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Rx : ThOng tin k0 don
PHAMZOPIC

Zopiclone 7,5m9

Thinh phdn: M6i vien n6n PHAMZoPIC chrla- 7.5 mg z.picltrne v) ciic tii dutrc: Micr.crysralline ccllultrse. Lackrse khan,Pregelatinized starch, Dibasic calcium phosphate, croscarmellosc soclium, Magnesium stearate, opadry miu xanh nhat ys-1-10621,
Ntldc tinh khidt

C6c d{c tinh drf{c tlQng hgc:
Hdp thu:

Thudc hAp thu nhanh vi holn todn. sinh khri clung dat tr6n 75o/o chfingtti rlng thudc kh6ng chuydn hoii qua gan vr)ng <idu. sau khi ud'ngIidu 7,5 mg, ndng t10 dinh clia thudc trong miiu <1at 60 nglmL trong vdng zgiit. Hdpthu thuJc d nam vi nir la nhrt nhau.

Ddc tinh dut/c <IQng hoc cria thudc kh6ng thay ddi khi udng lap lai lidu hlng ngly 7,5 mg trong 14 ngiy vi kh6ng tlan rJdn tich lu!
thudc.

rnun Do:

saukhiudng,thudcnhanhchtingphanbdvlohQthdngmachmiiucriacothd(tl2phanbdcriathudcld l,2gid)trongkhithiligianbrin
thei thei tru dat gdn 5 gii, (tu 3,8 - 6,5gid). Thudc lien kdt vtli protein t',uydt t,r,rr! tt dp (kho6ng 45o/o trtngnl,t" ,dng a6 25 - tli)ng/mL\. , ."vi khong b6o hoi, vi vay nguy cd ddn ddn tudng tiic thudc do tranh cha'p liOn kdt l) thdp. " 

// k
- t;t."ir, ittr,. / l/'-:'

Thudc rlrroc chuydn hori phAn ltin thdnh 3 cht't chuydn horl chinh. Chi khodng 4 -5o/o thudcthai tru qua nddc tidu (t nguy6n ,ru^r!r{
chuydn hori chinh cti hoat tinh drrr;c d6ng hoc ydu 6 r16ng vflt Id dAn cht't N-oxirie (khodng lZVo) vir chdt chuydn noa n.,Org c6 hr]at tinh
li N-desmethyl (160/o). Tht)i gian brin thii cta chrlng trlrJng r?ng kho{ng 4,5giil vA 7,4 gid tinh toiin dua tr6n cric dfi li6u vd phAn tich
nrtdc tidu. Cd hai ch6't chuydn ho6 <JrJdc thai tr[ qua than. C'6c chi.tchuydn hoii chinh do phdn rlng oxi hoii decarboxyl <]rroc thii trt m6t
phdn qua phdi dudi dang CO2. 6 AOng v6t, Zopiclone kh6ng rinh hrr8ng tdi men gan.

Thdi trtr:

Trong cdc nghiOn crlu thai rir dDng pht/rlng phdp rlrinh da'u lac cho thdy tr|ngOo/o lutlng thudc udng tturlc thai trt trong khoing 5ngAy,
75o/o drl<lc thii tril qua nrrr3c tidu yi. 16 o/o qua ph6n.

So vdi thanh thii huydt trrtlng, thanh thai than d d4ng kh6ng ddi c0a Zopiclone th6'p (8,4mLlphrit so vdi Z32mLlphtt) chrlng t6 chuydn
hod ld thanh thii chinh cria Zopiclone.

C5c il5c tfnh drJdc h/c hgc:

Zopiclone li thudc an thAn tiic dung ng{n dAn chdt cria cyclopyrrolone. Zopictone thudc nh6m ho6 hoc mrli cti c6ng thrlc hori hoc khOng
gidng nhrr cric thudc an thd n hi€n cri. Tuy nhi6n, cric c14c tinh drJtJc hoc cria thudc tddng td nhrr dIn chA't cta benzodiazepin.

.-l
I rong cac ngnren cuu ve gidc ngfi trong I t(li 21 ngly tl ngfdi, Zopiclone llm cho bQnh nhdn di vdo giA'c ngri nhanh, k6o clii thdi gian
cua glac ngu va glam so li
lim giim tdng tht'li gian cia gidc ngri REM. Thdi gian giai doan I cria giA'c ngt bi ngdn lai vI giai <Joan 2 cria giA'c ngri duqc k6o dei
hdn. Trong hdu hdt cdc nghiOn crlu, giai aloan 3 vi 4 cria giA'c ngri c(r chi6u huting k6o <ili hrln nhung c6 cd hiQn trrdng cdc giai cloan niy
kh6ng thay ddi va thgc tdbi nit ngdn lai cfing rlrtJc ghi nhQn. Anh huEng cria Zopiclone trli giai do4n 3 vd 4 cria gidc ngri khiic vtli cdc

thudc benzodi azepin, n6 ngdn ch4n git'c ngri s(rng ngin.9 nghia ldm sAng cta phdt hiQn nhy vAn chr.ra drltJc bidt ddn.

