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Rx = Thube nay chi diing theo den thuée

STILNOX®
zolpidem tartrate 10 mg
Vign nén bao phim

Bgc k§ hwréng din sir dung trwde khi diing.
Bé xa tim tay tré em.

Théng bac ngay cho bac si hogc duge si nhivng tac dyng khéng mong muén gap phai khi sir dung
thuéc.

THANH PHAN CONG THIFC

Thanh phin dugt chét: Zolpidem tartrate ......., 10 mg

Thanh phin ta duge: lactose monohydrate, microcrystalline cellulose, natri starch glycolate, hypromellose, ..
magnesium stearate. Ta duge bao phim: hypromeliose, titanium dioxide (E 171), macrogol 400, ;/L/[ '
DANG BAO CHE ,’M&
Vign nén bao phim, .

Vign hinh thuén, mau tring dén tring nhat, mét mat co khia ngang gilra vién, mat kia khic chir STILNOX,

CHI B|NH

Biéu tri ngén han cac rdi loan gidc ngl & ngudi tnrdng thanh trong cac tink hudng vide mét ngd lam bénh
nhan b suy nhuge hode kigt sie.

LIEU DUNG VA CACH DUNG

Burérng ding: dudng ubng

Lidu dung:

Tésong moi trémg hop, didu tri nén duge bit dhu vei lidu thép nhit co tac dyng, va khéng nén virert qua lidu
thi da.

Liu théng thueng d6i véi nguei 1 i3 1 vien 10 mgingay.
|_Nén diing thude ngay truée khi di ngi. |

[ Trong moi trérng horp, khong duor ding qua 1 vién 10 mgingay. |

Nguéi lén tudi hodc bénh nhéan suy ybu, bénh nhan suy gan: nén gidm nira liéu nhir 14 5 mg/ngay.

Stilnox khong dugre ding cho bénh nhan dudi 18 twdi,

Stilnox c6 the duge ké don cho ding lign lue hodc theo nhu cAu, oy thudc vao tridu chirng ciia bénh nhan,
Théi gian diéu tri:

Thai gian didu trj cang ngdn cang tit, tir vai ngay cho dén t8i da 13 4 win, kb ca giai doan giam lidu,

Bénh nhan cén dugc diéu tr nhu sau:

- mat ngd tam theri: diéu tri tir 2 dén 5 ngay (nhu trong chuyén du lich)

- mét ngli ngén han: didu tri tir 2 8én 3 wln (nhu trong thei ky Io l4ng)

Biéu tri ngén ngay khéng cn giam lidu tuée khi ngung thude.

Trur;% mot s6 trrémg hop, viée ngung thudc L tir 13 can thiél ddi vei dibu tr kée dai hon thei gian khuyén
céio toi da fa 4 tudn, Didu ndy d6i hdi danh gia chinh xac va 3p lai tinh trang cla bénh nhan.

Xir tri trong treéng hop quén ubng mat hode vai lidu

Ué&ng lidu ké iép nhy thuréing 18 vao ngay hom sau, Khong udng lidu gép doi dé bi vao lidu thube da quén
uding,

CHONG CHI BINH

KHONG BUCIC diing thude nay trong nhimg trréng hop sau:

- lién sir dj (rng véi zolpidem hodic wéi bt kg thanh phan nao cia thube,

- suy hé hip nang,

- héhi chirng ng::-:g thé luc ngd,

- Suy gan nang, cap tinh hogc man tinh (do nguy co bénh nag),

- bénh nhuwee cor.
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CANH BAO VA THAN TRONG KHI DUNG THUGC

Canh béo:

Ché pham nay cé chira lactose. Khuyén cao khéng st dyng ddi véi nhirng bénh nhan khang dung nap
gaél‘;anciose. thiéu enzym lactase Lapp hodc o6 hii chirng kém hip thu galactose va glucose (bénh di :ruyZn
hiem gap).

Sy dung nap dwgc ly:

Téac @bng gay ngd hode an than cla thude benzodiazepin va cic thube lign quan cb thé gidm di dan din,
méc di sty dung véi cing lidu leong, néu st dung thude hon vai tuén,

Nguy co 1§ thuge thude:

BAL clr mdt i lidu ndo véi thude benzodiazepin va cac thudc lien quan, dac bigt qua mdt thei gian kéo dai,
co thé gay ra mét tinh trang 1@ thude thude vé thé chit va tam Iy,

Cac yéu th dugc cho la thic ddy sy 1& thude thube:

- théi gian diéu tri,

- lidu diing, /‘t_,/é;’

- tién sir nghién vdi thubc hodc cac chat khac, ké ca rugu, i

Sir 1é thude thude cb thé xdy ra & cac lidu dibu tri va/hoac trén bénh nhan co ¢ac yéu 1§ nguy co khong dac

higu,

Hiém gap cac trudmg hop 12 thude zolpidem duoc bao cao khi sir dung thude & cac lidu dibu tri.

