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HUONG DAN SU DUNG THUOC

Rx Thuoc ban theo don. Néu cdn thém thong tin, xin hoi y kién bdc si.

Doc ky huomg dan si dung truée khi dimg. Dé xa tam tay tré em.

SANCEFUR
(Risedronat natri 35 mg)

THANH PHAN
Mbi vién nén bao phim chira risedronat natri 35 mg twong duong acid risedronic 32,5 mg
Té duoc: Starch pregelatinized, cellulose vi tinh thé, crospovidon, magnesi stearat, lactose

monohydrat, titan dioxide, macrogol 4000. @/

DUQC LUC HQC

Risedronat natri 1a mot pyridinyl bisphosphonat c¢6 4i lyc véi tinh thé hydroxyapatit trong
xuong va tic dong nhur mét tac nhan chdng hily xurong. Chu chuyén xuong thi giam trong
khi tao ¢t bao va ngdm khoéng dugc bao vé. Trong nghién ciru tién 14m sang risedronat natri
¢6 tac dong chdng hity c6t bao. Tac dong ciia risedronat natri duoce xé4c dinh bing cich do céc
chi ddu sinh héa ciia chu chuyén xuong trong sudt thoi gian nghién ciru dugc lye hoe va l4m
sang. Trong nghién ctru & phu nit sau man kinh, thdy giam chi ddu sinh héa trong chu chuyén
xuong trong vong 1 thang va dat mirc t6i da trong 3 — 6 thang. Giam chi d4u sinh héa trong
chu chuyén xuong thi tuong tu gifta risedronat 35 mg/lan/tudn va risedronat 5 mg/lan/ngay
trong 12 thang. Trong nghién ciru & nam bi loding xwong, thiy giam chi ddu trong chu chuyén

xuong tai thdi diém sém nhét cia 3 thang va tiép tuc thdy & thoi diém 24 thang,

DUQC DONG HQC

- Hép thu: Thudc dugc hap thu nhanh sau khi udng mét liu (tmax khoang 1 gid) va doc lap
v6i ligu ding trong khoang liéu dugc nghién ctu (liéu duy nhat tir 2,5 mg dén 30 mg, nhiéu
lidu 2,5 dén 5 mg/ngdy va tbi da 50 mg/tudn). Sinh kha dyng duong udng 13 0,63% va giam
khi dung risedronat natri cung véi thirc dn. Sinh kha dung & nam va nir tuong ty nhau.

- Phan bé: Thé tich phan bd trung binh la 6,3 I/kg. Ti 1& gén két véi protein huyét tuong 14
24%.



- Chuyén hoa: Khong c6 bing chirng chuyén héa toan than ciia risedronat natri.

- Thai trir: Khoang mdt nira liéu hp thu dugc bai tiét qua nudc tiéu trong 24 gi. Do thanh
thai trung binh & than 13 105 ml/phit va téng thanh thai trung binh 1a 122 mi/phit, sy khic
biét thanh thai c6 thé qui cho sur hip thu & xwong. Thanh thai qua than khong phu thudc vao
ndng dd va co su tuyén tinh giita thanh thai & thdn va thanh thai creatinin. Risedronat natri

khong hip thu duge bai tiét dudi dang khong dbi qua phan.

CHI PINH
Piéu tri lodng xwong & phu nit sau mén kinh.
Pé phong lodng xuong trén phu nif sau man kinh bj ting nguy co lodng xwong.

Piéu trj lodng xuwong & dan dng c6 nguy co cao giy xuong.

LIEU LUQONG VA CACH DUNG
Lidu dung dbi véi nguoi 16m 1a mdi tudn udng mot vién 35 mg. ’?/
Cach dung:

Nén ubng thudc vao mdt ngay nhét dinh trong tudn. Sy hap thu caa risedronat natri bi anh
hudng béi thirc &n va dd ubng. Do d6, dimg udng thudc nay chung véi thirc &n va nhimg
thude khac hodc dd udng (ngoai trir nuéc).

Ubng mét vién it nhat 1a 30 phat trudc khi in udng (ngoai trir nuéc) hoic udng thude khac
ldn ddu trong ngay.

Néu quén uéng mdt lidu risedronat natri 35 mg, nén udng ngay mot vién vao budi sang sau
khi nh¢ ra va sau d6 vin udng mdi tudn mét vién vao mét ngdy nhit dinh da chon tir dau.
Khong bao gi¢ duge udng hai vién trong ciing mdt ngay.

Nén nubt nguyén vién thudc, khong duge mit hodc nhai nat. pé gitp thudc dé& dén da day,
nén udng Risedronat & tur thé thing dimg véi mot ly nude thudng (>120 ml). Bénh nhan
khong nén ndm trong vong 30 phut sau khi udng thude.

Nén bd sung calci va vitamin D néu ché d6 an khéng duoc day di.

Nguoi gia: Khong can diéu chinh liéu vi kha dung sinh hoc, phan bd va thai trir & ngudi trén
60 tudi thi trong tu nhur & ngudi tré.

Bénh nhdn suy than: Khong can diéu chinh lidu & bénh nhén suy thén tir nhe dén trung binh.

Khong diing thube cho bénh nhan suy than ning (thanh thai creatinin nho hon 30 ml/phut).



Tré em: Tinh an toan va hiéu qua cua risedronat 35 mg chua dugc chirng minh trén tré em va

thiéu nén.

