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' HUGNG DAN SU DUNG THUOC 
X 

Thuéc nay chi dung theo don thudc. Doc ky hudng dan su dung trude Khi dung. 

Néu can thém théng tin, xin hdi y kién bac si, Dé xa tam tay cua tré em. 

THANH PHAN: Mi vin nén bao phim chia 
Duoc chat: Risedronate sodium (natri) hemipentahydrate tudng duong 

Risedronate SOMIUM (Matti)... sass sess seseese es od MY 

Té duoc: lactose monohydrate, cellulose v vi i tinh thé. 102, “tinh bot ngd, povidon K30, crospovidon, colloidal 

silicon dioxid, magnesi stearat, hypromellose, PEG 6000, talc, titan dioxid, oxit sdc vang. 

DANG BAO CHE: Vién nén bao phim. 
Mé ta dang bao ché: Vién nén bao phim, mau vang, mt mat tron, mét mat cé dap chi “5R”, bé mat vién 

nhan bong, canh va thanh vién lanh lan, khéng suit vo. 

CHi BINH 
Diéu tri lodng xuong sau man kinh, dé gidm nguy co gay xucng dét s6ng, xuong héng. Phong ngtia loang xuong 

6 phy ni man kinh c6é tang nguy co loang xudng. 

Duy tri ho&e ting kh6i lugng xuong @ phy nd man kinh trong thdi gian dai (hon 3 thang) khi diéu tri bang 

corticosteroid toan than vdi ligu > 7,5 mg/ngay prednisone hodc tudng dudng. 

CACH DUNG, LIEU DUNG 

Liéu khuyén cdéo hang ngay & ngudi Idn la médt vién 5 mg dung dudng udng. Sy hap thu cia risedronate natri bi 

anh hudng bdi thitc an, do dé, dé dam bao hap thu day du, bénh nhan nén ding risedronate natri: 

-  Trudc bifa an sang: {t nhat 30 phut trudc bila dn dau tién, trudc thuéc khdc hodc thiic uéng khac (triv nude | 

loc) trong ngay. 

Trong trudng hdp khéng ding thudc nay truéc ding biia sang, cé thé ding risedronate natri giiia cdc bila an 

hoac vao budi toi tai mét thdi diém cé dinh hang ngay, can tudn thd nghiém ngat cdc hudng din sau day dé 

dam bdo risedronate natri dudc uéng khi byng ddi: 

- Gila cdc bila An: nén udng risedronate natri it nhat 2 gio truéc va it nhat 2 gid sau bat ky thtic an, san 

pham thuéc hoac dé uéng nao khac (triv nuéc 9c). 

-  Buéi t6i: nén uGng risedronate natri it nhat 2 gid sau thiic 4n, ho&c dé u6ng dung cudi cling (trif nudc loc) 

trong ngay. Risedronate natri nén dugc uéng it nhdt 30 phut truéc khi di ngu. 

Néu bd Id mét liéu, cd thé ding risedronate natri trudc bifa An sang, gitta cac bila an hodc vao budi téi theo 

huéng dan 6 trén. 
Phai nut toan bd vién thuéc, kh6ng duoc ng4m hoac nhai. Can phai uéng thu6c 6 tu thé thdng ding voi mot 

c6c nudc loc (> 120 ml). Bénh nhan khéng nén ndm trong 30 phtt sau khi udng thudc. 

Can nhac bé sung calci va vitamin D néu ché d6 4n udng khdng cung cap du. 

Thdi gian diéu tri bing bisphosphonate téi uu cho bénh lodng xuong chua duge thiét l4p. Can danh gid dinh ky 

dua trén nhiing Ioi ich va nguy co tiém an dé xdc dinh sy can thiét cla viéc tiép tuc diéu tri vdi risedronate 

natri trén co sd tling bénh nhan cy thé, dac biét la sau khoang thdi gian diéu tri 5 ném tré lén. 

Ngu@i cao tudi 
Khéng can diéu chinh liéu vi sinh kha dyng, phan bé va thai trit 6 ngudi cao tudi (> 60 tudi) tuong ty so vdi déi 

tugng tré hon. 

Suy than 

Khong can diéu chinh liéu cho nhiing bénh nhn suy than nhe dén trung binh. Chéng chi dinh si dung 

risedronate natri 6 bénh nhan suy thin nang (dé thanh thai creatinine thap hon 30 ml/phit). 

Tré em 

Risedronate natri knéng dude khuyén cdo sii dung cho tré em va thanh thiéu nién dudi 18 tuéi do khéng cé du 

di liéu vé tinh an todn va hiéu qua. 

