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1% = Thude nay chi ding theo dom thubc

STILNOX®
zolpidem tartrate 10 mg
Vién nén bao phim

Bgc ky huvb!m din sir dyng trudre khi ding.
tim tay tré em. )

Thong bio ngay cho bic si hojc duge si nhirmg te dung khdng mong mudn gap phai khi sir dyng

thudc.

THANH PHAN CONG THUYC

Thanh phdn duge chit Zolpidem tartrate ....... 10 mg

Thanh phan 14 duoc: lmmmh. rricmcmuoelhm natri starch glycolate, hypromeliose, ..
magnesium stearate. T4 duoc bao phim: hypromelose, titanium dioxide (€ 171), macrogol 400, Y
DANG BAO CHE

Vién nén bao phim

mnlnhmmmumaénmmmmwwkhhmanggmm mat kia khdc chir STILNOX.

CHI BINH
Bl&utringﬂnMnmablbangiéomﬁ&ngmmItanhmgﬁctlmhuéngﬁ&cmémgilambenh
nhan bj suy nhuree hoac kiét stc.

LIEU DUNG VA CACH DUNG

Buérng ding: dudng ubng

Lidu diing:

Eéngmmmghw.ﬂwininduucbaaéwaiﬂuMpthcﬁﬂang.ukmaeanuﬂé_q
ida,

Liu théng thuéng 6bi véri ngudi Iém 14 1 vién 10 mgingdy.
|__Nén ding thube ngay truérc khi di ngd. ]

| Trong moi trweng hap, knong duoc ding qua 1 vien 10 maingay. 1
Ngui lén tubi hode bénh nhan suy yéu, bénh nhan suy gan; nén gidm nira lidu nhir 14 5 mgingay.
Stilnox khéng duge ding cho bénh nhin dudi 18 tudi.
Stilnox cb mh&uonchndﬁngllanmemcmaaahudu.wywmmmuch:‘mgmbénhnhm
Théi gian dibu tr
Tnoigimaiéumungnghunnm.wvsmgayemaénwidamwén.néﬁgialmnggmﬂéu.
Bénh nhan can dugc didu tr nhur sau: )
‘n@:mammmnﬁmmsw(nmumgmuu
matngd ngdn han: Gidu trj tir 2 dén 3 n(nhulmgmoﬂkm
B!éull‘iﬂsﬁn ykhbnsdnglﬂmﬂu rgunegallmée.
moe :rwm , Vitc ngurng thude tir tr 12 nwac&mﬂummwmmaigmmwén
nBéun&ydeidamgnadﬂnhxacvaﬁﬂaitlnhmsmbe
P quén ubng mot hogc vai lidu
mgumgngay!nmsau Khong ubng lidu gdp 661 84 bis vac lidu thubc d3 quén

CHONG CHi BINH

KHONG BUGQT ding thube nhimg truding
_WS&AUO'G ing nay trang
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Tint

Mol -
kich !

%u BAO VA THAN TRONG KHI DUNG THUOC

ﬂ;phém-ngoé chira lactose. Khuyén c4o khong sir dung ddi véi nhirng bénh nhan khéng dung nap
gghhmsel thiéu enzym lactase Lapp hodc o6 hii chirng kém hip thu galactose va glucose (bénh di truyén
1em gap,

Sy dung nap duwgec Iy: ]

Tac dong gay nglh hodc an than cia thudc benzodiazepin va cac thube lién quan ¢6 thé gidm di din dén,
méc du si dung voi cgngliéu lrgng, néu sir dung thudc hon vai tuan.

Nguy cor 1§ thude thude: _

BAt ¢l mdt i fiéu ndo voi thube bgmudiazv?ir_l va cac thudc lién quan, dic biét qua mt thi gian kéo dai,
c6 thé gay ra mot tinh trang 1& thude thube vé thé chat va tam Iy,

Céc yéu th dugre cho 14 thiic ddy sy (& thude thube:

- thdi gian didu trj, 7
- lidu ding, /@f@,
- tién sir nghién v&i thubc hodc cac chét khac, ké cd rugu.

