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THANH PHAN
Mdivign nén bao phim chia:

T4 due vija di .. i
(Lactose monohydrat, calci hydropen phosphat dihydrat, tinh bt ngd, croscarmellose natri,
magnesi stearat, hypromellose, titan dicxyd)

MO TA
Vi#in nén trdn, bao phim mAutring, hai m3t khum, mdt m3t khdc vach va mit mat tron.

DUC LYC HOC
Zopiclon thudc nhém cyclopyrrolon ob c4c dac tinh tuong t nhu céc diin chat clia benzodiazepin:
an thin, gidi lo Au, gidin cg, ching quén v chdng co gidt. Thuc cd tc dong gidn tif fam tang
hoat tinh cia acid gamma aminobutyric (GABA) & ndo. Zopiclon gén véi thy thé benzodiazepin clia
phic hop thy thé GABA nhung & vi tri khdc so véi cdc din chit benzodiazepin. Thusic ¢d thii gian
tc ddng ngdn. Thudc tao it ngli nhanh nhung khong IAm gidm ma kéo dai tdng thdi gian gidc
noll REM (gifc ngl chuyén ddng mét nhanh), va duy trl gifc ngi song cham binh thubing. N6i
chung, thuffc dugc xem c6 hiu lyc nhu 13 mot thudlc ngs tuong ty cac ddn cht clia benzodiazepin.

pugc BONG HOC
Zopicion duge hp thu nhanh vi phan b6 rdng rai sau khi udng. Thudc ¢ thai gian bdn thiisau 35
- 6,5 gity v khodng 45 - 80% gin kit véi protein huydt tuong. Zopiclon duge chuyén héa nhiéu
gan; 2 ch&t chuyén héa chinh, zopiclon N- oxyd ft hoat tinh hon va N-desmethyl-zopicion khing cb
hoat tinh, dugc thai trif chi yéu qua nuc tidu. Knodng 50% lidu ding bi bitin a6i do sy khi carboxyl
thanh c4c chat chuyén héa khdng ot hoat tinh duige thai trit mit phén qua phdi duti dang carbon
dimxyd. Chi khodng 5% liéu diing khong dugc chuy8n héa xudt hién trong nuéc tiéu va khodng 16%
 phan. Zopiclon ¢iing dugc bai ti€t qua nudc bot do tao vi déng. Thudc cling dugc phan b vao siia
mg.

cHl BINH
Didutrj ngin han chiing mAt ngd, bao gém khé ngl, tinh gidc vé dém va thic sdm, ching mat ngis
thoding qua, tam thdi hodc man tinh, va mét ngi thil phét do i loan tm thin, trong nhifng trding
hop ma mét ngli 1m cho bénh nhdn suy nhugc hodc kigt sic trdm trong.

LIEU LUYNG VA cAcH DONG
Cdch ding

~ N&n ding lifu th&p nhat 6 higu qud trong mdi dot didutr.

- Nén uiing Zopistad trdc khi di ngd, & tu thé ddng.

— The gian tri idu: MAt ngl tam thii: 2 - 5 ngdy. Mt ngli ngdn han: 2 - 3 tufn. Mt dat tr lidu khidng
nén kéo dai han 4 tudn tinh ¢4 thdi gian gidm lifu.
Lidu hngng

—  Nguai ign; Lidu thubing ding: 7.5 mg.

— Nguoi Idn tudh: Nén bét adu didu tri vi li6u 3,75 mg.

— Bénh nhdn by suy than hay suy gan nhg dén trung binh: Nén bt ddu didu tri vdi 2opiclon 31ifu3,75

mg.

CHONG CHI BINH

— (Qud min v zopiclon hay bt ky t4 dutic ndo.

- Ching nhuye candng, suy hd hap, hoi chitng ngung thi trdm trong khi ngd. suy gan trdm trong.

