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Doc k' huedng ddn sir dung triede khi dimg
Dé xa tam tay iré em

THANH PHAN CONG THUC THUOC
Hogt chit: Zolpidem tartrat 5 mg

Td durge: Kali polacrilin; Manitol; Lactose monohydrat; Cellulose vi tinh thé; Silica Colloidal
Anhydrous; Aspartam; Flavor Black Current: Magnesi stearnt

DANG BAO CHE
Vién nén phin t4n trong mi¢ng.
Vién nén mau rrﬁ.ng dén uﬁng nggd, hinh tron, vidn hot vat, hai mat phﬁ.ng, mili dic tumg.
CHI DINH
Chi dinh diéu tr ngdn han cic chimg rdi logn gifc nga nghidm trong & ngui lén:
s Mt ngii tgm thé
o Mt ngi ngin han
CACH DUNG, LIEU DUNG
Lidu ding

Chi uéng 1 liéu duy nhat va khong ding thém litu trong edng mdt dém. Lidu khuyén cio hing
ngay cho ngudi Wom la 10 mg. ngay wode khi di ngd,

Nén dimyg Heu thip nhit oo hidu qud vi khing nén virot qua liéu o da 1d 10 mg moi ngdy,
Nowid cao tuoi hode naod bi suv o

Mgzt can bt hefic nguin by suy nhoge dic bigt nhoy cam hon v tdc dung coa zolpidem lartrat,
vi vily khuyén cio dimg lidgu 5 me.

Sy g

D thanh thii vt chuyén hoa cia zolpidem pidm & bénh nhin suy gan, nén hile diiu vivi Tidy 5 mg
moi ngdy & nhimg bénh nhin nav va edn chi v thiin trong & bénh nhin cao twbi. Trong maok trudng
hgp, lidu ding khong duoe viect qua 10 mg mii ngiy.
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Biovagen Zolpidem 3 co thé duoc ké don lién tuc hofic thee nhu ciu, tiy thudc vio tridu chimg
cua bénh nhin.

Tre em

Tinh an toan vi higy qua cta zolpidem chira duge chimg minh & té em va thanh thi¢u nién dudi
18 tudi. Do 46, zolpidem tartrate khong dirge khuyeén cdo & nhom tdi ndy, DIt ligu sin eo tr che
nghién ctr lim sang ¢t d6i chimg gid duge di duge trinh biy trong phin Diege fue hoc,

Theri gian didu iri

Nhur véi i1 ci cde thube ngi, khong khuyén cfo sir dung zolpidem tartrate trong thir gian dai,
TTuhigimdiéuuinéuciﬂgnginc&ngt&vékh&ngquﬂdnﬂm hmgﬁm cd giai doan siam liéu
(xem phan Canh bdo va tkin trong)

Thén gian diéu trj phai duoe théng béo cho hénh nhan:

« 2 dén 5 ngay trong tridmg hop mét ngid tam thoi (nhu khi di du lich),

» 2 dén 3 wiin trong trimg hop mat ngi ngdn hen (nhe khi xay ra mat bién ¢b nghiém rong),
Nhitmg dert diéu e rit ngén khong cin phii gidm din lidu

Khong nén kéo dai thid gian diéu tri virgt qua thiri gian 1di da dioe khuvén céio ma khing danh
gid lpi tinh trang cia bénh nhin, vi nguy co lam dung va 18 thude ting 1&n theo thiv gian diéu tr
{xem mpe Cdnh bdo va thidn irong).

Ciich diung

Diing durémg uong.

"."ii_‘n nén phin tin nén d'l.l'-l;!'li dit trén luli v ngdm trong miéng, khung nhai cho dén khi tan héw.
Phin khing tan & duge nuot cing mrde bot. Vién nén phin tan co the uding cimg hojc khong cong
AT,

CHONG CHI BINH

- Qui mfin v zolpidem hofic bt ki thinh phiin néo ciia thude,

- Suy hi> hip cip

- Chimg mgumg thr Toe g,

- Suy gan nday, cip tinh hode min tinh (nguy co mic bénh nio g )

- Tién sir himh vi phire tap trong khi ngo sau khi dimg zolpidem tartrate fxem phdi Cianh bdo va
thrdn fromg)

- Whug. cer,

CANH BAO VA THAN TRONG KHI DUNG THUOC

Cinh bao dic bige

L Tl TS

i
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Sir dung nyp dicge Iy

I'c dung an than hodic giy ngl cba thude benzodiazepin va cae thudc tuomg tyr co the bj giam dén
theo théni gian mic dit vin sir dung cting mét lidu néu duge ding lién tye trong vai tudn.

S I thuge thude

Bt ki phuomg phip diéu tri nio bing zolpidem tartrate, diic biét 1A trong trutmg hop sir dung kéo
dii, ¢6 thé diin dén lam dung thube vivhode tinh trang 12 thude thude v& mat thé chit va tm thin.
Nguy cor 1 thude ting theo lidu lugng vl thin gian didu tri.

