HUGNG DAN SU DUNG THUOC

SEDUXE N® 5 mg, vién nén

Rx- Thudc nary chi dung theo don cta béc sy.
Poc ky huéng dn su dung truéc khi dung.
Né&u cén thém théng tin xin hdi y kién béc sy.
D& xa tém tay tré em

TEN SAN PHAM
SEDUXEN® 5 mg, vién nén

TEN HOAT CHAT VA HAM LUONG
M&i vién chia 5 mg diozepam

CAC THANH PHAN KHAC
Keo silica khan, magnesi stearat, talc, tinh bot ngé va lactose
monohydrat.

DANG BAO CHE CUA THUSC
Vién nén \

MO TA SAN PHAM

Vien nén det, hinh dia, g& ct; mau tréng nhd, hdu nhy
khong c6 mui, trén mot mat cé chi “Seduxen”, mat kia co
cht “5mg"

QUY CACH BONG GOI
Vi 10 vién nén; hip 10 vi

DUQC LUC HOC

Nhom dugc ly diéu tri: dén xudt Benzodiazepin. Ma ATC:
NO5BAO1

INN: diazepam

Diazepam lém tang hoat tinh tic ché si nap GABA (gamma-
aminobutyric acid) truéc hét frén hé vién, cdu troc dusi vo
n@o, déi nGo va vung dusi déi. GABA la chét dan truyén
than kinh chd y&u c6 tinh Gc ché trong hé thén kinh trung
uong; thy thg GABA, ciing la vung lien k&t di lap the cla
céc benzodiazepin trong 6 céc thudc tic ché than kinh trung
uong, nhu diazepam.

Cdic chét chd van thy the benzodiazepin cé tac dung an
théin, chéng co giat, lam diu gay ngd va gian ¢, nhung
khéng gay tic ché na ron. Nha benzodiazepin gén vi thy
the GABA, nén i lyc clia thy the véi GABA tang lén. Kt
qud lam tang hoat tinh kénh clorid trén phtc hop thy thé,
trong qud trinh ndy mot lugng 6n ion clorid di vao 1€ bao
thén kinh, lam phan cyc mang 1€ bao va dc ché dén fruyén
tin higu.

Mat s6 the phu.ciia thy thé benzodiazepin dugc biét nhu l
céc thanh phén ctia phtic hop thy the GABA, (ww,).

DUQC DPONG HOC

Diazepam hép thu 16t vé nhanh trong duing fieu héa,

dat néng do dinh trong huyét tucng 3090 phot sau khi

dung thuéc. Diazepam gén manh vaio protein huyét tidng
(khodng 99%). Diazepam tan manh trong lipid va vugt qua
dugc hang rdo méu nGo. Sén phdm chuyén héa chinh la
N-desmethyldiazepam (nordazepam| vé oxazepam. Hoat
tinh cba Ndesmethyldiazepam [nordazepam) gisng véi hoat
finh cbia chét me. Ca diazepam va nordazepam bi hydroxyl
héa cham thanh cée chét chuyén hoa khée co hoat tinh nhy
oxazepam. Higu lyc clia chét me dugc kéo dai hon nhd thei
gian bén théi dai clia nordazepam (khodng 60 gis). Ty e
nordazepam sé 18ing frong co thé sau khi dung thusc théi gion
dai. Diazepam dugc chuyén héa & gan, mot chét chuyén héa
khac la temazepam. Trong huyét tong, ndng do clia diazepam
giam theo 2 pha, pha phan b& nhanh ban déu, 6 thei gian

ban thai khoang 1 gié;, tigp db & pha thai irts cusi kéo dai
khodng 24-48 gis, c6 thé kéo dai hon do c6 cdc chéit chuyén
hoa. Diazepam dudc bai figt vaio nuéc figu chb y&u & dang ty

do hogic céc chat chuygn héa lign hop. Thei gian bén théi c

thé kéo dai g6 nhidu 16n & ngussi cao 1udi, 1ré s6 sinh va banh
nhén bj bénh gan than. Diazepam v céc chét chuyén héa vt
qua haing réo nhau thai vé gt vao frong stia me. ;

CHIDINH

~ Diéu trj fridu ching thudng xuyén hogic tam thai trong lo
Gu naing, s¢ hai cao do, trang thai bén chén, cang théng
trong phdn tng thén-kinh cdp tinh vé céc benh thdn kinh.
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Pidu Iri b8 trg cdc tridu chting thén kinh vé lo 6u van dong
do céc nguy@n nhén khac nhau.

- Diéu tri b8 Irg céc tridu chiing do cai rigu va mé sang do
cQi rigu.