CHONG CHi BINH 
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Qué man véi risedronate natri hoac vdi bat ky thanh phdn nao cia thuéc. 

Ha calci mau. 

Phy ni thai ky mang thai va cho con bd. 

Suy than nang (d6 thanh thai creatinine < 30 ml/phit). 

CANH BAO VA THAN TRONG KHI DUNG THUOC 
Thuc phdm, dé udng (trit nuéc loc) va cdc thu6c cé chia cdc cation da héa tri (nhu calci, magnesium, sat va 

nhém) can tré sy hap thu bisphosphonate va khéng nén dung cling luc véi risedronate natri. Dé dat dugc hiéu 

qua dy kién, c&n tudn thd nghiém ngat cdc khuyén cdo vé liéu lugng. 

Hiéu qua cla bisphosphonates trong diéu tri lodng xuong sau man kinh lién quan dén tinh trang mat d6 xudng 

thdp (BMD T-score 6 héng hodc xudng séng < -2,5 SD) va/hoac tinh trang gay xuong pho bién. 

Tudi cao hoae cdc yéu té nguy co lam sang déi voi gay xuong don thudn khéng phai la ly do dé bat dau diéu tri 

loang xuong bang bisphosphonate. 

Han ché nhiing bang ching cho thay hiéu qua cla bisphosphonates bao gém risedronate natri d phy n@ rat cao 

tudi (> 80 tudi). 
Bisphosphonates cé lién quan dén viém thyc quan, viém da day, loét thyc quan va loét da day ta trang. Vi vay, 

can than trong khi sti dyng: 
- GO nhing bénh nhan cé tién st r6i loan thyc quan lam chaém qua trinh van chuyén hodc lam rong thuc 

quan, vi du nhu hep hoac co that thyc quan. 

-  @nhiing bénh nhan khéng thé duy tri tu thé thang ding it nhdt 30 phut sau khi udng thudc. 

-  Néu dung risedronate cho bénh nhan dang cé hodc gan day mac cdc van dé vé thyc quan hodc duéng tiéu 

hoa (bao gém ca bénh Barrett thyc quan da biét). 

Bac si khi ké don nén nhaén manh cho bénh nhan tém quan trong cila viée chu y dén hudng dan ding thudc va 

canh gide véi bat ky dau hiéu hoc triéu ching nao cua phan ting thyc quan co thé xay ra. Bénh nhan cdn dude 

hudng dan di khdm kip thdi néu xudt hién cc triéu ching kich-ting thyc quan nhu khé nuét, dau khi nuét, dau 

sau xudng tic hoc phat trién/trdm trong hon tinh trang ¢ chua. 

Ha calci mau nén duge diéu tri truéc khi bat ddu diéu tri bang risedronate natri. Cac rdi loan chuyén héa xucng 

va khodng chat khdc (vi du nhu réi loan chic nang tuyén can gidp, thiéu hut vitamin D) nén duoc diéu tri khi 

bat dau diéu tri vdi risedronate natri. 

Hoai ti? xuong ham, thuéng lién quan dén nhé rang va/hoadc nhiém khudn cuc bé (bao gdm ca viém tly xudng) 

da dude bdo cdo 6 nhiing bénh nhan bi ung thu duge diéu tri véi bisphophonate chi yéu qua dutng tiém tinh 

mach. Nhiéu trugng hop trong sé cdc bénh nhan nay ciing dude hda tri va dung corticosteroid. Ching hoai tu 

xuong ham cling da dude bdo cdo 6 nhitng bénh nh4n bi loang xuong ding bisphosphonat duéng udng. 

Cdn cin nhac khdm nha khoa va chim s6c ring miéng dy phong thich hop truéc khi diéu tri voi 

bisphosphonate 6 nhiing bénh nhan co déng thdi cdc yéu t6 nguy co (vi du nhu ung thu, hda tri, xa tri, 

corticosteroid, vé sinh rang miéng kém). 

Trong khi diéu tri, nhiing bénh nhan nay nén trénh cdc thi thuat nha khoa xam l4n néu co thé. Phau thuat nha 

khoa cé thé lam tram trong thém tinh trang cla bénh nhan bj hoai tl xuong ham khi diéu tri bang 

bisphosphonate. Déi véi nhiing bénh nhan cdn can thiép nha khoa, khéng co dif ligu nao cho thay viée ngting 

diéu tri bang bisphosphonate lam gidm nguy cd hoai tt xudng ham. 

