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RESIDRON

Risedronate sodium 35 mg

(Sub label in Vietnamese)

100%
Rx- Thuic hum theo don RESIDRON VN-xxx
Thanh phin ME i g bee ghim chim Risedronale notn 13 lﬂs CII dinh, ching chs dinh, Iy ding,
cich ding, dwimg ding vi cic thing tin kbic =m to meong din sy dung. an. Bag quan des
30 o non khé mo tmnh anh sang va dm. Trinh bay: Hop 1 vix 4w HD: xem
Visa Mo . Lot Mig. Evp tren bao bi. ngav hét han 13 mgy UL it e Mem
Lifesciences (Apstralia) Pty. Lid Uc. San wuwdt ben: PRARD -3 : 1
Pallini Amikis. Hy Lop, DNNK' D¢ za tdm fay tré em, h
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Rx-Thuoc ban theo don RESIDRO -t‘ssp,m.ccc £ XXXX-XX
Thanh phin: Mai vién nén bao phim chira Risedronate natri , chéng chi dinh, liéu dung,

cich diing, dwéng dung v cdc théng tin khéc: xem t& huéng din sur dung. Bao quan: Bao quan dudi 30°C
& noi khé réo, tranh anh sang va am. Trinh bay: Hoép 1 vi x 4 vién. SDK, Sé 16 SX, NSX, HD: xem Visa
No., Lot, Mfg., Exp. trén bao bi, ngay hét han la ngay Ol cia thing hét han. Sin xuit cho: Mega
Lifesciences (Australia) Pty. Ltd. Uc. San xuét béi: PHARMATHEN S.A., 6, Dervenakion str, 15351,
Pallini Attikis, Hy Lap. DNNK: ... Dé xa tdm tay tré em, doc kjf hiréng din sir dung trieée khi ding.
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Rx- Thuoc nay chi ding theo don ciia bic sv

RESIDRON®
Vién nén bao phim

Risedronat natri

THANH PHAN

M®i vién bao phim chira:

Risedronat natri hemipenta hydrate......ocovvvecvercnrennee 40,17 mg

Tuong doong, v61 Risedtonat At cowwmmimmmssiarr 35,00 mg

T4 duoc: Tinh bot tién gelatin héa, cellulose vi tinh thé, crospovidone; magne stearat, opadry trang
(titan dioxid, lactose monohydrat, macrogol 4000, hypromellose), ethano! 96%, nirée tinh khiét.
MO TA

Vién nén bao phim mau tring, tron, 2 mat khum, mdt mit khic sb “357, duong kinh 11,240,1 mm.
DUQC LUC HQC

Risedronat natri 14 mét pyridinyl bisphosphonat ¢é 4i luc voi cde tinh thé hydroxyapatit trong
xurong v ire ché cdc huy ¢d bao - tac nhin trung gian gy tai hip thu xwong. Thude lam giam hoat
déng hiy xuong clia hity ¢bt bao va su khoang héa xwrong duge duy tri.

DUQC DONG HQC

Hip thu: Sau khi udng, thube duge hip thu trong dbi nhanh (thoi gian thude dat ndng do cao nhét
trong huyét twong 13 1 gio) va dde lap véi liéu dung trong khoang liéu duge nghién ctu (nghién ciru
don ligu, 2,5 dén 30 mg; nghién ctu da liéu, 2,5 dén 5 mg/ ngay va dén 50 mg/tdn). Sinh kha dung
trung binh dudmg ubng 13 0,63% va gidm khi risedronat natri duoc dung véi thire dn. Sinh kha dyng
ciia thube & nam va nit tuong tu nhau.

Phén bd: Thé tich phan bd trung binh ¢ trang thai 6n dinh & nguai la 6,3 litkg, Khoang 24% luong
thude duge gan vai protein huyét trong.

Chuyén hod: Khéng cé bang ching vé chuyén hod toan thin ciia risedronat natri.

Thai trir: Khoang mét nira lidu di hdp thu duge bai tiét trong nude tiéu trong vong 24 gidy, va 85%
liéu tiém tinh mach duge tim thily trong nudce tiéu sau 28 ngdy. Do thanh thai trung binh & than ta
105 ml/phit va téng 36 thanh thi trung binh [a 122 ml/phat, sy khac biét thanh thai 6 thé quy cho
sir hap thu & xwong. B thanh thai & than khang phu thude ndng dd, va c6 mdt s tuong quan tuyén
tinh gitra d6 thanh thai & thin va thanh thai creatinin. Phin thudc khéng hip thu dugc thai trir dudi
dang khéng dbi qua phéan. Sau khi udng, bidu dd biéu thi giira ndng dd va thi gian cho thay 3 giai

doan thai trir v6i thei gian ban thai cudi cing 14 480 gid.
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CHI PINH

Loang xwong sau man kinh

Risedronat dugc chi dinh trong diéu tri va ngan ngira loding xuong & phu nit sau mén kinh. O phu ni

sau man kinh bi lodng xuong, residronat lam giam nguy co giy @6t séng va giam nguy co giy

xuong ngoai ddt song.