~ Didu i finh trang co cting cd xuong do nhidu nguyén nhan
(finh trgng cting do, co cting, co cting do ngudn géc tf ndo bd
vé sau 18n thudng na ron trung gian dét séng vé frén dét sdng,
bailizt, liat hai chi dusi, moa vén, tang véin dong vé hdi chiing
stiffman). Trong triding hop chdin thuong tai ché (18n thudng,
viem), Seduxen dugc dung bé rg dé gidm co thét co phan xa.
- Didu tri b8 1rg cac trang thai co giat, dong kinh, kinh giét,
udn van.

CHONG CHI BINH
Khéng dung Seduxen néu bi qud mdn (dj Ung] véi diazepam
hodic v6i bat ky thanh phdn ndo clia thudc (vi du lactose).

h ung Seduxen trong céc tridng ho :
~ Bathang dau thai ky (trong 6 thang con lgi clia thai ky,
chi c6 thé dng Seduxen trong nhiing tridng hop ngoai (& va
dusi sy theo doi nghiém ngdt clia bdc si),
Thai ky cho con bu —do diazepam di vao stia me,
Benh nang & dudng hé hdp kem theo kho thd,
Benh gan nding,
Trédm cam,
Hoi chung nguing thd khi ngd,
Y&u co nding, . g
Mét vaii dang bénh glécom (chdng chi dinh trong triding
hop glocom goc hep va con glocom cdp tinh, C6 the dung
thudc trong trudng hop glécém gée mé & benh nhan dang. -
diéu tri phu-hgp.
- Ngb doc rigu va cdc thudc hudng thén khac.
Khang dung Seduxen cho ngusi nghign rigu va ma toy ; |- °
(ngoaqi i trisng hop cai rugu dot ngdt).
Khong dung thudc trong diéu tri khdi ddu clia
Khéng dung thusc trong diéu tri trém cam.

beﬁh tom‘théni

LIEU DUNG VA CACH DUNG

Seduxen chi dung theo ké don clia bdcsy. Lidu dung tuy
thudc vao tung cd thé, finh trang va ddp Ung lam sang cla
benh nhan; do dé cdn tuan theo ch d&n clia béc sy. Do
c6 sy khdc bigt rét I6n-gitia phén Ung cda cac bénh nhan,
khuy&n cdo nén bat du didu tri véi lidu hop ly thép nhat,
sau dé tang dén lidu d&n muc ligu hieu qud thap nhat van
cho dung nap 16t

liéu hang ngay nén‘chia lam 2-4 [dn ty theo.nhu cdu ting
benh nhan. N&i chung nén dung 2/3 liéu hang ngay vao

- budi 6.

Dusi day la cac moc liéu khuyén céo:

Ngusi [6n; ligu trung binh hang ngay 5-15 mg (1-3 vién).
Liéu don khéng dugc vugt qua 10 mg.

Tinh trgng lo Gu, lo @u do tam than van dong, bén chén: Lidu
don thang thusing & 2,5-5 mg (1/2-1 vién). Liéu hang ngay
thuing t 5-20 mg.

Didu tri b6 trg cho trang thai co giat: Lidu don thang thusng
la 2,5-10 mg (1/2-2 vién), 2-4 lan m6i ngay.

Didu trj mé sdng trong cai rigu: Liu khai ddu théng thudng
l& 2040 mg m&i ngay (4-8 vién), lidu duy: i la 1520 mg
(3-4 vien) mdi ngay.

Diéu frf finh rang co ciing, ciing do: 520 mg (1-4 vién) mdi
ngay.

V&i ngusi cao 1udi va ngusi m y&u, bénh nhan gidm chic
nding gan, thai gian ban thai cba Seduxen c6 the keo dai
hon. Nén dung liéu thap nhat, xdp xi béing ntia liu thong
thuding sau khi da can nhédc dung ngp cba benh nhan.

Lidy dung cho 1ré em ¢én dugc tinh foan cho tting cd th& dya
trén cac y&u 18: udi, mijc do truéng thanh, tinh trang toan
than va dép (ng cd thé. : .
Ligu khai day thong thusng cho iré emla 1,25-2,5 mg m&i
ngay, chia lam 2-4 lén theo nhu cdu. C6 thé taing hodc
gidm li8u squ khi danh gid v& dap Ung lam sang.

Cé the uSng thudc khong c@n tinh dén thei gian'an.



N&u ban 16 dung Seduxen nhiéu hon s6 lugng ma béc stda
ke toa, ban cdn gap bac sThodc dudc sTngay.

N&u ban da 15 quén khéng usng thusc thi khong dugc udng
bu g6p doi vao lén k& tiép, vi lam nhu vay c6 the dan dén
qud liéu.