Sur 1& thude thude c6 thé xay ra & cac libu didu tri valhodc rén bénh nhan ct cac yéu 1 nguy co khong dac.
higu,

Hiém gap cac truting holp 1¢ thute zolpidem dugc bdo céo khi sir dung thube & cac lidu didu tri.

Tinh trang ndy c6 thé gay ra mdt hti chirng cai thubc khi ngurng thude diu tr,

Mot 56 kigu ching thuong gdp vé 16 ra khong ndi bat mét ngd, dau Ay, To au nhidu, dau co, céng co, dé bj
kich thich, o )

Géic Iribu chirng khac xdy ra nhung hiém gap hon: birt it hﬁc n chi ¢ nhirng Iic i 13n, dj cdm & tay
chan, nhay cam véi anh sang, tiéng dong va sir liép xic co thé, mat kiém sost 1&i ndi va hanh vi, mét nhan
thire llwq'fa'i.- éo.giav;. chirng co giat.

Cac triéu chirng cai thubc cé thé xdy ra trong véng vai ngay sau khi ngung thudc. B4 véi cac thude
benzodiazepin tac dung ngdn, va déc biét khi dugc ding véi liéu cao, tham chi céc trigu chirng o thé xdy
fa & hdi gian gita hai iU thube.

Sflrl:;ﬁ‘guggng thesi mét s6 benzodiazepin, véri chi dinh gay ngd hode an thin, co thé Iim tang nguy co 1
th

Céc trwémg hop lam dung thubc 48 durgce bao cho.

Phan (rng déi nguere:

Hoi chirng thodng qua nay o6 thé xult hign nhu mot dot mat ngll tré ndng, d day 12 1y do didu t cla cac

thudic benzodiazepin va cac thube lién quan. )

Cic réi loan chire ning tam thin vin dgng:

Céc réi loan ehire nang tAm thin van ddng cb thé xdy ra trong véng vai gi¢r sau khi sir dung thude.

Nguy co xay ra réi loan ehixc nang tam than van dong bao gdm suy giam kha nang 14i xe, s& gia tang néu:

+ udng thubc ndy ngdn hon 8 giér trrée khi thye hign cac hoat dong ddi héi phdi tinh thire, (xem Anh hudng
ciia thudc Ien kha nang 14i xe va van hanh may méc);

+ ubing thubc vi libu cao hon liéu d& nghi;

+ ubng thubc ddng theri véi cac thude e ché hé than kinh trung uong hodic véi cac thubc ¢o kha ndng lam
giag]n'g néng 4o zolpidem trong mau, hodic w&i alcol hay céc chat bi cAm (xem Tuong tac, twong ky cia
thuéc).

Phai ubng zolpidem véi mot lidu don ngay trirdc khi vao givdng dé ngli va khong duge ubng tiép litu nira

trong clng mét dem,

Chirng quén:

Chirng quén thuin chidu cd thé xdy ra trong véng vai gi¢r sau khi sir dung thude:

D& giam nguy co nay, bénh nhan phai bdo ddm duwoc ngi @i gifc khong bi gi&n doan trong & giér (xem Téac

dung khéing mong muén). )

Cac rbi loan hanh vi: _

& mot sb ngui, thube benzodiazepin va cac thubc ién quan cb thé gay ra mot hi chirng két hop suy gidm

nhan thire & nhidu mire @3 khac nhau wéi cc rbi loan Iri nhé va hanh vi.

f&;ﬁ ) 2\"@"
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1 théy cée trigu chirng sau day.