Bac si chim séc c4n danh gid lim sang va huéng dan cach chadm soc cho ting bénh nhan cy thé dya vao viéc 

danh gia ty 1é Idi ich/ nguy co cla ting ca nhan. 

Gay xuong dui khéng dién hinh 

Gay xuong dii va than xuong dui khéng dién hinh da dugc bao cdo khi diéu tri vdi bisphosphonate, cht yéu d 

nhting bénh nhan diéu tri lodng xuong lau ngay. Nhiing vét gay ngdn ngang hodc xién cé thé xay ra & bat ky 

phdn nao cla xuong dui ti’ dét chuyén thap nhat lén ving trén I6i ci. Nhiing vét gay nay cd thé xay ra sau 

chan thucng nhé hoac khéng cé chan thuong r6 rang. M6t sé bénh nhan bi dau 6 dtii hodc hang, thudng lién 

quan véi cdc hinh anh nit xuong trong vong vai tuan dén vai thang truéc khi xay ra gay xuong dui. Gay xuong 

thudng xdy ra 6 hai bén; do d6, nén thdm khém xuong dui 6.bén déi dién 6 nhitng bénh nhan diéu tri vdi 

bisphosphonate bi ntit than xudng dui. D4 c6 bdo cdo vé viée chia lanh kém 6 nhiing vét nuit gay nay. 

Trong qué trinh diéu tri bing bisphosphonate, bénh nhan nén dugc théng bdo rang bat ky con dau nao 6 dui, 

héng hoac hang phai dude bdo cdo va tat cd nhiing bénh nhan co cac triéu ching nay nén duge kham xem co 

gay xuong dui khong dién hinh hay khéng. Viéc ngting diéu tri bang bisphosphonate 6 bénh nhan nghi ngé bi
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gay xuong dui khéng dién hinh nén dugc xem xét trong khi cho danh gid bénh nhan, dya trén danh gia Idi ich 

rui ro cla ting bénh nhan. 

Hoai tt xuong 6ng tai ngoai da duge bdo cdo khi dung bisphosphonate, dac biét la khi diéu tri lau ngay. Cac yéu 

td nguy co co thé xay ra déi vdi hoai tt xuong ng tai ngoai bao gém sii dung steroid va héa tri va/hode cac 

yéu t6 nguy co tai chd nhu nhiém khuan hodc chan thuong. Kha nang hoai tl 6ng tai ngoadi nén dudc xem xét 6 

nhiing bénh nhan dung bisphosphonate cé cdc trigu ching vé thinh gidc, nhu dau hoac chay mi hodc nhiém 

khudn tai man tinh. 

Canh bao ta duge 

Thuéc nay cé chia td duc lactose. Bénh nhdn co van dé di truyén hiém gap vé khéng dung nap galactose, 

thiéu hut lactase toin phan hodc kém hap thu glucose — galactose khéng nén ding thudc nay. 

Natri: Thuéc nay chia it hon 1 mmol natri (23 mg) trén mdi vién nén bao phim, nghia la vé co ban la “khéng 

chia natri”. 

sU DUNG THUOC CHO PHY NU CO THAI VA CHO CON BU 
Thai ky mang thai 

Khong co dif ligu day dit vé viéc sit dung risedronate natri 6 phy ni thdi ky mang thai. Cac nghién cuu trén 

dong vat cho thay déc tinh sinh san. Nhing nguy co tiém dn cho con ngudi la khéng xdc dinh. Risedronate 

natri khong dude sti dung trong thdi ky mang thai. 

Thdi ky cho con bu 

Cac nghién ctu trén déng vat chi ra rang mét lugng nhd natri risedronate di vao sta me. Risedronate natri 

khéng dudc su dung cho phy ni dang cho con bu. 

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC 

Khong co anh hudng nao dén kha nang lai xe va si’ dung may moc. 

TUONG TAC, TUGNG KY CUA THUOC 
Tuong tac thuéc 

Khéng cé nghién ctu tuong tac nao dugc thuc hién, tuy nhién khéng tim thay tuong tac nado cé lién quan vé mat 

lam sang véi cdc thuéc khdc trong qué trinh thi’ nghiém lam sang. 

Trong cdc nghién ctu loang xudng pha Ill vdi risedronate natri, viéc sti dung acid acetyl salicylic hodc NSAID 

dudc bdo cdo lan ludt 6 33% va 45% bénh nhan. 

Néu thich hop, risedronate natri cé thé dude ding déng thdi vdi viéc bé sung estrogen. 

