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Tém tit théng tin thudc tiéu dung (CMI)

CMI day di & trang tiép theo c6 nhidu chi tiét hon. Néu ban lo 1&ng vé& viéc st dung thudc nay, hay néi chuyén véi bac si hodc dugc si cda ban.

1. Tai sao téi dung AVODART?

AVODART chifa hoat ch&t dutasteride. AVODART dugc sd dung & nam gidi mdc ching tang san tuyén tién 1iét lanh tinh (BPH).

pé biét thém thoéng tin, hdy xem Phan 1. Tai_saa_téi_dung_AkLaDARJlLt_Long_CMl_déy_dﬂ.

2. Téi nén biét didu gi trudc khi ding AVODART?

Khéng st dung néu ban da ting c6 phan Ung di Ung vdi AVODART, bat ky chat Gc ché 5 alpha reductase nao khac hodc b&t ky thanh phdn nao dugc liét ké & cubi CMI.

N6i chuyén véi bac si néu ban c6 bat ky tinh trang bénh 1y nao khac hodc dang ding bt ky loai thubc nao khac. N6i chuyén véi bac si néu ban tinh cta ban

dang mang thai hodc dy dinh cé thai hodc dang cho con ba.

Dé biét thém théng tin, hdy xem Phdn 2. Toinén biét nhiing didu gi tridc khi diing AVODART? trong CMI diy du.

3. Néu tdi dang ding cdc loai thudc khac thi sao?

Mot sé loai thudc cé thé anh hudng dén AVODART va anh hudng dén hoat dong cda thudc

Danh sach cac loai thubdc nady cé & Phan 3. Néu téi dang ding cidc loai thudc khic thi sac? trong CMI diy du.

4. Tbi ding AVODART béng cach nao?

+ Lidu lugng thong thudng 13 mdét vién mdi ngay mot 1an, udng clng hoic khéng cung thlc &n. -«
Nudt ca vién nang véi mot it nudc.

Ban c6 thé xem thém hudng din & Phdn 4. T6i ding AVODART béng cach nao? trong CMI day du.

ét nhiing diéu gi khi dung AVODART?

Nhiing diéu ban + Nh&c nhd bdt ky bac si, nha si hodc dugc s nao ma ban dén tham kham rdng ban dang dung AVODART. + Néu
nén lam ban dang xét nghiém mau, hay nhic bac si ring ban dang ding AVODART. « Néu ban sdp phiu thuit duc thay

tinh thé, hay bao cho bac si phdu thuat biét rdng ban dang ding AVODART.

Nhifng diéu ban + Pling ngling st dung thudc nay hodc thay ddi 1idu lugng. * Khéng hién

khong nén lam mau trong khi dang diing AVODART hodc trong 6 thang sau khi ngiing diéu tri.

Lai xe - Hay cén than trudc khi 14i xe hodic s dung bdt ky méy moc hodic cong cu nado cho dén khi ban biét AVODART anh hudng dén minh nhu thé nao.
hodc su

dung may méc

Cham séc thubc + B30 quan vién nang cta ban trong géi cho dén khi dung ching. + Bao quan

cla ban vién nang & nhiét d¢ dusi 30°C.

pé biét thém thong tin, hdy xem Phan 5. Toinén biét nhing didu gi khi ding AVODART? trong CMI ddy dd

6. C6 tac dung phu nao khdng?

Cac tac dung phu dd dudc bdo cdo bao ngm bat luc (khéng cé khad nang duy tri sy cudng cing), giam ham mudn tinh duc (ham mudn tinh duc), khé xudt tinh,

giam 1lugng tinh dich, chéng mit khi dung thubc chen alpha (vi du tamsulosin), rung téc (thudng 1a tu co thé) hodc moc téc, thay ddi tam trang, cam thdy

chan nan, sung hodc dau vu va dau hodc sung tinh hoan.

pé biét thém théng tin, bao gdm ca nhiing viéc cin 1lam néu ban gip bt ky tac dung phu ndo, hdy xem Phdn 6. C6 bit ky tac dung phu nao khéng? trong CMI ddy dd.
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Théng tin thubc tiéu ding (CMI)

Td rdi nay cung cép théng tin quan trong vé viéc su dung AVODART.

