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0/ VAN PHONG
(= BAIDEN
HUGNG DAN SU DUNG Tﬂgjﬁ@ THANH PHO)
Rx- Thuéc nay chi ding theo don cik bac'}’f? """'1.'5_ /
Doc ky hudng dan sit dung trudc kh?‘ﬁiﬁ{;g - 4
Néu cdn thém thong tin xin hdi ¥ kién bdc sy.
Dé xa tam tay tré em

TEN SAN PHAM
SEDUXEN 5 mg, vién nén

TEN HOAT CHAT VA HAM LUQGNG
Mai vién chifa 5 mg diazepam

CAC THANH PHAN KHAC
Keo silica khan, magnesi stearat, talc, tinh b6t ngé va lactose monohydrat.

DANG BAO CHE CUA THUOC

Vién nén '\r/
MO TA SAN PHAM /,f /
Vién nén det, hinh dia, g& cit, mau tring nhd, hau nhu khdng & mui, trén mot mit ¢é chir
“Seduxen”, mat kia c¢6 chil “5Smg”

QUY CACH PONG GOI
Vi 10 vién nén; hop 10 vi.

DUQC LUC HQC

Nhém dugc ly diéu tri: din xuit Benzodiazepin. Md ATC: NOSBAOI

INN: diazepam

Diazepam lam ting hoat tinh tc ch€ si nip GABA (gamma-aminobutyric acid) trudc hét trén
hé vién, cdu tric dudi vd ndo, ddi ndo va viing dudi déi. GABA la chat din truyén thin kinh
chi y€u ¢6 tinh e ché trong hé than kinh trung uong; thu thé GABA, ciing la viing lién két di
lap thé clia cdc benzodiazepin trong s6 cac thudc e ché thin kinh trung udng, nhu diazepam.
Céc chdt chd van thu thé benzodiazepin c6 tic dung an thin, chéng co giat, 1am diu gy ngii
va gidn cd, nhung khong gy tic ch€ nd ron. Nhd benzodiazepin gin vdi thu thé GABA, nén
4i luc clia thu thé véi GABA ting 1én. K&t qua lam ting hoat tinh kénh clorid trén phitc hgp
thu thé, trong qud trinh nay mot lugng 16n ion clorid di vao t€ bao thin kinh, lam phan cuc
mang t€ bao va ic ch€ dan truyén tin hiéu.

Mot s6 thé phu clia thy thé benzodiazepin dudc bigt nhu 1a cdc thanh phin cia phitc hdp thu
th€ GABA4 (01-Wg).
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DUGC PONG HQOC

90 phiit sau khi ding thudc. Diazepam g&n manh vio protein huyét tudng (kh éqgfg%)/ V4
Diazepam tan manh trong lipid va vudt qua dudc hing rio mau nio. San phim chuyér-hda
chinh 1a N-desmethyldiazepam (nordazepam) va oxazepam. Hoat tinh cla N-
desmethyldiazepam (nordazepam) giéng v&i hoat tinh clia chit me. C4d diazepam va
nordazepam bi hydroxyl héa chdm thanh cic chit chuyén héa khic c6 hoat tinh nhu
oxazepam. Hiéu lyc clia chdt me dudc kéo dai hon nhd thdi gian ban thdi dai clia nordazepam
(khodng 60 gid). Ty 1& nordazepam sé ting trong cd thé sau khi dung thudc thdi gian dai.
Diazepam dudc chuyén héa & gan, mot chit chuyén héa khic la temazepam. Trong huyét
tuong, nong do clia diazepam gidm theo 2 pha, pha phin bd nhanh ban diu, ¢é thdi gian ban
thdi khodng 1 gid, ti€p d6 12 pha thii trif cudi kéo dai khodng 24-48 gid, c6 thé kéo dai hon do
c6 cdc chat chuyén héa. Diazepam dugc bai ti€t vao nudc tiéu chi y&u & dang tu do hoic céc
chdt chuyén héa lién hgp. Thdi gian ban thai c6 thé kéo dai gdp nhiéu 1in & ngudi cao tudi,
tré sd sinh va bénh nhan bi bénh gan than. Diazepam va cic chat chuyén héa vugt qua hang
rao nhau thai va ti€t vio trong sita me.

CHI PINH
- Diéu tri triéu chiing thudng xuyén hodc tam thdi trong lo 4u ning, sg hai cao do, trang thai
bon chén, cing thing trong phdn ting thin kinh cip tinh va cdc bénh thin kinh. Piéu tri b3 trg

céc triéu chitng than kinh va lo au van ddng do cdc nguyén nhian khac nhau. *'U/
- Diéu tri bé trg cdc triéu chitng do cai rugu va mé sang do cai rugu. |\

- Diéu tri tinh trang co citng ¢d xudng do nhiéu nguyén nhan (tinh trang(gh@‘!dd, co cifng, co
cting do ngudn gdc tif ndo bd va sau ton thudng nd ron trung gian d6t sdng va trén dot song,
bai liét, li€t hai chi dudi, mda von, ting van dong va hdi ching stiff-man). Trong trudng hdp
chén thuong tai chd (t6n thuong, viém), Seduxen dugc ding bd trg d€ gidm co thit cd phan
X

- Diéu tri bd trg cdc trang thdi co giat, déng kinh, kinh giit, uén vén.