CHONG CHIi PINH

Bénh nhan di tmg voi risedronat natri va cac thanh phan ciia thudc.
Giam calci huyét.

Phu nir ¢6 thai va cho con bu.

Suy than nang (thanh thai creatinin <30ml/min).

LUU Y VA THAN TRONG PAC BIET KHI DUNG
Thire &n va dd udng (trir nude thudng) va cac san phdm ¢ chira calci, magnesi, sit hodc
nhém c6 thé can trd sy hdp thu cia bisphosphonat va khong dugce diing ciing lic véi khi udng
thudc.
Hiéu qua diéu tri loing xuong cua bisphosphonat lién quan dén mat do khoéng xwong thip
va/hodc gdy xuong. '
Bisphosphonat lién quan dén viém thuc quan, viém da day, loét thuc quan va loét da day. Vi
vay cén than trong dbi véi:
- Bénh nhan c6 bénh sir rdi loan thuc quan lam cham vén chuyén hodc 1am réng nhu chit
hep hodic mét kha ning gidn nd.
- Bénh nhan khong thé & giir tur thé thing dirng dugc it nhét 30 phit sau khi udng thube.
- Bénh nhén dang hodic gin ddy c6 van dé vé thuc quan hodc cic van dé vé tiéu héa.
Ké toa cho bénh nhan can nhdn manh tdm quan trong clia viéc tudn thi huéng dén ding
thudc cho bénh nhan ndy va canh gidc véi bat ky dau hiéu va triéu ching cta thyc quan.
Céc bénh nhan ¢in duoc hudng dan diéu tri kip thoi néu ¢ céc triéu chimg ctia kich img
thic quan nhu: chig khé nudt, nudt dau, hoic ¢ néng.
Nén diéu tri chimg ha calci mau trude khi bit ddu diéu tri v&i risedronat. Cac rbi loan khac
vé chuyén héa xuong va chét khoang (nhu rdi loan chirc ning can giap, thiéu vitamin D) can
duoc diéu trj khi bat ddu dung risedronat.
Vi thubc cé chira lactose, bénh nhan c6 vin dé khong dung nap duoc galactose, thiéu hut

lactase hodc kém hép thu galactose khéng nén diing thudc nay.

TUONG TAC THUOC
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Chua c6 nghién ciru tuong tac chinh thirc nao duoc thuc hién, tuy nhién, trong cic nghién
cru 14m sang, khong thdy mét tuong tac ¢ y nghia Iam sang nao véi cac thude khac.

Néu xét thdy thich hop c6 thé ding dong thoi risedronat natri véi viée bo sung estrogen.
Dung dong thoi cac thube chira calci, magnesi, sit va nhdm c6 thé can tr&d sy hédp thu
risedronat

Risedronat natri khéng dugc chuyén hoa toan than, khéng gy cam (ng enzyme P450 va it

gén véi protein.

PHU NU CO THAI VA CHO CON BU

Khéng c6 dir liéu ddy du cho viéc sir dung risedronat natri cho phu nif mang thai. Nhirng
nghién ciru trén dong vat da thdy c6 doc tinh sinh san. Nghién ciru trén dong vat cho thiy
mot lugng nho risedronat natri di qua sira me. Vi vay, risedronat natri khéng dugc dung cho

phu nif c6 thai hodc phu nir dang cho con ba.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC

Thén trong khi sir dung vi risedronat c6 céc tac dung phu nhu dau dau, dau co xuong.

TAC DUNG KHONG MONG MUON CUA THUOC

Céac phan (mg phu thuong & mirc nhe dén trung binh va khéng can phai ngung dung thudc.
Than kinh: thudng gip dau déu

MGt it gip viém mdng mét

Tiéu hoa: thuong gép: tao bon, chirng kho tiéu, ndn, dau bung, tiéu chay. it gip: viém da day,
viém thuc quan, khé nudt, viém ta trang, loét thuc quan. Hiém giip: viém ludi, hep thuc quan.
Xuong khop: thudng gip dau co xuong

Han hifu c6 bao céo xét nghiém chirc ning gan bat thuong.

Nong dd calci va phosphate huyét thanh trén mét s6 bénh nhén dugc nhén thdy hoi giam, xay
ra som, thoang qua va khong cé triéu ching.

Théng béo cho béc s tac dung khdng mong mudn gap phai khi sir dung thude.

QUA LIEU
Hién khong c6 théng tin dic biét gi vé diéu tri qua liéu risedronat natri. Sau khi udng qua liéu

trAm trong c6 thé thiy giam calci huyét thanh. D4u hidu va tridu chirg cua ha calci mau ciing
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¢6 thé xay ra trén bénh nhan nay. Nén udng sira hogic cac thubc khang acid chira magnesi,
calci hodic nhdom dé gin véi risedronat va giam hip thu risedronat natri. Trong trudng hop

qué lidu trim trong, c6 thé phai rita da day dé loai bo thudc chura duge hap thu. @/

HAN DUNG
36 thang ké tir ngdy san xuét

BAO QUAN

Noi khd mat, tranh dnh séng va dm. Dudi 30°C.

TIEU CHUAN

Nha san xuat

DANG DPONG GOI

Hop 1 vi x 4 vién nén bao phim.
NHA SAN XUAT
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