RXT““°° s To hwéng din sir dung thudc

CRUZZ-35

Vién nén bao phim Risedronat natri
Thuéc ban theo don
Pé xa tam tay cua tré em
Poc ki hwong dan sir dung trueéc khi dung
Thong bao ngay cho bac s§ hode dwgc s§ nhirng tac dung khong mong muén khi sir dung
thuoc

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Thanh phan

MOi vién nén bao phim chura:

Risedronat natri ............................. 35 mg.

Ta duoc: Cellulose vi tinh thé M101, povidon, crospovidon, natri lauryl sulfat, silicon dioxyd.
magnesi stearat, HPMC EB, titan dioxyd, talc, PEG 4000, polysorbat 80, ddu thau dau, mdu
brilliant blue, mau black PN.

2. M ta san phim
Vién nén tron, bao phim mau xanh, mét mat c6 dap gach ngang, mit kia tron.

3. Quy cach déng goi
Hop 1 vi (Nhom - Nhom) x 4 vién.

4. Thudc dung cho bénh gi?
Risedronat natri thugc nhom thuc khong-hormon goi la bisphosphonat, dugc dung dé diéu tri
céc bénh vé xuong. Risedronat natri tic dong truc tiép trén bd xwong, 1am xuong khoe hon va
do d6 giup xuong it €6 kha ndng bi gdy hon.
Xuong la mt mo song. Nhung xuong gia lién tuc dugc loai bo khéi bd xwong cuia ban va dugc
thay thé boi cac xuwong méi.
Loéng xuong sau mén kinh 1a mot tinh trang xay ra ¢ phy nir sau man kinh lam cho xuwong tré
nén yéu hon, méng manh hon va dé v& hon khi bi té nga hoic cing thing.
Lodng xuong cling ¢6 thé xdy ra ¢ nam gioi do mot s6 nguyén nhén nhu tudi tac va/ hodc ndng
d6 hormon nam, testoteron, thép.
Cot sdng, hong va co tay 1a  nhitng xuong dé bi v& nhit, mic du viéc giy xuong c6 thé xay ra &
bat ky Xuong nao cua co thé. Gay xuong lién quan dén loang xuong ciling c¢6 thé giy ra dau lung,
glam chiéu cao va cong lung. Nhiéu bénh nhan bi lodng xwong khong cé triéu chimg gi va ban
c6 thé khong biét 1a ban da bi.
CRUZZ-35 dung dé:

- Piéu tri lodng xwong & phu nir sau méan kinh, ké ca trudng hop lodng xuong ning. Thudc

lam giam nguy co gdy xuong cot séng va hong.
- Phong ngtra loang xuong & phu nilt sau man kinh.
- Diéu trj lodng xuong & nam gidi c6 nguy co cao gy xwong.

5. Nén dung thudc nay nhw thé nio va liéu lwong?
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Ludn dung thuéc chinh xac nhu hudng dan cua bac sy hoic duoc sy. Néu ban chua rd, hiy hoi
lai cho chac chan.
Liéu dung:
Liéu khuyén céo 1a 1 vién (35 mg risedronat natri) 1 1an/ tuan.
Chon mét ngay trong tuan ma ban thay 1a phti hgp nhat. Mai tuan, sir dung thudc vao ngay ban
chon.
Dé thuan tién, ban nén ghi ngay trong tuan ma ban chon Ién vi thubc dé gitp ban ghi nhé viée
dung thude.
Thoi diém dung thudc:
Udng risedronat natri dau tién trong ngay, 30 phit trude khi an, ubng (thac udng khéac khong
phai 1 nuéc) hodc dung thude khac.
Cach dung:

- Udng thudc khi ban dang ¢ tu thé ngdi hodc ding thang dé tranh ¢ nong.

- Uéng thudc voi it nhat 1 cde (120 ml) nuée loc.

- Ubng ca vién thubc. Khong duoc ngam hay nhai vién.

- Khong ndm trong vong 30 phut sau khi uong thude. )

- Khéng an, udng (thirc uéng khac khong phai 1a nudc) hodc dung thube khac it nhat 30 phut

sau khi uéng risedronat natri.

bac sy s& cho ban biét c6 can dung thém calci va vitamin bo sung hay khdng, néu ban khéng bo
sung day du calci tir khau phan an.
Péi twong ddc biét
Tré em
Risedronat natri khong dwoc khuyén céo st dung & tré em dudi 18 tudi do thiéu thong tin vé su
an toan va hiéu qua.
Nguwoi Ion tudi
Khong can phal hiéu chinh liéu vi sinh kha dung, phan bd va thai trir & ngudi 10n tudi (> 60 tudi)
twong tu voi doi tuong tré. i
Piéu nay cling dung d6i voi nguoi sau man kinh, rat 16n tudi, 75 tudi tro 1én.
Suy giam chirc nang than
Khéng can phai hiéu chinh lidu ¢ bénh nhan suy thin nhe va vira. Chéng chi dinh sir dung
risedronat natri & bénh nhan suy than ndng (d6 thanh thai creatinin > 30 ml/ phut).
Suy giam chirc nang gan
Chua c6 nghién ctru duoc thuc hién trén bénh nhan suy gan vé an toan va hiéu qua cua
risedronat. Risedronat khong chuyén hoa qua gan vi vay viéc hiéu chinh liéu & bénh nhan suy
gan thuong khong can thiét.

