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Vién nén bao phim
LAKCAY

Thubc ban theo don
Pé xa tim tay tré em
Poc ki huéng din sir dung truée khi ding
Théng biao ngay cho bic s§ hoic dwgc s§ nhimg tic dung khong mong mudn khi sir dung thuée

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Thanh phan

MBJi vién nén bao phim chira:

Raloxifen HCI ........................... 60 mg.

Ta dugc: Povidon (kollidon 30), polysorbat 80, lactose monohydrat, cellulose vi tinh thé M101,
crospovidon, acid citric, magnesi stearat, silicon dioxyd, HPMC E6, talc, titan dioxyd,
polyethylen glycol 4000, dau thau dau, mau oxyd sdt vang.

2. M6 ta sin pham: Vién nén dai, bao phim mau vang, hai mit tron.

3. Quy cach dong géi: Hop 4 vi (Nhom - Nhom) x 7 vién.
: Hop 6 vi (PVC - Nhom) x 10 vién.

4. Thudc dung cho bénh gi?

LAKCAY chtra hoat chat 1a raloxifen HCI, thudc dugc dung dé diéu tri va phong ngira lodng
xuong & phu nir sau man kinh. LAKCAY lam giam nguy co gdy xuong ddt sdng & phu nit sau
man kinh bi lodng xwong. Thudc khong 1am giam nguy co giy xuong hong.

Raloxifen thuéc nhom thude khong phai hormon duoc goi 1a thude thay ddi estrogen chon loc.
Raloxifen bat chudc mot sb tac dung c6 loi clia estrogen sau man kinh.

Loang xuong 1a mot bénh lam cho xwong ciia ban trd nén mong va yéu - bénh dic biét thuong
gap 6 phu nit sau man kinh. Méc du ban c6 thé khong thay triéu chig ban dau, lodng xuong c6
thé lam cho ban dé bi gdy xuong hon, déc biét 1a xuong cot song, xuong hong va xuong co tay
va c6 thé gay dau lung, mat chiéu cao va cong lung.

5. Nén dung thudc nay nhw thé nao va liéu lwong?

Luon dung thude chinh xac nhu hudng dan cia bac sy hodc duoc sy. Néu ban chua rd, hiy hoi
lai cho chic chan.

Liéu ding:

Liéu dung 1a 1 vién/ ngay. Bac sy s& cho ban biét phai dung thudc trong bao l4u, ciing nhu c6
thé cho ban 10i khuyén vé viéc str dung bd sung calci va vitamin D.

Céch dung:

Thudc duge dung bang duong udng, ban nén nudt nguyén vién voi nude. Khong bé hodc nghién
vién trude khi dung vi thude c¢6 thé co vi khé chiu va ban c6 thé dung sai liéu.

Ban c6 thé dung thuoc vao bat ky thoi gian nao trong ngay, nhung ban nén dung thudc vao cing
mot thoi diém mbi ngay dé giup ban d& nhd dé udng thudc hon. Ban ¢ thé dung thudc cing
hoac khong cung véi thire an.

6. Khi nao khong nén dung thuoc nay?

Khong nén dung thudc nay néu ban:

- Mén cam véi raloxifen hodc bat ky thanh phan cua thudc.

- Pang duoc diéu trj hodc da duoc diéu tri huyét khdi & chan (huyét khdi tinh mach sau), & phéi
(thuyén tic phéi) hodc & mit (huyét khdi tinh mach vOng mac).
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- C6 kha nang mang thai, raloxifen c6 thé gdy hai cho thai nhi.

- Bibénh gan (nhu xo gan, suy gan nhe, hodc vang da r mat).

- C6 van dé vé than nang.

- Bi chay mau 4m dao khong rd nguyén nhan. Tinh trang niy can dugc xét nghiém béi béc sy.

- Bi ung thu ¢ tir cung hoat dong, vi chua c6 kinh nghiém sir dung raloxifen trong truong hop
nay.

7. Tac dung khong mong mudn

Nhu cac thudc khic, raloxifen cé thé gy tac dung khong mong mubn, nhung khong phai ai
cung gap phai. Cac tac dung khong mong mudn chinh ctia raloxifen thuong nhe.