Lodng xwong ¢ nam giéi

Risedronat dugc chi dinh diéu tri dé 1am tang khi luong xuong & nam gié6i bi lodng xuong.

LIEU LUQNG VA CACH DUNG

Ngudi lon: mdt (01) vién 35mgfma:in. Nén uéng thubc vao mdt ngay nhét dinh trong tuan. Su hip

thu cua risedronat natri bi anh huéng béi thirc an, do d6, dé chic chén su hap thu duoc day du, bénh

nhan nén udng risedronat vao lic:

o Trudce bira an sang: It nhét 30 phut truée bira an dau tién, hodc trude khi udng cic duge phim
khac hay cac thirc udng khac (trir nude thudong) 1an dau trong ngay.

Néu bénh nhan quén uéng mot (01) vién 35 mg risedronat vao budi sang, thi khong duoc ubng tré

hon trong ngay. Hém sau van tiép tuc udng thudc nhu thuong 16 va sau d6 van ufmg mdi tudn mot

vién (01) vao mdt-ngay nhat dinh trong tudn da chon tir dau. Khong duoc ubng hai (02) vién trong

cing mot ngay dé bu cho vién thude quén udng.

Nén nubt tron vién thubc khong mut hay nhai. Dé giup vién thudc dé dén da day, nén udng

risedronat véi nhiéu nuéc (= 120 ml), & tu thé thing ngudi (dimg hosic ngdi). Bénh nhan khéng nén

nim trong vong 30 pht sau khi uf)ng thudc.

Nén bd sung calci va vitamin D néu ché d an khong day du.

Nguoi cao tudi

Khéng can hiéu chinh liéu dung trén ngudi cao tudi vi sinh kha dung, phan bd va thai trr & ddi

tuong nay (trén 60 tudi) va déi tugng tré hon 1a nhu nhau. Ciing khéng hiéu chinh Jiéu & ngudi 1on

hon 75 tudi, phu nit sau man kinh.

Bénh nhén suy than

Khong can hiéu chinh liéu cho nhém bénh nhan suy thin nhe dén trung binh.

Tré em

Tinh an toan va hiéu qua cua risedonat 35 mg chua duoc thiét 1ap trén tré em va thiéu nién.

CHONG CHI PINH

e Qua man véi risedronat natri hoac vai bat ky thanh phén nao cua thube.

e  Giam calci huyét.

e  Phu nir ¢o thai va cho con bu.

e  Suy thén ning (d¢ thanh thai creatinine < 30 ml/phut).
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THAN TRONG

Hiéu qua ciia cac bisphosphonat trong diéu tri loding xuong c6 lién quan dén mat d6 khoang trong
xuong thip va/hodc giy xuong mot cich phd bién. Ngudi Ién tudi hojc nhitng yéu td nguy co trén
lam sang din dén giy xwong thi chua du co s& dé tién hanh didu tri lodng xwong vdoi
bisphosphonate. Khéng c6 nhiéu bang chimg vé hiéu qua ho trg cta bisphosphonat ké ca risedronat
& ngudi lon tudi (>80 tubi).

Bisphosphonat gy viém thuc quan, viém da day, loét thuc quan va loét da day-t4 trang. Do do, can
than trong khi dung cho nhitng bénh nhéan sau:

e  Bénh nhan cé bénh sir réi loan vin chuyén thue quan vi du chit hep hosic mat kha nang gian né.
¢ Bénh nhdn khong thé giir tr thé thing dimg duge it nhét 30 phut sau khi ubng thubc.

¢  Khi nhimg bénh nhan diing risedronat dang/da c6 vén dé vé thuc quan holic dudng rudt trén.
Bac si ké toa cdn nhin manh v&i bénh nhdn tm quan trong ciia viée tuan thu huéng din dung thude
va canh bdo cac ddu hiéu hoic triéu chimg ciia kich 1mg thirc quan. Bénh nhén nén duoc huéng dan
dé c6 sy chim séc y té thich hop néu xudt hién cac tridu chung kich tmg thue quan trim trong nhu
khé nubt, dau khi nuét, dau sau xwong trc, chimg o nong.

Nén diéu trj chirng ha canxi mau trude kin bat dau diéu tri vdi risedronat.

Céc réi loan khac vé chuyén hoa xuong va chét khoang (vi du 1di loan chirc ning can giap, thiéu
vitamin D} cn duoe didu tri déng théi vai risedronat.