mét ngl Ir néing, 4c mdng, birt rirt, bbn chn,

c4c ¥ nghT hoang tuéng, do gide, 10 18n va cAc do thi, c4c triéu chirng loan than,
= mat irc ché véi sir bbe Gdng,
«  phén khich, dé bj kich thich,
«  chimg quén thudn chigu,
«  débjam thi.
Hoi chirng nay cb thé di kém voi céc rdi loan khac co thé gay nguy hiém cho ban than bénh nhan hodic
nhirng ngudi khac, nhu fa: '
+  bénh nhan ¢ hanh vi bdt thudng,
» hung hang ho#c gay hin véi nguéi khac, nhét 12 khi bj gia dinh hoéic ban bé ngéin cén lam nhing diéu

ma bénh nhan mudn am,
»  hanh vity dong véi chirng quén sau si kign. 2
6 nhirng trigu chirmg ndy Gi héi phi ngirng diu ki /./ﬁé;
Chirng mdng du vé cic hanh vi di kém: _ )
Hanh vi phire tap nhw 13 14i xe trong khi dang ngd {nghia 14, 14 xe trong luc khéng hoan toan tinh thikc sau
khi ubng mét thudc an than-gay ngl), voi chirng quén sau sur kién G duoc bao cdo & nhirng bénh nhan o
ding zolpidem, Méc di hanh vi i kém voi chimg méng du cé thé xdy ra trong thoi gian don tri liéu véi
zolpidem & cac ibu diéu tri, nhung sir dung ddng théi véi rugu hodic cac thube tre ché than kinh trung uong
fﬁrér%élarﬂ ting nguy cor %Ay ra hanh vi ndy, eling nhur khi ubng zolpidem & nhirng lidu vuot qué lidu téi da
duore dé nghi. ! A
B&i vi 66 nguy oo cho ban than bénh nhan va nhirng ngudi xung quanh, khuyén ngirng ubng zalpidem &
nhirng bénh nhan 6 trdi qua cac r6i loan lién quan chirng méng du.
Nguy co tich Iy thube: .
Benzodiazepin va cac thube lign quan {gib::fcnhu cac loai thubc tan duoc) con ton fai trong cor thé vai theri
gian khodng 5 t&n thoi gian ban thai cia thud
O nh quéi cao tudi hoac nhirng ngudr bénh cb suy chirc nang than hoac gan, théi gian ban thai cb thé
bi mﬁé?ﬁam ké. Sau nhimg Egug 14p lai, ndng d6 dn dinh cia thubc ho ?ihm‘ chuyén hoa chat clia
thubc dat duge tré hom va & mirc cao hon. Higu qua va d6 an toan cla thube nay chi c6 thé dugc danh gia
mét khi 83 dat duoc mirc ndng a6 &n Ginh.
C6 thé cén phai didu chinh liéu thube (xem Libu ding va céch ding).
& nhirng bénh nhan suy thén, zolpidem duge cho ring khéng cb nguy co nay véi dung mao chuyén héa cu
thé cia thubc nay,
Mguy co khi ding thube ciing lic véi cac thube ¢é gbe thude p:Sn:
Diing ciing lac zolpidem véi cae thubc cb gbe thude phién khic cé thé gay an than, ic ché hd hip, hén mé
va Wiy vong, Viéi nhiing nguy o' 63 néu, ké toa cing [ie cae thude ¢b goe thube phitn va cac thubs an thin,
vi du nhir cac thube benzodiazepin va cac thube lién quan khac nhu 13 zolpidem, phai duge han ché cho
nhirng bénh nhan khi ma khong c6 tri ligu thay thé cho ho. '
Néu zolpidem va cac thube c6 gbe thube phién dugc ké toa cing luc, phai ké toa vai lidu thap nhat co higu
qua va theri gran trj lidu phai that ngén khi co thé (xem Litu ding, cach ding). Phéi theo dbi chat nhing
bénh nhan nay vé bat cir ddu hidu va trigu ching tre ché hd hip va an than. Vi thé, cin khuyén cdo manh
1am sao cho bénh nhan va nhirng ngudi than cdn nhin biét 16 vé cac tribu chimg nay (xem Tuong tc,
trong ky cia thubde).
Nguwdi cao tubi:
Phai cén than khi diing benzodiazepin va céc thubc lign quan & cac aénxgng cao tudi béi vi c6 nguy cor an
thén varhodc tac dung gian co, didu nay cd thé din dén 1é nga, thudng dé lai nhing hdu qud nghiem trong
& nhirng dbi tugng ndy, va bdi vl cb tj 18 xdy ra céc rdi loan nay cao hon.
Suy gan:
Phéi dibu chinh lidu dung do c& nguy co tich [y thudc (xem Lidu ding va Cach ding).
Khéng dwoc sir dung zolpidem cho nhirng bénh nhan suy gan nang do co nguy co bénh ndo (xem Libu
dung va Céch ding, Chéng chi dinh va Téc dung khong mong mudn).