CHONG CHi PINH

Khong dung Seduxen néu bi qud mén (di @ng) vdi diazepam hodc véi bt ky thanh phin nio
ctia thudc (vi du lactose)

Khéng ding Seduxen trong cic trudng hdp sau:

- Ba thdng déu thai ky (trong 6 thang con lai cla thai k¥, chi c6 thé diing Seduxen trong
nhifng trudng hgp ngoai 1&¢ va dudi sy theo ddi nghiém ngat clda bac si),

- Thdi ky cho con bl — do diazepam di vao sita me,

- Bénh nang & dudng hd hdp kém theo khé thd,

- Bénh gan ndng,

= Trim cam,

- Hoi chitng ngirng thd khi ngd,

- Yé&ucdnang
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- Mot vai dang benh glocom (ch6éng ch1 dinh trong lru’dng hdp gloco Tg[tiQ*hEp Va cdn

tri phit hdp.

- Ngd doc rugu va cdc thudc hudng than khic.
Khong ding Seduxen cho ngudi nghién rugu va ma tdy (ngoai trif trudng hdp cai rugu dot
ngot).

Khong diing thudc trong diéu tri khdi ddu clda bénh tim thdn. Khong ding thudc trong diéu tri
tram cam.

LIEU DUNG VA CACH DUNG

Seduxen chi diing theo k& don ciia bac s§. Liéu diing tiy thudc vao titng cd thé, tinh trang va
ddp @ng 14m sang clia bénh nhin; do dé can tuan theo chi dan clia bac s§. Do ¢6 su khic biét
rit 16n giita phan ng clia cic bénh nhin, khuyén cdo nén bit ddu diéu tri véi liéu hop 1y thip
nhat, sau d6 tang dan liéu d€n muc liéu hiéu qua thip nhat vin cho dung nap t6t.

Liéu hang ngay nén chia lam 2-4 1an tdy theo nhu ciu titng bénh nhan. Néi chung nén diing
2/3 liéu hang ngay vao budi t&i.

Dudi diy 12 cdc mifc liéu khuyén cdo:

Ngudi 1én: liéu trung binh hang ngay 5-15mg (1-3 vién). Liéu don khong dudc vugt qui 10
mg.

Tinh trang lo 4u, lo 4u do tdim than vin dong, bon chdn: Liéu don théng thudng 1a 2,5-5 mg
(1/2-1 vién). Liéu hang ngay thudng tir 5-20 mg.

Diéu tri b8 trg cho trang thdi co giat: Liéu don théng thudng 1a 2,5-10 mg (1/2-2 vién), 2-4 lan
mdi ngay.

Diéu tri mé sdng trong cai rugu: Liéu khdi diu thong thudng la 20-40 mg mbi ngay (4-8 vién),

li€u duy tri la 15-20 mg (3-4 vién) moi ngay )
biéu tri tinh trang co ciing, cing dd: 5-20 mg (1-4 vién) mbi ngay. ’%
Vi ngudi cao tudi va ngudi 6m y€u, bénh nhan giam chitc ning gag; i gian bdn thdi cla
Seduxen c6 thé kéo dai hon. Nén diing liéu thdp nhit, x4p xi bing nita liéu théng thudng sau
khi di cin nhdc dung nap clia bénh nhan.

Liéu diung cho tré em cin dudc tinh toan cho titng ¢4 thé dua trén cic y&u t8: wdi, mic do
trudng thanh, tinh trang toan than va ddp dng cd thé.

Li€u khdi dau théng thudng cho tré em 1a 1,25-2,5 mg mdi ngay, chia lam 2-4 l4n theo nhu
ciu. C6 thé ting hodc gidm liéu sau khi ddnh gid vé ddp dng 1Am sang.

C6 thé udng thudc khdng cin tinh dén thai gian an.

Néu ban 18 dung Seduxen nhiéu hon s& lugng ma bédc si di ké toa, ban cin gip béc si hodc
dudc singay.