Rat thurong gdp (gdp & nhiéu hon 1 trén 10 nguoi su dung)

Noéng bung (gian mach).

Hoi chung ctim.

Tri€u ching ti€u héa nhu budn ndn, ndn, dau bung va khé chiu da day.

Tang huyét 4p

Thmmg gap (gap o 1 dén 10 trén 100 nguoi sir dung)

Nhirc dau, bao gdm dau nira dau.

Chuot rat chan.

Sung ban tay, ban chan va chan (phu ngoai bién).

So6i mat.

Phat ban.

Tri€u chirng nhe & vi nhu dau, phi dai, va mém.

It gép (gap & 1 dén 10 trén 1000 nguoi sir dung)

Tang nguy co cuc mau dong & chan (huyét khdi tinh mach sau).

Tang nguy co cuc mau dong & phdi (thuyén tic phoi).

Tang nguy co cuc mau dong ¢ mat (huyét khdi tinh mach vong mac).

Ving da xung quanh tinh mach do va dau (huyét khéi tinh mach nong).

Cuc mau dong ¢ dong mach (vi du nhu dot quy, bao gdm sy gia ting nguy co tr vong do dot
quy). o

Giam s6 luong tiéu cau trong mau.

Trong truong hop hiém gip, ndng do enzym gan trong mau c6 thé tang khi dung raloxifen.
Thuéc cé the co tdc dung khong mong mudn khdc, thong bdo cho bdc sy nhitng tdac dung khong
mong muoén gdp phdi khi sir dung thuéc.

8. Nén tranh dung nhirng thudc hoic thue phidm gi khi dang sir dung thudc nay?

Thong bdo cho béc sy hodc dugc sy cua ban v tAt ca cdc loai thudc ma ban dang str dung, bao
gém ca céc thude ké don hoic khong ké don, cac vitamin hodac thudc tir duoc liéu.

Thong bdo cho bdc sy hodc dwoc sy néu ban dang sir dung cdc thubc sau:

Cic thudc digitalis dé diéu tri bénh tim hodc thudc chdng déng nhu warfarin dé 1am lodng mau
ctia ban, béc sy c6 thé can phai diéu chinh liéu nhimg thudc nay.

Cholestyramin dé 1am giam lipid vi thuoc ¢6 thé anh huong dén tic dung cua raloxifen.

Sur dung LAKCAY voi thirc dn va d6 uong

C6 thé dung thudc ciing hodc khong cluing véi thirc dn.

9. ’C?ln lam gi khi mét lan quén khong dung thudc? ’
Néu ban quén khong dung thude, dung liéu d6 cang sém cang tot ngay khi ban nh¢ ra va sau do
dung liéu tiép theo nhu binh thuong. Khong dung gap doi licu dé bu lai cho liéu da queén.

10. Néu ban muén ngirng thudc

Ban nén néi chuyén véi bic sy trude khi ding thudc. Ban can tiép tuc ding thuoc cho dén khi
bic sy bdo ngung vi thudc chi ¢6 thé diéu tri va phong ngtra loang xuong néu ban ding thudc
lién tuc.

Néu ban ¢6 cau hoi gi thém, hdy hoi y kién bac sy hodc dugc sy.
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11. Can bio quan thudc nay nhuw thé nao?

Giit thudc trong bao bi gdc ctia nha san xuét, day kin.

Dé thudc noi kho rao, tranh anh sang, nhiét d6 khong qua 30°C, va ngoai tam voi ciia tré em.
Khong sir dung thudc sau ngay hét han ghi trén bao bi (hop va vi thude).

12. Nhirng diu hi¢u va tri¢u ching Khi dung thudc qua licu

Dung thudc chinh xac nhu hudng dan cua bac sy.. Néu ban diing qué liéu hoic tré em nudt phai
thudc, lién hé ngay voi bac s§ va trung tim y té gan nhat. Khi ding qué liéu ban c6 thé bi chudt
rut chan va chéng mat.