6. Khi nao khong nén dung thude nay?
Khong nén dung thudc nay néu ban:
- Man cam véi risedronat natri va cac thanh phan cta thudc.
- Ban c6 bét thuong ¢ thuc quan lam cham thoi gian 1am réng thuc quan nhu hep thyc quan
hoic co thét thyuc quan.
- Khéng thé dimg hodc ngdi thang trong vong 30 phut.
- Ban bi ha calci mau (ndng d¢ calci trong mau thap).
- Ban dang mang thai, c6 thé mang thai hodc c6 y dinh mang thai.
- Ban dang cho con bu.
- Ban bi bénh than nang.

7. Tac dung khéng mong muén

Trang 2/11



Nhu cac thudc khac, risedronat natri ¢d thé gay tac dung khdng mong mudn, nhung khong phai
ai cling gap phai.
Ngung ding thuéc va lién hé trung tdm y té gan nhdt néu ban gdp céc phdn ing sau:
Tri¢u ching cua phan ung di ung nang nhu:
- Sung mat, ludi hodc ¢d hong.
- Kho nuot.
- Phéat ban va kho tho
Phan tng da ning c6 thé bao gom rop da.
Bao ngay cho bac sy néu ban gdp nhing triéu chiing sau:
- Viém ¢ mat, thuong kem dau, d6 va nhay cam 4nh sang. N i
- Hoai tr xwong ham (hoai tr xwong) lién quan dén hoi phuc chdm va nhi€ém khuan, thuong
1a sau khi nho rang. ) )
- Nhing triéu chirng ¢ thuc quan nhu dau khi nuot, khé nuot, dau nguc hoac cé tinh trang ¢
nong hoac tinh trang ¢ ndng nang hon.

Gay xuong dui bat thuong doi khi cé thé Xdy ra, dac bi¢t ¢ nhitng bénh nhan diéu tri lodng
xuong trong thoi gian dai. Lién h¢ véi bac sy neu ban cam thay xwong dui, hong hodc héng dau,
yéu hozc khong thoai mai do day c6 thé la nhitng dau hiéu sém cua nguy co gay xuong dui.

Tuy nhién trong nhung nghién ctru 1am sang, cac tac dung khong mong muén khac duoc quan
sat thuong nhe va khéng l1am cho bénh nhan phai ngirng thudc.

Céc tac dung khdng mong mugsn khéc:

Thwong gap

Tiéu hoa: Cam thady mét moi, dau bung, bung co that hodc khéng thoai mai, tao bon, cam giac
no, truong bung, tiéu chay.

Than kinh co xuong: Dau xuong, co hoac khap.

Than kinh: Nhire dau.

it gap

Tiéu hoa: Viém hoic loét thuc quan (6ng ndi miéng véi da day) gay kho nuédt va dau khi nudt,
viém da day va ta trang. ) _, _

Thi giac: Viém phan mau caa mat (mng mat) (mat do, dau va c6 thé thay doi thi giac).

Hiém gap

Tiéu héa: Viém ludi (sung d6, ¢ thé dau), hep thuc quan (6ng ndi miéng véi da day).

Xeét nghiém can lam sang: Xét nghi¢m gan bat thuong da duoc bao cdo. Nhirng bat thuong nay
chi ¢ thé duoc chan doan thong qua xét nghiém mau.

Rdt hiém gap

Tai va tai trong: Bao vai bac sy néu ban bi dau tai, chay mua ¢ tai, va/ hoic nhiém tring tai.
Nhiing triéu chiing nay cd thé 1a dau hiéu cia ton thuong xuong o tai.

Chua 16 tan suat

Rung téc.

R4i loan chirc nang gan, mot 6 trudng hop ¢ mirc do nang. i

O giai doan bat dau diéu tri, nong do calci va phosphat trong mau cua bénh nhan c6 thé giam.
Nhiing thay d6i nay thuong nho, khong gay ra triu chuang va rat hiém gap.

Thubc co the c6 tac dung khong mong muon khac, thong bao cho bac sy nhiing tac dung khong
mong mudn gap phai khi sir dung thudc.

8. Nén tranh dung nhirng thudc hoic thue pham gi khi dang sir dung thudc nay?
Théng béo cho béac sy hodc duoc sy cua ban vé tat ca cc loai thuoc ma ban dang sir dung, bao
gom ca cac thuoc ké don hodc khéng ké don, cac vitamin hoac thudc tir dugc liéu.
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Thdng b&o cho béc si hodc dirot sy néu ban dang sir dung céc thusc sau:
Céc thudc chira mot trong nhirng thanh phan dudi day lam giam tac dung cua risedronat natri
khi diing ciing mot thoi diém:

- Calci.