- Tréem

THAN TRONG

— Nguy ca& thudc thudc: Dya vio kinh nghiém 14m sang, nguy co ¢ thudc thuic 4 rdt nhd khi thik
gian trf li8u khong quéd 4 tuin. Nouy ca 1§ thuc thudc tang theo lifu ding v thbi gian tri lidu, ting
cao han & nhiing banh nhan o6 tién s wng rugs va/ hodc lam dyng thuc, hay b§nh nhan i loan
nhan cdch G rét. Quyét dinh s dyng thudc gl chi khi nhing bénh nhan ny hoan todn finh tdo.
NEu sy 18 thudc vé th chat tign trién, ngung didu tri dbt ngbt & kim theo nhiing tridu chiing cai
thufe.

_ Gai thud: Nhiing trigu ching cai thudc khdng chic ¢4 lién quan dén vide ngung difu tri zopiclon
sau 4 tufn tri ligu. BAnh nhan nh3n duric nhidu Ioi lch tif vige gidm liéu ddn d4n trudc khi ngung
hn.

~ Trim cdm: Knhdng chl dinh zopicion d€ diéu tri trdm cdm. B4tk nguyBn nhin ca bin ndo pdy mit

ngis nén dugc xdc dinh trudc khi didu tr trigu ching a¢ trinh cdc tdc ddnp nghiém trong clia bénh

trdm cAm trong khi difu tri.

Dung nap thude: Knong cd bt ky déu hiéu dung nap zopicion v thisi gian didu tri d%n 4 tudn.

Mt ngel dgi nguie: Do nguy cd cai thudic hay hién tugng dgi ngugic ¢6 thé tang khi thdi gian didu tri

kéodai, hay ngung didu tri bt ngdt, gidm liéu timg bdc o thé hiu ich.

— Mdng duva nhing hanh vi lién quan: Chiing quén nhitng sy vidc thyc hign trong lic ngd nhu di b
vA nhiing hanh vi lién quan khdc gém Idi xe, ndu nuéng va dn hay goi dién thoai dugc ghi nhan &
bénh nhan ding thudc zopiclon ma chua tinh ddy hodn ton. Viée ngung diéu tri zopiclon cén dugc
3n phic ki chonhiing bénh nhan b hinh vi ndu trén.

— Ghung quén-Ching quan higm gip nhung ching quén vé sau ot thd xdy ra, dic bist khi gidc ngit
bi gidin daan hay viéc di ngi bj hodin sau khi diing thudc. Vi vy, bdnh nhan chi nén uSng thudc khi
chdc chdn di ngli va 6 thé c gidc ngd tron dém.

TUONG TAC THUOC

~ Augu: Khdng nén ding d8ng thisi vai rugs vl rugu 1Am tang tde dyng an thdn clia zopiclon. B3 bist
didu ndy s& dnh hubing d&n khd nang Idi xe hoic van hanh miy méc.

—  Thudc dc ché thén kinh trung viong: KEt hp véi thudc dc ché thén kinh trung umng ¢ thé lAm tang
téc dyng tc ch¥ thdn kinh. C4n cdn nhic cdn than Igi ich trong viéc ket hop véi cdc thudc ching
loan th4n kinh (thudc an thdn kinh), thulic ngd, thubc gidi lo 4w/ an thdn, thudc ching trém cdm,
thude gidm dau gdy m.mmmnwm.maymﬁﬂmmnonmmm
dyng an th4n. Diing déng thai benzodiazepin hay nhiing thuSc giding benzodiazepin v thuic gidm
dau gdy ngi 6 thé gdy ting cAm gidc hung phdn dua d&n ting 1§ thudc vé tinh thdn. Cdc thude de
ch& mbt s& enzym gan (d3c biét 1A cytochrom P450) cd thé ting téc dyng clia benzodiazepin va
cc thullc giing benzodiazepin.

- Thudt Jc ché CYP3A4 (srythromyein, clarithromygin, ketoconazol, itraconazol vd ritonavir): Do
zopiclon dupc chuyén héa b cytochrom P450 (CYP) 3A4 isoanzym, néin néng d9 zopiclon trong
huy8t tuong o6 thd tng khi s dung dBng thii v cée thudc de chd CYP3A4. Nén gidm liéu ding
zopiclon khi chl dinh d8ng this vdi thulc e chf CYP3A4,

- Thudic edm idng CYP3A4 (rifampicin, carbamazepin, phenabarbital, phenytoin v 5t John's wort):
Néng 8 zopiclon trong huyst tuong gidm khi dong ddng this véi céc thube cdm dng CYP3A. Nén
t4ng li€u ding zopiclon khi diing déng thai voi cic thule cdm dng CYP3A4,

PHUY N CO THAI VA CHO CON BU
Phy i cd thal
Kinh nghiém vé sit dyng zopiclon trén phy niJ o6 thai vAn cbn gidi han mc di khong 4 nhing
phat hi#n bat Igi trdn Adng vat. Vivay, khang nén chi dinh 2opicion cho phy i cb thai.