Udng déng thdi cdc loai thuéc c6 chifa cation da héa tri (vi du nhu calci, magnesium, sdt va nh6m) sé can trd 

su hap thu cla risedronate natri. 
Risedronate natri khéng dude chuyén héa hé théng, khéng cam ting enzyme cytochrome P450 va lién két vdi 

protein thap. 

Tuong ky thuéc 

Do khéng c6 cdc nghién ctu vé tuong ky cla thudc, khéng tron ln thudc nay véi cdc thuéc khdc. 

TAC DUNG KHONG MONG MUON CUA THUOC 
Phan Ién cdc tac dung khéng mong mu6n (ADR) dugc quan sat trong cdc thi nghiém lam sang d mic dé nhe 

dén trung binh va thudng khéng can nging diéu tri. 

CAc ADR duc bdo cdo trong cdc thit nghiém lam sang pha Ill 6 phy nf man kinh bj loang xuong duge diéu tri 

dén 36 thang bang risedronate 5 mg/ngay (n = 5020) hodc gia dugc (n = 5048) va dudc xem Ia cd thé hoac 

c6 lién quan dén risedronate dugc liét ké dudi day (ty 16 mac ADR ctla thuéc so vdi gid dugc dugc ghi trong 

ngoaic don) vdi cdc quy udc vé tan sudt nhu sau: Rat thudng gap: > 1/10; Thudng gap: = 1/100, < 1/10; ft gap: 

> 1/1000, < 1/100; Hiém g&p: => 1/10.000, < 1/1000; Rat hiém gap: < 1/10.000; Khéng ro: khong thé udc tinh 

ti’ di liéu sn cé. 

Réi loan hé than kinh 

Thudng gap: nhtic ddu (1,8% so véi 1,4%). 

Rodi loan mat 
ft gap: viém méng mat*. 
Réi loan tai va tai trong 

Rat hiém gap: hoai tit xudng 6ng tai ngoai (ADR ctl nhém bisphosphonate). 

Réi loan tiéu héa
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Thudng gap: tdo bén (5,0% so vdi 4,8%), khd tigu (4,5% so vdi 4,1%), buén nén (4,3% so vdi 4,0%), dau 

bung (3,5% so vdi 3,3%), tiéu chay (3,0% so vdi 2,7%). 

it gap: vigm da day (0,9% so vdi 0,7%), viém thyc quan (0,9% so vdi 0,9%), ching khd nudt (0,4% so vdi 

0,2%), viém ta trang (0,2% so véi 0,1%), loét thyc quan (0,2% so vdi 0,2%). 

Hiém gap: viém luGi (< 0,1% so véi 0,1%), hep thyc quan (< 0,1% so vdi 0,0%). 

R6i loan co xuong va mé lién két 

Thuting gdp: dau co xudng (2,1% so vdi 1,9%). 

Rat him gap: hoai tu ng tai ngodi. 

Xét nghiém 

Hiém gap: xét nghiém chtic nang gan bat thudng*. 

*Khéng c6 ty 1é mac bénh lién quan tii cdc nghién ciu lodng xuong 6 giai doan III; tan suadt dya trén cdc phat 

hién vé bién cé bat Igi/phdng thi nghiém/tai str dung trong cdc thit nghiém lam sang truéc dd. 

Cac phat hién trong phdng thi nghiém: D4 quan sat thay néng dé calci va phosphate huyét thanh giam s6m, 

thodng qua, khéng triéu chting va nhe 6 mét sé bénh nhan. 

Cac ADR bé sung sau day d4 dugc bdo cdo trong qua trinh hau mai: 

Réi loan hé mién dich 

Khéng 16: phan ting phan vé. 

Roi loan mat 
Khéng 16: vim mong mat, viém mang bé dao. ” 

Réi loan gan mat 

Khéng 16: réi loan gan nghiém trong. Trong hau hét cdc trudng hop dude bao cdo, bénh nhan cing dugc diéu 

tri bing cdc san pham khdc dugc biét la gay réi loan gan. 

Réi loan da va m6 dudi da 

Kh6ng ro: Phan ting qué man va phan ting da, bao gém phi mach, phat ban toan than, néi may day va phan 

ing da néi bong nuéc, mét sé trudng hop nghiém trong bao gdm cac bdo cao riéng 1é vé héi chting Stevens- 

Johnson, hoai tit biéu bi nhiém déc va viém mach bach cau. 

Khong 16: rung téc. 

Réi loan co xuong va mé lién két 

Hiém gdp: Gay xudng dui khéng dién hinh va than xuong dili (ADR cla nhém bisphosphonate). 

Kh6éng 16: hoai tu xudng ham. 