- Magnesi.

- Nhom.

- Sat.

- Antacid

Uéng nhirng thube nay it nhat 30 phat sau khi ban sir dung risedronat natri.

Sur dung CRUZZ-35 véi thirc dn

Mot diéu rat quan trong la ban khong duoc str dung risedronat natri véi thire @n hoac nuée uong
khac ngoai nuée dé thudc co6 hiéu qua. Bac biét 1a khong dugc sir dung thude cling mét lic véi
céc ché pham tir sira (nhu sira) vi chung c6 chtra calci.

DuUng thirc an va nuéc uong khac ngoai nudc it nhat 30 phuat sau khi udng risedronat natri.

9. Can lam gi khi mot lin quén khong dung thuoc?

Néu ban _quén khong dung 1 lidu vao ngay da chon, udng |Ieu do vao ngay ma ban nhé ra. Quay

trg lai udng liéu tiép theo vao ngay thuong uéng. Khong udng gap doi liéu dé bu lai cho liéu da
quén.

10. Néu ban muén ngirng thudc
Khéng nging thude trude khi hoi v kién béac sy, khi ngung thudc ban c6 thé bat dau bi giam mat

do xuong. Hay hdi bac Sy trudc khi ban can nhic ngung diéu tri.
Néu ban c6 thac mac gi khi st dung thudc nay, hay lién hé véi béac sy hodc dugc s3.

11. Can bao quan thudc nay nhuw thé nao?

Gitt thudc trong bao bi géc ciia nha san xuat, day kin. ‘

Dé thudc noi kho rao, tranh anh sang, nhiét d6 khong qué 30°C, va ngoai tim véi cua tré em.
Khong sir dung thudc sau ngay hét han ghi trén bao bi (hop va vi thudc).

12. Nhirng dau hiéu va triéu ching khi dung thudc qua liéu

Dung thudc chinh xac nhu huorng dan cua bac S. Néu ban dung qué lidu hozc tré em nubt phai
thudc, lién hé ngay véi bac sy va trung tam y té gan nhat

13. Can phii 1am gi khi dung thudc qua liéu khuyén cio0?

Ngung diing thuéc, udng mot céc sira day va lién lac ngay véi bac sy hoic trung tam y té gan
nhat.

Mang theo vién thudc ciing voi bao bi dé béac sy biét ban da udng thudc gi va co bién phap xir ly
Kip thoi.

14. Nhirng diéu can than trong khi diung thudc nay

Trudéc khi dung thudc ndy, théng bao cho bac sj néu ban dang cé cdc van dé vé sirc khoe sau
day:

Ban khong thé ngdi hoac dung thang trong it nhat 30 phdt.

Ban c6 bat thuong vé chuyén héa xwong va khoang (vi du nhu thiéu vitamin D, bat thuong
hormon tuyén can giap, ca hai déu dan dén nong do calci trong mau thap).

Ban dang bi hoic c6 tién st bénh ¢ thuc quan (6ng nédi miéng va da day). Vi du nhu ban bi hogc

ting bi dau hoac kho nuét thirc an hodc ban timg dwoc chan doan 1a bi Barret thyc quan (mot
tinh trang lién quan dén su thay thé té bao & ving thap thuc quan).

Ban bi dau, sung hoac té ham hoac cam giac nang ham hoac rang bi long.

Ban dang diéu tri nha khoa hoic s& phau thuat nha khoa, néi véi nha sy cua ban 13 ban dang diéu
tri v&i risedronat natri.

Ban bi suy than.
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Ban bi loang xuong do glucocorticoid.

Ban s€ chyp hinh xuong.

Béc sy s& cho ban 10i khuyén dung risedronat natri nhu thé ndo néu ban gap bat ky tinh trang
nao ¢ trén.

Thudc co chira polysorbat 80 ¢6 thé gay di tng va dau thau dau co thé gay budn nén, nén, dau
bung, tiéu chay.

Dung thugc cho tré em

Risedronat natri khéng dugc khuyén céo dung cho tré em dudi 18 tudi do chua du thdng tin vé
an toan va hiéu qua.

Phu n&r mang thai hogc cho con bu

Khong sir dung thudc néu ban dang mang thai, c6 thé mang thai hoic c6 y dinh mang thai. Nguy
co ¢6 thé cd khi sir dung risedronat natri & phu nit mang thai hién chua r.

Khéng st dung thudc néu ban dang cho con bi.

Risedronat natri chi nén dung dé diéu tri & phu nit sau man kinh va nam gidi.

Lai xe va vdn hanh may méc

Thudc khdng c6 hoic ¢ anh huong khong dang ké 18n kha ning 14i xe va van hanh may moc.

15. Khi nio cin tham van bac sy, duoc s§?

Can lién lac ngay véi bac sy hoac trung tam y té gan nhat khi dung thuéc qua liéu chi dinh.
Thong thudng, bao gid ciing phai hoi y kién béac sy hodc duoc sy trude lic dung bat ky thudc
nao khi mang thai hoac cho con bu.