Ban ciing nén néi chuyén véi bac si hodc dugc si néu ban mubn biét

thém théng tin hodc néu ban c6 bat ky mdi quan ngai hay thdc mic nao vé
viéc sd dung AVODART.

Noi tim thdy théng tin trong td rdi nay:

1. Tai sao t6i dung AVODART?

2. T6i nén biét didu gi trudc khi ding AVODART?

3. Néu téi dang dung cadc loai thubc khac thi sao?
4. Tdi dung AVODART bang cach nao?

ai A L% . AL n LR ODART?

6. C6 tac dung phu nao khéng?

7. Chi tiét san pham

. Tai sao t ng AVODART?

AVODART chia hoat chit dutasteride.

AVODART thudc nhém thubc goi 1a thubc dc ché men 5 alpha reductase.

AVODART dugc st dung & nam gidi méc chdng tang san tuyén tién liét
lanh tinh (BPH).

BPH 1a tinh trang phi dai tuyén tidn 1liét khéng gdy ung thu, nim & phan
dudi cla bang quang bao quanh niéu dao (6ng din nudc tidu). & nam gidi
m&c bénh BPH, tuyén tién 1liét trd nén dd 16n dé ép éng nuéc tiéu chay
qua né. Néu éng nay bi bép, né sé& thu hep lai, khién viéc di tidu trg
nén khé khan hon va ban c6 thé c6 mot sé hodc tit ca cac triéu chiing
sau: + kho bit diu di tiéu - dong nudc tidu bi ngét quang, yéu - di tiéu

thudng xuyén hon, dac biét 1a vao ban dém + cam giac

rang ban can di tidu ngay ¢ ri nudc hoac
nhé giot + cam giac ban khéng thé 1am tréng bang

quang hoan toan

Khi bénh tién trién, BPH khong dugc didu tri c6 thé din dén tang nguy
cd tic nghén hoan toan dong nudc tidu (bi tiéu cép tinh) va’/hodc can

phai phdu thuat.

Su phat trién cda tuyén tién 1iét 1a do mét loai hormone trong

mau goi 1a dihydrotestosterone (DHT) gdy ra. AVODART lam giam san xuét

DHT trong cd thé dan dén co rut phi dai tuyén tién liét & hdu hét nam gidi.

Giéng nhu tuyén tién 1iét cla ban trd nén to ra trong mot thdi gian

dai, viéc gidm kich thudc tuyén tién 1iét va cai thién cac triéu ching cla
ban c6 thé mit thoi gian.

AVODART ciing c6 thé dugc dung két hgp véi mot loai thubc khac dudc goi

1a thubc chen alpha (vi du tamsulosin) dé didu tri céc triéu ching cta phi

dai tuyén tién liet.

2. Téi nén biét didu gi trudc khi ding AVODART?

Canh bao

Khéng sd dung AVODART néu:

ban bi di UGng vdi dutasteride hoic b&t ky thanh phin nao dugc liét

ké & cubi td roi nay.

Ludn kiém tra thanh phin & dam bao ban c6 thé st dung thubc nay.

.
ban bi di UGng vdi bat ky chit Gc ché enzyme 5 alpha reductase nao
khac ban

.

. 1a phu ni hodc tré em ban bi

bénh gan nang
Kiém tra véi bac si néu ban:
« mc bdt ky tinh trang bénh 1y nao khic + dang dung
b4t ky loai thubc nao dé didu tri bat ky tinh trang bénh 1y nao khac

Trong qud trinh didu tri, ban c6 thé c6 nguy cd gdp phai mot sé tac
dung phu nhit dinh. Pidu quan trong 13 ban hidu nhiing rdi ro nay va

cach gidm sat chdng. Xem thém théng tin dudi

Phdn 6. C6_tac dung phy nao khong?

Mang thai va cho con bu

N6i chuyén vdi bac si néu ban tinh cla ban dang mang thai hodc c6 y

dinh mang thai hodc dang cho con bd.

Phy nii (dang mang thai hodc c6 thé dang mang thai) phai tranh xu 1y
nhiing vién nang bi thing hodc rd ri. Néu tiép xlc véi da, hdy rlia ving bi

anh hudng ngay 1ap tlc bing xa phong va nudc.

Néu dutasteride dugc hdp thu qua da bdi ngudi phy nii dang mang thai con
trai, né c6 thé khién con trai sinh ra cé nhiing bat thudng ¢ cd quan sinh

duc.