Tinh trang nay cé thé gay ra mat hii chirng cai thube khi ngung thudc didu tri,

Mt sb rigu chirng thudmg giip va 16 ra khéng ndi bat: mdt ngd, dau ddu, lo du nhidu, dau co, cing co, dé bj

Kich thich.

Céac iy chirng khac xdy ra nhueng hiém gap hon: bot rirt hodic tham chi cd nhirng Iic It [an, di cdm & tay

chan, nhay cam véi anh sang, tiéng dong va su ligp xic cor thé, mat kidm soat I&i ndi va hanh vi, mat nhan

thire thire tai, do gidc, chirng co giat

Cac trigu chirng cai thube co thé xdy ra trong vong vai ngdy sau khi ngung thudc. B6i voi cac thubc

benzodiazepin tac dung ngdn, va dac bidt khi dwec ding véi liéu cao, tham chi cac trigu chirng co thé xdy

ra & thivi gian gitra hai lidu thude,

S dung ddng thii mot sb benzediazepin, vdi chi dinh gay ngl hosc an thin, cb thé lam ting nguy co 18

thubic thude.

Céc truwéng hop lam dung thude da duge bao cao.

Phan ¢ng ddi ngwere:

Héi chirng thoang qua nay o6 thé xudt hién nhu mét dot mat ngd tré ndng, di day 13 Iy do didu tr cla cac

thudc benzodiazepin va cac thube lign quan.

Céc réi loan ehive ndng tam thin vin dong:

Cac rdi loan chirc ndng tAm than van ddng cd thé xdy ra trong vong vai gidr sau khi sir dung thube.

Nguy cor xdy ra rdi loan chirc ning tam thin van ddng bac gdm suy gidm kha nding lai xe, sé gia l&ng néu:

- udng thubc nay ngan hon 8 gity tneéc khi thyc hién cac hoat dong doi héi phai tinh thise. (xem Anh hudng
ciia thuéc 18n khd nang 14i xe va véan hanh may méc);

+ ubing thube ven lidu cao hon lidu d& nghj;

+ ubng thudc déng thei véi cac thude e ché hé thin kinh trung wong hodic véi cac thude ¢4 kha ning lam
giaét:r:g nbng d% zolpidem trong mau, hodc véi alcol hay cac chat bj cAm (xem Tuong tac, trong ky cla
thude).

Phai ubng zolpidem véi mot lidqu don ngay truée khi vao givdng 08 ngd va khong duoe udng tiép ibu nira

frong clng mét d&m.

Chirng quén:

Chirng quén thudn chidu cd thé xdy ra trong vong vai giér sau khi sir dung thude.

Dé gidm nguy cor ndy, bénh nhan phai bao dam dugc ngd dd gidc khdng bi gidn dean trong 8 gidr (xem Tac

dung khéng mong muén).

Cac rdi loan hanh vi:

& mbt 6 ngudi, thube benzodiazepin va cac thube lién quan cb thé gay ra mét hi chirng két hop suy gidm

nhéin thire & nhidu mire 46 khac nhau véi cac réi loan tri nhé va hanh vi.

[T b

W Y
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C6 thé thay cae trigu ching sau day:

mét ngl trdr nding, 4c mdng, birt rit, bén chén,

cac y nghi hoang tudng, o gidc, 10 1An va cac 4o thi, céc tridu chirng loan than,

mét tre ché véi sir bée dbng,

phén khich, dé bj kich thich,

chirng quén thuan chiduy,

dé bj am thj.

Hgi chirng nay cé thé & kém véi cac rdi loan khac cd thé gay nguy hiém cho ban than bénh nhan holdc

nhirng ngudri khae, nhur &

+ bénh nhan cé hanh vi bat thudng,

» hung hiing hofic gy han v&i ngudi khac, nhat 1 khi bj gia dinh hodc ban bé ngén cén lam nhimg diéu
ma bénh nhan mubn lam,

» hanh vi ty @dng w&i chirng quén sau sy kign,

I

C6 nhirng triéu chirng nay ddi héi phai ngirng digu tri, {(L{:{

Chirng méng du va cac hanh vi di kém: :
Hanh vi phirc tap nhue |4 13i xe trong khi dang ngd (nghia 13, 14i xe trong I0e khéng hodn todn tinh thirc sa
khi udng mat thuéc an thin-gay ngd), voi chirng quén sau sir kién 43 duoc bao cdo & nhirng bénh nhan c6
dung zolpidem. Mzc du hanh vi di kém voi chirng mong du ¢6 thé xdy ra trong thoi gian don tr lidu vdi
zolpidem & cac lidu dibu tri, nhung sir dung ddng thoi véi ruou hodc cac thude trc ché than kinh trung rong
8 rangfsm tang nguy co xay ra hanh vi ndy, clng nhu khi udng zolpidem & nhirng ligu vurgt qua lidu thi da
durore dé nghi,

Bdi vi ¢4 nguy co cho ban than bénh nhan va nhing ngudi xung quanh, khuyén ngirng ubng zalpidem &
nhirng bénh nhan ¢6 Irdi qua cac rdi loan lién quan chirng mang du.