Théng béo ngay cho bac sy hoic duoc sy nhiing tac dung khéng mong muén gap phai khi st
dung thudc.

Néu can thém thong tin xin hoi y kién béac sy hodc duoc sy.

16. Han dung ciia thudce: 36 thang ké tir ngay san xuat.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

1. DUQC LUC HQC

Ma ATC: MO5BAOQ7

Nhom duwgre ly: Bisphosphonat

Co ché tac dong

Risedronat natri 1a mét pyr1d1ny1 bisphosphonat lién két voi hydroxyapatit ciia xuong va trc ché
tai hap thu xuong qua trung gian huy c¢dt bao. Sy luan chuyen xuong dugc gidm xudng trong khi
hoat dong cua tao cbt bao va khoang hoa xuwong dugc bao ton.

Tac dong duoc luc

Trong nghién ctru tién 1am sang, risedronat natri thé hién tac dung trc ché manh hiy cdt bao va
hoat dong tai hap thu. Mat do xuong va stc manh co sinh hoc ctia xwong tang phu thudc vao
lidu. Hoat tinh cta risedronat natri dugc xac dinh bang cach do nhimg dau hiéu sinh héa cua su
luén chuyén xXuong trong cac nghién ctru 1am sang va dugc luc hoc. Trong nghlen ctru ¢ phu nir
sau man kinh, c6 sy giam dau hiéu sinh hoa ctia sy luan chuyén xuong trong vong 1 thang va dat
t6i da trong 3 - 6 thang.

2. DUQC PONG HQC

Hdp thu:

Sau khi uéng, thudc dugc hip thu twong ddi nhanh (tmax ~ 1 gid) va khong phu thudce lidu trong
khoang lidu dugc nghién ctru (liéu don 2,5 dén 30 mg; heu lap lai 2,5 dén 5 mg hang ngay va
lén dén 50 mg hang tuan) Sinh kha dung trung binh khi udng thuoc vién 1a 0,63% va giam di
khi risedronat natri dugc ubng chung véi thirc an. Sinh kha dung & nam va nir tvong ty nhau.
Phan bo:

The tich phan b ¢ trang thai o 6n dinh nong d6 trén nguoi 1a 6,3 L/ kg. Khoang 24% lugng thude
gan véi protein huyét twong.

Chuyén héa:

Khong c6 bang chimg chuyén héa toan than ddi véi risedronat natri.

Thai tru:

Khoang mét nira lidu da hap thu dugc bai tiét trong nudc tidu trong vong 24 gid. Do thanh thai
trung binh ¢ than 12 105 ml/ phat va tong thanh thai trung binh 1a 122 ml/ phat, sy khac biét
thanh thai c6 thé quy cho sy hap phu & xuong. Sy thanh thai than khong phu thudc nong do va
c6 su twong quan tuyén tinh giita do thanh thai & than va thanh thai creatinin. Thuoc khong hap
thu duoc théi trir dudi dang khong thay doi trong phan. Sau khi dung duong uong, d6 thi nong
d6 theo thoi gian cho thdy 3 giai doan thai trir v6i thoi gian ban thai cudi 14 480 gio.

Péi twong dac biét

Tré em

CRUZZ-35 khong duogc chi dinh cho tré em.

Gioi tinh

Sinh kha dung va duoc dong hoc giéng nhau ¢ nam gidi va nit gioi.

Nguoi lon tuoi

Sinh kha dung va phén bb & ngudi cao tudi (60 tudi trd 1én) twong ty nhu d6i twong tré. Khong
can hiéu chinh liéu.

Chung toc
Khéac nhau vé dugc dong hoc gifra cac chung tdc chua dugc nghién curu.

Suy than

Risedronat bai tiét dudi dang khong bién dbi chu yéu qua than. So voi ngudi c¢6 chirc ning than
binh thuong, dd thanh thai ¢ than cia risedronat giam khoang 70% & bénh nhan c6 do thanh thai
creatinin khoang 30 mL/ phut. CRUZZ-35 khéng duogc khuyén céo sir dung cho bénh nhan suy
than ning (d6 thanh thai creatinin <30 mL/ phut) vi thiéu kinh nghiém 1am sang. Khong can
hiéu chinh liéu ¢ bénh nhan c6 do thanh thai creatinin > 30 mL/ phat.
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Suy gan

Chua c6 nghién ctru dugc thyc hién vé an toan va hiu qua cua risedronat & bénh nhén suy gan.
Risedronat khong duge chuyén hoa ¢ chudt, ché va mau gan nguoi. Mot lugng khong dang ké
cua thude (nho hon 0,1% li€u tiém tinh mach) bai ti€t trong mat cta chudt. Vi vay thuong khong
can phai hi¢u chinh liéu & bénh nhan suy gan.