13. Cin phii 1am gi khi dung thudc qua lidu khuyén c0?

Ngung ding thube va lién lac ngay véi bac s hodc trung tam y té gan nhit.

Mang theo vién thudc ciing v6i bao bi dé béc sy biét ban da udng thudc gi va c6 bién phap xir 1y
kip thoi.

14. Nhirng diéu cin thin trong khi ding thudc nay

Trude khi dimg thudc ndy, thong bdo cho bdc sy néu ban dang co cac van dé vé sirc khoe sau
day:

Néu ban bi bat dong trong mot khoang thoi gian vi du nhu phai ngdi xe lan, can phai nhap vién
hodc can phai nam trén giwdng dé hoi phuc sau phau thuat hodc mot bénh khong ngd vi nhing
tinh trang nay c6 thé 1am ting nguy co huyét khdi ctia ban (huyét khdi tinh mach sau, thuyén tic
ph01 hoac huyet khdi tinh mach vong mac).

Néu ban bi tai bién mach mau ndo (nhu dot quy) hodc néu bic sy cho biét ban ¢ nguy co cao.
Néu ban c6 bénh gan.

Néu ban dang bi ung thu vi, vi chua ¢6 du kinh nghiém sir dung raloxifen ¢ phu nit mac bénh
nay.

Néu ban dang dung thudc estrogen dudng udng.

Raloxifen thuong khong gdy chay mau am dao. Néu ban bi chay mau a4m dao trong khi diing
raloxifen thi nén thong bdo véi bic sy va duoc béc sy kiém tra.

Raloxifen khong dung dé diéu trj cic triéu ching sau mén kinh (nhu néng bing).

Raloxifen 1am giam cholesterol toan phan va LDL cholesterol (cholesterol xau). N6i chung,
thudc khong lam thay ddi triglycerid va HDL cholesterol (cholesterol tot). Tuy nhién, néu ban
da timg diing estrogen va bi tang triglycerid nhiéu, ban nén néi véi bac sy trude khi st dung
raloxifen.

Thubc c6 chira lactose, thong bdo cho bac sy néu ban di ting dugc cho biét khong dung nap véi
bat cir loai dudng nao.

Thubc c6 chira polysorbat 80 c6 thé giy di tng va dau thau dau c6 thé giy budn non, non, dau
bung, ti€u chay.

Diing thuéc cho tré em

Khong dung raloxifen cho tré em ¢ tit ca moi do tudi.

Phu nit mang thai hodc cho con bi

Raloxifen chi duoc ding cho phu nir sau man kinh va khong duoc diing cho phu nir van con kha
ning mang thai. Raloxifen c6 thé gy hai cho thai nhi.

Khong diing raloxifen néu ban dang cho con bu vi thude c6 thé tiét qua sita me.

Ldi xe va van hanh mdy moc

Raloxifen khong c6 hodc c¢6 anh huong khong dang ké dén kha ning 14i xe va van hanh may
moc.

15. Khi nao cin tham vin bac sy, duoc s§?

Cén lién lac ngay véi bic sy hodc trung tim y té gan nhat khi ding thudc qud lidu chi dinh.
Thong thuong, bao gio ciing phai héi ¥ kién bac sy hodc duoc sy trude lic ding bat ky thude
nao khi mang thai hoac cho con bu.
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Thong bdo ngay cho bdc sy hodc duge sy nhitng tic dung khdng mong mudn gap phai khi sir
dung thuoc.

Néu can thém théng tin xin hoi y kién bic sy hodc duoc sy.

16. Han ding ciia thude: 36 thang ké tir ngay san xut.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

1. DUQC LUC HQC

Ma ATC: GO3XCOl1.

Nhom duge ly: Thubc diéu bién thu thé estrogen chon loc.

Raloxifen, thudc gitp phu nit duy tri ty trong xwong c6 thé ¢o loi ich khac cho phu nit sau thoi
ky man kinh. N6 ¢6 tac dung lam co nhd u xo tir cung.

Raloxifen 1a chat diéu bién thy thé estrogen chon loc. Raloxifen 14 thudc c6 tac dung rat gidng
estrogen & mot s6 mo nhu xuong, khong tac dung & cac mé khac nhu va va tir cung.

