R THUGC BAN THEO PON
X

TO HUONG DAN SU DUNG THUOC
Vién nén bao phim

RISENATE

Thubc nay chi dung theo don thudc
Pé xa tam tay tré em
Poc ky hwong dan sir dung truéc khi ding

Thong b&o ngay cho bac sy hode dwgc sy nhirng tac dung khéng mong mudn khi sir dung thudc

THANH PHAN CONG THUC THUOC:

MJdi vién nén bao phim chua:

Thanh phdn dwoc chat:

Alendronat natri

tuong duong Acid alendronic ..........ccocceeeveriiniicnncneen, 70 mg

Thanh phén td dwec: Lactose monohydrat, calci phosphat dibasic khan, silicon dioxyd,
magnesi stearat, natri starch glycolat, HPMC ES6, titan dioxyd, talc, PEG 6000.

DANG BAO CHE:
Vién nén dai, bao phim mau tring, mot mat c6 dap logo 7,

mat kia c6 dap gach ngang.

CHI PINH:

Diéu tri lodng xuong sau man kinh, 1am giam nguy co giy xuwong cot séng va co xuong
dui.

CACH DUNG - LIEU DUNG:

Lléu dung:

Liéu khuyén cdo 1a 1 vién 70 mg x 1 lan/ tuan. Thoi gian dleu tri loang xwong t6i wu bang
biphosphonat chua duogc thiét 1ap. Su can thiét cia viée tiép tuc diéu tri nén dugc danh gia
lai dinh ky dua trén loi ich va nguy co khi dung thudc trén timg bénh nhén, nhét 13 sau 5
nam hodc hon 5 nim dung thude.

Doi twong ddc biét:

Nguoi cao tudi:

Trong thir nghiém 1am sang khong c6 sy khac biét ¢6 lién quan dén tudi tac Ve hiéu qua va
an toan cta alendronat. Vi vay khong can phai hi¢u chinh liéu & nguoi cao tudi.

Bénh nhan suy than:

Khdng can hi¢u chinh liéu & bénh nhan c6 do thanh thai creatinin > 35 mL/ phut,
Alendronat khong duoc khuyén cdo sir dung cho bénh nhan suy than ning (d6 thanh thai
creatinin < 35 mL/ phat) do con thiéu kinh nghiém ding thudc trén nhitng bénh nhan nay.
Bénh nhan suy gan:

Vi di c6 bang ching 1a alendronat khong chuyén hoa hodc bai xuat vao mat, nén khong c6
nghién ctru nao dugc tién hanh ¢ ngudi bénh suy gan. Piéu chinh liéu dung 1a khéng can
thiét trong trudng hop nay.

Tré em:

Alendronat natri khong duoc khuyén cao sir dung cho tré em dudi 18 tudi do chwa du thong
tin v& an toan va hiéu qua trong trudng hop lodng xuong & tré em.

Cach dung:

Thuoc dung duong udng.

Pé dat duoc sy hap thu alendronat day dii:

RISENATE can duoc udng it nhat 30 phat trude khi dung thac dn, nuéc udng, hoic thude
dau tién trong ngay chi véi nude trang. Cac thuc udng khéc (bao gdm nudéc khoang), thic
an va mot s thudc cd thé 1am giam sy hap thu cua alendronat. ’ N
Pé thuoc dé di xuong da day va giam nguy co khé chiu/ tac dung khéng mong muon tai ché
va o thuc quan:
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~ RISENATE chi nén duoc ung vao budi séng voi mot cde nude day (khong it hon 200
ml).

~Nén nudt nguyén vién, khdng nghién hozc nhai vién hodc dé vién tan trong miéng vi 6
thé gay loét thyc quan.

~ Khdng nén nam cho dén khi an bita an dau tién trong ngay, bita in nay nén dugc in sau
khi uong thudc it nhat 30 pht.

- Khéng nén nam trong it nhét 30 phut sau khi ung thudc.
Khong nén u0ng thuoc vao luc di ngu hoac trude khi thuc day trong ngay

Trlrorc khi bat dau dung alendronat, phai diéu tri chung giam calci huyet va nhiing r6i loan

anh huong dén chuyén hoa Chat khoang nhu thiéu vitamin D, suy tuyén giap. Can theo ddi

calci huyét trong qua trinh diéu tri bang alendronat.