Than %g’ﬂ!f d&_ng'm,;
Phai hét sirc than trong khi st dyng thubc & nhirng bénh nhén 6 tién si nghién rugu hodic nghién céc chit
khdc,
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7reng mol tneéng hop, mét ngl phéi duge danh gid Ik déu dan, va didu I cac nguyén nhan nén ting,
5170 Khi ke toa mot thube ngd.

ngd cb thé 1a trigu chirng clia mol rdi logn vé thé chit hodic tam thin khac. Chén dodn 1am sang phai
puec tai danh gia néu mét ngt dai ddng hoac din bién xdu hon sau mot thi gian didu trj ngén.
Thivi gian didu tri:
Bénh nhan phai dugc théng bao rd rang vé thi gian didu I thude ty theo loai mat ngd,
Banh nhén ¢d trdm cam — Bénh nhan rdi loan trdm cim dién hinh:
Mat ngd c6 thé la mot triéu chirng cia trdm cam; vay thi trdm cam phdi dugc diéu tri. Néu mét ngi vin tigp
tyc thn tai, phai @anh gia lai bénh nhan,
& nhiing @bi twong cb giai doan trdm cam dién hinh: a
Benzadiazepin va cac thude lién quan khong duroc ké toa mét minh, béi vi didu ndy cho phép trdm cam tién
trién 46¢ 14p eling véi sy gia kang hode tiép tuc thn tai clia nguy co e 10,
Béi vi ¢6 nguy co tu & & céc bénh nhan nay, chi nén ké toa hode giao thube zolpidem voi nhing 56 lrgng
s4n ¢6 nhd nhat cho nhirng bénh nhan nay d& gidi han mol kha ndng xay ra ¢b ¥ qué litu. : {[ :
Cée phurong phap gidm lidu din t6i ngirng thube: /(/ﬁ
Bénh nhan phdi duoc hudng din 16 rang wb cach ngling thudc dandan,
Ngoai viéc can gidm lidu thude dan dan, bénh nhan phai drgc cdnh bao vé nguy co xdy ra phan ng doi
nsw:.évai?gnhﬁi‘;ﬂ;ﬂ@g@wmngapmsinn tir c4c trigu chirng xy ra do ngimg thubc, tham chi

khi giam i dn,
3;’.2 nhan §m duoe théng tin vé cac khé chiu 6o thé xay ra trang giai doan gidm liéu thude dan dén.
Tré em: § . .
Stilnox khang duore ke toa cho tré em vi chira o6 nghién clru 18m sang nao thuc hién trén ddi tugng nay.
Bénh nhan c6 suy hé hip:
Phai chil § tac dong (rc ché clia benzediazepin va cac thude lién quan khi ke toa & nhirng bénh nhan b suy
hé hdp (d4c biét boi vi lo Au va birt rirt ¢& thé 1a nhirng déu hidu cdnh bao cda su mét bl hé hip, dbi héi
'vao don vi cham séc tich cyc).