Sy phu thude 48 duge bdo cao thidmg xuvén hom & nhimg bénh nhin duge didu trj bing zolpidem
tartrate trong hom 4 tuin. Nguy cor 1€ thude cling cao hon o nhimg bénh nhin cd tién sir rdi loan
1m than vivhofic nghién negu, ma tiy hofic lam dyng thude. Zolpidem tartrate nén duge sir dyng
hét stre thin trong & nhimg bénh nhin nghién negu hojic ¢d tien sir nghién rugu hoje chiit kich
thich,

Tinh trang phy thude thude ¢6 thé xay rm & liéu diéu trj v&/holic & nhimg bénh nhin khdng cb yéu
1 nguy oo cu thé.

i ching cai thude

Khi ngirng dic¢u tri, hii chimg cai thude cd thé xudt hign.

Mt 56 tridu chimg phd bién vii cd vé binh thutmg bao gdm: mit ngi, dau diw, lo ling ding ké,
dau co, cAng co, chu git,

Cac trigu chimg khéc hiém gip hon: kich dong hodic thim chi 1a con 1i ln, di cém ede chi, nhay
cam v dnh sing, tiéng dn vit tit'i.'p xie vt 1y, i logn giii thé nhin cdch, mit nhin thire thye i,
hign timg do0 gide, co gijl

Cae trid¢u chimg cal thude ¢6 thé xudt hign trong vong vai ngiy sau khi ngimg dicu trj. Déi vai
benzodiazepin tic dyung nghn, vi ddc biét i néu dimg licu cao, cc tridéu chimyg thim chi co thé
xudt hién trong khodang thivi ginn gitta hai licu,

Sir ket hop et mt so thusc bignzodinzepin co nguy cor lam thng nguy cir 1€ thux thude, hat ke
chi dinh gy ngi hoy an thin (xem muc "Gidm dén lidn @én ngumg thude "),

Phin iong “nghich dao”™

Hai chimg thodng qua ndy ¢6 thé bidu hidgn dudi dang chimg mit ngd trddm trong hom, chinh tinh
trang nay A din dén vige didu tr bing thude benzodiazepin v cae t thude 1ién quan. (xem muc
“Gidm diin léu dén ngung thude™)

Thay ddi chive ning tim thin vin djng

Gidng nhir cae thude an thin/thude gy ngd khie, zolpidem cd tie dung ire ché lén bé thin kinh
trung womg, Nhimg thay dbi v chite ning thm thin viin ddng co thé xudt hign trong ving vai gia
sau khi dimg thude.
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Nguy oo suy gidgm chire nfing tim thin vin ding, hao gﬁm khi niing ki xe, thng I8n trong cdc
tremg hop sau:

» Dimg thube it hon 8 tiéng trwde khi thyre hién bogt ddng di hoi sy tinh tio (xem muc Ank
P dén kha nidng 16i xe va van hanh mdy mécy;

o Ding lidu cao hon lidu khuvén cdo;

o Ding dong thivi v cdic thube (e ché hé thin kinh trung wong (CNS) khic hofic cie hoat
chit khde lam tiing nong 4o zolpidem tartrate trong mdu, hode vai rrgu hofic cde chiit kich
thich bit hop phap (xem muye Tremg fidc va neemg kv ciia thude: Anh Incong dén kha néng
feri xe va widn hamly mdy mac).

Zolpidem tartrate nén dwoe ubng mdt lidu duy nhit ngay tnrde khi di ngi va khéng ding thém lidy
trong cang dém.

Miit tri nh

Chimg quén thudin chidgu cd the xudt hién trong ving vii gitr sau khi dimg thude.

Dé gidm thidu nguy co niy, bénh nhin nén cé mit gile ngh khing gidn dogn trong & giér (xem
muye Tde dimg Khdng mong mudn).
Roi togn hidnh vi
O mét s6 ddi trgmg nhét dinh, thuide bemeodiazepin va thude tuong tr e the giy ra hii chimg lién
quan dén sy thay d6i trgng thai ¥ thire v cde ri Togn vé hanh vi vii tri nhad & nhicu mide d) khae
nhau.
T thé quan sét thily cic tridu chimg ssu:

o it ngii trdim trong bom, de ming, bin chdn, To Jing,

« nhimg ¥ nghl hoang neémg, &0 pide, rang thii mo mang, cie tridu chimg gif‘mg nlr [oan

thin,

o sy mét kiém ché véi tinh boe ding,

o sir humg phiin, cdu git,

o quén thudn chiéy,

e dé hi fm thi.
HGi chimg ndy e thé di kém voi ede rdl logn ¢6 khi néng pdv nguy hiém cho binh nhin hode
ngiet khde, nhor:

« hanh vi Iﬁtihu&ng khing dic timg voi bénh nhin,

« hanh vi tir gdy hai hodic tin cng ngudd khic, djc bigt néu nhimg nguéi xung quanh ¢d

pfing cém trés hogt dong ciia bénh nhin,

» hanh vi yy d6ng voi chimag mét tri nh sau do
Nhimg bidu hign niy yéu clu phai ngimg didu iri.
Mying du va cac fdnh vi lién guan
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Cide hinh vi bit thuimg khi ngd, bao ghm mdng du vi cde hanh vi lién quan khic nhir mong du,
chudn bj v tiéu thy thire an, goi dién thoai hofe guan bé tinh due, kém theo chimg mdy tri nho
sau khi thire ddy, 83 duge bio cdo & nhimg bénh nhin ding zolpidem tartrate ma khing hoan todn
tinh tdo. Nhimg bién c6 ndy cd the xiy ra sau lin sir dune zolpidem tartrate ddu tién hodc bat kv
lin sir dung ndo sau d6. Dicu trj bing zolpidem tartrate nén dimg lai ngay 1ip tirc néu bénh nhin
cd hinh vi hét thuremg khi ngu, do nguy co cho bénh nhin va nhimg nguid xung quanh {(xem mpc
Chang chi dinh). Viée sit dung i hode cac thude fre ché hé thiin kinh trung vong (CNS) cling
zolpidem tartrate 6 thé lam tfing nguy oo glp tinh trang trén, cling nhu viée ding zolpidem tartrate
virgrt qua lidu khuyén edo 16 da,

Nguy co tich fily

Benzodiazepin v thude trong ty {gféng nhir téit ¢ céc loal thute khéc) ton tai trong ¢o thé trong
khodng thén gian khodang 5 lan thivi pian ban thai (xem mue Dwpe ding foc)

0 ngud cao woi hoje nhimg ngwod bj suy thin hoje suy gan, thon gian bdn thai co the kéo dii
ding ké. Vi liew Kip lpi, thude hoje ede chit chuyén hoa cia nd dyt dén sy dn dinh cin bing mudn
hem nhiéu v & mire cao hon nhidw. Chi sau khi dgt duge sie dn dinh ciin bing thi mdi cd thé dénh
gid ddy Qi hidu qua va 39 an todn cia thube. Co thé cin phai didu chinh lidu lugmyg (xem mye Lidu
dieng, cach dung)

Pricu nily khong dirge dyr dodn khi ding zolpidem tartrate trong triRmg hop suy thin, do djc diém
chu}-én hia cioa thude (xem mue Dire ding hoc)

Naguy cor khi ding dang thii vei opioid

Sir dyng ddng thid zolpidem tartrate v opioid cb thé din dén an thin, suy hd Lidp, hon mé vi tir
vong. Do nhimg nguy co niy, vige ké dom dong thid opioid v thude an than, ching han nh
benzodiazepin hofic thudc tuomg i, chiing han nhur mlp[dn:m tartrate nén duge diénh cho nhimg
bénh nhin khing thé sir dyng cie ligu phip dicu trj thay thé.

Néu quyét dinh ké dom zolpidem tartrate v opioid dbng thd, nén ké don liéu thip nhét cé higu
qud va thid gian diéu tr] nén cing nglin cing bt (xem muc Liéu ding, cach dims), Céin theo disi
chijt ch bénh nhin ve cic diu hidu vl tneu chimg cia suy ho hﬁp vii an thon. | reng tnnimg hop
nity, can cung ciip théng tin cho bénh nhin v nhimg ngwdi xung quanh vé cle triéu chimg nay
(xem mye Tieomg tedc v firomg ky eiia flmoe).

D mbi

Cén thin trong khi sir diny benzodiazepin va cae thude twong by, do nguy co giy an thin vivhode
tde dyng giin co cb thé 1am tEng nguy co 18 ngl, thuimg giyv hiu qua nghidm wong & nhém d4i
lrgmyg iy va do tin sudt xiy m cde viin dé v hinh vi ndy cao hom,

Suy gan

Nguy cor tich ty diin ditn viée didu chinh lidu lurgmp (xem mpe Lidu diine, cdeh i)

oy § N

i
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Khéng nén sir dung zolpidem tarirate & nhitng bénh nhiin suy gan néng vi c6 thé dfin dén bénh nio
gan (xem phan Licy liegmig va ceich ding. t.’.h.—ing chi dinh vi Tae dung khdng mong muGn),

Thiin tropng diic bi¢t khi ding

Cin hét sirc thiin trong néu co fien sir nghign regu hode nghidn cic chit khic, di 14 thube hay
khing (xem muce Twomg e v feomg Ry clia thudic),

Trong mgi trudmg hop, vide dinh gia chimg mét ngd phai duge thyre hién mt cach co hé Ihéung vil
dicu tri nguyén nhin trde khi ké dom thude gy ngi.

Miit ng c6 thi chi ra mijt rdi loan cor ban vé thé chit hode tim thin, Tinh treng mit ngi dai déng
hogc trim trong hom sau mét thivi gian ngdn didu i khién cin phai dianh gid lai chiin dodn lim
sang.