Nén dung thém thuc pham bé sung c6 calci va vitamin D néu che d6 an khong cung cip du.

Hiéu qua trong diéu tri lodng xuong do glucocorticoid van chua dugc nghién ctu.

RISENATE khong dung trong diéu tri loing xwong do glucocorticoid.

CHONG CHI PINH:

Man cam véi alendronat, bisphosphonat hoic bat ctr thanh phan nao cua thubc.

Di dang thuc quan hoic cac yéu té khac 1am cham thao sach thuc quan nhu hep hoic khdng
gian tam vi.

Khong thé ding hay ngoi thang trong it nhat 30 phat, ngudi ¢6 nguy co sac khi udng.

Ha calci huyét.

Mic bénh duong tiéu hoa trén (khd nuét, bénh thuc quan, viém loét da day ta trang).

Suy than nang.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Phdn iing khdng mong muén ¢ dwong tidu hoa trén

Alendronat c6 thé gay kho chiu tai chd ¢ niém mac duong tiéu hoa trén. Vi nguy co lam
nang thém nhitng bénh sin cd, can than trong khi sir dung alendronat & bénh nhéan di co
nhitng van dé vé (duong tiéu hoa trén, nhu kho nubt, bénh Vé thuc quan, viém loét da day ta
trang, hoac co tién st mic bénh vé duong tiéu hoa nang gan day (trong vong 1 nam) nhu
loét da day, hodc chay mau duong tiéu hoa, hodc phau thuat ong tiéu hoa trén trir tao hinh
mén vi. O bénh nhan bi bénh thuc quan Barret, nén can nhac loi ich va nguy co cua
alendronat trén tinh trang cua tirng bénh nhan.

Phan ng & thuc quan (d6i khi ning va can nhap vién), nhu viém thuc quan, loét thuc quan
va an mon thuc quan, sau d6 co thé 1a hep thuc quan nhung hiém gip, da duoc béo céo &
bénh nhan st dung alendronat. Vi thé nén chu y dén bat ci dau hiéu hoac triéu chitng nao
déc trung cho phan {ing co thé ¢6 ¢ thuc quan va nén huéng dan bénh nhan ngung st dung
alendronat va dén trung tam y té néu co triéu chiing khé chiu & thuc quan nhu kho nudt,
dau khi nudt hoic dau we, ¢ néng méi/ nang hon.

Nguy co cac phan tng khéng mong mudn nang ¢ thuc quan xuét hién cao hon & bénh nhan
khong thé str dung alendronat diing cach va/ hodc bénh nhan tiép tuc diéu tri véi alendronat
sau khi c6 nhitng triéu chitng goi v khé chiu ¢ thuc quan. Can huéng dan day da céch su
dung cho bénh nhan, va dam bao bénh nhan da hiéu. Nén théng bao cho bénh nhan la khi
khong thuc hién dung huong dan st dung thi nguy co bi nhiing van dé vé thuc quan s& c6
thé 1am tang nguy co bi c4c Van dé vé thyc quan.

Mic du khong c6 su gia ting nguy co dwoc quan sat thiy trén thar nghiém 1am sang, co
nhitng b4o c4o hiém gip bi loét da day ta trang, mot vai truong hop niang va cd kém bién
chung.

Hoqi tir xwong ham

Hoai tir xwong ham thuong lién quan dén nho rang va/ hoac nhidm truing tai chd (bao gom
viém tay xwong), da dugc bao cao ¢ b¢nh nhan sir dung phac d6 diéu tri ung thu c6
bisphosphonat chi yéu dung duong tiém tinh mach. Nhiéu bénh nhan ciing dugc hoa tri va
dung corticosteroid. Hoai tir xwong ham cling dugc bdo c&o ¢ bénh nhan lodng xuong dung
bisphosphonat dudng uéng.
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Cac nguy co sau nén duoc can nhic khi danh gia nguy co bi hoai tir xwong ham cua ting

bénh nhan:

~ Do manh cua bisphosphonat (cao nhét 1a acid zoledronic), duong sir dung va liéu tich
Iy.

~ Ung thu, hoa tri, Xa tri, corticosteroid, thudc &c ché tang sinh mach, hut thuéc.