SUF DYNG THUOC CHO PHY NCP CO THAI VA CHO CON BU
Phy nix et that
Cac nghién ciru rén 84ng vat thi nghiém khéng cho thiy zolpidem cb tac dng sinh quai thai. Hign nay
chua 0 d0r lidu lam sng lign quan sy phoi nhifm thude trong ba thang dau cia thai kj.
Bing cach loai suy voi nhirng hop chat lién quan (céc benzodiazepin):
Néu diing zolpidem liéu cao Irang ba thang gilra va/hodc ba thang cubi cda thai ky, cb thé xay ra gidm cir
ddng thai nhi liic khdng hoat ddng va gidm syr bién thién ciia nhip tim thai,
Bibu tri benzodiazepin & luc cudi thai ky, ngay ca & céc lidu thép, o6 thé gay ra cac dbu hiéw mét phan xa
ciia tré so sinh, nhu 18 gidm treong ve cor quanh truc va kho bl me 1am cho kém tang can, Céc déu higu
nay kha hbi, nhung cé thé keo dai trong 1 dén 3 tuin ty theo thei gian ban thai cia thube benzodiazepin
duge ke toa. O cac ligu cao, oo thé xdy ra Go ché ho hip hodc kho thé kha hdi hoac ha than nhiét & tré sor
sinh, Hen nira, o6 thé xay ra mot hoi chirng cai thude & tré so sinh, ngay ¢a khi khong cé déu higyu mét phan
xa. Hoi chirng ndy cb dac didm cy thé 13 tinh kich thich qua mirc, tinh trang ludn Gong day, run ¢ & tré so
sinh, xay ra sau sinh mot théi gian, Thvi gian khéi phat tiy thudc vao thdi gian ban thai ciia thude va cb thé
gia ting voi thudc 6 théi gian ban thai kéo dai hon. ;
i nhirng dir liéu nay, &é than trong thi thich hop hem 1 khang diing thude nay treng thiv ky mang thal,
Néu thue sy can thiét dé bat dhu didu tri zolpidem & cudi thai ki, phai iranh ké toa zolpidem & liku cao, va
cAc thc Gong mo t & trén cn duoc chi  khi theo ddi tré 5o sinh.

Phw n@ cho con b

Thubc nay duor il vao sira me, do 86 khang nén cho con bil sra me trang théi gian diéu i

ANH HUONG CUA THUOC LEN KHA NANG LAl XE, VA VAN HANH MAY MOC

Stilnax cé thé gay dnh hurdng nghiém trong dén kha ndng li xe va sir dung may mac.

Cic tai xé va ngudi van hanh may mée phai duge ednh béo ring, cling nhir véi cac thude ngl khac, co khi

nang gay ngd rd, kéo dai thei gian phan dng, eho‘ér&g vang, budn ngu, chirng nhin G&ilnhin me va gidm sy
budi

tinh thizc cling nhr suy gidm kha nang 14i xe vao

L sang ngay hém sau khi st dung thudc (xem Téc dung
khéng mong mudn). ' )
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& gidm thidu nguy co ndy, khuyén nén ngl dd gidic ngl khdng bj gian doan trong 8 gitr tir lic udng
zolpidem t&i 10c 14 xe, st dung may méc, hodc lam viée & d) cao.
Ly gidm khd nang 14i xe vA cb cac hanh vi nhu 14 181 xe trong khi ngli &8 x3y ra & nhimg bénh nhan uéng.
zolpidem don dbc & nhirng lidu didu tr,

Ngoai ra, sir dyng zolpidem dbng thei voi alcol hodc cac thude (re ché hé thdn kinh trung wong 1am tang
nguy o c6 c4c hanh vi nhu thé (xem Cénh bao va than trong khi ding thude, va Tuong téc trong ky cia

3. Phai cdnh bao bénh nhan khong dwgc udng ruou bia hodc udng cac chdt huéng than trong thai

gian dang diéu trj véi zolpidem.