Thri gian didu tri

Can phai gii thich rd rang voi bénh nhén, tiy thuje vao logi mét ngi (xem myc Lidu dimg. cdch
g

Tt - tritm cim - com frim cim ning

Mt s nghién ciru dich 18 hoe cho thiy 1 1€ ¢6 ¥ dinh ty tir, himh vi ty 1 va ty i ting lén o nhimg
bénh nhin b trdm cim hode khdng bi trim cim va duge diéu tri biing benzodiazepin va cae thude
ngil khie, bao gom zolpidem tarteat. Tuy nhién, mdi lién hé nhin qua viin chua duge xde dinh.

Vi mit ngi cd the 14 mit trong nhimg trid¢u chimg cia bénh triim cim nén cin phai didu trj, Néu
miit ngi kéo diii, bénh nhén cin doe dinh id lad,

O nhimg d6i tremg e6 con trim cim ning, khing nén ké dom ridng thube Beneodiazepin va cdc
thude trromg tir vi ching khién bénh trim ciam tién trién dai dﬁng hodc lam tng nguy cor i .

Vi nhimg b¢nh nhin nidy ¢6 nguy co tir tir nén phai cung r.::ip cho ho mdt logmg zolpidem tarirate
nhd nhit (theo dom vi clip phat) 3é han ché kha ning ding thude qud lidu cb chi v,

Giidm din lidu dén ngwne thube

Nhimg didu niy phai dwpe gidi thich 18 rne cho bénh nlin,

Mgodi viée cin gitm dén lid, bénh nhin phii duge cinh ko vé khi niing iy ra phin tmg “nghich
ddo”, nhim giam thicu tinh mng mit ngi b thé iy ra do cde tridu chimge lién quan dén sy ngimg
gitin dogn niy, ngay ci khi gidm din liéu.

Bénh nhin cin duge einh bdo vé hin chit khé chiu e the xay m & giai dogn nay.

Tre e

Khéng khuyén cio sir dung Biovagen Zolpidem 5 cho tré em khi chirn c6 nghién cin,
B i

Neuay co tich w din dén viée phii didu chinh lidu lugng (xem muc Lidy ding, cdeh dimg)
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Suy b hilp

() nhimg ngwdni bj suy hd h.é[:l. ciin lir ¥ dén tic dyng tre ché cim thude benzodiazepin v cic thude
tromg tyr (ddic biét khi lo Fng va kich ding co thé la diu hi¢u canh bao suy gidm chire ndng ho
hép, khieén b¢nh nhiin chuyén vao phong hoi sie tich cue).

Ti duyre

Thudic niy e6 chir Jactose. Bénh nhin khdng dung nap galactose, thidu hut lactase 1oin phin hojic
kém hdp thu glucose-galactose (hénh di truyén hiém gip) khing nén ding thude niy.

Thude nay cé chira aspartame. Chong chi dinh ding thude ndy trong trrémg hyp phenylketon nidu,
TUONG TAC VA TUONG KY CUA THUOC

Thude ngi

Thude ngu hién dang duge ké don 13 benzodiazepin v cde thude twemg ty (zolpidem, zopiclone)
hofic thude khing histamin H1. Ngodi vide ting tie dyng am thiin khi duge k& dom cimg vl chc
thuile tre ¢hé thin kinh rung wvong khie hode trong tnrimg hop st dung rugu, efing cin phai Tuu ¥
riing dbi véi benzodiazepine, ¢d khit ning ting tic dung Ge ché b hip khi két hop v thude the
dung gidng morphin, cic thudc benzodiazepin khic hodc phenobarbital, dac bigt & ngudi can tudi.

Thuiie de ¢hé hé thin kinh trung wong

Cin luu ¥ rﬂng nhidu loai thude hode chit b the két hip the dyung e ché cla ching lén hé thiin
kinh trung wong va g-l.‘ip phiin lm giam sy tinh tdo, Nhimg chit niy bao gﬁm céc din xuit opioid
{thude giam dau, thude trj ho vi cdc thube didu trj thay thé), thudc an thin, barbiturat,
'hcnmdlamplm thube widi lo Gu khic npodi benzodinzepin (vi dy, meprobamate), thude ngi. thude
ching trim cam o6 tc dyng an thin (amitriptyline, dum:mn. mianserin, MiMuznpine,
trimipramine), thude khing histamin H1 6 tie dyng an thin, thuse hy huyét dp tie dong 1én thin
kinh trung wong, baclofen, thalidomide, thube uhrjﬁng dong kinh vil thube giy mé,

Khing khuyén cio kit hop:

+ Rurgn (dd ﬂﬁng hage ti dupre)

Rugu lam ting tae dung an thin cia thube benzodinzepin v cae thude teomg te, Mt tinh tao ed
the giy nguy hiém khi 14 xe vi viin hanh may moe,