Twong tdc thudc

Khéng c6 twong tac thude - thude cu thé nao dugc nghién ciru. Risedronat khong duge chuyén
hoéa va khong cdm tng hay ¢ ché enzym chuyén hoda thudc & ty lap thé ¢ gan (cytochrom
P450).

Newoi st dung acid acetyl salicyelic/ NSAID

0 nhirmg ngudi dung acid acetyl salicyclic thuong xuyén (3 ngay hoac nhiéu hon mdi tuan), ti 1&
bién ching dudng tiéu hoa trén & bénh nhan diéu tri voi risedronat natri twong ty nhu & nhém
chung.

3. CHI PINH
- Piéu trj lodng xwong sau man kinh, dé giam nguy co giy xuwong d6t séng. Diéu tri lodng
xuong sau man kinh d3 thiét 1ap, dé giam nguy co gdy xuong hong.
- Phong ngtra loang xwong ¢ phy nit sau man kinh.
- Piéu tri lodng xwong & nam gidi c6 nguy co gy xuwong cao.

4. LIEU DUNG - CACH DUNG

Liéu khuyen c4o 1a 1 vién (35 mg risedronat natri) 1 1an/ tuan. Thudc nén duoc ding vao cing
mot ngay madi tuan.

Céach dung: i

Su hap thu cua risedronat natri bj anh huong bai thire an, vi vay dé dam bao sy hap thu day du
cua thuoc va str dung thuoc hiéu qua, bénh nhén nén dung thuaoc: ) )

- Ubng risedronat natri dau tién trong ngay, 30 phut truéc khi an, udng (thic udng khéc
khong phai 1a nuéc) hozc dung thude khac.

- Nén huéng dan bénh nhan néu quén ding mat liéu, risedronat natri nén duoc dung khi nhé
ra, sau do trd lai dung thuéc mot 1an mot tuan vao ngay thuong sir dung. Khodng udng 2 vién
vao cung 1 ngay.

- Thudc nén duoc nudt nguyén vién, khong duoc ngdm hogc nhai. bé glup dua thudc dén da
day, risedronat natri nén duoc uéng khi ngdi hoic dung thang véi mot coc nude (> 120 ml).
Bénh nhan khdng nén nam trong 30 phut sau khi udng thudc.

- Khéng an, udng (thac udng khac khong phai 1a nudc) hoic dung thube khéc it nhat 30 phat
sau khi uéng risedronat natri.

- Sur dung cac ché phém bd sung calci va vitamin D nén dugc can nhac néu ché d6 an khong
dap tng du. Dung ché pham b sung calci, thudc khang acid, ché pham b sung magnesi
hoic thuéc nhuan trang, va san pham c6 sit vao thoi diém khéc trong ngay vi cac san pham
nay tac dong dén sy hap thu cua risedronat natri.

- Thoi gian diéu trj toi wu cua bisphosphonat cho bénh lodng xuwong chwa duoc thiét 1ap. Su
can thiét caa viéc tiép tuc diéu tri nén duoc danh gia lai dinh ky dua trén loi ich va nguy co
tiém 4n cua risedronat trén timg d6i twong bénh nhén, dic biét 1a sau khi sir dung thude 5
nam hodc 1au hon.

Péi twong ddc biét

Tré em

Risedronat natri khong duoc khuyén céo sir dung & tré em dudi 18 tudi do thiéu thong tin vé sy
an toan va hiéu qua.

Nguwoi Ion tudi
Khong can phal hiéu chinh lidu vi sinh kha dung, phan bd va thai trir & ngudi 16n tudi (> 60 tudi)

twong tw voi dbi tugng tré.

Trang 7/11



Diéu nay ciing ding d6i v6i ngudi sau man kinh, rat 16n tudi, 75 tudi trd 1én.

Suy giam chirc nang than

Khong can phai hiéu chinh liéu ¢ bénh nhan suy than nhe va vira. Chéng chi dinh st dung
risedronat natri & bénh nhan suy than nang (d6 thanh thai creatinin > 30 ml/ phtt).

Suy giam chirc nang gan

Chua c6 nghién ctru dugc thuc hi¢n trén bénh nhan suy gan vé an toan va hiéu qua cua
risedronat. Risedronat khong chuyén hoa qua gan vi vdy viéc hiéu chinh lidu ¢ bénh nhan suy
gan thuong khong can thiét.

5. CHONG CHI PINH

Man cam vdi risedronat natri hodc véi bat ky thanh phan nao cia thudc.

Bit thudng ¢ thue quan 1am cham thoi gian lam réng thuc quan nhu hep thuc quan hodc co that
thuc quan.

Khong thé dimg hoic ngdi thang trong vong 30 phut.

Ha calci mau.

Phu ni ¢6 thai hoac cho con bu.

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

6. CAC TRUONG HQOP THAN TRONG KHI DUNG THUOC

Khéng str dung chung vai thudc c6 cling hoat chat.