Dutasteride da dugc tim thdy trong tinh dich cla nam gidi ding
AVODART. Néu ban tinh cta ban dang hodc cé thé dang mang thai, ban
phai tranh dé co &y tiép xdc vdi tinh dich cta minh vi dutasteride cé

thé anh hudng dén sy phat trién binh thudng cla bé trai.

Ban phai sd dung bao cao su khi quan hé tinh duc.

3. Néu t6i dang dung cac loai thubc khac sao?

Hay cho bac si hodc dugc si cla ban biét néu ban dang dung bat ky

loai thubdc nao khac, bao gém bat ky loai thubc, vitamin hodc chét bd sung
nao ban mua ma khéng cin don ti hiéu thubc, siéu thi hodc clia hang

thyc pham stc khde.

Hay cho bac si hosc dugc si cGa ban néu ban bi di tng véi bét ky loai thyc pham,
thubc nhudm, chdt bdo quan hodc bdt ky loai thudc nao khac.

Mot sé loai thubc c6 thé anh hudng dén AVODART va anh hudng dén hoat dong
ctia thubc.

Kiém tra véi bac si hodc dugc si néu ban khong chdc chén vé loai thuéc,
vitamin hodc chét bd sung nao ban dang ding va liéu nhiing thubc nay c6

anh hudng dén AVODART hay khong.

duing AVODART bang cach n

Cin bao nhiéu

+ Lidu théng thudng 1a mot vién mdi ngay. - Lam
theo hudng din dugc cung cép va su dung AVODART cho dén khi

bac si bdo ban dung lai.
Khi nao nén dung AVODART

+ AVODART c6 thé ubng cung hoac khéng ciing thic an.
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Cach dung AVODART

+ Nubt ca vién nang véi mot it nudc. + Ding nghiln nat
ho&c nhai vién nang. Noi dung cta vién nang c6 thé 1am cho miéng

hosc cd hong cta ban bi dau.
Néu ban quén udng AVODART
AVODART nén dugc sU dung thudng xuyén vao cung mdt thoi diém méi
ngay.

Néu gin dén gid dung 1lidu tiép theo, hdy bd qua 1idu da quén va ding

1lidu tiép theo vao thdi diém dy dinh.

puing dung 1lidu gdp d6i dé bu cho 1idu ban da bd 13.

Néu ban ding qua nhidu AVODART
Néu ban cho rdng minh d& st dung qua nhidu AVODART, ban c6 thé
can dugc cham séc y té khén cép.
Ban nén ngay léap tdc:
+ goi dién cho Trung tam Thong tin Chdt doc (bang
cach goi sé 13 11 26), hoac
« lién hé v8i bac si cua ban, hoidc
L]

dén Khoa Cép clfu tai bénh vién gén nhat.

Ban nén 1am didu nay ngay ca khi khéng c6 ddu hiéu khé chiu

hodc ngd doc.

5. Téi nén biét nhing diéu gi khi dung

AVODART?

Nhiing diéu ban nén 1lam
Hay bao ngay cho bac si néu ban: + chua ding

AVODART ding theo chi ddn + dang xét nghiém mau, hay cho
bac si biét rang ban dang dung AVODART vi thudc nay 1am gidm mc

khang nguyén dic hiéu tuyén tién 1iét (PSA) cla ban.

Xét nghiém PSA gilp bac si biét ban c6 mdc bénh tuyén tién 1iét
hay khéng, bao gdm cd ung thu tuyén tién 1iét. Néu ban c6 mic

PSA trong mau cao hdn binh thudng, didu d6 c6 nghia 1a ban c6 nguy
cd mic ung thu tuyén tidn 1iét cao hon. Nam gidi dung AVODART

nén do PSA sau 6 thang

sau khi b4t ddu didu tri va sau dé déu din. Ban vin cé thé cé

nguy cd mdc bénh ung thu tuyén tidn 1iét mic du PSA clia ban thap
hon. Bac si cGa ban vin c6 thé sd dung PSA dé gilp phat hién ung
thu tuyén tién 1iét bdng cach so sanh két qud xét nghiém méi 1an

ban 1lam xét nghiém PSA.