Trénh udng db ubng ¢b cin va thube cb chira cdn

+ Fluvoxamin

Mg dfflng thiri fluvoxamine cd thé lam (ng |I|:Jiug, d wolpidem tartrate trong mau, Khdng Ehugﬂz:n
can ding didng thir,

+ Chit tie ché vi chilt cim img CYP 450

Ding ddng thin ciprofloxacin cd the lim ting ndng 03 zolpidem wrtrat trong miu, Khing khuyén
cdo ding ddng thix,
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+ S John's Worr

Mt twomg tac duge ding hoe gitta St. John's Wort va zolpidem tartrate df duge chimg minh, Khi
St John's Wort duge ditng :Tt:"mg thini v zolpidem tartrate, Cmax va AUC ¢in zolpidem tartrate
gidm (Vi luot 18 33.7% vit 30,0%) so voi zolpidem tartrate ding riéng 1&. Vide dimg déng thed St
John's Wort ¢6 the lam gidm ndng 40 zolpidem tartrate trong miu.

Khong khuyén cho sir dung ddng thid. Cin thiin trong khi st dung phdi hop.

+ Rifampicin

Gidm nong &G trong huyét tromg va higu quéi cla zolpidem tartrat do thng chuyén héa ¢ gan. Theo
ddi 1dm sang. C6 thé sir dung thude giy ngi khic,

Phii hop edn phii thin trong

+ Cdc thude tic ché leg thitn kink trung wong khde

C6 thé ting tinh trang budn ngl va suy gidm chire ndng tim thin van ding viio ngay ké tip. Suy
idm sy tinh tio b thé Khidn vige 14 xe v sis dung mady mde nk nén nguy hiém (xem mugc Crinh
bdo vé thdn trong: Anh Inedmg dén kg ndmg I xe va vdn himit mdy moc),

MGt 56 trirdmg hop do gide th gide 43 duge bio cho & nhimg bénh nhin ding zolpidem tartrate két
hop v thube ching trim cam nhu bupropion. luoxetine, sertraline va venlafaxine,

+ Barbiturate

Tang nguy co suy hd hip, cd the iy b vong néu ding qui liéu,

+ Buprenorphin

Vi buprenorphine duge sir dyng nhar mit phuong phap diéu trj thay thé: thng nguy co suy hd hip

¢ thé gy tir vong. Danh gia cin thin t¥ 1¢ lod ich/nguy o ciia moi lién quan ndv. Théng bdo cho
bénh nhin vé nhu ciiu phai tudn tha litu lugmg durcee ké dom,

+ Clozapin

Tang nguy ca suy sup kém ngimg thdr vivhofic ngimg tim.

+ (pievidd

Sir dyng ddng thin opioid va thude an thin, ching han nhu bensodinzepin hode che thude tuimg
tir, ching han nha solpidem tortmal lim ing nguy oo an thin, fre ché hi I‘IEII.]'.I'1 him mé via i vong,
do ting 1ic dung (e ché cia thude 18n b thin kinh trung weng, Lidu legng v thid gian didu
cimg hie nén duge han chié (xem mye Cdh bdo va thin trong)

+ Clarithromycin, erviliromycin, felithromyein

Thng nhe the dung an thidin cia Folpidem tartrate.

+ Ketocanazole, itraconazole, voricenazole

Tang nhe the dyng an thin cia zolpidem tartmte.

T
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+ Nelfinavir, chif irc ché protease dicge thng cudmg bii ritonavir

Tée dung an thén cia zolpidem tartrate ting nhe, Khing ¢ turerng the duoge ding hoe ddng ké nio
durgee ghi nhin khi ding zolpidem tartrate vai ranitidine.

SUDUNG CHO PHI NT' CO THAI VA CHO CON BU

Phuy nir ¢ thai

Nhiéu dix lidu tir cde nghién el thudn tip khing chimg minh duge sy xudt hién cin cie tic dong
qudi thai trong qud trinh phei nhiém véi benzodiazepin trong ba thing diu thai k¥, Tuy nhién,
trong mét s nghién cim bénh - chimg dich 1 hoe, nguidi ta & ghi nhin su gla Wing 1§ 1& mic sii
mii v ha ham &ch khi ding benzodiazepin, Theo cie dir lidu ndy, tv 1& méic sit mai va ha him
éch & tré so sinh |4 dudd 2/1000 sau khi phoi nhiém vai benzodiazepin trong thai k¥, trong khi ty
18 dyr kién & diin sd ndi chung |8 1/1000,