Néu ban da 18 quén khong udng thudc thi khdng duge udng bt gap déi vao lan k€ ti€p, vi lam
nhi vay c6 thé din d€n qua liéu.
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CANH BAO VA THAN TRONG

Can thin trong khi sit dung Seduxen trong cdc trudng hdp sau diy:

- Ngudi c6 bénh ho hap man tinh, ngd ga — vi ¢6 thé 1am khé thd hon;
- Ngu’dl bi bénh gan, than —do nguy cd lam ting tic dung cua thudc;

- G ngudi 16n wdi, ngudi m y&u: cin hét siic than trong khi xdc dinh liéu: ‘khuyen cén/"’:

nén gidm tan suit ding va liéu ding. Ngudi cao tudi ting mic dd nhay cam vdi
benzodiazepin, thdi gian thai trit dai hon va tdc dung an thin clia Seduxen c6 thé ting,
nén lam gia tdng nguy cd ro1 loan tri nhd hodc suy sup.
Sit dung Seduxen trong thdi gian dai c6 thé gay 1é thudc thudc. Néu ngirng dot ngdt sau mot
thdi gian dai sl dung thudc cé thé gay hdi chiing cai; hdi chiing nay ciing c6 thé x4y ra mudn,
tham chi vai tuan sau khi ngitng diing thuéc (xem phan tdc dung khéng mong mudn). Do vay,
viéc ngitng thuSc phai dat dudi su gidm sat lién tuc ciia bac si, va gidm liéu i tir @€ tranh hoi
chifng cai thudc.
Mbi vién thuSc Seduxen c6 chita 120 mg lactose (mot loai dudng cé trong sita). Can luu y véi
trudng hdp min cdm vdi lactose. VSi ngudi min cdm vdi lactose, thude ¢6 thé giy phi, dau
bung, ti€u chdy.
Phu ni¥ ¢6 thai va cho con bu
Chéng chi dinh Seduxen trong 3 thdang diu clia thai k¥, do mdt vai nghién citu cho thdy cé
ting nguy cd di dang bim sinh triing hgp vdi viéc sit dung cdc benzodiazepin — vi du Seduxen
— trong 3 thang dau cta thai ky.
Trong nhitng thang mudn hon cda thai ky, ding benzodiazepin 6 thé \c ché hé than kinh
trung udng va suy hd hap & tré sd sinh, do d6 bac sy diéu tri cAn quyét dinh viéc diing vién
Seduxen cho titng trudng hop cu thé, sau khi di cin nhic k§ nguy cd va 1gi ich.

Khéng ding thudc trong thdi ky cho con bi vi thudc bai ti€t vao sita me.
Anh hudng ciia thudc 1én kha ning ldi xe va van hanh may
1 vay c6 thé dnh

Seduxen c6 thé 1am gidm kha ning phian dodn va kéo dai thdi gian pha

hudng bit 1gi 1én khd ning ddm bdo an toan khi tham gia giao thdng, lai xe hoac diéu khién
mdy (vi mét mdi, budn ngi).

Vao lic khéi dau diu tri, khong nén 14i xe hodc tham gia cdc loai hoat dong nguy hiém (vi
du: lam viéc v6i may méc, hodc 1am viéc trén cao) trong khodng 12 d€n 24 gid sau khi uéng
Seduxen. Sau d6, mic dd gidi han c6 thé dugc bac si xem xét tlly theo tiing c4 thé. Phii kiéng
rugu tuyét doi trong thdi gian dung Seduxen, ciing nhu trong thdi gian thudc con tic dung.

TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC

Trong thdi gian di€u tri véi Seduxen, cin kiéng rugu va tranh ding cic thudc khic cé tic
dung trén hé than kinh trung udng (thudc gidi lo 4u, thudc ngd, thude an thin, thudc chdng
traim cdm, thudc chéng co gidt, thudc gdy nghién, thudc phién, thudc chéng di dng vi nhitng
thudc ndy gdy budn ngd; va thudc gidn cd). Nhiing thudc nay c6 thé c6 tic dung hiép ddng
v8i nhau, din dén budn ngd va suy hd hap.

M6t s6 thudce (nhu cimetidin, ketoconazol, fluvoxamin, fluoxetin, omeprazol) ¢6 thé lam chim
su phdn hdy diazepam & gan hodc lam ting sy hap thu diazepam, nén lam tang hiéu luc va

-
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thdi gian tic dung cta thuéc. Ngudc lai, mot s& thude khdc (nhu rifampicin, car{ J nazepin, . /)
phenytoin) ¢6 thé 1am gia ting sy phan hiy diazepam va vi vdy 1am gidm téc dung clathude.
Nhifng tuong tic nhu viy c6 thé xdy ra véi ca nhiing thuSc ma ban mdi vira dung trudc'dé (de -~
chua dugc dao thii hét trong cd thé) va cd nhitng thudc sip ding.
Vi vy, ban can bdo cho bic si bi€t vé nhitng thudc ma ban dang diing, hodc da ding dai ngay
trong thdi gian gin diy bat ké dé 1a nhitng thuc mua theo don béc si hodc ty mua; va ciing
can thong bdo vé bat ky thay ddi nao x3y ra trong thdi gian diing Seduxen (su di€u chinh liéu,
viéc ding cdc thu6c mdi).

