMEPHARCO
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