La mot tic nhan diéu bién thu thé estrogen chon loc (SERM), raloxifen c6 tdc dong chu van
hodc dbi khéng chon loc trén mo dap tng véi estrogen. N6 hoat dong nhu mot chét chua vén trén
xuong va mot phan vao su chuyén hoa cholesterol (giam cholesterol toan phan va LDL), nhung
khong co tac dong & ving dudi doi, tir cung hodc mé vu.

Téac dong sinh hoc cua raloxifen gidng nhu cua estrogen, la trung gian c6 ai luc cao gan két voi
thy thé estrogen va diéu hoa kiéu gen. Su gan két dan dén cac kiéu gen diéu hoa estrogen khac
nhau trong cac mo khac nhau. Dir liéu gan day cho thay rang cac thy thé estrogen co thé dicu
hoa kiéu gen bai it nhét hai con duong khac biét 1a ph01 t, mo, va/ hoac gen dac hi¢u.

2. DUQC PONG HQC

Hap thu:

Raloxifen dugc hp thu nhanh chong sau khi ung. Khoang 60% liéu udng dugc hap thu. Phan
16n 14 bi glucuronid héa. Sinh kha dung tuyét ddi cua raloxifen 1a 2%. Thoi gian dé dat nong do
huyét tuong t6i da trung binh va sinh kha dung tily vao chirc ning chuyén héa cta hé thong, chu
trinh gan rudt cua raloxifen va chat chuyén héa glucuronid cta no.

Phdn bé:

Raloxifen duoc phan bd rong rai trong co thé. Thé tich phan bd khong phu thudc liéu dung.
Raloxifen gan két manh véi protein huyét twong (98 - 99%).

Chuyén héa

Raloxifen qua chuyén hoa 1an dau phan 16n & dang lién hop glucuronid: raloxifen-4'-glucuronid,
raloxifen-6-glucuronid va raloxifen-6, 4'-diglucuronid. Khong phat hién co chat chuyén hoa
khac. Raloxifen tu do it hon 1% raloxifen két hop va cac chat chuyén hoa glucuronid. Nong do
raloxifen dugc duy tri bdi chu trinh gan rudt, thoi gian ban thai trong huyét twong 1a 27,7 gio.
Két qua tir lidu ubng duy nhit ciia raloxifen du doan dugc dong hoc cia da lidu. Viée tang lidu
raloxifen din dén ting nhe ty 1¢ dién tich duéi duong cong ndng d6 trong huyét twong theo thoi
gian (AUC).

Thai true:

Phan 16n raloxifen va chat chuyén hoa dang glucuronid dugc bai tiét trong vong 5 ngay, cha yéu
duoc tim thiy trong phan, dudi 6% duoc bai tiét vao nudc tiéu.

Doi twong dic bigt

Bénh nhan suy than

Dudi 6% téng lidu duoc thai trir qua nuoc tiéu. Trong mdt nghién ctru dugc dong hoc, do thanh
thai creatinin hiéu chinh theo khdi luong co thé giam 47% dan dén giam do thanh thai raloxifen
17% va cac dan xuét lién hop ciia raloxifen 15%.

Bénh nhdn suy gan

Dugc dong hoc cta lidu udng duy nhét raloxifen & bénh nhan xo gan va suy ~gan nhe (Child-
Pugh do A) da duoc so voi ¢ nguoi khoe manh. Nong d6 raloxifen trong huyét twong cao hon
khoang 2,5 1an binh thudng va trong quan véi ndng do bilirubin.

3. CHI PINH ‘
Raloxifen dugc chi dinh trong di€u tri va du phong loang xuong & phu nir sau man kinh. C6 sy
giam dang ké ty I¢ gdy xuong cot song, nhitng khong giam ty 1€ gdy xuong hong.
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Khi quyét dinh lya chon st dung raloxifen hodc cic thudc khéc, bao gom estrogen, cho phu nit
sau man kinh, nén cin nhac nhiing triéu ching man kinh, dnh hudng trén t&r cung va mo vu, va
nhitng 1¢i ich va nguy co vé tim mach.