Vrli cdc thudc an thdn, thdi gian bdn thei thei tril vi phhn bd 6nh hrrilng ttli tdc <lung vd tiic dung phu cria thudc vd cdc chdt chuydn ho6

cria n(r. Ndu tht'li gian biin thai dei (t12ovl t12p), thudc holc ciic chi't chuydn ho6 sE tich lu! khi udng thudc ban dOm vl s€ 6nh hrrEng

trli nh{n thrlc vi vin <1Qng khi thrfc git'c. Ndu thili gian bdn thAi ngdn, thudc v} chA't chuydn hoii sC ddtJc thei trir ra khrii co thd tn-tdc

thdi gian udng lidu kd tidp vd cdc tric dung an thAn hoic r?c chd thdn kinh trung rrdng do li6u tntdo dd lai it ho4c kh6ng cdn tdn t4i. Ndu

thili gian brin th6i thei rU crla thudc cuc ngdn, tric dung cria thudc sE kdt thric vdo thrli didm ndo tl6 trong d6m. Khi t16 c(r thd c6 2
trdt)ng hdp sau xdy ra v(li ciic thudc an thdn dIn chdt cria benzodiazepin hodc c6c thudc tr.ltlng t{ thai ffiI nhanh: l) Stt thao thrlc trong

1/3 cudi cria d6m tlng l6n vi 2) Tinh trang lo ldng

Chi ilinh:
Rdi lo4n gidc ngt c(r nguy6n nhdn tr] nhflng bdt th
ngri cho bQnh nhdn sau khi dd drinh giri ky luOng tl

Cdnh bito)

chrlng ci

4

ee

pharrna

PHAMZOPIC rlloc chi dinh dDng trong tht)i gian

thr-tt)ng xuy6n tinh giA'c vd cJem v}/hoic thri: dQy

Didu tri blng PHAMZOPIC khOng nCn k6o dii quri

vi/ho4c
trang cua nhAn,

&;
Qucbec

quydt <linh didu tri tri0u chfng mdt

ngri vdi cric bidu hiQn nhrt kh6 ngri,

i li6n tgc trong 2 ttli 3 tuAn cdn phii
Ltt-' P t-t

n p trudng hdp di6u tri
kidm tra toin diQn tinh trang bQnh cria bQnh nhdn. Chi nOn kO ddn dDng Zopiclone trong tht)i gian ngdn (7 - 10 ngdy) vd khOng n6n kO

quri sdlLrr.lng dDng cho 1 th6ng.

ViQc dDng thudc ngt cdn han chd trong trudng hgp rdi loan giA'c ngri g6y ra do thay ddi mrii gid.
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Li6u lrr{ng vh c6ch dtng:
DDng PHAMZOPICkh6ng nen k6o rlii quri 7-10 ngly liOn tuc. Trong tri.tr)ng hdp rlidu tri lien tuc trongZkli 3 tuan cdn ph6i kidm tra
toln diQn tinh trang bQnh cria b6nh nhan. Thudc n6n udng ngay trurlc khi di ngti.
Liiu rlttng cho ngtrdt kln: Th'ngthuilng li I vi6n PHAMZOPIC 7,5 mg. Kh6ng nen dDng quri lidu n)y.
Ng*r'ti gki: Lidu khuydn c6o dtng cho ngrldi l(rn tudi vd/hoic bQnh nhan sfc kho6 yd, ra inrien e,is mg)tnrdc khi ngri. Lidu cltng cr5
thd ting l6n I vi6n trong tnrdng hcrp vdi lidu tha'p kh6ng mang lai tiic dung mong mudn.
BQnh nhan bi suy girlm chtc niing gan ho(c bi .suy hO ha'p mdn tinh: Li€ukhuydn crio li 3,75mg (l/Zviln)tu) thuQc vdo mfo 116 <1ip r?ng
vd tric dung cria thudc. C6 thd dUng lidu trJi 7,5mg (1vi6n) rrong tn/r)ng hqtp cAn thidt nhung phei than o,rng.
Zopiclone kh6ng n6n ding cho bQnh nh6n dd(ri 18 tudi.