~ Tién sir bénh nha khoa, vé sinh ring miéng kém, bénh nha chu, cac bién phap nha khoa
xam lan va rang gia khong khop.

Nén can nhic kiém tra nha khoa va c0 bi¢n phap phong ngua nha khoa thich hop trudc khi

diéu tri bang bisphosphonat duong uéng & bénh nhan cd tinh trang nha khoa kém.

Khi diéu tri, bénh nhan nén tranh dung cac bién phap nha khoa xam lin néu cé thé. O

nhitng bénh nhan bi hoai tor xwong ham khi diéu trj véi bisphosphonat, phau thuat nha khoa

c6 thé lam nang thém tinh trang nay. O bénh nhan can diéu tri nha khoa, chua c6 thong tin

goi y viéc ngung bisphosphonat c6 giam nguy co hoai tor xwong ham hay khong. Nén danh

gia 1am sang va dwa ra ké hoach diéu tri cho tirng bénh nhan dua trén danh gia loi ich/ nguy

co cua ting d6i tuong.

Trong qua trinh dleu tri v&i bisphosphonat, tit ca bénh nhan nén dugc khuyén khich giir vé

sinh ring miéng t6t, kiém tra nha khoa dinh ki va thdng bao bat ctr triéu chimg ring miéng

nao nhu rang lung lay, dau hodc sung.

Hoai tir xwong ¢ éng tai ngoai

Da c6 béo céo hoal tir xwong ng tai ngoai khi st dung bisphosphonat, chu yeu lien quan

dén diéu tri dai ngay Voi blsphosphonat Nguy co cua hoai tir xwong ong tai ngoai bao gom

st dung steroid va hoa tri va/ hogc cac yeu to nguy co tai chd nhu nhiém tring hoic co vét

thwong. Nén can nhic nguy co bi hoai tir xwong 6ng tai ngodi ¢ bénh nhan st dung

bisphosphonat dang c6 cac triéu chiang ¢ tai nhu dau hodc chay mu, hoac nhiém trung tai

man tinh.

Dau co xuong

Pa ¢6 bao cao dau xuong, khdp val hoac co ¢ bénh nhén dung bisphosphonat. Nhiing tri¢u

chung nay hiém khi nang va/ hoic khong lam méat kha ning van dong. Thoi gian khei phat

triéu chimg da dang tir 1 ngay cho dén nhiéu thang sau khi bat dau diéu tri. Hau hét bénh

nhan giam tri¢u chirng sau khi ngung thudc. Mot sé it o tridu chang tai phat khi st dung

lai cing mot loai thudc hozc cac bisphosphonat khéc.

Gay xwong dii khéng dién hinh

Gay xwong dui khong dién hinh & ‘than xuong dai va dudi mau chuyén di duoc béo céo khi

diéu tri véi bisphosphonat, chii yeu & bénh nhén diéu tri loang Xuong trong thoi gian dai.

Su ran xuong ngang hodc chéo ngan co thé xay ra & bat ctr diém nao doc theo xwong dui tir

ngay phia dudi d6t chuyén dén ‘ngay phia trén 16i cau. Sy ran xwong nay xay ra sau mot

chan dong nhé hodc khéng hé c6 chan déng nao ‘va mét vai bénh nhan cam thay dau dui va

hang, c6 kém theo hinh anh gy xwong, vai tudn dén vai thang trudc khi giy xwong dui

hoan toan. Sy gay xuong thuong xay ra ¢ hai bén, vay nén xuong dui bén con lai nén dugc

kiém tra ¢ bénh nhan diéu tri véi bisphosphonat d3 bi ran xuong dui. Su hdi phuc xuong

gdy kém ciing di duoc bdo cdo. Nén can nhic ngung st dung bisphosphonat trén bénh

nhan nghi ngod giy xwong dui khong dién hinh dya trén sy danh gia loi ich va nguy co trén

tirng bénh nhan.

Trong qua trinh diéu tri véi bisphosphonat nén khuyén bénh nhan théng béo bat ky triéu

ching dau nao ¢ dui, hong hoac hang va bat ky bénh nhan nao cé nhitng triéu chimg dau

nay nén duoc kiém tra ran xwong dui.