Nguy co tich Iy thube:

Benzodiazepin va cac thude lign quan {gLésgcnhu cac logi thube tan duge) con tén lai trong co thé vai thei
gian khodng 5 1an thei gian ban thai cda thuoe.

& nhimng ngudi cao tudi hodc nhirng ngudi bénh b suy chirc nang than hodc gan, thei gian ban thai co the
bi kéo dai dang ké. Sau nhirng lidu 13p lai, ndng 46 dn dinh cla thudc hodc nhirng chuyén héa chit cla
thude dat duoc tré hon va & mire cao hon. Higu qua va do an toan cda thude nay chi co thé dugc danh gid
mét khi da dat duoc mic ndng db &n dinh,

€6 thé cAn phai didu chinh lidu thude (xem Libu ding va céch ding).

¢ nhirng bénh nhan suy than, zolpidem duoc cho rdng khang cb nguy cor ndy véi dung mao chuyén hba cu
thé cuia thube nay.

Mguy co khi diing thudc ciing lic véi cc thube cé gbc thude phiégn:

Dung cung lic zolpidem viri cac thube co gbe thube phién khac b th g:y an than, Gc ché hd hip, hon mé
va tir vong. V& nhirng nquy cor 64 néu, ké toa clng [0c céc thube cb gbe thube phign va céc thude an than,
vi du nhir cac thudc benzodiazepin va cac thubc lién quan khac nhw 1a zolpidem, phai duge han ché cho
nhrng bénh nhan khi ma khéng co tr ligu thay thé cho ho.

Néu zolpidem va cac thube o6 gbe thude phién duoc ké toa clng lie, phai ké toa voi lidu thip nhat b hitu
qud va thoi gian tr li@u phai that ngdn khi cb thé (xem Lidu ding, cich ding). Phai theo dbi chat nhirng
bénh nhan nay v& bit clr diu hidu va triéu chirng Crc ché hé hip va an than. Vi thé, cin khuyén cdo manh
lam sao cho bénh nhan va nhirng ngudi than can nhan biét rd v& cac tribu chirng nay (xem Tuong tac,
twong ky cla thube).

Nguwéi cao tudi:

Phdi cén than khi ding benzodiazepin va cac thude lién quan & cac dbi tweng cao tudi bi vi ¢b nguy oo an
thin va/hodic tac dung gian co, didu nay co thé din dén té nga, thudng dé lai nhirng hau qua nghiém trong
& nhirng 6 twong nay, va bdi vi cé ty 18 xdy ra cac rdi loan nay cao hon.

Suy gan:

Phai giéu chinh lidu diing do ¢é nguy cor tich [0y thude (xem Lidu ding va Cach ding).

Khéng duge sir dyng zolpidem cho nhirng bénh nhdn suy gan nang do ¢& nguy co bénh ndo (xem Lidu
dung va Cach ding, Chéng chi dinh va Tac dung khéng mong muén).

Than ?ﬂg khi diing thube:
Phai hét strc than trong khi st dung thude & nhirng bénh nhan ¢ tién sir nghign regu hode nghién cac chit
khac.

3
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Trong moi truémg hep, mét ngl phai duge danh gia lai dbu dén, va didu b cic nguyén nhan nén ting,
trurére khi ké toa mét thube ngd.

Mat ngl ¢4 thé Ia tridu chirng cia mot réi loan vé thé chal hodc tam than khac. Chin doan lam sang phdi
dwgre tai danh gia néu mat ngl dai ding hodc dién bién xu hon sau mét théi gian didu tri ngdn,

Thi glan dibu tri:

Bénh nhan phai duge théng bao rd rang vé thei gian didu tr thude tay theo loai mat ngd.

Bénh nhin cé trdm cdm - Bénh nhdn réi loan trim cdm dién hinh:

Mat ngd c6 thé 1a mat triéu chirng cda trAm cém; vay thi trdm cam phdi dugc diéu tri. Néu mat ngl van liép
tuc ton tai, phai danh gia lai bénh nhan.