Thue @n, nude udng khac khéng phal 1a nuée va céc thude b chira cation da héa tri (nhu calci,
magnesi, sat va nhom) can thiép vao qua trinh hap thu bisphosphonat va khdng nén dung cung
mot thoi diém véi risedronat natri. Bé c6 thé dat duoc hiéu qua diéu tri, can phai tuan thu chat
ché liéu dugc khuyén céo.

Hiéu qua cua bisphosphonat trong diéu tri lodng xwong sau man kinh lién quan dén su hién dién
cua ti trong khoang xuwong thip (BMD T-score & hong va cot séng thit lung < - 2,5 SD) va/ hoic
gy xuong thong thuong

Chi tudi cao hoic cac yéu té nguy co 1am sang ciia gdy xuong la khong dir dé khoi dau diéu tri
loang xuong voi blsphosphonat

Con rat it bang chiring ve vi¢c hi¢u qua diéu tri caa bisphosphonat, bao gom risedronat trén phu
nit rat 16n tudi (> 80 tudi).

Bisphosphonat ¢6 lién quan dén viém thyuc quan, viém da day, loét thuc quan va loét da day ta
trang. Vay nén can phai than trong khi sir dung risedronat cho bénh nhén dang gap hodc gan day
gap phai nhitng van dé vé thuc quan hoic duong tiéu hoa trén (nhu chan doan méc Barret thuc
quan, khé nuét, cac bénh thuc quan khéc, viém loét da day ta trang).

Céc tac dung khong mong mudn trén thuc quan nhu viém thyc quan, loét thyc quan va d&n mon
thuc quan, thuong kém chay mau va sau d6 hiém gap la hep thuc quan hodc thung thuc quan da
dugc bao cao trén bénh nhan dung b1sph0sph0nat duong uong. Trong mot s6 truong hop, nhitng
tac dung khong mong muén nay nang va can phdi nhap vign. Vi thé nén chu y dén bat cu dau
hi¢u nao cua cac tri¢u chimg dién hinh cho tac dung khong mong mubn & thuc quan, va nén
nhan manh cho bénh nhan tim quan trong cua viéc chii y ¢én huéng dan sir dung thudc va canh
giac vai bat ky dau hiéu hay triéu chiig nao cua phan tng ¢ thuc quan c6 thé co. Nén huéng
dan bénh nhan dén cac trung tm y té vao bat ky thai diém nao néu thay co triéu chimng kich ung
thuc quan nhu khoé nudt, dau khi nubt, dau trc hodc xuat hién/ nang hon ¢ nong.

Nguy co cic tac dung khong mong muén trén thuc quan xay ra nhleu hon ¢ nhung bénh nhan
nam ngay sau khi uong bisphosphonat va/hodc nguoi khong thé uéng thude voi mot cdc nudc
day nhu khuyen céo, va/ hoic nguoi tiép tuc sir dung bisphosphonat duong udng khi da c6
nhitng dau hiéu goi y khé chiu thuc quan. Vi vay rat quan trong la can dim bao huéng dan sir
dung thubc day du va bénh nhan hiéu rd hudng dan O nhitng bénh nhan khong thé tuan tha
huéng din st dung thude, viéc st dung risedronat can duoc thuc hién dudi sy giam sat caa nhan
viény té.

Ha calci huyét nén duge diéu trj truée khi bt dau diéu trj véi risedronat natri. Cac tac nhan lam
réi loan chuyén hoa xuong va khoang chat (vi du nhu réi loan chirc niang tuyén can giép, thiéu
hut vitamin D) nén duoc diéu tri tai thoi diém bt dau diéu tri véi risedronat natri.
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Hoai tir xwong ham, chu yéu lién quan dén viéc nhé rang va/ hodc nhiém triing tai chd (bao gom
viém tay xuwong) dd duoc b&o c4o ¢ bénh nhan ung thuy ma trong phac dd diéu tri co
bisphosphonat dung dudng tiém. Trong d6 c6 nhidu bénh nhan dang diéu tri hoéa tri va
corticosteroid. Hoai tr xwong ham cling da dugc bdo cao ¢ nhitng bénh nhan loang xwong dung
bisphosphonat duong uéng

Kiém tra nha khoa véi nhitng phong ngua nha khoa thich hgp nén dugc can nhic trude khi diéu
tri v6i bisphosphonat & bénh nhan c6 nhiéu yéu té nguy co dong thoi (nhu ung thu, hoa tri, xa
tri, dung corticosteroid, vé sinh rang miéng kém).

Trong qu4 trinh diéu tri, nhitng bénh nhan trén nén tranh cac bién phap nha khoa xam lan néu c6
thé. O nhitng bénh nhéan bi hoai tor xwong ham khi diéu tri véi bisphosphonat, phau thuat nha
khoa c6 thé 1am tinh trang tram trong thém. O nhitng bénh nhan can thyc hién cac bién phap nha
khoa, chua c6 thong tin nao chitng minh viéc ngung su dung bisphosphonat ¢6 lam giam nguy
co hoai tir xuong ham hay khong.