Phan ung da

C6 bao céo hiém gip truong hop phan wng da nghiém trong bao gom hoi ching Stevens-

Johnson va hoai tir biéu bi nhiém doc.

Quén liéu

Can hudng dan bénh nhan néu ho bo quén mét lidu RISENATE, ho nén uéng 1 vién vao

budi sang sau khi ho nhé ra, khong nén udng 2 vién cing 1 ngdy, sau do tiép tuc ubng

thudc theo liéu trinh cil.

Suy thdn
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Alendronat khong dugc khuyén céo cho bénh nhan bi suy than c6 d6 thanh thai creatinin <
35 mL/ phut

Xuwrong va chuyén hda khoang

Cac nguyén nhan cua loang xwong khong phdi do su giam estrogen va tudi tac nén duoc
can nhac.

Ha calci huyét nén duoc diéu trj truéce khi khoi dau didu trj véi alendronat. CAc rdi loan anh
hudng dén chuyen héa khoéang khac (nhu giam vitamin D va giam hormon tuyen can glap)
cling nén duogc diéu tri. G bénh nhan gap nhiing van dé trén, nong d¢ calci huyét thanh va
triéu chung ha calci huyét nén duoc theo ddi trong qua trinh diéu trj véi RISENATE.

Do tac dung ting khoang xwong cua alendronat, sy ha calci va phosphat huyét thanh c6 thé
Xay ra, dac bi¢t la & nhitng bénh nhan st dung glucocorticoid, nhitng bénh nhan nay c6 thé
bi giam hap thu calci. Van dé nay thuong nho va khdng co triéu ching. Tuy nhién, co
nhitng béo céo hiém gap triéu chung ha calci huyét, nhiing truong hop nay déi khi nang va
thudng xay ra ¢ nhiing bénh nhan c6 nguy co (nhu giam hormon tuyén can giap, ha
vitamin D va giam hap thu calci).

bam bao luong calci va vitamin D dua vao dac biét quan trong ¢ bénh nhéan dung
glucocorticoid.

Canh béo va thdn trong lién quan ta duoc

Thudc c6 chira lactose, bénh nhan bi 16i loan di truyén hiép gip vé dung nap galactose,
chimg thiéu hut Lapp lactase hodc réi loan hap thu glucose-galactose khong nén sir dung
thudc nay.

SU DUNG THUOC CHO PHU NU CcO THAI VA CHO CON BU:

Phu nir cé thai:

Thﬁng qua tac dung trén can bang calci ndi moi va chuyén hoéa xuong, alendronat c6 thé
gay ton hai cho bao thai va cho tré mdéi sinh. Pa thay cé nhiing truong hop dé kho va tao
xuong khong hoan chinh trong nhung nghién ctru trén dong vat. Khong loai trir diéu do
ciing c6 thé lién quan dén ngudi, nén khong duoc ding alendronat trong thoi ky mang thai.
Phu nir cho con bi:

Chua 6 alendronat/ chat chuyén hoa ciia n6 c6 tiét qua sita me hay khoéng. Nguy co cho tré
so sinh/ tré em 13 khong thé loai trir. Khong nén dung alendronat trong khi cho con bi.

Kha ning sinh séan:

Bisphosphonat duoc gén vao xuong, tir d6 thude duoc gidi phong tr tr trong Vong 1 nam.
Luogng bisphosphonat gan vao xwong nguoi 16n, va vi thé, luong blsphosphonat c6 dé giai
phong trd lai vong tudn hoan co thé, lién quan truc tiép dén liéu va thoi gian st dung. Chua
c6 thong tin v€ nguy co trén thai nhi & ngum Tuy nhién, c6 nhitng nguy co gay hai cho
thai nhi trén 1y thuyét, chu yéu trén xuong, néu phy nitr mang thai sau khi hoan thanh diéu
tri véi bisphosphonat. Tac dong cia nhiéu yéu td nhu thoi gian giita thoi diém nging
bisphosphonat va thoi diém mang thai, loai bisphosphonat sir dung, va dudng dung (tiém
tinh mach hay udng) dén nguy co van chua duoc nghién ciru.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
RISENATE khong gay anh huong hoac anh hudng khong dang ke dén kha nang 1ai xe va
van hanh may mac. Tuy nhién mot sé phan ttng khong mong muén d3 duoc béo cao (nhu
nhirc dau, chdng mat) cé thé anh hudng dén kha ning lai xe va van hanh may méc caa mot
s6 bénh nhan. Pap tng cia mdi ca nhan véi RISENATE rat da dang. Khuyén céo bénh
nhan khéng nén thuc hién nhitng cong viéc nguy hiém, can kha nang tap trung cao cho dén
khi xac dinh dwoc dap tng vai thuc.