¥ nhirng ddi tireng ¢b giai doan trdm cam dién hinh:

Benzodiazepin va cac thubde lién quan khéng duoc ké toa mit minh, béd vi didu ndy cho phép trdm cdm tién
trién d6c 1ap clng véi sy gia tang hodc fiép tuc thn tai clia nguy cor tu 1,

Bé&i vi cb nguy cor by i & cac bénh nhan nay, chi nén ké toa hodc giao thube zolpidem voi nhirng s lygng
sén ¢6 nhé nhit cho nhirng bénh nhan nay d& gigi han moi kha nang xdy ra ob ¥ qua lidu.

Cac phwong phap giam libu ddn t&i ngirng thube: ,:'L{

Bénh nhén phdi duec hudng din B rang vé cach ngimg thudc dan dan,

Ngoai viec cin gidm lidu thude dan dan, bénh nhan phai dugc canh bao vé nguy cor xdy ra phdn rng doi
nguere, vii  dinh téi thidu héa su mit ngl phat sinh tir cac trigu chirng xdy ra do ngirng thude, tham chi
ngay ca khi gidm lidu dn dén,

Bénh nhén phai duwoc théng tin vé cc khé chiu b thé xdy ra irong giai doan gidm liéu thude dan din.

Tré em:

Stilnox khéing dwgre ke toa cho tré em vi chuwa co nghién cliru 12m sang nae thire hién trén dbi tugng nay.
Bé&nh nhin c6 suy hé hip:

Phai chil y tac ddng (rc ché clia benzodiazepin va cac thudc lién quan khi ké toa & nhirng bénh nhan cb suy
hé hip (d3c biet bEi vi lo au va birt rdt ¢6 thé 14 nhirng diu hidu ednh bdo cia sy mét b hé hip, doi hoi
chuyén vao don vj chdm séc tich cyc).

SUF DUNG THUOC CHO PHY NI’ CO THAI VA CHO CON BUO

Phy n thai

Cdc nghién ciru trén dong vat thi nghiém khéng cho thay zolpidem cb tac dong sinh quai thai. Hign nay
chura 4 dir ligu 1dm sang lién quan sy phoi nhiém thude irong ba thang dau cia thai ky.

Béing cach loai suy vé&i nhirng hgp chat lign quan {cac benzodiazepin):

Méu ding zolpidem lidu cao lrong ba thang gifra va/hoac ba thang cubi cla thai ky, cb thd xdy ra gidm ol
déing thai nhi liic khdng hoat ddng va gidm sy bién thién cla nhip tim thai.

Bidu tri benzodiazepin & lGc cudi thai ky, ngay cd & céc libu thip, cb thé gay ra cac ddu higu méat phan xa
ciia tré so sinh, nhu 1 gidm treeng lue oo quanh truc va kho bi me lam cho kém tang can. Cac dau higu
nay kha héi, nhirng o6 thé kéo dai trong 1 dén 2 tudn toy theo thai gian ban thai cia thube benzodiazepin
duoc ké toa. O cac libu cao, co thé xdy ra (rc ché ho hdp hodc kho thé kha hbi hodic ha than nhiét & tré sor
sinh. Hon nira, ¢6 thé xdy ra mot hdi chirng cai thube & ré sor sinh, ngay ca khi khong cb diu hiéu mat phén
xa. Hoi chirng ndy ¢ dac didm cy thé 14 tinh kich thich qua mire, tinh trang luén dong ddy, run lc & tré so
sinh, xay ra sau sinh mdt thi gian. Théi gian khdi phat tiy thudc vao thdi gian ban thai cla thubc va cé thé
gia tang véi thudc oo théi gian ban théi kéo dai hon.

Vi nhirng dir lidu ndy, 3 than trong thi thich hop hon 14 khang ding thudc nay trong thévi ki mang thai.
Néu thire sy cn thigt d& bit ddu didu tr zolpidem & cudi thai ky, phai tranh k& tea zolpidem & lidu cao, va
cAc thc dng md t3 & trén can dugc chl ¥ khi theo dai tré so sinh,

Fhy nir cho con bi

Thube nay dugc tidt vao sira me, do 46 khéng nén cho con bu sira me trong théi gian diéu i,

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

Stilnox cé thé gay anh hudng nghiém treng @én kha ndng 14i xe va sir dyng may méc.