4. LIEU DUNG - CACH DUNG

Liéu dung

Liéu khuyén céo 1a 1 vién/ ngay. Do tinh chat tién trién ctia bénh lodng xwong, raloxifen dugc
dung dai han.

Nén bd sung calci va vitamin D cho phu nit c6 ché d6 an bi thiéu hut calci va vitamin D.

Nguoi cao tudi

Khong can hiéu chinh liéu ¢ ngudi cao tudi.

Bénh nhan suy than

Khong nén sir dung raloxifen cho bénh nhan suy than nang. O bénh nhan suy than nhe dén vira,
can than trong khi stir dung raloxifen.

Bénh nhan suy gan

Khong nén st dung raloxifen ¢ bénh nhan suy gan.

Tré em

Khong nén sir dung raloxifen & tré em & tit ca moi do tudi. Raloxifen khong c¢6 chi dinh phu hop
cho tré em.

Cach dung:

Thudc duge ding bang dudng udng, ciing hoic khong ciing vdi thirc dn, ¢6 thé ding thude vao
bat ky thoi gian ndo trong ngay.

5. CHONG CHI PINH

Man cam véi raloxifen hodc voi bat ky thanh phan nao caa thude.

Phu nir c6 kha ndng mang thai.

D3/ dang c6 huyét khdi tinh mach bao gom huyét khéi tinh mach sau, thuyén tic phoi va huyét
khéi tinh mach vong mac.

Suy gan, gdm ca & mat. Suy than ning.

Chay mau tr cung khong rd nguyén nhan.

Khoéng nén dung thude cho bénh nhan ¢6 diu hiéu hoic triéu chimg ung thu ndi mac tir cung do
an toan & nhém bénh nhan nay chwa duoc nghién ciru dy du.

6. CAC TRUONG HQP THAN TRONG KHI DUNG THUOC

Raloxifen c6 thé gay ting nguy co bién cb huyet khdi tinh mach tuong tu nhu nguy co duoc bdo
cdo khi dung liéu phap hormon. Nén cin nhic 1¢i ich - nguy co & bénh nhéan c6 nguy co bién cb
huyét khéi tinh mach do bat ky nguyén nhan nao. Nén ngtng sir dung raloxifen khi bi bénh hoac
tinh trang khdc din dén bat dong kéo dai. Nén nging thudc cang som cang tét trong truong hop
bénh hodc trong vong 3 ngay trudc khi bi bat dong. Khong su dung lai raloxifen cho dén khi
tinh trang ban dau duoc giai quyét va bénh nhn c6 thé hoat dong binh thuong.

Mot nghién ctru ¢ phu nir sau man kinh bi bénh mach vanh hodc nguy co bién cb mach vanh,
raloxifen khéng anh huéng dén ty 18 nhdi mau co tim, hoi chimg mach vanh cip tinh phai nhap
vién, ty 1é tir vong chung, bao goém ty 1& tr vong chung do tim mach, hodc dot quy, so véi gia
dugc. Tuy nhién ty 1¢ tir vong do dot quy ¢ phu nir tang khi dung raloxifen. Nén can nhéc khi st
dung raloxifen cho phu nir sau mén kinh c6 tién sir dot quy hodc c6 cic yéu td nguy co dot quy
dang ké, nhu con thiéu mau nio thodng qua hodc rung nhi.

Chua c6 bang ching gy ting sinh ndi mac tir cung. Bat cr trudng hop chay méu tir cung nao
khi dung raloxifen déu 1a tic dung khéng mong muén va can dugc xét nghiém can than. Hai
chan doan thuong gip nhit cho chay mdu tir cung trong khi sir dung raloxifen 1a teo ndi mach tir
cung va polyp ndi mac tir cung lanh tinh. O phy nit sau man kinh sir dung raloxifen trong 4 nam,
ty 1€ polyp ndi mac tir cung lanh tinh dugc bdo cdo 1a 0,9% so véi nhom dung giad duge 1a 0,3%.
Raloxifen chuyén héa chii yéu qua gan. Nong do huyét twong raloxifen khi sir dung liéu don &
bénh nhan xo gan va suy gan nhe (Child - Pugh nhém A) tang khoang 2,5 lan so véi nhém
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chung, ty 1é thuan voi ndng do bilirubin. Vi vay khong khuyén cdo sir dung raloxifen & bénh
nhan suy gan. Nén theo dbi chit ch& bilirubin toan phan, gamma-glutamyl transferase,
phosphatase kiém, ALT va AST huyét thanh trong khi diéu tri.