Nhéc nhd bdt ky bac si, nha si hodc dugc si nao ma ban dén thim ring

ban dang sl dung AVODART.
Nhiing didu can cdn than

AVODART ciing cé thé dugc dung két hgp véi mot loai thubc khac goi
13 thubc chen alpha (vi du tamsulosin) dé didu tri cac triéu ching
cla phi dai tuyén tién 1liét. Néu ban dang phdu thuat duc thay tinh
thé va dang dung hodc d& ting dung thuéc chen alpha, ddng td c6 thé
gidn ra kém va méng mdt (phdn c6 mau cta mdt) c6 thé trd nén mém

trong khi ph3u thuit (hdi ching mdng mat mém).

piéu nay cé thé dugc kiém soat néu bac si ph§u thuat cla ban biét
ring ban dang ding hodc da ding thudc chen alpha trudc khi ban phiu
thuat. Néu ban sép ph3u thuat mdt, hdy néi vdi bac si phdu thuat

ring ban dang dung hodc da dung thudc chen alpha.
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Trong mét nghién cdu 1am sang & nam gidi c6 nguy cd phat trién
ung thu tuyén tién 1iét cao hon, mdt dang ung thu tuyén tién
1iét nghiém trong dugc bdo cdo thudng xuyén hon & nam gidi ding
AVODART so v&i nam gidi khéng dung AVODART. Hién chua rd ly

do cho didu nay nhung c6 thé 1a do thiét ké& cla nghién cdu 1am

sang.
Nhiing diéu ban khéng nén 1am

+ Ding ngiing sd dung thudc nay mét cach dot ngdt hodc thay ddi thubc
lidu lugng.
Mot sé nam gidi nhan théy cac triéu ching dugc cai
thién sém tuy nhién nhiing ngudi khac cé thé can tiép tuc
didu tri tU 3 dén 6 thang dé xem 1iéu AVODART c6 hiéu quéd hay khong.
ho.

Tiép tuc dung thudc nay khi cac triéu ching clia ban dugc
cdi thién.

Néu ban khéng dung thubc theo chi dan, didu d6 c6 thé &nh

hudng dén kha nang theo doi mlc PSA cla bac si.

+ Khéng hién mau trong khi dang ding AVODART va trong 6 thang sau
khi ngling diéu tri. + Khong dua thubc

nay cho ngudi khac ngay cad khi ho
cé triéu ching tuong tu nhu ban.

+ Khéng dung thubc nay dé didu tri bat ky bénh nao khac.

Lai xe hoac sU dung may méc

Hay cdn than trudc khi 1ai xe hodc su dung b4t ky may méc hodc céng cu nao
cho dén khi ban biét AVODART anh hudng dén ban nhu thé nao.

Cham séc thubc cta ban

Lam theo hudng din trén bao bi dé biét cach bao quan

thubc cta ban ding céch.

B4o quan & noi kho mat (dudi 30°C), tranh dm, néng hodic &nh néng mat
trdi; vi du: khéng luu trdl né:

+ trong phong tdm hodc gin bdn rda, hoic -+

trong xe hoi hodc trén bau cla sb.

Gill AVODART trong vi cho dén khi dung liéu.

Gill N6 & ndi tré nhd khong thé véi téi.

Loai bd b&t ky loai thubc khéng mong mudn

Néu ban khéng cdn sd dung thudc nay nifa hodc thudc da hét han sl dung, hay
mang thubc dén bat ky nha thubc nao dé tiéu hdy an toan.

Khong st dung thubc nay sau ngay hét han.

6. C6 tac dung phu nao khd

T4t cad céac loai thubc déu cé thé gay nén tac dung phu. Néu ban
gap b&t ky tadc dung phu nao, hiu hét ching déu nhe va tam thoi.

Tuy nhién, mot sé tac dung phu cé thé cdn dugc cham séc y té.

Trong cac nghién clu 1am sang ndi bénh nhan dang dung AVODART, ty
1& suy tim (c6 nghia 1a tim ban khong bom mau tét nhu binh thudng)
cao hon & nhiing bénh nhan diung AVODART va thubc chen alpha (vi du
tamsulosin) so v@i nhiing bénh nhadn chi dung AVODART hodc chi dung

thubc chen alpha.