Cac tai x& vé nguwdi van hanh may méc phai duoe ednh bao rdng, cling nhur véi céc thude ngd khac, o6 khé
néng gay ngd rl, kéo dai thir gian phén tng, chodng vang, budn ngl, chirng nhin ddiinhin mér va gidm sur
tinh thirc cdng nhu suy gidm khd néng 14i xe vao budi sang ngay hém sau khi sir dung thudc (xem Tac dung
khéng mong mudn).
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Dé gidm thidu nguy co' nay, khuyén nén ngd di gidc ngd khdng bi gian doan trong 8 gidv tir ¢ udng
zolpidem téi loc 1ai xe, st dung may moc, hodc lam viee & dd cao,

Suy gidm kha nang 131 xe va cb cac hanh vi nhwr 13 181 xe trong khi ngl 44 x3y ra & nhirng bénh nhan ubng
zolpidem don déc & nhitng libu didu tri,

Ngodi ra, sir dung zolpidem déng thir véi aleol hodc cac thube e ché he thiin kinh trung wong lam tang
nguy cor ¢ céc hanh vi nhir thé (xem Cénh bdo va than trong khi dong thube, va Tuong tac tuong ky cla
thudc). Phdi cdnh bao bénh nhan khéng duge ubng rugu bia hodc udng cac chit hudng than trong théi
gian dang diéu trj w&i zolpidem.

TUONG TAG, TU'ONG KY GUA THUOG

Cic thubc ng:
Cae thube ngli durge ké toa hién nay 13 cae thube nhém benzodiazepin va cac thufic lién quan (zolpidem,
zopiclone), hodc 13 cac thude khang histamin H1. Ngodi viée lam tdng tac déng an than khi ké toa véi cdc
thudc rc ché hé than kinh trung wong khéc, hodic ¢o ubng nrgu bia, phdi chi ¥ dén kha ndng gia ting tac
d4ng ¢ ché hd hip khi cling st dung wéi céc chét gitng morphine, cée thube benzodiazepin khac, hodic ,
phenobarbital, dac bigt & nguér cao tubi, ; (f,
Cact hé hé thin kinh trung wong: .«'//
Phai chil § 3én mot sy that 13 nhidu thube hode cac chit ¢b thé céng thém tac dong e ché hd hip trén he
thén kinh trung wong va gop phén 13m gidm sy finh thire. Nhimg thude nay bao gém cac din xudt cla
morphine {cac thubc gidm dau, thube tri ho va cac thude didu ti thay thé), cdc thufic an thin kinh, cac thudc
barbilurate, céc th benzodiazepin, cdc thude gidi lo Au khdc ngodi nhém benzodiazepin (nhu
meprobamate), cac thubc ngl, cic thude ching cam cb gay bubn ngﬁ (amitriptyline, doxepin,
mianserin, mirtazapine, trimipramine}, cdc thube khang histamin H1 c6 gay budn ngl, cdc thude tri ting
huyét 4p tac ddng trung wong, baclofen, thalidomide, cac thube chbng déng kinh va cac thube gy mé.

i ng chung:
- Alcol {thire uéng hodc ta dwoc): alcol lam tang t4c dung an than clia benzodiazepin va cac thube lign
quan. Vic gidm tinh tdo co thé gay nguy hidm cho ngudi 13 xe hodc van hanh may méc.
Bénh nhén khéng duoc udng nreu bia holdc céc thude co chiva cbn.
- Fluvoxamine: st dung déng thér véi fluvoxamine cé thé 1am gia tang nbng 4§ cia zolpidem trong mau.
Khuyén c4o khéng dung cing lic,
- Cac thude gay cam (mg va irc ché hé CYP450: st dung ddng théi véi ciprofloxacin cb thé lam gia tang
néng d6 ciia zolpidem trong mau. Khuyén céo khéng ding cing Iic.,

- Cé 5t. John: ¢6 nay a8 duge chirng 16 o6 trong tac duoe ddng hoc i zolpidem. Nong 86 AUC va Cma
trung binh cia zolpidem thap hon {lan lwor % wa 30.0%) khi s dung cing lic woi cd John, so sanh
vi¥i_nbng a6 thude khi sir dung mot libu don_ S dung ddng théi co St_John oo thé 1am gidm ndng 46

zolpidem trong miu, Khuyén khéng sir dung cling lic,

Phoi h n phai th. :

- Rifampicin: rifampin lam gidm ndng 46 trong huyét tuong va gidm tac dung cia zolpidem do tang chuyén
héa & gan, Can theo déi 1am s&ng. C& thé ding thude ngl loai khac,

Phéi h n chu ¥ cén nhéc:

- Céc thube (e ché hé thin kinh trung wong khac: oo thé gia tang ngl ri va suy gidm tam thin van ddng
trong ngay ké tiép. Viéc suy gidm tinh thire cd thé gay nguy hidm khi 14i xe hodc van hanh may mac (xem
Cénh bao va than trong khi ding thude, va Anh hrdng cla thudc 18n kha ndng 141 xe, van hanh may méc).
M8t 56 treémg hop ca bigt co do thj duoc ghi nhén & nhirng bénh nhan uéng zolpidem ciing véi cac thube
chéng trdm cdm bac gom bupropion, fluoxeline, serraling va venlafaxine.