TUONG TAC, TUONG KY CUA THUOC:

Tuong tac: ) . o i

Neu uong cung luc, cac thuc uong (bao gom nuéc khoadng), thirc an, cac ché pham bé sung
calci, cac antacid va mot s6 thudc dung duong udng khac ¢6 thé anh huéng dén sy hap thu
cua alendronat. Do d6, bénh nhan phai cho it nhat 30 phut sau khi ung alendronat trudc
khi udng bat ky thudc nao khéc.
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10.

Khong c¢6 twong tac khac co y nghia lam sang. Mot s6 bénh nhan trong cac thir nghi¢m lam
sang su dung estrogen (duong am dao, dudi da hodc dwuong uong) khi dang udng
alendronat. Khong thay c6 ‘sz‘ng tac gitra hal thubc xay ra khi dung dong thoi.

Do viéc st dung NSAID c0 lién quan dén tac dung kich tng duong tiéu hoa, nén than trong
khi dung dong thoi alendronat.

Mic du chua c6 nghién ctru tuong tac thudc cu thé duoc thuc hién, cac nghién cau 1am
sang su dung alendronat dong thoi véi mot loat cac thude thuong duge ké don khong thay
c6 twong tac bt loi trén 1am sang.

Ranitidin tiém tinh mach 1am ting sinh kha dung cta alendronat duong ubng.

Sat: Thude udng co sit lam giam hap thu alendronat.

Khéang sinh aminoglycosid: Tang nguy co giam calci huyét néu dugc dung dong thoi.
Aspirin: Trong thir nghiém 14m sang, ti 1¢ tac dung khong mong mudn & dudng tiéu hoa
trén ting & bénh nhan ding dong thoi alendronat natri liéu > 10 mg hang ngay va cac san
pham co chira aspirin.

Twong ky: Khong ap dung.

TAC DUNG KHONG MONG MUON CUA THUOC:

Trong cac nghién ctu lam sang cac phan ng o hai do dung alendronat thuong nhe va noi
chung khong can phdi ngung thudc. Ty I¢ tac dung khong mong muén ting dang ké &
nguoi diéu tri bénh xwong Paget véi lieu 40 mg/ ngay, chu yéu la tac dung khdng mong
mudn trén duong tiéu hoa.

Céc tac dung khdng mong mudn dudi day dugc bao co trong cac nghién ciu 1am sang va/
hoic sau khi dua thudc ra thi treong:

Rat thuwong gdp, ADR > 1/10

Co xuong va md lién két: Pau co xwong (xuong, co hoic khép), doi khi nang.

Thuong gap, 1/100 <ADR < 1/10

Than kinh: Nhire dau, choang vang.

Tai va tai trong: Chong mat.

Tiéu hoa: Pau bung, kho tiéu, tao bon, tiéu chay, day hoi, trao nguoc acid, viém loét thuc
quan, khé nuét, chuéng bung.

Da va cac mo dudi da: Rung tdc, ngua.

Co xuong va md lién két: Sung khaop.

Toan than: Suy nhugc, phu ngoai bién.

it gap, 1/1.000 < ADR < 1/100

Than kinh: Rdi loan vi gidc.

Mit: Viém mat (viém mang b dao, viém mang ctng, viém thuwong cang mac).

Tiéu héa: Budn ndn, non, viém da day, viém thuc quan, n mon thyc quan, ¢ méau trong
phan.

Da va cac mo dudi da: Phat ban, ban do.

Toan than: Tri¢u ching thoang qua trong giai doan Cap tinh cua dap ung (dau co, kho chiu
va trong truong hop hiem la sot), thuong xdy ra khi bit dau diéu tri.

Hiém gap, 1/10.000 < ADR < 1/1.000 i

Mién dich: Phan &ng qua man bao gém ndi mé day va phu mach.