Chdng chi tlinh:
Bdnh nhAn min cdm v(ri thudc hay cic thlnh phdn crja thudc.
BQnh nhAn bi suy h0 hdp ning (nhrrtrong h6i chrlng ngung th(l khi ngri)
B0nh nhAn tiing bi ph6n rlng bAi thrrt)ng vtli nfdu v}/hodc thudc an thAn.

ThAn trgng:
Thudc nOn <1ut1c dDng th{n tr<.rng cho bOnh nhdn tilng bi phin rlng b6't thddng khi dtng rurJu vi/hodc thudc an thAn
Ddi vdi ngtiri cao tulii: Chi nOn ding thudc cho ngrJ<'li cao tudi (l lidu thdp nhdt crl t6c clung. Ding thudc an thAn li6u cao kh6ng thich
drinf it pg'1r,.1; r,iA l,( lhd Si:,rt hiiu ir!,: r.1.,l,,.' l!11n,, 

'-,n'r..(1rr(rr.
ViQc sfi dung thudc an thdn kh6ng c(r kdt qu6 sau 7-10 ngiy cti thd nghT tdi mQt bQnh vd tdm thAn vd/hoac trang thiii bgnh i1i ti6n ph6t
ndo khiic ho4c hiQn trtQng mdt ph6n xa vd git'c ngfi.
Tinh trang mdt ngri tdng ning hoic srl xuft hiQn nhitng bdt thrtdng m(li v6 suy nghi holc hlnh vi c(t thd lA hQu qui cria tinh trang rdi
loan tAm/thd. Ci{c trdt)ng ht)p niy ctng dd dddc biio crio li0n quan t(Ji viQc tling ciic thudc tric <1Qng l6n thu thd benzodiazepine.
Cdn dDng Zopiclone thAn trong cho bOnh nhAn bi nhudc cd ning holc suy giim chrlc ndng gan ning.
B6nh nhAn cdn drlrlc ciinh biio kh6ng n6n ding Zopiclone trong cdc tnrt)ng htJp khi md ho khOng c6 <1rrt1o git'c ngt tron ddm dd thudo
kh6ng duoc thei rU hdt ra kh6i co thd trutlc khi ho tidp tuc ciic hoat <1Qng trong ngly h6m sau.

Sq li l6n: Benzodiazepine vI cdc thudc ttltlng tu 6nh hrrdng ttli khri nlng trf ndo nhrt sd tdp chung, chf ! vd crinh gi6c. Nguy cd <15n tr'ri

hi lAn thLrt)ng g4p d ngutli gii hoic bQnh nhAn cri cdc tdn thd(rng nao bO.

kt king, bdr an: Trong qur{ tdnh didu tq bing Zopiclone, ngrrr)i ta nh6n th0'y sg gia tlng tinh trang Io l6ng vdo ban ngdy vl/ho5c bt't an.

Didu nly cti thd do thili gian b6n thii cria thudc ngdn n0n gifra cdc li6u dDng xut't hiOn tinh trang tudng tu nhrt ngrlng thudc.

Trdm cdm: Cdn thQn tmng khi ding thudc cho b6nh nhAn c6 ddu hi6u ve trieu chrlng cta benh trdm cim, khi 116 ding thudc ngri c6 thd
ldm cho benh tram trong th6m. Nguy ct1 tu ding quri li6u li rA't ltln tl bQnh nhdn b! trdm c6m; vj thd chi n6n <JrJa cho b6nh nhAn mdt
lrrrJng thudc tdi thidu dri dirng.

I4m d4ng, phtl thuQc vii rit thu6'c: Triinh ngrlng thudc rI(.it ngOt vir cAn phii gif,m li6u til til vrli bdt k! bQnh nhAn nio dr)ng thudc k6o dii
trong vdi tuAn. ViQc gi6m lidu d5c biOt cdn lrtu j khi dnng thudc cho bQnh nhAn c6 tiOn sr? bi co giAt. Nguy cd lQ thuQc thudc tlng d

bQnh nhAn dI ttrng nghiQn rrr{u, dtng ma tuf, hoirc 6 odc benh nhAn b! rdi loan nhAn ciich. Tinh trang bQnh nhAn b! lo ldng ban ng}y
trong khoing thdi gian udng thudc vl lo ling t'6i phdt c6 thd lim tAng nguy co lQ thuQc thudc (l bQnh nhAn <lidu tri bBng Zopiclone.

