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Tém t&t thong tin thubc tiéu dung (CMI)

CMI diy di & trang tiép theo c6 nhidu chi tiét hon. Néu ban lo 1ling vé viéc st dung thubc nay, hdy néi chuyén véi bac si hodc dugc si cla ban.

1. Tai sao téi sU dung Sabril?

Sabril chda thanh phan hoat chat vigabatrin. Sabril dugc sl dung cing véi cac loai thubc khac dé didu tri bénh dong kinh.

pé biét thém théng tin, xem Phin 1. Tai_sao téi si dung Sabril? trong CMI ddy dd.

2. T6i nén biét didu gi trudc khi dung Sabril?

Khong ding néu ban da ting bi di Ung véi Sabril hodc bat ky thanh phin nao dugc 1iét ké & cubi CMI.

N6i chuyén véi bac si néu ban c6 bat ky tinh trang bénh 1y nao khac, dang dung bit ky loai thudc nao khac, hodc dang mang thai hodc dy dinh

cé thai hodc dang cho con bu.

pé biét thém thong tin, xem Phin 2. Téi nén biét nhiing diéu gi trudc khi dung Sabril? trong CMI ddy dd.

3. Néu tb6i dang ding cac loai thudc khac thi sao?

Mot sé loai thubc c6 thé anh hudng dén Sabril va anh hudng dén cach thdc hoat dong cta né

Danh sach cac loai thudc nay c6 & Phan 3. Néu téi dang dung cac loai thudc khac thi sao? trong CMI diy du.

4. Téi dung Sabril nhu thé nao?

+ Vién nén va tui Sabril dudc ubng bang dudng ubng mét hodc hai 1dn mot ngay. + Ubng

Sabril vao cung mot thdi diém mdi ngay.

Ban c6 thé xem thém hudng din & Phan 4. Toi dung Sabril nhu thé nao? trong CMI ddy dd.

5. Téi can biét nhing didu gi khi st dung Sabril?

Nhiing diéu : Hay thong bao cho tit cad cac bac si, nha si va dugc si dang didu tri cho ban rdng ban dang dung Sabril.
ban nén lam : Hay bao ngay cho Bac si cda ban hodc dén khoa Tai nan va Cép cliu cla bénh vién gin nh&t néu ban cé bat ky

y nghi nao muén lam hai ban than hodc ty td.

Nhiing didu + Dling ngling sl dung thubc nay mot cach dot ngot.

ban khéng nén lam

L4di xe hodc su + Hay cdn than trudc khi 1ai xe hodc su dung b&t ky may méc hodc cong cu nao cho dén khi ban biét Sabril &nh hudng dén minh nhu thé nao.

dung may méc

Cham séc thudc + Gidl mdy tinh bang hodc géi trong hdp dung cho dén khi dung ching. + Bdo quan Sabril

cl@a ban 4 noi khdo mat, nhiét do dudi 30°C.

pé bidt thém théng tin, xem Phan 5. T6i_nén biét nhiing didu gi khi s dung Sabril? trong CMI ddy du.

6. C6 tac dung phu nao khdéng?

Cac tac dung phu it nghiém trong hon 1a budn ngd, bdn chén, khé chiu, trdm cadm, chéng mat, 1G 13n, nhic dau, mét méi, khé ngli, dau khdp,
kém tap trung, tang can, khé néi hodc néi ngong, thiéu phéi hgp kich déng, kich déng, hung hang, run réy4 , budn nén, nén, dau bung va rung
téc hodc méng téc bdt thudng. Cac tac dung phu nghiém trong 13 tang sé con ddéng kinh, thay ddi hanh vi hodc tam trang, mét méi hodc 1u 1&n trdm

trong, thay ddi thi lyc va c6 y nghi/cé géng tu td.

pé biét thém théng tin, bao gdm ca nhilng viéc can 1am néu ban gdp bdt ky tac dung phu nao, hdy xem Phin 6. C6 bdt ky tac dung phu nao khéng? trong CMI ddy dd.
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o van dé vé than
Thong tin thudc tiéu dung (CMI) 0 bénh th3n kinh hozc tam thin
T8 rdi nay cung cép thong tin quan trong vé viéc su dung Sabril. Ban o tram cam

A R - % £ 6i loan t&m than, mét tinh t tam thi hiém t khié
cting nén néi chuyén vdi bac si hodc dugc si néu ban mudn © rol loan tdm than, mot tin Tang tam than nghiem trong Len
i . . s s PPN . ; PR udi bénh khong thé hi va phan doan 16 ra
biét thém théng tin hodc néu ban cé bat ky méi quan tam hodc thac mac nguaL ben ong the suy nghti va phan doan ro rang

nao vé viéc su dung Sabril. + bi di Ung véi:

Noi tim thdy théng tin trong td rdi nay: ’ . ) .
o bat ky thanh phan nao dugc 1iét ké & cudi phan nay

t6 roi
1. Tai sao t6i sU dung Sabril?

o b&t ky loai thudc nao khac

2. T6i nén biét diéu gi trudc khi dung Sabril? ] ) ) )
= ) o bit ky chdt nado khic, chang han nhu thyc pham,
3. Néu téi dang dung cac loai thuoc khac thi sao? . ,
, chat bdo quan hodc thudc nhudm
4. T6i dung Sabril nhu thé nao?
5. T6i cAn biét nhiing didu gi khi s dung Sabril? Trong qui trinh diéu tri, ban c6 thé c6 nguy cd gdp phdi mot sé tac
6. C6 tac dung phu nao khéng? dung phu nhit dinh. Pidu quan trong 13 ban hidu nhiing rui ro nay va
7. cach gidm sat ching. Xem thém thong tin & Phan 6. C6 tac dung

Théng tin chi tiét san phim

phu nao khoéng?

1. Tai sao st dung Sabril? Mang thai va cho con bu

Sabril chia thanh phan hoat chit vigabatrin.

Hay cho bac si cla ban néu ban dang mang thai hoic c6 y dinh mang thai.
Sabril 1a mot loai thubc dung dé gidp kiém soat bénh dong

kinh, mot tinh trang khién ban bi 1én cdn hoic co gigt nhieu lan. Gibng nhu hau hét cac loai thubc didu tri bénh dong kinh, Sabril cé

Sabril 1a thubc chéng co giat. N6 hoat dong bing cach ngan thé &nh hudng dén thai nhi cda ban. Tuy nhién, didu quan trong 13 phai
chan sy phan hiy cta mot chdt truyén héa hoc quan trong kiém soat ching dong kinh khi dang mang thai vi con dong kinh ciing
(“chat truyén tin”) trong ndo va didu nay gilp gidm hoat dong co c6 thé anh hudng dén em bé. Bac si s& gilp ban quyét dinh xem ban c6
giat. nén dung Sabril khi mang thai hay khéng

Sabril dugc ding ngoai cac thubc khac dé diéu tri N6i chuyén vdi bac si néu ban dang cho con bl hodc c6 y dinh cho con
chiing déng kinh. ba.

Tuy nhién, bac si cda ban cé thé da ké don Sabril vi mét 1y do Sabril di vao sifa me. Bac si s& thdo luan vé nhiing rdi ro va 1gi ich
khac. clia viéc si dung né néu ban dang cho con bu hodc dy dinh cho con bu.
Hay hoi bac si néu ban c6 bat ky cau héi nao vé 1y do tai sao né dugc

ké don cho ban. Thi luc

2. T6i nén bidt didu gl trudc khi dung Sabril? Bac si c6 thé mubn kiém tra thi luc cta ban trudc khi ban bit dau

ding Sabril va trong qud trinh didu tri dé c6 thé phat hién

Canh bao bat ky thay déi nao vé thi luc cda ban.

pling dung Sabril néu:
Mot sé loai thubc chéng dong kinh cé thé &nh hudng dén thi lyc. Trong

ban bi di Gng v6i vigabatrin hodc bdt ky thanh phan nao mot sb trudng hgp hiém hoi, bénh nhan dugc didu tri bdng Sabril
dugc 1iét ké & cudi t3 roi nay. da trai qua nhiing thay ddi vé& thi luc ngoai vi (tdc 1a ho gdp khé
ban dang mang thai hodc cé y dinh mang thai tri khi bac si khdn khi nhin thdy nhing thd khéng & ngay trudc mit).

bao ban. N6 c6 the anh hudng den em bé dang phat trien cua Hay hoi bac si néu ban mudn biét thém théng tin vé didu nay.

ban néu ban dung né trong khi mang thai.

+ ban dang cho con bu sifa me hodc dy dinh cho con bu sifa me tru o
N + Néu ban chua néi v8i bac si vé bat ky diéu nao & trén, hay ndi
khi bac si bdo ban. Sabril truyén vao sila me va cé kha nang
A v6i ho trudc khi dung Sabril.
con ban sé& bi anh hudng.

dang ding cac loai thudc khac t

Luén kiém tra thanh phin dé& dam bdo réng ban c6 thé sd dung thubc

nay- Hay cho bac si hodc dugc si cla ban biét néu ban dang ding bit ky loai
Kiém tra v4i bac si néu ban: thubc nao khac, bao gém bt ky loai thubc, vitamin hodc
chét bb sung nao ban mua ma khéng can don tu hiéu thuéc, siéu thi
dung bat ky loai thubc nao dé dilu tri bat ky tinh trang nao khéc hodc clia hang thyc phdm stc khde.