- Cac din xult cia morphine, barbiturate: lam i3ng nguy co e ¢ché hd hip, cb thé dan dén i vong trong
trudng hop qua lidu.

- Buprenorphine: khi buprenorphine durge sir dung nhur dibu trj thay thé lam ting nguy cor (rc ché ho hap,
& thé dan dén tir vong, Phdi danh gia cén than 1} s loi ichinguy cor cia dibu tri két hop thude nay. Bénh
nhan phai duge théng bao 13 cin tuan thi theo lidu thude 34 ké toa,

- Clozapine: tang nguy co ngirng hd hdp vamosc ngirng tim.

- Cie thubc co gbe thube phign:

Ding cing lic cdc thube b gbe thude phién va céc thube an than, vi dy, cac benzodiazepine va cac thubc
li#n quan nhw 14 zolpidem, 1&m gia tdng nguy co' an thdn, e ché hd hap, hén mé va tir vong do tang tac
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ddng trc ché hé than kinh trung wong, Lidu legng va théi gian i liéu cong lic phéi duge han ché (xem
Canh bao va than trong khi diing).

- Clarithromycin, erythremycin, telithromyein: lam tang nhe téc dung an than cia zolpidem.

- Ketoconazole, itraconazole, voriconazole: lm tang nhe tac dung an than cla zolpidem,

- Nelfinavir, cic thube (re ché protease ting hoat béi ritonavir: lm gidm nhe tac dung an than cla
zolpidem

Khipsir dyng zolpidem clng v&i ranitidine, khang thdy b luong tac dugc dong dang ké.

TAC DUNG KHONG MONG MUON CUA THUOC

Cac tac dyng khéng mong mubn xép theo tAn sb xuat higén duec phén loai nhwr sau: rdl th gép (21/10),
thudmg gép (214100, <1/10), it gap (21/1000, <1/100), hiém gdp (=1/10 000, <1/1000), rdt hidm gdp (<1710
000), khéng rd (khéng wdc luong duge tn sd it dir léu o6 sén).

Céc tac dung khdng mong mudn cb lién quan dén lidu ding va 46 nhay cém riéng cda tirng bénh nhan,

Réi logn hé mién dich: .yt
«  Khong r6: phi vi mach. Y%
R6i logn tam than (xem Cénh bio va than trong khi ding thubc): b /

«  Thudmg gap: do gide, birt rif, ac mdng,

« [t g@ip: 10 13n, d& bi kich thich,

« Khing rb cac réi loan hanh vi, hung hang, bén chén, mé sdng, néng gidn, chirng mang du, 1§ thudc
thubc vé tam Iy va thé chét ;an ca & cac liéu dibu tri, o6 hdi chirng cai thube hofic phan ong doi
ngurge khi ngleng thube, thay @6i ham mudn tinh dye, trdm cdm, hung phin.

Ré&i foan thén kinh {xem Canh bdo va thin trong khi ding thudc):

s Thudng gap: giam linh thire hode tham chi budn ngl rd (nhdt 13 & ngudi cao twdi), dau dlu, choang
\:gng, mét ngu, chirng quén thun chidu cb thé xdy ra & cac lidu didu trj, nguy cor nay gia ting ty 1& theo
lieu ding,

« It gap: dj cdm, run lhc,

= Khéng ré: thay 44i tri giac, thit ditu, cing thing.

Réi loan vé mét:
« |t géip: chirng nhin d8i, nhin mé.
« R4l hiém gip: gidm thi lye
Rbi loan trung that, Iéng ngwe, hd hip:
«  Khong ré: kho thr.
RGi loan tigu hoa:
« Thudng gfip. tibu chdy, bubn ndn, ndn, dau bung,
Ré&i logn gan mjt:
« Khing rd: ting cdc enzym gan, I6n thuong ié bao gan, ton thuong gan hn hop hode & mat.
Réi loan chuyén hda va dinh dwéng

« [t gdp: rbi logan sy ngon migng. J:

R&I loan da va mé duwdd da: |
+ Khéng ré: ndi ban & da, ngira, nbi may day.