Cfing nhrr c6c thudc an thdn khric, cdn h4n chd ding thudc l4i cho bQnh nhAn rlang drJrJc theo d6i y td.

BQnh nhAn vdi cric diiu ki€n dcjc bi€t: Cdn thdn trong khi ding Zopiclone cho ciic bgnh nhAn bi suy gi6m chr-lc ning gan hodc th4n ho4c

bi suy h0 h6'p ning. 0c chd h6 h6'p d6 rluoc ghi nh{n khi dDng thudc cho cric bQnh nhAn bl rdi loan chrlc ndng h6 hdp.

BQnh nhAn cin sqt tinh trio: Do tdc dung rtc chd thdn kinh trung fclng cria Zopir:lone nOn cdn thQn trqrng khi dirng thudc cho bQnh nh6n cri

thus nr0n ciic c6ng viQc cAn su tinh t6o nhrl v6n hlnh m6y m6c hay liii xe. Cfrng vtli lli do nhrr vAy, cin c6nh brio bQnh nhAn vd vi6c

dDng ddng thr)i Zopiclone vd n/t1u hodc ciic thudc rlc chd thdn kinh trung rrrlng khdc.

Ding thu6'c cho tri) em: Tinh an todn vi hiQu qui khi dilng thudc cho tr6 em drr(li 18 tudi van chua duclc xric lip
Ding thudc cho ng*iti gi): DDng thudr: an thdn li6u cao kh6ng thich <I6ng I ngr"ldi gi) c(l thd ra hAu qui kh6ng lrrilng tnl(rc drftJc. Do

v4y, cdn dDng lidu tha'p nhAi c(r thd cho cric bgnh

\

{
,irt

s7'9/;
.y

Thdi ky mang thai vh cho con bf :
Dilng rhudc khi mung thai: Trt em sinh ra b(ri

thudc.
Dilng thudc cho phu nt khi cho con bil: Thudc bAi n[ cho con bri.

T6c tlQng cria thudc khi l6i xe vA vfln hhnh m6y m6c:

M4c dtr tiic dung an than cta thudc k6o dAi cho ttli ngly h6m sau li it vd nhin chung kh6ng ddng kd nhrrng bQnh nhAn cfing kh6ng nOn

vQn hdnh mdy m6c hay liii xe vlo ngiy h6m sau, sau khi dtrng thudc cho tdi khi xric dinh chdc chdn rXng hoat clQng cfia ho khdng bi Anh

hurlng. Ndu dilng ctng vdi nlclu thi nguy cd ndy ting l6n.

trl c6 nguy cr, mf c tri6u chrlng rrlt

pharma
o 

,.^ --._ - -_r".t

benzodiazeoins vi cdc thudc
almoufltAvenue# iI0

k(
dnme ng

iT6 i Rcy
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Trlclng t6c thudc:
Rudu cti thd llm ting tdc dung an thdn ciia thudc, dic biQt ldm rlnh hLrting trli kh6 ning lrii xe hoic vQn hinh mdy mtic ciia ngLtr)i b6nh
khi dirng rldng thili, do vdy kh6ng n6n phdi hrtp.

Dirng thudc rldng thili vtli cric thudc fc chdthAn kinh trung drlng s6 lAm tlng tdc clung fc chdthAn kinh trung rtrtng. Do vAy cdn cdn nhic
Itli ich di6u tri khi dirng d6ng tht)i v(ri thudc chdng loan thdn (thudc ngri), thudc an thdn, thudc chdng lo Aulllm diu, thuOt uhring trdm
cim, thudc gidm rlau gAy ngfi, thudc chdng <16ng kinh, thudc mO vi cdc thudc khdng histamin c(r tiic dung an thdn.
Ding kdt hgp cric thudc d6n chdt benzociiazepin holc c6c thudc tu(rng tu vr'li thudc gi{m clau gAy ngri c6 thd lim t[ng tdc dung sdng
khodi vA d6n tdi lQ thuQc thudc.
Vi6c ding phdi hrlp v(;i thudc c6 t6c dung rlc chd men gan (rIirc biet la Cyt P450) c(r thd lem tlng tiic dung cria cilc benzodiazepin vi
cdc thudc tf(rng tu. Do Zopiclone clurlr: chuydn hod brli CYP 3A4 nOn ndng d6 trong mi{u crla Zopiclone tlng l6n khi dtng <ldng thdi vtii
cdc thudc rlc chdCYP 3,A4 nhr.terythromycin, clarthromycin, ketoconazole, itraconazole vi ritonavir. CAn phiigi6m lidu Zopiclone khi
dting tldng thdi v(ri c6c thudc nly.
NgrIrJc l4i, ndng rlQ trong miiu c0a Zopiclone gidm khi dirng t16ng thtli vdi thudc kich thich CYP 3A4 nhrl rifampicin, carmabazepin,
phenobarbitat, phenytoin. Khi d6 cdn phii ting lidu ding cria Zopiclone.