+ dy dinh phu thuat s ) C oz . P
Mot s6 loai thudc cé thé can trd sy hap thu Sabril.
+ 6 bt ky tinh trang bénh 1y nao khac, dic biét 1a nhing tinh

trang sau:
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+ Chang bao gdm phenytoin, mot loai thudc dung dé diéu tri

co giat.

Cac loai thubdc khac c6 thé lam tang tinh trang budn ngt ma Sabril

nguyén nhan.

+ Ching bao gom clonazepam, mdt loai thudc ding 1am thubc

thudc an than hodc dé didu tri lo au.

Nhiing loai thudc nady c6 thé bi anh hudng b&i Sabril. Ban cé thé can
s dung lugng thubdc khac nhau hodc dung cac loai thubc

khac nhau.

Kiém tra v6i bac si hodc dugc si néu ban khéng chic chin vé loai
thubc, vitamin hodc chat bd sung nao ban dang dung va liéu nhiing

thudc nay cé anh hudng dén Sabril hay khéng.

i dung Sabril nhu thé nao?

Can bao nhiéu

Vién nén va géi Sabril dugc uéng bdng dudng uéng mot hoac
hai 1an mét ngay.
+ Lidu Sabril khac nhau gidla cac bénh nhan. Bac si cla ban
c6 thé da ké don mot 1idu khac.
Thyc hién theo t&t c3 cac hudng din cda bac si va dugc si mot
cach cén than.
Nhifng hudng dan nay cé thé khac véi théng tin cé trong
td roi nay.
Hay hoi bac si hodc dugc si néu ban khéng chéc chdn vé 1iéu lugng
chinh x&c cho minh.
Néu ban dung sai 1idu, Sabril c6 thé khong c6 tac dung tét va
vén dé& clGa ban c6 thé khong dugc cai thién.

Khi nao nén dung Sabril

+ Ubng Sabril vao cung mot thdi diém mdi ngay. + Udng
Sabril vao cing mot thoi diém mdi ngay sé& c6 hiéu qua tét nhdt. N6

cling s& gidp ban nhé khi nao nén dung né.

Ban c6 thé dung Sabril cung hodc khéng cung thic &n.

Néu ban khéng chdc chén khi nao nén ding thudc, hay hdi bac

si hodc dugc si.

Céch dung Sabril

May tinh bang

+ Nudt cd vién thudc vdi nhidu nudc. Khdng nghién nat hodc nhai
(cac) vién thubc.

goi

+ Nén hoa tan lugng thubc trong géi trong nlfa ly nudc, nudc trai cay
hodc nudc ngot ngay trudc khi dinh dung. + Sau khi hoa
tan, nén léy

dung dich

ngay 1ép tuc. N6 sé& hoa tan d& dang va khong c6 mui vi hodc

mui.

+ Sau khi trdén, moi dung dich con lai phai dugc

loai bd trong vong 24 gid.
Uéng Sabril trong bao lau

+ Ding ngling dung Sabril cho dén khi bac si yéu cAu.
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+ Hay hoi bac si hodc dugc si néu ban khdng chic chin vé cach si dung

ubng thubc 1au 1&m.

Néu ban quén udng Sabril

Pung ding 1lidu gp déi dé bu cho 1idu ban di bo 18.

+ Néu gan dén gid dung 1iéu tiép theo, hay bd qua 1idu da quén
va ubng 1idu tiép theo khi da dén 1idu.
cé y dob.
« Néu vdn con mot thdi gian dai trudc liéu tiép theo, hay udng ngay

khi nhd ra va sau d6 quay lai dung lidu nhu binh thudng.

Néu ban khong chdc chin phai 1am gi, hdy hdi bac si hoac

dugc si.

Néu ban khé nhd khi nao nén ubng thubc, hay héi dugc si d@é

dugc goi y.
Néu ban dung qud nhiéu Sabril
Néu ban cho r&ng minh da dung qua nhidu Sabril, ban c6 thé can dugc
cham séc y té khan cép.
Ban nén ngay lap tuc:
+ goi dién dén Trung tam Thong tin Chét doc aé dudc tu vén
o Uc 13 11 26 hodc

o New Zealand 0800 POISON hodc 0800 764766), hodc

« 1lién hé v8i bac si cla ban, hoic

+ dén Khoa Clp clu & bénh vién gn nhit.