QUA LIEU VA CACH XU TRi

Cic triéu chitng qu4 liéu:

Qui liéu diazepam c6 thé gay y€u cd, li lan, budn ngti; hi€m khi ¢6 thé xuat hién tinh trang
cing thing, ngudc lai vdi tic dung mong ddi clia Seduxen (xem muc Tdc dung khéng mong
muodn). Qua li€u trdim trong 6 thé gy ngat, réi loan tuan hoadn va hé hdp, ngitng thd. Can
chi y, cdc triéu chitng qud liéu vin c6 thé x3y ra ngay ca vdi liéu dugc ghi trong don, néu
ding Seduxen déng thdi véi cdc thude tic dung 1én than kinh trung wong khéc.

(Xem muc tuong tdc thudc va cdc dang tuong tdc khdc).

Piéu tri qua liéu

Néu da ding qud liéu hodc nghi ngd qua li€u, can phai bdo ngay cho bac si. Pong thdi giif lai
toan bd cdc thubc tim thdy quanh bénh nhin, ké ca lo thubc va cic loai bao bi thudc. N&u
phat hién sém, khi bdc si d€n ndi ma bénh nhan con tinh va vin nudt dugc thi cé thé giy nén,
ria da day (n€u bénh nhin ngd, bat tinh, khé nuét, hodc da nudt bat cif chit an da nao thi
khong dudc gay non). Phdi ddm bédo thdng thodng dudng thd cho nhitng bénh nhin ngid hoic
hén mé; dit nim nghiéng va &n dinh.

TAC DUNG KHONG MONG MUON

Théng bdo cho bdc sy nhitng tdac dung khong mong muén gdp phdi khi sizdung thuéc

Gidng nhu nhitng thuée khidc, Seduxen c6 thé giy ra nhiing tic dung phu.

Nhitng tic dung phu thudng gip nhit bao gém: mét méi, budn ngh, yéu cd. Nhitng tic dung
nay thudng thodng qua va xay ra trong giai doan diu diéu tri.

Hi€m gip: cf dong va budc di khéng chinh xdc, 14 14n, chéng mit, run, nhitc dau, tAm trang
khong vui, r8i loan thi gidc, dé da, tdo bén, cdc bat 6n & khép, ha huyét dp, khé tiéu hoic tiéu
tién khong ki€ém ch€ dugce, budn ndn, khé miéng hodc ti€t nhiéu nudc bot, thay ddi duc ning,
nhip tim chim, khé thé, r6i loan tri nhd.

Céc triéu chifng ngudc lai véi tdc dung chinh cla thudc (hi€m gip): bén chdn, ting lo 4u, d&
néi néng, hung hing, ma't ngd, réi loan cim gidc, ting trudng luc cd.

R4t hi€m khi xdy ra cdc tdc dung phu sau: r8i loan chifc niang gan, vang da, rdi loan & céc cd
quan tao mau.

Seduxen ciing c6 thé gy nghién hay 1€ thudc thudc, dac biét 1a khi sit dung lau. Vi vay, khi
ngitng thude dot ngdt c6 thé xdy ra cdc triéu chiing cai, nhu run, bdn chén, khé ngd. lo au,
nhitc ddu, r6i loan sy tép trung, cdu git, rdi loan gidc quan (4o gidc), 0 tai, chéng mat, cdm
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gidc nhip tim nhanh, budn nén, nén, d6 md hdi, chan in, co thit, cdn dau bung, hiét
y thifc (mé sdng), co giat. N2 w G
Céc phan tng qua min cé thé x4y ra khi sit dung bat ky thudc nao. N€u ban da ting di dng
v@i bat ky thudc nao trudc day, hodc biét ring chit nao gy di ing § ban, thi phai bdo cho bic

sT biét trudc khi dugc diéu tri vdi Seduxen. Trong th&i gian dudc diéu tri véi Seduxen, néu bi
d6 da, nhat thié€t phdi bdo ngay cho béc si.

PIEU KIEN BAO QUAN
B4o quédn ndi khé rdo, & nhiét d6 duéi 30°C. Khéng ding thudc qud han ghi trén bao bi.

HAN DUNG CUA THUOC
5 nim k€ tif ngay sdn xuat.

TEN PIA CHI NHA SAN XUAT VA CHU SG HUU GIAY PHEP PANG KY LUU
HANH THUOC

Gedeon Richter Plec. .
Gydmrdi ut 19-21., Budapest, 1103, Hungary -{W/

NGAY XEM XET LAI TO HUGNG DAN SU DUNG‘MMO]S
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