Thong tin han ché trén 1am sang cho thdy ¢ bénh nhdn c6 tién st ting triglycerid huyét do
estrogen duong udng (> 5,6 mmol/ L), raloxifen c6 thé gay tang dang ké triglycerid huyét thanh.
Bénh nhén c6 tién st ting triglycerid nén dugc theo doi triglycerid huyét thanh khi diing
raloxifen.

An toan cua raloxifen ¢ bénh nhén ung thu vi chura duge nghién ciu day di. Chua co thong tin
vé st dung ph01 hop raloxifen va céc thudc ding trong diéu tri ung thu vii giai doan dau va ung
thu va tién trién. Vi vy chi nén sir dung raloxifen dé diéu tri va phong ngira lodng xuong sau
khi da hoan thanh diéu tri ung thu vu, bao gom diéu tri bd tro.

Vi thong tin an toan vé sir dung phéi hop raloxifen va estrogen dudng udng con han ché, khong
khuyén cdo sir dung phdi hop nay.

Raloxifen khong c6 hi¢u qua trong giam su gian mach (d6 bung), hodc céc tri¢u chimg khéc cta
mén kinh lién quan dén sy suy giam estrogen.

Thudc ¢6 chira lactose, bénh nhan mac bénh di truyén hiém gap khong dung nap galactose, thiéu
hut Lapp lactase hoac rdi loan hip thu glucose - galactose khong nén dung thudc nay.

Thudc ¢6 chira polysorbat 80 ¢ thé gdy di ing va dau thau dau c6 thé gdy budn ndn, non, dau
bung, tiéu chay.

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

Phu nir c¢é thai

Chi str dung raloxifen ¢ phu nit sau thoi ky man kinh.

Khéng st dung raloxifen cho phu nir c¢6 kha nang mang thai. Raloxifen c6 thé gay hai cho bao
thai khi dung cho phu nit mang thai. Néu thudc nay bi str dung nham trong khi mang thai hoac
bénh nhan mang thai trong khi duing no6, bénh nhan phai dugc thong bao vé nhitng nguy hiém co6
thé xay ra cho bao thai.

Phu nit cho con bu

Chua 16 raloxifen/ chit chuyén héa cua raloxifen c6 tiét vao sita hay khéng. Nguy co cho tré so
sinh khong thé duogc loai trir. Do d6 thudc khong dugc st dung cho phu nit cho con bu.
Raloxifen c6 thé anh hudng dén su phit trién cta tré em.

Anh huéng cia thudce ddi véi cong viée (nguwdi van hanh may méc, nguwoi dang 1i tau xe,
ngwoi lam viéc trén cao va cac trueong hgp khac) o

Raloxifen khong anh huong hoac anh hudong khong dang ké dén kha nang 1ai xe va van hanh
mdy moc.

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

Str dung chung véi céc thude khang acid chira calci carbonat hodc nhom hydroxyd hodc magnesi
hydroxyd khéng anh huong dén AUC toan than cua raloxifen.

Str dung raloxifen va warfarin khong 1am thay d6i duoc dong hoc cua ca hai chat. Tuy nhién, c6
su giam nhe thoi gian prothrombin, va néu st dung chung raloxifen va warfarin hodc cdc din
chét coumarin, nén theo ddi thoi gian prothrombin. Anh hudng trén thoi gian prothrombin ¢
thé kéo dai nhiéu tudn néu khoi dau st dung raloxifen ¢ bénh nhan da duoc diéu trj véi thude
chéng dong coumarin.