Nén danh gia 1am sang dé thiét 1ap mot ké hoach diéu tri pht hop cho tirng bénh nhan dya trén
danh gia loi ich/ nguy co cho tu‘ng dbi tuong.

Hoai tu xwong ¢ ong tai ngoai da duoc bao cao khi sir dung bisphosphonat, chu yéu trong
truong hop diéu tri thoi gian dai. Cac yeu t6 nguy co cua hoai tr xwong ¢ ong tai ngoai bao gom
st dung steroid va hoa tri va/ hodc cac yeu t6 nguy co tai chd nhu nhiém khuan hoac vét thuong
Kha nang hoali tir xuong & ong tai ngoai nén duoc can nhic & bénh nhan dung bisphosphonat ma
cé cac triéu chu:ng ¢ tai bao gom nhiém trung tai man tinh.

C6 nhiing béo céo vé triéu chimg dau xwong, khép va/ hodc co nang va doi khi gay mat kha
nang van dong ¢ be¢nh nhan dung bisphosphonat. Thoi gian khéi phat cac trigu ching da dang tur
1 ngay cho dén nhiéu thang sau khi dung thuoc. Triéu ching giam sau khi ngung thuoc ¢ hau
hét bénh nhan. Mot sb bénh nhan tai phét triéu ching khi duoc cho ding lai risedronat hoic cac
bisphosphonat khac. Can nhic nging risedronat néu cé triéu chitng nang xay ra.

Gay xwong dui khéng dién hinh

Gay xuong dui khong dién hinh ¢ than xwong dai va dudi mau chuyén da dugc bao céo khi diéu
tri véi bisphosphonat, chu yeu & bénh nhan diéu tri lodng xuong trong thoi gian dai. Sy ran
xuong ngang hodc chéo ngan co thé xay ra ¢ bit ctr diém nao doc theo xuong dui tir ngay phia
dudi dbt chuyen dén ngay phla trén 15i cAu. Su ran xuong nay xay ra sau mot chan dong nho
hodc khdng hé ¢ chan dong ndo va mat vai bénh nhan cam thay dau dui va hang, c6 kém theo
hinh anh gdy xuong, vai tudn dén vai thang trude khi gdy xwong dui hoan toan. Su giy xuong
thudng xay ra & hai bén, vay nén xuwong dui bén con lai nén duoc kiém tra & bénh nhan diéu tri
Véi blsphosphonat da bi ran xuong dui. Sy hdi phuc xwong giy kém ciing di dwoc bao céo. Nén
can nhac ngung st dung blsphosphonat trén bénh nhan nghi ngo gay xuong dui khong dién hinh
dua trén sy danh gia 1oi ich va nguy co trén tirng bénh nhan.

Trong qua trinh diéu tri v&i bisphosphonat nén khuyén bénh nhan thong bao bét ky triéu chimng
dau nao ¢ dui, hong hodc hang va bat ky bénh nhan nao c6 nhiing triéu chimg dau nay nén duoc
Kiém tra ran xuong dui.

Bénh nhan suy than nang (d6 thanh thai creatinin < 30 mL/ phat): Khong khuyén céo str dung
risedronat.

Nhom bisphosphonat dugc biét 1a cd thé gay anh huéng dén viéc sir dung cac thude dung trong
chup hinh xuwong. Chua c6 nghién ctru riéng cho risedronat natri.

Diéu tri loang xuong cam ung glucocorticoid: Trudc khi bit dau dung CRUZZ-35 dé diéu tri va
phong ngura lodng xuong do cam {ing glucocortlcmd tinh trang hormon steroid sinh duc ¢ ca
nam gIOI Ian nit gidi nén duoc xac dinh chic chan va can nhic c6 su thay thé phu hop.

Thudc cé chira polysorbat 80 c6 thé gy di ung va dau thau dau c6 thé gy budn non, non, dau
bung, tiéu chay.

Str dung cho phu nir cé thai va cho con bu:

Chua c6 thong tin day du vé viéc sir dung risedronat natri trén phu nit mang thai. Nghién ctru
trén dong vat cho thay doc tinh trén kha nang sinh san.

Nguy co ¢ nguoi van chua rd. Nghién ctru trén dong vat cho thiy mot lwong nho risedronat natri
tiét qua sira me.
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Risedronat natri khong dugc dung cho phu nit ¢6 thai hodc cho con bt.

Anh huwéng cia thude d6i véi cdng viéc (ngudi van hanh may moc, ngudi dang lai tau xe,
nguoi lam vige trén cao va cac truong hop khac): risedronat natri khong c6 hodc c6 tac dong
khong dang ké 1én kha nang lai xe va van hanh may moc.

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC

Chua c6 nghién ctru twong tac chinh thirc nao dugc thyc hién. Tuy nhién, trong cac thir nghi¢m
1am sang, khong thiy twong tac c6 ¥ nghia 1am sang nao voi cac thude khac.