R&i loan mé lién két va hi co xuong ke
o [t gap: dau khip, dau co, ¢o thit co, L
«  Khing ré: gigm treong e co. ».;

Nhidm khudn vé ngoai nhiém:

« Thuéng gdip: nhiém khudn dudmg hd hip trén va dudi.
R&i foan toan than:

Thudmg géip: mét mai

* Khéng r6: rbi loan théing béng, hodic tham chi & nga.
Bao cdo cac tic dyung phy nghi ngd:
Sau khi thutc da duoc hodn thign va dua vao sl dung, viéc bao co cdc tac dung phu nghi ngé co lién
quan thuéc nay 14 quan trong, Biu nay gilp lien tuc gidm sat ty b nguy coligi ich cia thube nay. CAc nhan
vien y t& cin bao cdo til cd cac tac dung phu nghi ngdr ¢6 lién quan thuéc nay qua hé théng bao cdo qubc
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gia, tirc 1a Trung tam qudc gia vé thong tin thubc va theo ddi phdn (ng b hai cla thude (email:
di.pveenter@amail com).

QUA LIEU VA CACH XU TRI

Qua lidu thudc o6 thé de doa linh mang, nhat 13 trong céc trudng hop qua liéu lugng l6n va cb lign quan
@én cdc thude e ché hé than kinh trung vong (ké ca regu). Ba ghi nhan qua lidu zolpidem don 1€ 1&n 6
400 mg.

Trong qué liéu lrgng Ién don ddc hodic cb phdi hop wéi cac thube e ché hé than kinh trung rong khac (ké
¢4 rwgu, tridu chirng chinh & e ché hé than kinh trung wong, bidu hign Wr budn ngd rd cho dén hén mé,
thy thudc vao lugng thude da udng.

Cac trurimg hop qua liéu khdng nghiém trong o biéu hign véi cac ddu hidu Ia [3n hodic ngd ljm.

Cdc trrdng hop qué lidu nghiém trong hon duge bdo céo ¢ bidu hign véi cac dau hiéu that diu, gidm
truerng e cor, gidm huyét ap, Grc ché hd hip, va hiém gép 1 t&r vong.

Néu udng qué lidu xay ra trong vong mdt gi&r vira qua, can gy nén & bénh nhan con tinh tag; con véicac
trwdrng hop khac thi ghéi thuc hign thut nra da day ot bao vé dudng thd. Khi virpt ngoai théi gian nay, sir {(L/i/
dyng than hoat cd the gitp gidm hap thu thuée, /
Khuyén cae thee ddi sat chire ndng tim mach va ho hép tai mot don vi y 1 chuyén khoa, /
Sir dyng flumazenil co thé hiru ich & chdn dodn va/hodc didu tri mdt rudng hop udng qud lidu
benzodiazepin do tai nan hodc do cf tinh,

Tac dbng ddi van cia flumazenil vii cac tac dong cla thudc benzodiazepin c6 thé thic diy rdi loan than
kinh {con co giat), d4c bigt & nhimg bénh nhan dong kinh.

Zolpidem khong thé thim tach duge,

DAC TINH DUQ'C LIFC HOC

Phan loai durgre By didu tri: thube ngl va an than

ATC code: NDSCFO2 (N: hé than kinh trung wong)

Zalpidem I mét thube ngl imidazopyridine cé lién quan dén nhém benzodiazepine va cb cic dac linh duoc
Iy Wwemng e voi cac hoat chat khac trong nhém thude nay:

- gian oo,

- gidi lo au,

- an thén,

- thube ngd,

- chéng co gial,

- chirng quén, .

Cac nghién clru thye nghiém cho thay riing thudc cf tic dbng an than & liéu thip hon nhikng liéu cin udng
dé co tac ddng chiing co gial. gidn co hay gidi lo au.

Nhirng tac dong clia thude litn quan dén hoat tinh dbng van déc hidu trén phirc hop thy thé GABA-OMEGA
dai phan tir (BZ1 va BZ2), phirc hop thy thé nay didu hda vitc mé kénh clor,

Zolpider gdn chon loc 1&n thy thé omega 1 (BZ1).

O ngudv, zolpidem 14m rit ngén théri gian bt ddu gidic ngl, gidm s &n thire gidc ban dém, ting tdng thei
gian gidc ngd va cdi thién chat legng gide ngl. Cac tac ddng nay di kém véi mét dign mao dién ndo dd dic
trirng, khdc bigt véi thube khac trong nhém benzodiazepin, Cdc nghién ciru ghi nhan tf ¢ phin trim vé théi
gian trong tirng giai doan gidc ngd, cho thay zolpidem bdo tén dwec cac giai doan gidc ngd. O lidu khuyén
cdo, zolpidem khdng o6 anh hudng 1En 1ng thei gian cda gidc ngd REM (giac ngl néng voi cir déng nhan
céu nhanh). Sy bdo tbn gidc ngl sau (gidc ngl voi song cham & giai doan 3 va 4) co thé nher ddc linh gén
chon lpc w&i thy thé omega-1 cla zolpidem. TAt cd cac Ec déng duoc nhan biét cla zolpidem déu duoc
@40 ngugc béi flumazenil, mét @i van woi benzodiazepin.