TUONG TAC, TWONG KY CUA THUOC

Céc thube nqu:
Cac thube ngl duge ké toa hién nay 14 cac thude nhom benzodiazepin va cac thube liégn quan (zolpidem,
zopiclone), hodc 14 céc thude khang histamin H1. Ngoai viée 1am tang tac déng an than khi ké toa véi cac

e ché hé than kinh trung wong khac, hodc co ubng rugu bia, phdi cht ¥ dén kha ndng gia tang tac
déng e ché hd hap khi ciing sir dung véi céc chét gibng morphine, cc thude benzodiazepin khdc, hodc -
phencbarbital, dac biét & ngudi cao twoi, /[/fﬁ;’/

i kinh 3

Phai ch § dén mét sw that 14 nhidu thubc hodc cac chét cb thé céng thém tac dbng tc ché ho hip trén hé
tiAn kinh trung wong va gép phan 1dm gidm sir tinh thire. Nhirng thudc nay bao gbm cac din xult cia
morphine (cac thudc gidm dau, thubc tri ho va cac thude didu tr thay thé), cac thudc an thin kinh, cac th
barbiturate, cac mugé_'bénzpdiazgpin. cic thube gidi lo du khac ngodl nhém benzodiazepin (nhu
meprobamate), céc thudc ngl, cac thude chéng trdm cdm co gdy budn b:g (amitriptyline, doxepin,
mianserin, mirtazapine, trimipramine), cac thubc histamin H1 ¢6 gay ngll, cac thudc tri ting
huyét 4p t4c diéng trung wong, baclofen, thalidomide, cac thude chéng déng kinh va eac thube gy me.
- Alcal {thire ubng hodc ta dwge): alcol [Am tang tac dung an thin cla benzodiazepin va cac thudc lién
quan. Viéc gidm tinh to co thé gay nguy hiém cho nguoi 14i xe hoge van hanh may moc.
Bérh nhiin khéng dugc ubng ruou bia hosic cac thube co chira cdn.
- Fluvoxamine: st dung @ng thei véi fluvoxamine cé thé 1am gia tang ndng % clia zolpidem trong mau.
Khuyén cao khong ding cing lie. )
- Céc thude gdy cam img va irc ché hé CYP450: s dung ddng théi vai ciprofloxacin cb thé lam gia tang
ndng 86 ciia zolpidem trong mau. Khuyén eo khong diing cling lic.

st John: ung

Phed hop can gn trgng.
- Rifampicin: rifampin [am gidm ndng a9 trong huyét tvong va gidm tae dyng cla zolpidem do tang chuyén
hta & gan. Cn theo dbi lam sang. Co thé ding thube ngd loai khac.

- Giic thude @c ché hi thin kinh trung wong khac: ¢ thé gia tang ngd r v suy gidm tim thin vén dong

trong ngay ké tiép. Vigc suy gidm tinh thire c6 thé gay nguy hiém khi 14i xe hodc van hanh may moc (xem

Cdnh bao va than trong khi ding thude, va Anh hudng cia thube 1n kha néing 181 xe, vén hanh may méc).

Mt s truémg hop ¢4 biét c6 do thi duee ghi nhan & nhirng bénh nhan ubng zolpidem ciing véi cac thube

chéng trim cdm bao gdm bupropion, fi sertraline va venlafaxi

- Cac din xult ciia morphine, barbiturate: lam tang nguy co e ché ho hap, c6 thé din dén tir vong trong

truding hop qua lidu,

- Buprenoarphine: khi buprenorphine dugc st dyng nhu didu tri thay thé 1dm tang oo irc ché ha hép,

€6 thé ddn dén tir vong. Phai danh gis cdn than ty sb loi ichinguy cor elia didu tri két hop thude nay. Bénh

nhdn phai duge thong bao 14 cin tuan thii theo lidu thude 0 ke toa,

- Clozapine: ting nguy co ngirng hé hip vamose ngirng tim.