Ban nén 1am didu nay ngay ca khi khong c6 diu hiéu kho

chiu hodc ng¢ doc.

can biét nhiing diéu gi khi sd dung Sabril?

Nhiing didu ban nén lam

+ Hay thong bao cho tdt cd cac bac si, nha si va dugc si dang diéu
tri cho ban réng ban dang dung Sabril. -

Néu ban sép bit dau dung bat ky loai thubc m&i nao, hay bao cho bac
si va dugc si biét rdng ban dang ding Sabril.

+ Néu ban dy dinh ph3u thuat cin kham tdng quat
gdy mé, hay cho bac si hodc nha si biét rdng ban dang dung
thubéc nay. + Néu ban cé

thai trong khi dang dung Sabril,
hdy béo cho bac si cha ban ngay lap tuc.

+ Hay bdo ngay cho Bac si hoac dén Tai nan
va Khoa Cdp clu cta bénh vién gdn nhit néu ban c6 bat ky y nghi

nao lam hai ban than hodc tuy tu.

Nhiing diéu ban khong nén 1am

+ Ding ngling dung Sabril cho dén khi bac si yéu ciu. + Khéng dua

thudc nay cho ngudi khac, ngay cad khi ho c6 tinh trang gidng ban.

+ Khéng dung nhidu hon 1idu khuyén céo tril khi
bac si hodc dugc si clia ban yéu clu. - Khéng
ding thubc nay dé didu tri b&t ky bénh nao khac

trd khi bac si bdo ban lam vay.
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Ladi xe hodc sd dung mdy moc
Hay cén than trudc khi 1ai xe hodc su dung bat ky mdy méc hodc cong cu nao cho
dén khi ban biét Sabril anh hudng dén minh nhu thé nao.

Sabril c6 thé gay chéng mat hodc choang vang 8 mot sé ngudi. Dam

bado rdng ban biét minh phan Gng thé nao véi Sabril trudc khi 1ai

xe, van hanh may méc hodc lam bat ci didu gi khac c6 thé nguy hiém néu
ban bi chéng mit hodc choang vang. Hiéu ng nay giadm dan theo

thoi gian.
Ubng rugu
Hay cho bac si cua ban néu ban uéng TUQU.

Cham séc thubc cla ban

+ Gilf mdy tinh bang hodc géi cda ban trong hop dung cho dén khi hét

da dén luc 18y ching.
+ Bado quan Sabril & ndi kho mat, cé nhiét do
duy tri dudi 30°C.
+ Khong cit gidl Sabril hodc b&t ky loai thudc nao khac trong tu
phong tdm hodc gan bdn rda.
bling dé no trong xe hoi hodc trén bé cla sb.

.« Nhiét va 3m udt cé thé tiéu diét mot sé loai thudc.
Gilf n6 & ndi tré nhd khéng thé véi téi.

Khong ding thubc sau ngay hét han (EXP) dugc in trén bao bi.

Néu ban dung thudc nay sau khi hét han sd dung, né cé thé khéng cé tac

dung.

Khéng diing néu bao bi bi rach hodc c6 ddu hiéu gid mao.

Loai bd bdt ky loai thubc khéng mong mudn

Néu bac si yéu cdu ban ngling dung vién hodc géi Sabril hoic da hét
han st dung, hay hoi dugc si cla ban phai lam gi vdi bat ky

vién hodc géi nao con sét lai.

Tra lai bat ky loai thudc khong sd dung cho dugc si cua ban.

6. C6 tac dung phu nao khd

Tt ca cac loai thubc déu c6 thé gay nén tac dung phu. Néu ban gip
bt ky téc dung phu nao, hau hét ching déu nhe va tam thdi.

Tuy nhién, mét sb tac dung phu cé thé can dugc cham séc y té.

Xem thong tin bén duéi va néu cdn, hay héi bac si hodc dugc si néu

ban c6 thém bdt ky cau hdi nao vé& tac dung phuy.

Téc dung phu it nghiém trong hon

Tac dung phy it nghiém trong han phai lam gi

Lién quan dén ddu va than kinh Hay néi chuyén
budn ngd vdi bac si néu
X N R ban gip bat

+ cang thang, khé chiu, tram cam . ,
ky tac dung

phu nao it
+ chéng mat
nghiém trong

16 1an
N hon va ho lo lang
dau dau
Ban.
mét méi
khé ngu

suy gidm khad nang tép trung
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Tac dung phu it nghiém trong hon phai lam gi

« khé néi hodc néi ngong

« thiéu sy phéi hgp
+ kich déng, kich doéng
+ Hiéu chién

chén dong

nhiing thay ddi b&t thudng trong
hinh anh ndo do MRI
chup, ddc biét & tré so sinh