Khi ding benzodiarepin lidu cao trong ba thang gilm vihojc ba thiang cuii thai kv, g ta da
md 1 tinh trang gidm cée cir ddng tich ey cla thai nhi va sy bién thién nhip tim thai nhi, Didu trj
hing benzodiszepin vao cudi thai ki, ngay ¢ & lidu thap, cd thé gay ra cic diu hi¢u nhidm doe e
s sinh nhu giam treemg lige guanh true, rii loan b din dén kém tAng ¢an. Cac dfiu higu niy ¢H
thé hi phyc, nhimg ¢ thé kéo dibi tr 1 dén 3 wdn thy thude vio thid gian bin thai coa
benzodiazepin duge ki don. O lidu cao, suy hé hip hodc ngumg ther va hy than nhiét cd thé xuft
hign o tré so sinh. Hon nira, ci thé xay ra hiji chimg cai thude & tré so sinh, ngay ci khi khdng ¢6
dée hiéu nhiém die. Hoi chimg nay i the duge dic trmg bai tinh trang kich thich qud mire, kich
dding vil run ray & tré so sinh xdy ra sau khi sinh. Thid gian khd phit phy thude vao thid gian bin
thai caa thude vi c6 thé kéo dai ding ké khi thude thv gian ban thai dai.

Vi nhirng diy ligu nay, dé phong ngira, vige sir dyng zolpidem tartrate khong duoc I:jlu:.aén clio
erong bilt ké giai dogn ndo cia thai ki

Méu zolpidemn tartmte duge ké don cho phy nir trong 6 tedi sinh san, cin théng béo vai béic sTnéu
dang ¢6 ké hoach hodie biit diiu mang thai dé bac si o6 thé danh gid Ini lgi ich cta vide diéu .
Vi cudi thai kv, néu thye sy cdn thidt phai bat dio digu 1rj bing #olpidem tartrate, tranh ké don
liéu cao vi cin nhie, khi theo di tré s sinh, hily luu '_l.'rl.ién nhimg tic dyng di mo ta o trén.

Cho con bi

Sir dung thude trong théd gian cho con bi khdng duoe khuvén cdo.

ANH HUGNG DEN KHA NANG LAI XE VA VAN HANH MAY MOC
Zolpidem Tartrate dnh huomg nhidu dén khit ndng 14 xe va viin himh méy mac,

Mg lii xe va ngurdi viin hanh médy mdc chn dirge cinh béo rﬁng. gifmg nihur cdbe thute gily ngl
khac, thude ndy oo thé iy budn ngd, ting thin gian phan img, chéme mal, lo mo, nhin mé/nhin
ddi vii giam tinh vio va giam kb ndng 14 xe vio sing ngdy hom sau sau khi sir dung thube (xom
mipe Tebe cfpime Khdmge monge ki),
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B¢ gigm thicu nguy co niy, nén nghi ngod it nhit 8 gitr sau khi ding zolpidem tartrate mdéi 16 xe,
vén hinh mav moéc va lam vige trén cao,

Gidm kha nang lé xe va cde hanh vi nhu "ng git khi l4i xe” da xdv ra khi chi ding zolpidem
tartrate dom dic & lidu dicu tri,

Hem nita, vige ding ding thisi zolpidem tartrate véi nugu vé eie thude (e ché thiin kinh trung vong
khic lim ting nguy cor giip tinh trang trén (xem myce Canh bdo va thin trong, Tiremg tdc va fieong
kv cita thude), Bénh nhén cin duge cinh bdo khing sir dyng nngu hodc cic chit hindmg thin khéc
khi ding zolpidem tartrate.

TAC DUNG KHONG MONG MUON CUA THUOC

Céc phan img c6 hai durge phén logi theo tin sudt xudt hién bing cach sir dung phiin loai sau;

Rit thuimg gip (=110 thimg glip (1100, <1/10% it gp (2171000, <1/100); hiém gip
(110,000, <1/1.000); rit hiém gip (<1/10.000); khong rd (khing thé wée tinh tir dit ligu eb sin),
Rl logn hi thvli'mg mién djch

Khing rii: phit mach thin kinh

R loan tim thin (xem muc Cank bio va thin trong)

o Thiimg gip: do gide, kich ding, elip de ming, trim cam (xem mue Canh bio vi thin
tromg)

« Tt eip: 10 10, ciu git, lo ldng, hung han, méng du (xem muye Canh bdo va Hidn trong),
bmg phfm. hinh vi bat thudmg khi ngd (xem muc Cdnlt bdo v thin trong)

e Hidm gip: viin d& v& ham mudn tinh dye,

s [Rit hiém gip: mé sing, phy thode ve thé chit vit tim than, neay ¢ o licu didu tr] vori hdi
chimg cai thudic hodic phin img “nghich dio™ cb thé xay ra khi ngimg didu i,

s Khing rd; van dé hanh vi, tirc gidn

Rii logn h§ thin kinh

o Thuimg gip: giam s tinh o hofic thim chi budn gl (e bigr & ngirdi cao tuisi ), dan dén,
ching mat, mit ngd, i logn nhin thire nhir quén thudn chifu ed the xiy ra & Lidu didu U,
nguy ¢ lng theo Bidu hegmy.

o Bt gghp: di cam, run, oi lon chi & va 1dd néi,

o Hiém pap: thay ddi ¥ thire,

o  Khéng rd: mit diéu hia, cing thing.