Raloxifen khong anh hudng dén duoc dong hoc ctia methylprednisolon khi ding liéu don.
Raloxifen khong anh huong dén AUC & trang thdi 6n dinh cta digoxin. Cmax ctia digoxin tang it
hon 5%.

Cic thudc thuong duoc dung nhu paracetamol, thudc khang viém khong steroid (nhu acid
acetylsalicylic, ibuprofen, va naproxen), khang sinh duong udng, thudc khang Hj, thudc khang
H», va benzodiazepin khong ¢é anh hudng dang ké dén ndng do huyét twong cua raloxifen.
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Str dung dong thoi voi ché pham estrogen duong am dao dugc cho phép trong thir nghiém lam
sang, néu can thiét trong diéu tri triéu chimg teo am dao. Khong cé sy ting lidu sir dung & bénh
nhan dung raloxifen so v&i nhém dung gia dugc.

In vitro, raloxifen khong tuwong tac voi su gan két ctia warfarin, phenytoin hodc tamoxifen.
Khong nén stir dung raloxifen chung véi cholestyramin (hodc cac nhua trao ddi anion khac), vi
c6 thé 1am giam sy hap thu va chu trinh gan rudt cia raloxifen.

No6ng d6 dinh ctia raloxifen giam khi sir dung chung v6i ampicillin. Tuy nhién, vi sy hip thu va
téc do thai trir cua raloxifen khong bi anh hudng, ¢6 thé sir dung chung raloxifen véi ampicillin.
Raloxifen 1am ting nhe noéng d6 globulin lién két véi hormon, bao gém globulin lién két véi
steroid sinh duc (SHBG), globulin lién két thyroxin (TBG), va globulin gén két corticosteroid
(CBG), v6i sy ting ndng d6 hormon tuong tng. Su thay d6i nay khong anh huong dén ndng do
hormon tu do.

8. TAC DUNG KHONG MONG MUON

Cic tac dung khong mong muén phén theo tin suét va hé co quan

Rat thuong gap, ADR > 1/10

Mach mdu: Gidn mach (n6ng bung).

Tiéu hoéa: Triéu ching trén dudng tiéu hoa nhu budn ndn, ndn, dau bung, kho tiéu.

Toan than va noi st dung: Hoi ching cim.

Xét nghiém: Ting huyét 4p.

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

Than kinh: Nhic diu, bao gém dau ntra dAu.

Da va cac mo6 dudi da: Phét ban.

Co xuong va mo lién két: Chudt rit chan.

Hé sinh duc va tuyén vi: Triéu ching nhe ¢ vi nhu dau, phi dai, vi mém.

Toan than va noi st dung: Phu ngoai bién.

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

Mau va hé bach huyét: Giam tiéu cau.

Than kinh: Dot quy gdy tu vong.

Mach mdu: Bién cb huyét khdi tinh mach, bao gdm huyét khéi tinh mach sau, thuyén tac phoi,
huyét khdi tinh mach vong mac, huyét khéi tinh mach nong, phan tmg huyét khdi dong mach.
Thubc c6 thé gay ra cdc tdc dung khéng mong muon khéc, khuyén bénh nhdn théng bdo cdc tdc
dung khéng mong muén gdp phdi khi dimg thudc.

9. QUA LIEU VA CACH XU TRI

Triéu chung

O nguoi 16n, triéu chirng chudt rit chan va chéng mat da duoc bdo céo khi sir dung > 120 mg
raloxifen mot 1an.

Trong truong hop vo y qua heu 0 tré em, lidu cao nhat duoc bio cdo 1a 180 mg. O tré em, triéu
chtng khi v6 ¥ qud liéu bao gom mat diéu hoa, chéng mat, ndn, phdt ban, tiéu chay, run, néng
birng, va ting phosphatase kiém.

Trudng hop qué liéu cao nhét 14 1,5 g. Chua ¢ bao céo tir vong do qud lidu.

Xur tri

Chua c6 thude gidi doc dac hi¢u cho raloxifen HCI.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong diing qud liéu chi dinh.

11. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT

DAVIPHARM

CONG TY CO PHAN DUQC PHAM DAT VI PHU
(DAVIPHARM)
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