Chuyén hoa va dinh dudng: Triéu chiing ha calci huyét, thuong & nhitng bénh nhan cé
nguy co.

Tiéu hoa: Hep thuc quan, loét hau hong, thing, loét, chay mau duong tiéu hoa trén.

Tai va tai trong: Ao thinh giac.

Mit: Rbi loan thi giac.

Da va cac mé dudi da: Phat ban kem nhay cam anh sang, phan ung da nghiém trong bao
goém hai ching Stevens-Johnson va hoai tir biéu bi nhidm doc.

Co xuong va md lién két: Hoai tir xwong ham, gay xuong dui khong dién hinh trén 16i cau
va dudi mau chuyén (tac dung khdng mong muon caa nhém bisphosphonat).

Rat hiém gap, ADR <1/10.000
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11.

12.

13.

Tai va tai trong: Hoai tr xwong & 6ng tai ngoai (tac dung khéng mong muébn cua nhom
bisphosphonat).

Thudc c6 thé gay ra cac tac dung khong mong muon khac. Khuyén cao bénh nhan thong
b&o cho béc s néu gap phdi bat ky tac dung khéng mong muén nao khi dung thudc.

QUA LIEU VA CACH XU TRI:

Khéng c6 thong tin riéng biét vé didu tri qua liéu alendronat. Giam calci huyét, giam
phosphat huyét, va cac phén ung khong mong mudn & duong tiéu hoa trén nhu rdi loan tidu
héa & da day, ¢ nong, vi€ém thyc quan, viém hodc loét da day co thé do udng qua liéu
alendronat. Nén cho dung sita va cac chat khang acid de lién ket alendronat. Do nguy co
kich g thuc quan, khong nén gay non va bénh nhan van phai ngdi thang dung. Tham tach
khong c6 hi¢u qua.

PAC TiNH DUQC LUC HQC:

Ma ATC: MO5BAO04.

Nhom duge Iy: Chat tc ché tiéu xuong.

Alendronat natri 1a mdt aminobisphosphonat tong hop, mot chat dong ding cua
pyrophosphat c6 tac dung dac hi¢u tc ché tiéu xuwong. Khac voi pyrophosphat nhung
giong vai etidronat va pamidronat, alendronat khong bi cac phosphatase thuy phan. Céc
nghién ctru tién 14m sang cho thiy alendronat tich tu chon loc & cac vi tri tiéu xuong dang
hoat dong, noi ma alendronat trc che su hoat dong cuia cac hiy c¢dt bao. Alendronat gan vao
xuong va co thoi gian ban thai cudi cting kéo dai téi trén 10 nam; Tuy nhién alendronat van
¢6 hoat tinh duoc 1y khi gan vao khung xuong. Cac nghién ctru 1dm sang cho thay diéu tri
béng alendronat ¢ thé 1am ting dang ké khéi luong xwong & xwong cot sdng, co xuong dui
va mau chuyén. Trong cac nghlen ctru 1am sang & phu nit man kinh tir 40 - 85 tudi bi lodng
xuong (duoc xac dinh 1a c6 khoi lugng xuong thap, it nhét 1a 2 d6 léch chuan dudi trung
binh cua thoi ky tru¢e mén kinh), diéu tri bang alendronat lam giam dang ké s lan giy dt
séng sau 3 nim dung thudc. Mat do chat khoang & xuong tang rd sau 3 thang diéu tri bang
alendronat va con tiép tuc trong sudt qua trinh dung thudc. Tuy nhién sau 1 - 2 nam dleu tri,
néu ngimg lidu phap alendronat thi khong duy tri dugc sy ting khoi lugng xuong. Didu d6
chimg t6 phai lién tuc diéu tri hang ngay méi duy tri dugc hiéu qua chira bénh.

PAC TiNH DUQC PONG HQC:

Hap thu:

Alendronat hép thu it theo duong udng. Hap thu thude giam bai thire an, boi cac chat chira
calci hay céc ion da hoa tri.

Sinh kha dung bi giam lan luot Xuong khoéang 0,46% va 0,39% khi dung alendronat 1 glo
hodc nira gid trude bita sang chuan. Trong nghién ctru Ve bénh loang xuong, alendronat c6
tac dung khi dung trude khi dung thirc dn hodc thirc uéng dau tién trong ngay it nhét 30
phat.