T5c dqng phU:
Tr{c dgng kh6ng mudn thudng g4p nht't khi dirng thudc ld <Idng miQng. Tinh trang quri ud o6i, budn ngri vd/ho{c mdt phdi htlp l} ddu

hiQu cria sr"t kh6ng dung nap thudc hodc qud lidu.
Nhfing t6c dgng phg rllqrc in nghiOng th&)ng g{p hdn (J Zopictone so vt'ri placebo: H0 thdn kinh truns ddng Budn ngrt, suy nhuqc, chdng

mit ltilin..mdttrinhrltttm.thiri.r'fimsi.rjgvrrfic:l .,./int!,khtrii. Acmdng,ramtranshdi rdi.bAuhoiicbinchin,c|mridcthl ,Jich.

trdnt ciim, gi6m ham mudn tinh dVc, mit phdi hop, gfim trrong luc co, ron, chu6t rrit, cam gi6c kidn bd, ndi kfui. 'fim mach: Ddnh tr6ng

ngrJc. Ti0u ho6 : Kh6 miQng, rdng fudi, hoi th7 cri mtii, budn n6n, ndn, khrj tiAu, ti€u chiy, ttio bdn, chrin iin hoqic dn nhiiu. Hi h{p; Kh6
th6. Giric guan: Girim th! htc. Da: Ngrfa, ndi mdn, tlng tidt mO hOi. Ngrla c6 thd lA ddu hiQu m6n cim vtli thudc, khi <16 ndn ngrlng ding
thudc. Chuydn hod vi dinh duOng: S[t can. Ciic tri6u chrlns khdc:. Ddng miQng, rlau ddu, cAm giiic chAn ndng, ring minh. Cdc x6t
nghi6m: D6i khi cdc x6t nghiQm b! inh hu(lng khi ding thudc bao gdm ting AST, ALT holc phosphatase kidm.
Ngdt)i cao tudi a6 mic cdc tiic dung phu nhrr d{nh trdng ngr.lc, n6n, chiin dn, tlng tidt nrr(rc bot, hi l6n, tAm trirng b& rdi, lo 6u, run vd

ting tidt mO h6i hon E nsui,i tr6. 
/.fr//

Qria flidu: / 'Z
O ngur'li tinh nguyQn hodc do vO tinh udng quri liOu Zopiclone tdi 340 mg, ciic triQu chfng chinh rlrrrlc ghi nhdn bao gdm: gidc ngri bi k6o
r* I ^ ' m6't <lidu hod. Tt't c[ crlc bidu hiQn quri li6u cria Zopiclone c6 liOn quan ttii r]dc tinh duqc ly cfia thudc: Budndar, bu()n ngu, ngu llm va

ngfi, hi l6n, ch6ng m4t, gi6m ho{c mdt phdn x4.

Diiu tri: Didu tri h6 trrl vir theo c6o dt'u hiQu lAm slng. Cdn theo

thidt. Cdn rira da diy ngay. Truydn dich tlnh mach vi b6o <16m

thudc ddi khring d4c hiQu vrli thu thd cfia benzodiazepin cti thd dD SG'
Trinh biy: Chai HDPE, chai/100 vi6n n6n

Bio quin: Nhiet dO du6i 300C.

H4n dtng: 36 thring kd ti ngiy s6n xudt

Ti6u chudn 6p dung: NhA Sdn Xu6't

Lrru f : - Ed xa tdm tay cria tr6 em
- Dqc ki hrldng d6n sr? dlrng tn/dc khi dtrng
- N6'u cdn th6ng tin xin h6i f kidn cria B6c Si

NiJi siin xrrt't: CONG TY I,HAII.MASCIENCI,]
6l I I Royalmount Avc., Suite 1i)0

Montreal (Quebec) Canada HrlP 2T'1

Tel: 514 3,10 91300 Fax: 514 3'10 9920

6111 Royalmount Avenue # i
Montreal. Quebec tl{P 2T4Car

n vh <lidu trl h5 trtl khi cAn

lai kdt quri. Flumazenil lir

zepin vI cr{c thudc tudng tU.

i.

E

TUQ. cuc TRIJSI'JC
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