CANH BAO VA THAN TRONG
n thén trong khi s&f rues
- Ngusi cé benh hé hdp man tinh, ngd ga& = vi ¢4 the lam
khé tha hon;
- Ngusi bi bénh gan, than - do nguy cd lam tang téc dung
cba thusc;
- O ngusi I6n 18I, ngusi 8m y&u: cén hét siic than frong
khi xdc dinh liéu: khuy&n cdo nén gidm t6n sust dung v
lidu dung. Ngudi cao tu8i tang miic dé nhgy cam véi
benzodiazepin, thai gian thdi tr dai hon var tée dung an
thén cla Seduxen c6 thé tang, nén lam gia tang nguy ¢ 18
loan tri nhé hodic suy sup.
St dung Seduxen trong thai gian dai c6 the gay 18 thude
thugc. N&u ngting dét ngdt sau mot thai gian dai st dung
thuGc c6 thé gay hai chiing cai; hai chung nay ciing ¢ thé
xay ra mudn, tham chi vaii tudn sau khi nging dung thudc
[xem phén téc dung khéng mong mudn|. Do vay, viec
nguing thusc phai dat dusi sy gidm sat lign fuc cia bdc s,
va gidm lidu tU 1 d& tranh hdi ching cai thusc.
M&i vién thuSc Seduxen cé chiia 120 mg lactose (mot loai
duding c6 trong stia). Cén luu y véi tidng hop mén cém voi
lactose. V&i ngusi man cdm véi lactose, thuc c6 the gay
phu; dau bung, tiéu chdy.
Phu ni ¢6 thai va cho con b
Chéng chi dinh Seduxen trong 3 thdng déu ca thai ky, do
mot vai nghién cliu cho thdy ¢4 téng nguy co dj dang bdm
sinh tring hop véi viec st dung cac benzodiazepin - vi dy
Seduxen - trong 3 thdng déu cla thai ky.
Trong nhiing théng muén hon cba thai ky, ding
benzodiazepin c6 thé tic ché hé thén kinh trung ung va suy
ho hdp & tré sc sinh, do dé bace sy didu tri cdn quyst dinh
viéc.diing vién Seduxen cho tling frisng hop cu thé, sau khi
da can nhéc ky nguy co va Igi ich. '
Khéng dung thusc trong thi ky cho con bu vi thusc bai tigt
vao stia me.
Anh hudng cta thuéc lén kha néing léi xe va van hanh may
Seduxen c6 thé [am gidm khd naing phén dodn va kéo dai
th&i gian phdn xa, vi vay cé thé dnh hudng bét Ioi len khd
n&ing dém bdo an toan khi tham gia giao théng, l4i xe hogic
diéu khién may (vi mét mdi, budn ngd).
Vao luc khdi ddu diéu tri, khéng nén [4i xe hodc tham gia
céc logi hogt déng nguy hiém (vi du: lam viec véi méy méc,
hogc lam viéc trén cao) trong khodng 12 dén 24 gis sau khi
udng Seduxen. Sou do, mic do gidi han cé the dudc bdc st
xem xét Uy theo tiing c@ thé. Phdi kigng rugu luyét déi frong
thai gian dung Seduxen, cing nhu trong théi gian thusc con
féc dyng.

TU'ONA G TAC THUGC VA CAC DANG TUONG TAC
KHAC

Trong thai gian diéu tri v&i Seduxen, cén kiéng rudu va trénh
dung cdc thudc khdc cé tac dung trén he thdn kinh trung
uong (thusc gidi lo Gu, thusc ngd, thuse an thén, thuse
chéng trém cam, thuSc chéng co gidt, thuSc gay nghién,
thusc phién, thuSc chéng di Gng vi nhiing thusc nay gay
busn ngl; vé thuBc gidn cd). Nhiing thugc nay cé thé c6 tac
dung hiép déng véi nhau, dén dén budn ngl va suy hé hap.
Maét s6 thuSc (nhu cimetidin, ketoconazol, fluvoxamin,
fluoxetin, omeprazol) cé the lam cham sy phan hay
diazepam & gan hogc lam tang sy hdp thu diazepam, nén
lam téing higu lyc va thei gian tac dyng cla thude. Nguge
lai, mét s6 thusc khdc (nhu rifampicin, carbamazepin,
phenytoin) c6 thé lam gia tang sy phan hiy diazepam va vi
vay lam gidm tac dyng cla thusc. !
Nhung tudng tac nhu vay c6 thé xdy ra véi ca nhong thusc
ma ban méi viia dung truéc dé (do chua duge dao thai hét
trong cd th&) va cd nhing thudc sép dung. .
Vivay, ban cén béo cho béc st bigt vé nhiung thusc ma

g8n day bat k& dé la nhing thusc mua theo don bac st
hogic fy mua; va cing cdn théng bdo vé bt ky thay déi

nao xdy ra frong thi gian diing Seduxen (sy diéu chinh
liéu, viec dung cdc thuse maij,” -