Théng bdo ngay cho bac si hodc dude st nhiing phan ting cd hai gap phai khi str dung thudc. 

QUA LIEU VA CACH XU TRI 
Khéng co théng tin cy thé vé viéc diéu tri qua liéu vdi risedronate natri. 

Du doan, calci huyét thanh c6 thé gidm sau khi ding qué liéu dang ké. Cac dau hiéu va trigu ching cua ha 

calci mau cling cé thé xay ra G mét sé bénh nhan nay. 

Nén cho bénh nhan qua liéu udng sifa hodc thuéc khang acid cé chtfa magnesium, calci hodc nhém dé tao 

phic véi risedronate va lam giam su hap thu cla risedronate natri. Trong truéng hgp qua ligu dang ké, cd thé 

can nhac rita da day dé loai bé ludng risedronate natri khéng dugc hap thu. 

DAC TINH DUGC LUC HOC 
Nhém duoc ly: bisphosphonate; Ma ATC: MOSBAO7. 

Risedronate natri la mét pyridinyl bisphosphonate lién két vdi hydroxyapatite cla xuong va Uc ché su tiéu 

xuong qua trung gian hiy cét bao. Sy ludn chuyén xuong bj gidm trong khi hoat dong cla nguyén bao xuong va 

qua trinh khodng héa cila xudng dude bao toan. Trong cdc nghién ctu tién lam sang, risedronate natri da 

chting minh cé kha nang chéng lai hoat déng hy cét bao va su tiéu xudng manh, va liéu dung phy thudc vao 

viéc ting khdi lugng xuong va d6 bén co — sinh hodc cia hé xuong. Hoat tinh cua risedronate natri da dugc 

xéc nhan qua phép do cdc dau hiéu sinh hda vé sy luan chuyén xuong trong cdc nghién ctu dugc lyc hoc va 

lam sang. Sy gidm cdc du hiéu sinh hda vé luan chuyén xuong dude quan sat thay trong vong 1 thang va dat 

toi da trong vong 3-6 thang. 

DAC TINH DUGC DONG HOC 
Hap thu 

> 
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Su hap thu sau mét liéu ung tudng déi nhanh (Tmax xp xi 1 gid) va khéng phy thudc vao liéu trong pham vi 

nghién ciu (2,5 dén 30 mg). Sinh kha dyng dutng udng trung binh cla vién nén 1a 0,63% va bi gidm khi 

ding risedronate natri cling thifc 4n. Kha dung sinh hoc tuong ty nhau 6 nam gidi va phy ni. 

Phan bé 

Thé tich phan bé @ trang thai 6n dinh trung binh la 6,3 L/kg 6 ngudi. Khodng 24% lugng thudc lién két vdi 

protein huyét tuong,. 

Chuyén hoa 
Khéng co bang ching vé chuyén héa toan than cua risedronate natri. 

Thai trif 

Khoang mot nifa ligu hap thu duge thai trot qua nuéc tiéu trong vong 24 gid, va 85% liéu tiém tinh mach dude 

tim thay trong nudc tiéu sau 28 ngay. D6 thanh thai trung binh & than la 105 mL/phut va dé thanh thai toan 

phan trung binh la 122 mL/phat, sy khdc biét d6 thanh thai co Ié la do hap phu vao xuong. D6 thanh thai cua 

than khéng phy thudc vao néng dé va co méi quan hé tuyén tinh gidfa dé thanh thai cia than va d6 thanh thai 

creatinine. Ludng risedronate natri khéng dugc hap thu dude thai tri’ dudi dang khéng d6i trong phan. Sau khi 

u6ng, di liéu vé thai gian - néng dé cho thay ba pha thai triv véi thoi gian ban thai cudi cling la 480 gid. 

Déi tung dic biét 

Ngudi cao tudi: Khong can diéu chinh liéu lugng. 

Bénh nhan dung acid acetyl salicylic/NSAIO: Trong sé nhiing bénh nhan ding thutng xuyén acid acetyl 

salicylic hoc NSAID (3 ngay trd lén mdi tudn), ty 1é cdc tac dung khéng mong mu6n 6 dudng tiéu hda trén 

xay ra véi cic bénh nhan dudc diéu tri bang risedronate natri tucng ty nhu 6 bénh nhan déi ching. 

HAN DUNG 36 thang ké tl ngay san xuat. 
BAO QuAN Dudi 30°C. Tranh 4m va anh sang. 
TIEU CHUAN TCCS. 
QUY CACH DONG GO! _~—— Hop 2 vi, vi7 vién. 
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