Trong nghién ctru loang xuong giai doan I1I dung risedronat natri hang ngay, bénh nhan str dung
acid acetyl salicylic va NSAID dugc bao cdo 1a 33% va 45%. Trong nghién ctru giai doan III
ding thudc 1 1an/ tuadn & phy nit sau man kinh, bénh nhan st dung acid acetyl salicylic va
NSAID dugc bao céo 1a 57% va 40%. Trong sb cac bénh nhan sir dung acid acetyl sahcyhc va
NSAID thuong xuyén (tu 3 ngay tr¢ 1én trong 1 tuan), ti 1& cac tac dung khong mong muon trén
duong tiéu hoa trén & nhom bénh nhan diéu tri voi risedronat natri twong ty nhu nhém chimg.
Néu xét thdy thich hop, co thé dung risedronat natri dong thoi voi viée bd sung estrogen (chi
dung cho phu nr).

Ubng chung risedronat natri véi antacid, nhirng thudc chia calci, magnesi, sat va nhom co thé
can tré sy hip thu risedronat natri. Nhiing thudc ndy nén udng vao mot thoi diém khac trong
ngay khong trung véi lac udng risedronat natri.

Céc thude khang histamin H, va thubc trc ché bom proton: Trong nghién ciru vé bénh loang
xuong ti 1€ bi céc tdc dung khong mong mudn & nhimng bénh nhan dung risedronat natri vdi
thudc khang histamin H va thudc e ché bom proton glong vOi nhitng bénh nhén dung
risedronat natri ma khong dung thudc khang histamin Hz va thudc trc ché bom proton.
Risedronat natri khong dugc chuyén hoa toan than, khong gy cam tmg enzym P450 va it gan
véi protein.

8. TAC DUNG KHONG MONG MUON

Thuwong gap, ADR > 1/100

Than kinh: Nhic dau. ‘

Tiéu hda: Tao bon, khé tiéu, buon nén, dau bung, tiéu chay.

Co xuong va md lién két: Pau co xuong.

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

Thi gi4c: Viém méng mit.

Tiéu hoa: Viém da day, viém thyc quan, khé nudt, viém té trang, loét thuc quan.

Hiém gap, 1/10.000 < ADR < 1.000

Tiéu hoa: Viém ludi, hep thuc quan.

Xet nghiem can lam sang: Xeét nghlem chirc ning gan bat thuong, co sy giam nong do calci
huyét thanh nhe, sém, thoang qua va khong cd tri¢u chung da duoc bao cao & mot s6 beénh nhan.
Co xuong va mo lién ket Gay xuong dui bat thuong & dudi mau chuyén va trén 15i cau (tac
dung khdng mong mudn ciia nhém bisphosphonat).

Rat hiém gap, ADR <1/10.000

Hoai tr xuong & ong tai ngoai (tac dung khdng mong mudn ciia nhdm bisphosphonat).

Chua biét tan Suat

Thi giac: Viém mong mit, viém mang bd dao.

Co xuong va md lién két: Hoai tir xwong ham.

Da va md duéi da: Phan (mg qua min cua da, bao gdm phil mach, phét ban, mé day va ndi bong
nuée trén da, mot vai truong hop nang bao gém cac bao céo riéng 1é hoi ching Stevens -
Johnson, hoai tir thugng bi nhiém doc va viém mach quéa man, rung toc.

Hé mién dich: Phan g phan vé.

Gan - mat: Réi loan chirc ning gan nghiém trong. Trong hau hét tI'u’O’Ilg hop dugc bao céo, bénh
nhan ciing d diéu tri v6i nhitg san pham khac c6 kha nang gay réi loan chirc ning gan.

9. QUA LIEU VA CACH XU TRI
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Hién khong c6 thong tin dac biét gi vé diéu tri qua lidu cap tinh véi risedronat natri.

Sau khi udng qua liéu trAm trong c6 thé thay giam calci huyét thanh. Cac dau hiéu va triéu
ching cua ha calci méu ciing ¢6 thé xdy ra trén mot s6 bénh nhan nay.

Nén ubng sita hodc cac thudc khang acid c6 chira magnesi, calci hodc nhém dé két gan véi
risedronat natri va giam sy hép thu thudc. Trong trudng hop qua lidu trAm trong, c6 thé phai rira
da day dé loai bo thudc chwa duoc hip thu. St dung céac phuong phap diéu tri ha calci huyét
chuan, bao gém dung calci tiém tinh mach, dé phuc hoi lugng ion calci sinh 1y va giam diu hiéu
va tridu chung ha calci huyét.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khdng dung qua liéu chi dinh.
11. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT

San xudt tai:

DAVIPHARM

CONG TY TNHH DUQC PHAM PAT VI PHU
(DAVI PHARM CO,, LTD)

Dia chi: L6 M7A, Puong D17, Khu CN My Phuéc 1, Phuong Théi Hoa, Thi x& Bén Cét, Tinh
Binh Duong, Viét Nam

Tel: 0650-3567689 Fax: 0650-3567688

12. NGAY XEM XET SUA POI, CAP NHAT LAl NOI DUNG HUONG DAN SU DUNG
THUOC
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