GEDEON RICHTER .
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QUA LIEU VA CACH XU TRI

Céc trigu ching qué lidu:

Qud liéu diazepam c6 the gay y&u ¢, |4 |an, budn ngd;
higm khi c& the xudt hién tinh trang caing théng, ngusc lai
véi tac dung mong ddi clia Seduxen (xem myc Téc dung
khéng mong mudn). Qua liéu rém trong c6 the gay ngdt,
161 logn tuén hodn va h6 hdp, ngting thd. Cén cho ¥, cac
friéu chiing qud liBu van c6 the xdy ra ngay ¢ véi lidu duge
ghi trong don, néu dung Seduxen déng thdi véi céc thusc
tac dung 1&n thén kinh frung uong khdc,

[Xem muc tioing tac thudc vér cée dang hiong téc khéc).
Diéu tri qua lidu

Neéu da dung qud lidu hogic nghi figd qud ligu, cén phai
bdo ngay cho béc s1. Déng thsi giti lai toan bd céc thuse
fim thdy quanh bénh nhan, k& cé lo'thusc va cae logi bao bi
thusc. N&u phat hign sém, khi bac st dén nci ma benh nhan
con tinh vé vén nut dugc thi cé the gay nén, rlia da day
(n&u benh nhan ngd, bét tinh, khé nust, hodic da nust bét
ct chdt an da ndo thi khéng duge géy nén). Phéi dém béo
théng thodng dung thd cho nhting bénh nhan ngd hogc
hén mé; dat ném nghiéng vé 6n dinh.

TAC DUNG KHONG MONG MUGN
Théng béo cho béc sy nhiing téc dung khéng mong muén
gdp phdi khi st dung thude
Gidng nhu nhting thugc khac, Seduxen c6 thé géy ra nhing
tac dung phy.
Nhiing t ng phu thudn nhdt m: mét mdi,
buén ngt, y8u co. Nhing téc dung nay thudng thodng qua
va xdy ra trong giai dogn déu diéu fri.
Hiém gaip: ci dong va busc di khéng chinh xdc, 16 1an,
chéng mat, run, nhic déu, tam trang khéng vui, r8i loan
thi gidc, dd da, tdo bén, cac bdt 8n & khdp, ha huyét dp,
kho tigu hodic tigu tign khong kiém ché& dugc, budn nén, kho
miéng hodc it nhigu nuéc bot, thay d8i duc nang, nhip tim
cham, khé thd, i loan trf nhé.

triéy chiing ngugc lai v&i ng chinh cda th
(hi&m gdp): bén chén, ting lo du, d& ndi néng, hung hdng,
mdt ngl, 16i logn cdm gidc, tang truong lyc co.
Ra't hiém khi xay ra ¢4c tac dung phu sau: 18i loan chic
nang'gan, vang da, 18i loan & cdc o quan tgo mdu.
Seduxen ciing cé th& gay nghién hay l& thudc thudc, dac
bigt lar khi st dung lau. Vi vay, khi ngting thusc dot ngét c6-
thé xdy ra cdc trigu chiing cai, nhu run, bén chdn, khé ngd,
lo au, nhtic déu, 18i loan sy tap trung, cab gét, r8ilogn gidc
quan (do gidc), U tai, chéng mat; cdm gidc nhip tim nhanh,
budn nén, nén, d8 mé héi, chan &n, co thét, con dau byng,
higm khi méty thic (mé séng), co giat.
Cac phan ting qud méin c6 thé xdy ra khi st dung bat ky
thuSc ndo. N&u ban da tiing dj Ging véi bat ky thusc nao
tridc day, hode bigt rding chét ndo gay di ting & ban, thi
phdi bdo cho bac st bigt trusc khi duc didu tri véi Seduxen.
Trong thai gian dugc diéu tri v&i Seduxen, n&u bi dd da,
nhdt thigt phdi bao ngay cho bac si.

DIEU KIEN BAO QUAN
Bdo quan nai khé rdo, & nhigt do dusi 30°C. Khéng dung
thusc qua han ghi trén'bao b,

HAN DUNG CUA THUSC
5nam k& U ngay sén xudt.

TEN DJA CHINHA SAN XUAT VA CHU SO HOU GIAY
PHEP DANG KY LUU HANH THUS
Gedeon Richter Ple. -
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ban dang dung, hogic da dung dai ngay trong théi gian ™
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