Rii logn vé milt

It gip: nhin dé, nhin mé,

Hiem giip: suy giam thj lye.

Rii logn hi hip, ngye vi trung thit
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Rt hiém gap: suy hd hap (xem muc Canh bdo vé thin trpme)
Réi logm tiéu hoa

Thuimg gip: tidu chay, budn ndn, nén, deu byng

Rii foan gan miat

It £dp: ling men gan.

Hidm giip: tén thirong 18 bio gan, thn thuong gan i mdt hodic hin hop (xem mue £idy dimg, cdoh
dime; Chang ehi dink; Cdnl b va shdn frong).

Rii logn chuyén héa va dinh dufing

it giip: rdi logn cim gidc thém fn.

Rili logn da va mi durivi da

it gap: phat ban, ngira,

Hiém gip: miy day.

Réi loan xwrong khép va mé lidn két

It giip: dau khip, dau co, co thit eo, tnsng lire co thilp
Nhiém tring vi nhiém ky sinh tring

Thirémg gip: nhiém tring duémg hé hilp trén v duimg i hitp dudi.
Rbi loan chung vi tai chi ding thube

Thuimg gdp: mét moi.

Hiém gdp: viin d& vié thang biing hoje thim chi 14 1 npa
Bio cio che phin img cd hai nghi ngir

Théng bao ngay cho bac s§ hofe duge s§ khi gdp cée tic dung khing mong mudn nhir trén khi sir
dyng thude hojic bao cdo cde phin tmg ¢6 hgi cia thube vé Trung tim Théng tin thube va Theo
ddi phan img cd hy coa thudc {ADR) Quoc Gis. Djachiz 15 - 15 Lé Thinh Téng - Hoan Kiém -

QUA LIEU VA CACH XU TRI

Tién legmyg e thé de doa tinh mang, die bigt trong tromp hop ned dic da thuoe lién quan deén cde
thude ite ché hé thin kinh trung wong khde (bao gdm cd rngu), Trong triémg hop ngd die dom
thudin zolpidem tartrate, tén lugng thudn 1gi v lidu lén dén 400 mg,

Trong truimg hop ding qua lidu zolpidem tartrate don dée hojic két hop vai ede thude e ché thin
kinh trung wong khic (bao gbm ed nrgu), chie ddu hidu qua litu chi yéu bidu hign bing tinh trang
dre ché thiin kinh trung vong, c6 thé tir budn ngd dén hdn mé, twy thude vao lugng thuie ubng vio,

Cée triemg hop nhe biéu hién bing cde diu hidu i Hn, hin mé,

== -
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Cae truimg hop nghiém trong hom duge hio cdo biéu hign hﬁng chimg mit dicu hoa, gidm trromg
lyre eor, ha huyét dp, suy hd hip v hiém gip la tir vong,
Trong tririmg hop qud lidu dubmg udng trong vong | gity, s& tién hanh giy ndn néu bénh nhin con
tinh tdo hoge néu khing, rir da diy vai bién phép bao vé duimg thév. Sau thiv gian iy, dimg than
hogt tinh co thé giitp gidm hip thu.
Nén theo ddi diic biét chire nng tim mach - hd hilp trong mdi tnsimg chuyén bidt,
Vige sir dyng flumazenil co thé hiru ich trong vige chiin dodn vihode diéu trj tinh trang qud litn
benzodiazepine tal nan hodic co tinh.
Su dii i.ham‘_t cia Mumazenil véi e dung cda benzodiazepin ed the thi dﬂy sir xudt hidn cin cde
riv logim thiin kinh (co gifit), die bigt & bénh nhin ding kinh.
Zolpidem khong thé thdm wich,
DAC TINH DUQC LUC HOC
Nhom dirge 1¥: Thude an thin vi giy ngi
Ma ATC: NOSCFO2 (N: hé thin kinh trung wong)
Zolpidem tartrate ki thudc giy ngi imidazopyridine o lidn quan dén nhém benzodiazepin vi b
dic tinh duge 1§ cor ban tuong o nhur céc hupcthﬁkhm;lmnguh:&m ndy:
thude Elin co,
giai lo du,
thude an than,
thude nei,
thisbe ching co gift,

o  chimg quén.
Ciie nghién ciru thie nghigm da chi ra the dyng an than & liéu thip hom ligu cin thiét 4 dat duwge
the dung chdng co gidt, giin co hodie giai lo du.
Nhitg tac ddng ndy ¢ [i#n quan dén the dyng chi vdn dje hidu tén thy thé trung womg tgo thinh
mit phiin cia phire hgp "thy thé dgi phin 1r GABA-OMEGA”, cin duge goi la BZ1 va BZ2 va
didu chinh vige mi kénh chloride. Zolpidem wrtente gin chon loe véi thy thé omega 1 (hodic BZ1).
O ngeini, zolpidem tartrate rit ngan thin gian vio gide ngo, gism sd 1n thire gidie vao ban dém,
kéo dii thin gian npd va cai thién chit lrgng gide ngi,
Nhimg tie dung nay lidn guan dén hinh dnh dign no 36 dic trimg, Khic vidi thude benzodiazepin.