Sinh kha dung 1a khong dang ké khi alendronat duoc dung cung bita 4n, hodc dén 2 gid sau
khi an bita sang chuan. Ding alendronat chung véi ca phé hodc nuéc cam giam sinh kha
dung di khoang 60%.

O ddi tugng khoe manh, prednison dudng uong (20 mg x 3 lan/ ngay trong 5 ngay) khong
gdy ra su thay doi 1am sang co ¥ nghia nao dén sinh kha dung duong udng cua alendronat
(trung binh tang trong khoang tir 20 - 44%).

Phdn bo:

Nghién ctru trén chudt cho thiy alendronat phan bd tam thdi & cac mé mém sau khi tiém
tinh mach 1 mg/ kg nhung sau d6 nhanh chong phéan bb lai & xuwong hodc bai tiét qua nudc
tiéu. Thé tich phan b6 trung binh ¢ trang thai 6n dinh, riéng & xuong, it nhat 1a 28L0¢
nguoi. Nong d6 cua thudc trong huyét tuong sau khi dung lidu diéu tri duong udng qua
thap dé phat hién (< 5 ng/ mL). Ti 1¢ gan két protein huyét twong 1a khoang 78% thudc
duoc hép thu.

Chuyen hoa:

Thubc khong bi chuyén hoa.
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Thai true:

Sau khi dung liéu don alendronat danh dau [C4], khoang 50% déng vi phong xa dugc thai
trir qua nudce tiéu trong vong 72 gio va mot it hodc khong c6 dong vi phong xa nao duoc
tim thdy trong phan. Sau khi tiém tinh mach liéu don 10 mg, d6 thanh thai ¢ than cua
alendronat 1a 71 mL/ phat, va d6 thanh thai toan than khong vuot qua 200 mL/ phit. Nong
d6 trong huyét twong giam hon 95% trong vong 6 gio sau khi tiém tinh mach. Thoi gian
ban thai ¢ nguoi duoc du doan la hon 10 ndm, phan anh sy giai phong alendronat tir xuong.
Alendronat khong dugc bai tiét thong qua hé thong van chuyén acid hodc base cta than ¢
chudt, va do d6 alendronat natri duoc du doan khong anh hudng dén su thai trir cia céac
thudc khac qua hé théng d6 & ngudi.

Duoc dong hoc o bénh nhan suy than:

Nghién ciru tién 1am sang cho thdy thudc khong dwoc gan v6i xwong bi thai trir nhanh qua
nuéc tieu. Chua c6 bang ching vé gidi han bao hoa cta xuong dugc tim thdy sau khi sir
dung lap lai voi liéu tiém tinh mach tich Iy 1€n dén 35 mg/ kg & dong vat. Mic du chua c6
thong tin 1am sang, rat co thé, nhu & dong vat, su thai trr cua alendronat qua than sé bi
giam ¢ bénh nhan suy than. Do d6, alendronat c6 thé tich lity nhiéu hon & xwong & bénh
nhan suy giam churc ning than.

QUY CACH PONG GOI: Hop 1 vi x 4 vién.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC:

Piéu kién bao quan: Giir thudc trong bao bi g6c ctia nha san Xuat, day kin.

Pé thuéc noi kho rdo, tranh dnh sang, nhi¢t do khong qua 30°C va ngoali tam vai caa tré em.
Han dung: 36 thang ke tir Ngay san Xuat.

Tiéu chuan chit lwgng: TCCS.

TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT:
San xudat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phudng Théi Hoa, Thi xa Bén Cat,
Tinh Binh Duong, Vi¢t Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

NGAY XEM XET SUA POI, CAP NHAT LAl NOI DUNG HUONG DAN SU DUNG
THUOC: 01/08/2019

Tén san pham: RISENATE

M4 sb toa: 0246.T1

- Chuyén file in theo cong van sb 457/QLD-PK ngay 01/08/2019 cua

Kiém soat stra doi: cuc QLD

- Chuyén mé toa tir TOA139CBB sang 0246.T1 theo SOP Q.DK.1003

Ngay 01/08/2019

Nhan vién thiét ké:
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