- Céc thubc ¢6 gbe thube phisn:

Diing citng lic cac thube eo gde thude phign va cée thube an thin, vi dy, cac benzodiazepine va cac thudc

lién quan nhur 1 zolpidem, 1am gia tang nguy co an than, irc chéé hd hap, htn mé va tir vang do tang tac
5
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Jung trc ché hé than kinh trung womg, Ligu luong va thi gian trj igu cing lic phdi duge han ché (xem
(Anh bao va than trong khi dang),
Rlarithromycin, erythromycin, telithromycin: tam tang nhe tac dung an thin cda zolpidem.

- Ketoconazole, Ilraoonmle‘, voriconazole! [am tang nhe tac dung an than cla zolpidem,

- Nelfinavir, cic thude (e ché protease ting hoat bei ritonavir: [am gidm nhe tac dung an thén cia
zolpidem;
Khi sir dung zopidem cling vdi ranitidine, khong thily c6 tuong tac duge ddng dang ké.
TAc DUNG KHONG MONG MUOGN CUA THUOC

tac dung kheing mong mubn xép theo thn sb xult hién duee phan loai nhir sau; 7t th gép (21/10),

h‘mhgq&p (21400, <1/10). 1t géip (2171000, <1/100), hidm géip (21410 000, <1/1000), rit hidm gap (<1/10
000), khng ré (khéng wée luong duec tn s6 1 dir héu cb sén).
Céc tac dyng khong mong mudn c6 lién quan dén liéu ding va 46 nhay cam riéng ela timg bénh nhan.

Réi logn hé mién dich: S
o Khong r&: phii vi mach, /( A
Réi loan tam than (xem Cdnh béo vé thin trong khi ding thuéc):
« Thudng gdp: do giac, bit rir, ac méng,
« [t gEp: 1 1En, d& bi kich thich,
« Khong ro: cac réi loan hanh vi, hung hang, bdn chdn, mé sdng, néng gian, chirng mdng du, 1& thudc
huécvblﬁmlfﬁthémﬁlggaysé&mhéu @iy tri, 06 hi chimg cai thudc hoac phan tng ddi
nguge khi ngirng thude, thay 6di ham mudn tinh dye, tim cam, hung phén,
Réﬁoan than kinh (xem Canh bio va than trong khi ding thusc):
: gidm linh thirc hode tham chi bubn ngd rd (nhit 14 & nguer cao tudi), dau diu, choang.
véng mé lrgu chirng quén thusn ch Mméxﬁym&mﬂuméuw.nguvwnargawngtiikﬁeo.
i u diing,
« t gip: i cAm, run ldc.
Khong rd: thay aditri gidc, thét didu, aﬂng thing.
Rénuanv&miﬁ
» [t géip: chirg nhin 84i, nhin m&.
o Rt him gap: gidm thi lye
Réi loan trung thit, long ngtre, ho hap:
«  Khng ro: ko th.
Réi logn tiéu héa:
+ Thudng gdp: lidu chdy. bubn nén, nén, dau bung.
Réi logn gan mét:
« Khéng rb: ting cdc enzym gan, tn thuong té bao gan, tn thuong gan hén hop hodic & mét.
Réiloan chuyén hoa v dinh duwéng
« [t giip: «bi loan sy ngon miéng.
Réi loan da va m6 dudi da:
o Khéng r8: ndi ban & da, ngira, ndi may day.
Réi loan mé lién két v h§ co xwomg
« ltgap: dau khop, Gau co, co thit co.
«  Khéng rf: gidm truong lre co.
Nhiém khudn va ngogi nhiém:
+  Thutmg gép: nhiém khudn duémg ho hip trén va dudi.
RGi foan toan than:
s Thuong géip: mét méi
» Khong r0; rbi loan théng béng, hodc tham chi té nga.
Béo cao cic tac dung phu nghi ngd:
Sau khi thudie 4 dirge hodn nﬁmms&dung.dkmmm&dumDhUmmnga
quan thube nay [4 quan trong, Dibu nay gitip fién tue gidm sat ty sb nguy collgi ich ctia thube ndy. ©
vién y t cin bo cao til cd cdc tac dung phy nghi ngér co lién quan thube nay qua hé thdng bsacénquéc
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L]
‘r&m wa higu qué clia zolpidem chua dugc ching minh & nhing tré dudi 18 i