+ sung mdt phdn ndo, dic biét & tré sg

sinh

Lién quan dén da day

budn nén
+ nén mda
« dau bung
Lién quan dén cd bép
« dau khdp
Lién quan dén toc
+ ryung téc hodc thua toéc b4t thudng
Téng quan

+ tang can

Téc dung phu nghiém trong

Tac dung phu nghiém trong phai lam gi

Di dng Goi thdng
. . . Y i 2 cho bac si cua ban
+ sung mat, moéi, miéng hoac co hong, cé thé

N . A N . N di hodc di
gay khé nudt hoac khé thd

théng dén

Khan cép
PO Hay dén bénh vién

+ noi mé day

gan nhit néu

Lién quan dén than kinh ban nhan thdy bat

+ sy gia tang sé lugng ky vén dé nghiém
co giat trong nao sau day
phéan Ung phu.

Tam trang va sy ty 1am hai ban than

nhiing thay dbi trong hanh vi hodc tam trang théng
. Ngling dung Sabril
thudng cta ban
R . . néu ban cé dau
+ an than hodc 14 1lan nghiém trong
hiéu phan Ung
+ y nghi ty sat (y nghi ty lam hai ban
di ung.

on

than) + n

lyc ty td
Thi luc

+ thay déi thi ldc cCa ban (vi du: m3 mit,

nhin dudng ham)

Hay cho bac si hodc dudc si cua ban biét néu ban nhan théy bat cu diéu

gi khac c6 thé khién ban cam thdy khong khde.

Cac tac dung phu khac khéng dugc 1liét ké & day c6 thé xay ra & mot
s6 ngudi.

Bao cdo tac dung phu

Sau khi nhan dugc 18i khuyén y té vé& bat ky tac dung phu nado ban gip

phai, ban c6 thé bao cao cac tac dung phu nhu sau.
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Uc: Cuc Quan 1y San phém Tri liéu tryc tuyén tai www.tga.gov.au/ céng ty TNHH sanofi-aventis Uc
reporting-problems. New Zealand: Medsafe truc tuyén tai

https://

budng 12-24 Talavera

www.medsafe.govt.nz/safety/report-a- problem.asp Cong vién Macquarie NSW 2113

Goi mién phi: 1800 818 806

Bing cach bao cado cac tac dung phu, ban cé thé gidp cung Email: medinfo.australia@sanofi.com

cép thém théng tin v& d6 an toan cla thubc nay.

Luén dam bado rang ban d& néi chuyén vdi bac si hoac Budc phan phéi tai New Zealand béi:

dugc si trudc khi quyét dinh ngiing dung bét ky loai thubc nao.
Céng ty TNHH Ban 1& Dugc phdm (NZ) t/a Hau cdn Cham séc sdc khoe

HOop thu buu dién 62027

7. Chi tiét san ph

Coéng vién Sylvia Auckland 1644

Thubc nay chi c6 s&n véi don thudc cia bac si. Goi mién phi: 0800 283 684

Sabril chia gi Email: medinfo.australia@sanofi.com

Sabril khéng chifa gluten, sucrose, tartrazine hodc bdt ky thubc

. . , T8 16i nay dugc chudn bi vao thang 8 nam 2023.
nhuém azo nao khac.

May tinh bang sabril-ccdsv14-cmiv12-04aug23

Thanh phan hoat chit

(thanh phan chinh)

MBi bang tudng niém chda dung:

500 mg vigabatrin.

Cac thanh phan khac

(thanh phan

khéng hoat déng)

povidon

cellulose vi tinh thé
tinh bdt natri glycolat
Ch&t Magié Stearate
hypromellose

titan dioxit

macrogol 8000

Opadry tréng OY-5-7298

goéi

Thanh phan hoat chit

(thanh phan chinh)

Mdi géi chia:

500 mg vigabatrin.

Cac thanh phan khac

(thanh phan

khong hoat déng)

povidon

Khéng dung thudc nay néu ban

nao trong sé nay.
Sabril tréng nhu thé nao

May tinh bang

Sabril 500 mg c6 mau trdng dén tring nhat, hinh bdu duc hai mat

16i, vién nén bao phim c6 vét gay & mot mat va khdc chd “SABRIL”

bi di tng véi b&t ky thanh phan

hodc “SABRILEX" & mat kia. Chung cé dang vi 100 vién (AUST R

150021) .

goi

G6i Sabril chda 500 mg vigabatrin. Ching c6 dang géi 6@ géi (AUST

R 52985).

Ai phan phéi Sabril

Pugc phan phéi tai Uc bdi:
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