Cac thir nghiém ngdu nhién chi cho thiy bing chirng thuyét phuc v& hidu qua cla zolpidem véi mire idu 10 mg.
Trong mdt nghién ciru mi d8i ngdu nhién & 462 nguédi khde manh finh nguyén dudi 65 twdi cd mat ngd
thodng qua, diung zolpidem 10 mg Am gidm théi gian trung binh Ji vdo gidc ngld so sanh véi gid duoc
khoang 10 phil, trong khi thévi gian nay gidm 3 phit & nhém ding zolpidem 5 mg.

Trong mét nghién ciru mi 66 ngdu nhién & 114 bénh nhan dudi 65 tubi mac chirng mét ngd man tinh,
zolpidem 10 mg lAm gidm thii gian trung binh di vao gide ngd so sanh v&i gia duoe khedng 30 phit, trang
khi thévi gian nay giam 15 phit & nhém ding 5 mg.

& mit sb bénh nhén, lidu thip hon 5 mg cb thé o higu qua,

T
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Tré em va thiéu nién

An todn va hidu qua cla zolpidem chira duoc chirng minh & nhirng tré du‘é‘a 18 tu6|

Mot ngh|én ctru ngéu nhlén ddi chirng gid duoc trén 201 tré em va thigu nién tudi tir 6 dén 17 co rdi loan
giac ngi di kém voi r6i loan tang dong gidm chu y d& khong ching 16 dwoc zolpidem voi ligu 025
mg/kg/ngay (vi tdi da 10 mgingay) cé hiéu qua hon so véi gid duge. Nhieng tac dung khéng mong mudn
thude loai tam than va than kinh lai hay gsp & nhém bénh nhén uéng zolpidem hon so vei & nhom bénh
nhan udng gia dugc bao gbm choang vang (23,5% so voi 1,5%), dau dau (12,5% so vai 9,2%), va do gidc
(7 4% so véri 0%).

Vi thé, trong khi chira co thém cac nghién ciru, khdng duwgc ké toa zolpidem cho tré duwi 18 tudi.
DAC TINH DU'O'C DONG HQC

Hép thu:

Sau khi diing dwong uéng, sinh kha dung clia zolpidemn 14 khodng 70%. Néng & dinh clia thue trong huyét

twang dat duge trong vong 0,5 dén 3 gia. { (f
Phén bé: s
Duoc dong hoe cia zolpidem bidu hién tuyén tinh & cac liéu digu tri. Thude gan voi protein huyét tucrng
khodng 92%. Thé tich phan b thubc & ngudi trieéng thanh 12 0,54 + 0,02 Likg.

Chuyén hoa va thai triv;
Zolpidem duoc chuyén hoa & gan thanh nhirng chat chuyén haa khéng hoat dong vé duoc bai tiét chi yéu

qua nudc tiéu {khoéng 80%) va qua phan (khodng 40%). Thubdc khéng gay cam (ng cac men gan. Thei
gian ban thai trong huyét trong trung binh 12 2,4 giéy (0,7 - 3,5 gi¢y).

Dbi trong cé nguy cor _ ) )

O nhikng ngwoi cao tudi, su thanh thai thude qua gan giam. Néng dd dinh cla thude trong huyét trong téng
khoang 50% va khong tang dang ké théi gian ban thai (trung binh la 3 gie). Thé tich phan bo giam dén 0,24
+ 0,05 Likg.

O nhing bénh nhan suy than, cd hode khong co tham tach, do thanh thai thudc qua than gidm vira phai.
Cac théng s6 ducc déng hoc khace khéng thay d6i, Zolpidem khang thé tham tach duoc.

@' nhirng bé&nh nhan suy gan, d& sinh kha dung clia zolpidem tang. D6 thanh thai giam rd rét va thei gian
ban thai keo dai (khoang 10 gio)

QUY CACH BONG GOI

Hop 20 vien nen (1 vi x 20 vién).

PIEU KIEN BAO QUAN

Bao quan thudc & nhiét d6 khéng qué 30°C.

Khang dung thude qua han ding ghi trén vo hop va trén vi thude.

Phai hily bd nhirng thudc khéng dung dén nika. Khéng duoc bd thube vao nudce thai hosc thung rac gia
dinh. B4 & cach dé bdo vé moi trrerng.

HAN DUNG CUA THUOC

48 thang ké tir ngay san xuat

TIEU CHUAN CHAT LU'QNG THUOC )
TCCS 4!
CO SO SAN XUAT =
SANOFI WINTHROP INDUSTRIE V)

30-36, avenue Gustave Eiffel
37100 Tours, Phap.

.‘l.
i =

TUQ.CUC TRUONG
PTRUONG PHONG

Pham ki Vin Hank
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