Phy nif ¢ho con b
N&n tréinh s dyng 2opiclon cho phy nd dang cho con bi vi thudc bai tigt qua sda mg.

ANH HUONG TREN KHA RANG LAI XE VA SUDYNG MAY MOC
M3c db tac dyng phy higm va ft ¢d § ngha, nhung bénh nhan dupe knuyén khdng nén Idi xe hay
van hinh may méc sau khi diéu tri cho d€n khi xdc dinh ducc viéc thyc hién cdc cbng vide nay clia
ho khong bj suy gidm. Nguy ca s tng khi sif dung ddng thosi vi rigu.

TAC DUNG PHY

— Thudng gap nhAt: Migng co vi hd ddng hay vi kim foai sau khi uBng.

~ it gap hon: A logn tidu hda nhg, bao gdm budn ndn va nbn, chong mat, dau ddv, ngl g3t va khd
migng.

_ Higm gap: R loan tAm than vA hanh vi, nhu a8 c4u kinh, hung hang, 16 1An, tam trang chén ndn,
chiing quén vé sau, di trong khi ngl, do gide va gdp 4c mdng, thudng gap hon & ngui 16n tudi. Dj
(ing hay nhilng tridu chung tuong ty (nhu mé day hay phat ban), d4u ldng iang va mdt khd ning
phéi hop, phis né va/ hojc phin dng phin vé, ting transaminase va/hodc alkalin phosphatase
trong huy&t thanh nhe d&n trung binh,

_ Trigu chiing cai thufic thay 68i gém chiing mt ngl di nguckc, lo 1ng, run, 66 mé hoi, d xic dng,
16 13, dau ddu, d4nh tréing ngyc, tim d4p nhanh, mé sdng, 4c mng, 4o gidc, con hodng loan, dau
ca/ chudt rit, réi loan tigu héa va df cau kinh, Can dgng kinh c6 thé xAy ra nhung rét hidm.

QUA LIEU
Triju ching
Ngii g2t trang théi hdn mé v3 mat didu hbda 13 ahizng dnh hudng chinh dugc bio cdo trong nhing
trsbing hdp bi gu lifu. Tuy nhiBin, £ vong sau khi uing qu4 liu zopiclon ¢ling duic ghi nhdn.
Didu trf
Diéu tri qué liéu chil y&u 13 hB trg. Ngudi 16n udng trén 150 mg hay trd em uSng 1,5 mo/ kg trong
vbng 1 it o6 thé chl dinh uSng than hoat tinh. Ngodi ra, riia da Gy cing dugc cdn nhéc cho ngubi
I trong vong 1 git sau khi qud liéu ¢6 nguy cd de doa sy sBng. Flumazenil dugc dimg trong trubng
hop iic ché thdn kinh trung vang trdm trong. ¥ thilc 58 nhanh chdng phyc héi sau ki tiém Tinh
mach flumazenil cho b&nh nhAn qud li€u zopiclon.

BA0 QUAN : Trong bag bi kin, noi khd, trdnh 4nh sdng, nhigt d khong qud 30°C.

HAN DONG : 36 thang ké til ngdy sdn

BONG GOI = VI10vign. Hop 1vi.

TiEU CHUAN AP DUNG: Tidu chudn nha sin xudt

THUSC NAY CHI DUNG THED BON CUA BAC ST

D xa tdm tay tré em
KhBng ding thudc qus thl han si dyng
Doc k hudng dfin sit dyng Intde khi ditng
Néu ¢ thém thdng Uin, xin hd! ¢ kigh bdc T
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