Néu ban dang dung AVODART va thudc chen alpha, hay néi chuyén véi bac
si vé didu nay va cac tac dung phu c6 thé xdy ra khac.

Xem théng tin bén dudi va néu can, hay héi bac si hodc dudc si

néu ban c6 thém bat ky cau héi nao vé tac dung phu.
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Téc dung phu it nghiém trong haon

Tac dung phu it nghiém trong han phdi lam gi

+ b4t lyc (khong c6 khad ning duy tri sy cudng N6éi chuyén vdi
cing) - bac si clGa ban

gidm ham muén tinh duc (ham mudn tinh néu ban c6 it

duc) + khé xudt tinh + giadm sé hon nhing diéu nay

lugng tinh trung va lugng tinh dich téc dung phu

nghiém trong

+ chéng mat khi dung chung véi thudc va chung 1am ban lo 14
thubc chen alpha (vi du tamsulosin)

* rung téc (thudng la do cd thé) hoac moc téc
+ thay ddi

tam trang, cam thiy chan nan

Téc dung phuy nghiém trong

Téc dung phu nghiém trong phai lam gi

+ phadn Ung di Ung - cac du hiéu bao gém Hay goi
thd kho khé, khé thd, sung méi hodc ngay cho bac si
miéng, phat ban hodc ndi mé day trén cla ban hoac
da va ngét xiu * vd sung hodc dau. dén théng Khoa
Cép clu tai
bénh vién gén nhét
Néu didu nay trd nén ric rdi hodc néu ban nhan
ban nhan thdy c6 khéi u & va hoac tiét thdy bat ky tac
dich & ndm v, hdy néi chuyén véi bac si dung phu nghiém
vé nhiing thay ddi nay vi ching c6 thé trong nao sau day.
13 déu hiéu ctda mdt tinh trang nghiém
trong nhu ung thu vu.

+ dau va/hodc sung tinh hoan

Hay cho bac si hoic dugc si cta ban biét néu ban nhan thdy bt cd didu gi

khac c6 thé khién ban cam thdy khéng khoe.
Cac tac dung phu khac khéng dugc liét ké & day c6 thé xdy ra & mot sé ngudi.
Bdo cdo tac dung phu

Sau khi nhan dugc 18i khuyén y té vé bat ky tac dung phu nao
ma ban gip phai, ban c6 thé bao cdo tryc tuyén cac tac dung phu do
cho Co quan Quan 1y San phém Tri 1liéu tai www.tga.gov.au/report-problems .

Bing cach bdo cdo cic tac dung phy, ban cé thé giup cung cép thém

thong tin vé& do an toan cda thubc nay.

Ludn dam bdo rang ban da néi chuyén véi bac si hodc dugc si

trudc khi quyét dinh ngiing ding bét ky loai thudc nao.

7. Chi tiét san pham

Thubc nay chi c6 s&n véi don thubc cia bac si.

AVODART chilfa nhiing gi

Thanh phan hoat chat Dutasteride (500 microgam hoa tan

(thanh phdn chinh) trong chat 16ng)

Cac thanh phan khac hydroxytoluene butylated

(thanh phan mono- va di-glyceride
khong hoat dong) Vé vién nang chia:
gelatin

glycerol

oxit s&t mau vang
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lecithin

triglycerid chubi trung binh

titan dioxit

Chat gay di dng tiém an lecithin

Khéng ding thudc nay néu ban bi di ung véi bdt ky thanh phdn nao

trong sb nay.

AVODART tréng nhu thé nao

Vién nang AVODART 14 vién nang gelatin mém, thudn dai, mau vang

duc va dugc danh diu bing GX CE2.

AVODART dugc cung cép dudi dang vi 10 (goi mau), 30 hodac 90 vién.

Khong phai tdt ca cac kich ¢ goi déu c6 thé dugc phan phdi & Uc
AUST R 90434

Ai phan phéi AVODART

Cdéng ty TNHH GlaxoSmithkline Uc

Tang 4, 436 Phé Johnston

Abbotsford VIC 3067

Chau Uc

Phién ban 10.0

Td rdi nay dugc chudn bi vao ngay 2 thang 5 nam 2023.

Thudng hiéu dugc s& hilu hodc cdp phép cho nhém cong ty GSK.

©2023 Tép doan GSK hodc ngudi cép phép cla tap doan nay.
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