& ® & & @&

Cidc nghién et ghi lai gidc nei ban dém d8 chi ma ring zolpidem kéo dai gind dogn 11 ciing nhu
wini doan ngn sau (11 va 1Y), O ligu khuyén cio, zolpidem tartrate khing dnh heomg dén tng thid
oian cia gial dogn pific ned nzhich 1y {REM}.
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Ciic thir nghiém ngiu nhién chi cho thiy king chimg thuvét phye vé hifu qua cia zolpidem tartrate
10 mg.

Trong mdt thir nghiém nglu nhién, ma ddi wén 462 tinh nguyén vién khic manh dudd 65 twdi bj
mifit ngi thodng qua, zolpidem tartrate 10myg A Iim nit ngdn this gian trung binh vio gille ngi 10
phit so vai gid duge, trong khi vii zolpidem tarrate Smg 14 3 phio

Trong mit thir nghi¢m ngdu nhién, mi d6i trén 114 bénh nhin dudi 65 wii mic chimg mit ngd
miin tinh, zolpidem tartrate 10mg rit ngan thi gian trung binh di vio gide ngid 30 phit so v gia
duge, trong khi zolpidem tartrate 3mg la 15 phit

O mdt 56 bénh nhén, lidu thip hom Smg 6 thé co higu qua,

Tré em

Mt nghién etru nglin nhién oo dbi chimg gid duge twén 201 tré em tir 6-17 tudi bj mét ngd lién
quan dén Chimg thng ding gidm chi ¥ (ADHD) 33 khong chimg minh duge tinh hi¢u qua cia
zolpidem tartrate 0,25 mo/kp/ngdy (16 da 10 mg/ngly) so vai gia duoe, RO loan hé thin kinh va
tim thin 13 céc tie dung phy xudt hign turimg pip it ki didu 1 bang zolpidem tarirate so véi
gid duge vi bao pom chong mit (23.5% so vai 1,5%), dau diu (12,5% so vid 9.2%) va do gide
(7.4% s0 viri 0%%) (xem myc Liéy ding, cdeh dime; L?rﬁng chi dinf).

Do do, trong khi chura co nghién ciru mdi, zolpidem tartrate khing nén duge ké dom cho nhdm ndy
{(xem myc Licw dimg. cach dimg)

PAC TINH DUGC PONG HOC

Hﬁp thu

Saukha ufmg, zolpidern tartrate ¢o sinh kha dyng khoang 70% vii nong 46 dinh trong huvét tuong
dat dhegre sau khodng 0,3 dén 3 gidr

Phiin hi

[Dugre ddng hoc cia thude B tuyén tinh trong khodng liéu didu tri. T 18 ién két protein huvét trong
lit khoding 929, Thé tich phin bé & ngii trudmg thanh 10,54 + 0,02 L/ke

Thai Lrir

Zolpidem duge thai trir dudi dang chit chuyén hia khong hoat tinh (chuyén hoa & gan), chin yéu
qua muoe ticu (khodng 60%) vi phin (khodng 40%. Thuie khding ghy cim (mg enzym gan.
Thiri gian bén thai trong huyvél tweng trung binh 1 2.4 gid (0,7 - 3,5 gid),

Nhom dbi trpmgE nguy oo

O nguwdi cao twoi, di tkanh thai qua gan gidm. Nong dj dinh ting khodng 50% ma Khing 6 su
kéo dii ding ké nao vé third gian ban thai (trung binh 3 gid). Thé tich phin bd gidm xuing con
0,34 + 0,05 Likg.
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B thanh thdi gidm vira phii & bénh nhin suy thin ¢d hodc khing loc mau. Cic thong so dupe
dimg hoe khac khdang bj thay d6i. Zolpidem tartrate khéng tham tach dinge,

(3 nhimg ngutn bj suy gan, sinh kha dung cia zolpidem tartrat ting 1én. DG thanh thi gidm ddng
ké v thiri gian bén thai kéo dai (khoang 10 gio).

D ligu an toan tién lim sing

Ciic tic ding tién lim sing chi duge nhin thiiy ¢ liéw cao hom ddng ké 50 v mﬁng db toi da dupe
sir dyng & ngwii va do do khong cd nhiéu ¥ nghla ddi v vide sir dung trén lim sing.

QUY CACH DONG GOI

Hip 1 vi x 10 vién.

PIEU KIEN BAO QUAN

Bao quan o nhiét 45 du 30°C, tranh dnh sang,

HAN DUNG

36 thing ké tir ngy sén xudt,

TIEU CHUAN CHAT LUQNG

Tiéu chudn e sir

COF SO SAN XUAT

Athena Dirug Delivery Solutions Pyt Lid.
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