TUGNG TAC THUOC

Chua ¢é nghién ctru twong tic chinh thite nao duge thuc hién, tuy nhién, trong cdc nghién ciu 1dam
sang, khéng thiy mét twong tic cb v nghia 14m sang nao v&i cac dugce pham khic. Trong nghién
ciru vé loding xwomg phase III risedronat natri, véi lidu dung hang ngay, su tuong tac voi
acetylsalicylic acid hoic NSAID d3 duoc béo cdo 1an Juot 1a 33% va 45% bénh nhén . Trong nghién
clru loang xuong phase IIl & phu nir sau min kinh, véi lién 1 1dn/ tudn, sy tuong téc voi
acetylsalicylic acid hoac NSAID d3 duge bdo cao lan luot 12 57% va 40% bénh nhan. Gitra nhimg
ngudi ding déu dan acetylsalicylic hay NSAID (23 ngay/tuan) thi nguy co méic phai chung dau da
day rudt phia trén bénh nhan duoc diéu trj bing risedronat natri tuong tu nhu nhom bénh nhan déi
ching. Néu xét thay thich hop, ¢6 thé ding risedronat natri dong théi véi viée bd sung estrogen cho
phu ni.

Ubng thube dong thoi véi nhimg ché phim chira cation da héa tri (vi du nhu calei, magnesi, st va
nhdm) c6 thé can trd su hép thu risedronat.

Risedronat khéng duge chuyén héa toan thin, khdng giy cam (ng enzvm P450 va it gan vdi protein.
PHU NU’ CO THAI VA CHO CON BU

Chua co6 dir liéu thoa dang cho viéc diung risedronat natri trén phu nit ¢6 thai. Céc nghién ciru trén
déng vat cho thdy c6 ddc tinh trén sy sinh san. Nguy co tiém 4n trén nguot chua duge ré. Cac
nghién ctru trén ddng vt cling cho théy mot luong nho risedronat natri bai tiét vao sira me.
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Khéng duge dung risedronate natri trong subt thoi ky mang thai va cho con bu.

ANH HUONG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Khong c¢é anh huéng dén kha ning 1ai xe va van hanh may méc.

TAC DUNG KHONG MONG MUON

Risedronat natri & dugce nghién ciru trong thir nghiém 1dm sing & phase I trén 15,000 bénh nhéan.

Pa sb céc tac dung khéng mong mubn quan sat duge trong cédc thit nghiém 14m sang thuong ¢ muc

nhe dén trung binh va thudng khéng can phai ngung diéu tri.

Tac dung ngoai ¥ duoe bdo cdo: rit thuong gip (>1/10); thudmg gip (=>1/100, <1/10); it gap
(>1/1,000; <1/100); hiém gip (>1/10,000; <1/1.000); rat hiém gap (<1/10,000) nhu sau o
Rbi loan hé thin kinh o
Thudng gip: nhite d4u

Réi loan thj gidc

ft gdp: viém méng mit

Réi loan tiéu héa

Thuong gap: tao bon, kho tidu, bubn nén, dau bung, tiéu chay

It gdp: viém da day, viém thue quan, kho nuét, viém ta trang, loét thue quan

Hiém gap: viém ludi, hep thuc quan

Roi loan co xwong va mé lién két

Thuomg gép: dau co xuong ~T
Nghién ciru 3
Hiém gap: xét nghiém chirc nang gan bit thudng

Xét nghidm: néng d6 canxi va phosphat trong huyét thanh trén mot s& bénh nhan duge nhin théy

hoi giam, x4y ra sém, thodng qua va khéng c6 triéu ching. ~

Théng bdo cho bdc sy cdc tdc dung khdng mong mudn gdp phai khi sir dung thuéc.

QUA LIEU

Khéng cé théng tin dic bidt vé& xix trf khi qua lidu risedronat natri.

Sau khi udng qua lidu trm trong c6 thé thiy giam canxi huyét. Cac du hiéu va triéu ching cua ha
canxi huyét ciing cé thé xay ra trén mot sb bénh nhan nay. Nén ubng stra hoac cac thude khang acid
¢ chira magnesi, canxi hodc nhém dé gén két v&i risedronat natri va lam glam sur hép thu cia thudc.
Trong truong hop qua ligu trdm trong c6 thé phai rira da day @ loai bo phan thube chwa duoc hép
thu.

QUI CACH DONG GOI: Hop 1 vi x 4 vién

BAO QUAN: Bao quan dudi 30°C ¢ noi khé réo. Trénh nh sang va tranh Am.

HAN DUNG: 60 thang ké tir ngay san xuét

Khéng dung thudc khi da qué han si dung

Poc k§ huéng din sit dung trude khi ding
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Néu cin thém thong tin, xin héi y kién bic si.

Tranh xa tim tay tré em.

@ We care

San xuét cho:

MEGA LIFESCIENCES (AUSTRALIA) PTY LTD
Victoria 3810, Uc.

Nha san xuét:

PHARMATHEN S.A.

6, Dervenakion Street, 15351 — Pallini Attikis, Hy Lap.

TUQ. CUC TRUONG
P.TRUONG PHONG
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