nghién ciru ngdu nhién dbi chirng gid duge trén 201 tré em va thidu nién tudi ty & dén 17 b bl loan
gidc ngl @i kém voi 1l loan tang dong gidm chi ¥ @3 khong chirng 16 dugc zoipidem voi liu 0,25
markg/ngdy (v&i i Ga 10 mgingay) oo higu quad hon so véi gid dugre. Nhing tac dung khing mong mudn
thuée loai tam thén va thén kinh lai hay gap & nhém bénh nhan udng zolpidem hom so wéi & nhém bénh
nhén uéng gid duoe bao gom choéng vang (23.5% so voi 1.5%), dau dhu (12,5% sa véi 9,2%), va do gisc
(7,4% s0 Vi 0%).
Vi thé, trong khi chura co thém cac nghién ciu, khang duoc ké toa zolpidem cho tré duoi 18 tudi.

DAC TINH DUQC DONG HOC

Hép thu:
Sau khi dung dwtrng ubng, sinh khd dung cda zolpidem 1 khodng 70%. Néng a6 dinh cda thude trong huyét "
tueng dat diroc frong veng 0.5 dén 3 gitr. /[_//7

Phén bd: 5 !
Duge dang hoc cia zolpidem bigu hién tuyén tinh & cac liéu didu ., Thube gan voi protein huyét rong
khodng 82%, Thé tich phan b thudc & nguen trudng thanh | 0,54 + 0,02 Likg.

Chuyén hoa va thal trir:

Zolpidem duge chuyén héa & gan thanh nhirng chét chuyén hoa khong hoat dong va duoc bai tigt chd yéu
qua nuee tidy (khodng B0%) va qua phan (khodng 40%), Thubc khing gay cam dng cac men gan, Thei
gian ban thai trong hlﬂ'é}' turong trung binh 1a 2.4 gier (0,7 - 3,5 gier).

i turong o6 niguy cot

O nhirng nguri cao twbi, su thanh thai thube qua gan gidm, Nong dé dinh cla thube trong huyét trong tang
khoding 50% va khéng tang déng ké thei gian ban thai (trung binh 14 3 gid). Thé tich phan bé giam dén 0,34
+0,05 Ltkg.

© nhrng bénh nhan suy than, c6 hoac khang co tham tach, @9 thanh thal thube qua than gidm viva phai,
Cég théng s6 duge déng hoo khac khong thay dbi. Zolpidem khéng thé thdm tach duge.

& nhirng bénh nhén suy gan, 46 sinh kha dung cla zolpidem tang. D& thanh thai giam ré rét va thiv gian
ban thal kéo déi (khodng 10 gity) )
QUY CACH DONG GOI

Hap 20 vién nén (1 vi x 20 vién).

BIEU KIEN BAO QUAN

Bao quan thudc & nhigt 4o khong qua 30°C.

Khong diing thube qua han diing ghi trén v8 hop va irén vi thude. .
Phai hiy bd nhﬁ'ng thude khong ding dbn nra. Khéing duge bd thude vao nudc thai hode thing rac gia
dinh. £4 [ cach 65 bdo vé moi trwamg, e
HAN DUNG CUA THUOE

48 thang k& tir ngay san xudt

TIEU CHUAN CHAT LIFONG THUOC

TCCS

CO' SO SAN XUAT

SANOF| WINTHROP INDUSTRIE

30-36, avenue Gustave Eiffel

37100 Tours, Phap.

TUQ.CUC TRULNG
PTRUBNG PHONG

Fham Thé Vin Hand




