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THANH PHAN
Mdivién nén bao phim chia:

T4 duge visa di . i
(Lactose monohydrat, calci hydrogen phosphat dihydrat, tinh bdt ngo, croscarmellose natri,
magnesi stearat, hypromellose, titan diaxyd)

MOTA
Vién nén tron, bao phim mautréng, hai mat khum, mt mat khdc vach va mt mét tran,

DUGC LYC HOC
Zopicion thudc nhém cyclopyrrolon o c4c d3c tinh tuong ty nhu céc diin chat clia benzodiazepin:
an thin, gidi lo 4u, gidn co, chiing quén va chBng co gidt. Thudc c6 tAc ddng gidn tiép 1am ting
hoat tinh ciia acid gamma aminobutyric (GABA) & ndo. Zopiclon g4n véi thy thé benzodiazepin clia
phic hop thy thé GABA nhung & vi tri khéc so vdi céc dlin chat benzodiazepin. Thubc cd thdi gian
thc dong ngdn. Thuc tao gidc ngli nhanh nhung khong lAm gidm ma kéo dai t8ng thaii gian gidc
ngll REM (gidc ngl chuyén ddng mét nhanh), va duy trl gi&c ngll séng cham binh thubing. NG
chung, thusc dugic xem o6 hiéu lyc nhu 13 mot thudc ngis tuang ty cdc ddin chit ciia benzodiazepin.

DUGC BONG HOC
Zopicion duge h&p thu nhanh va phan b8 rdng rii sau khi uBng. Thudc co thisi gian bdn thi sau 3,5
- 6,5 gity vA khodng 45 - 80% gAn kit véi protein huygt tuong. Zopiclon dugc chuyén héa nhiéu &
gan; 2 chat chuyén héa chinh, zopicion N- oxyd it hoat tinh hon va N-desmethyl-zopicion khdng cb
hoat tinh, dutic thai tri chi y8u qua nudc tidu. Khodng 50% liéu diing bi bién d8i do sy khi carboxyl
thanh cAc chat chuyn héa khdng cd hoat tinh duic thai trit mdt phan qua phdi dutsi dang carbon
dioxyd. Chl khoang 5% liéu ding khdng dugic chuyén hda xudt hign trong nudc tiéu v khodng 16%
& phan. Zopiclon ciing duoc bai tiét qua nudc bot do tao vi ddng. Thudc cling duge phan b6 vao sita
me.

CHIBINH
Didu trj ng4n han chiing mét ngd, bao gdm kho ngl, tinh gifc vé dem va thuc sdm. chiing mat ngl
thodng qua, tam thdi hoic man tinh, vi mat ngl thit phét o r6i loan tAm thén, trong nhiing truking
hgp ma mét ngl 1Am cho bénh nhan suy nhuge hodc kigt stfc trdm trong.

LIEU LUONG VA CACH DONG
Céch ding

— N&n ding liéu thap nhat c6 hidu qu trong m3i dot difutri.

- Nénmlopistadmld\idinﬂ].bmm‘m,

— Tho gian tri ligu: Mat ngi tam thi: 2 - § ngay. MAt ngl ng4n han: 2 - 3 tufn. MYt dot trj ligu khong
nén kéo di hon 4 tudn tinh cA thdi gian gidm lidu.
Lifulvgng

~ Nguoi 1on: Liéu thudng ding: 7,5 mg.

— Ngui 16 tudi: Nén bit 6du didutrj véi lidu 3,75 mg.

— Bénh nhan by suy than hay suy gan nhg dén trung binh: Nén bt ddu diéu tri vdi zopiclon G1idud 75

mg.

CHONG CHI DINH

— Qud mdn véi zopicion hay bat ky t4 dugic nao.

~ Ching nhugc canang, suy ho hp, hoi chiing ngung this trém trong khi ngl, suy gan trdm trong.

- Tréem

THAN TRONG

- Nguy calg thugc thudc: Dya vao kinh nghiém 14m sang, nguy ca 1@ thuje thudc 1A rdt nhd khi thii
gian tri liu khong qud 4 tudn. Nouy co 18 thudc thudc tng theo lifu diing va thbi gian tri ligu; tang
a0 hon & nhiing bdnh nhan c6 tién sif ung rugu va/ hodc lam dung thulic, hay bénh nhan rGi loan
nhan cdch rd rét. Quyét dinh si dung thudc ngl chi khi nhiing bénh nhdn nay haan todn tinh tio.
N&u sy 18 thudc vé thé chat tign trin, ngung didu tri dbt ngdt s& kim theo nhing trigu chiing cai
thude.

— Gai thudc: Nhing trigu ching cai thuSc khdng chc cd lién quan dén vide ngung diéu trj zopiclon
sau 4 tudn tri lidu. Bonh nhan nhdn duge nhidu Igi fch tif vigc gidm lidu ddn ddn tnudc khi ngung

n.

— Trdm cam: Khdng chl dinh zopicion 08 diu tri trdm cAm. B4t ky nguyén nhan cd bin ndo gy mat
ngis néin duc xéc dinh truc khi diéu t trigu ching 8 trénh céc tdc ddng nghiém trong ciia binh
trfm cAm trong khi diéu tri.

~ Dung nap thuéc: Kndng 6 bat ky d4u hiéu dung nap zopicion vdi this gian didutri d&n 4 tudn.

— Mt ngd d6i ngugc: Do nguy oo cai thusc hay hién tugng doi ngutsc c6 thé tang khi thbi gian didu tri
kéo d3i, hay ngung diu tri 0t ngdt, gidm ligu tiing bac ¢6 thé hitu ich.

~ M@ng duva nhilng hanh vi lién quan: Chiing quén nhiing sy viéc thyc hign trong liic ngl nhu di bd
va nhiing hanh vi lién quan khac gbm i xe, ndu nudng va 2n hay goi dién thoai dugc ghi nhan &
b&nh nhan ding thudc zopiclon ma chua tinh ddy hodn todn. Viéc ngung didu tri zopiclon c4n dugc
¢4n nhic ki chonhiing bdnh nhan b hanh vi néu trén.

— Ching quén: Ching qudn higm gap nhung chifng quén vé sau cb thé xdy ra, d3c bist khi gidc ngis
bi gi4n daan hay viéc di ngs bi hodn sau khi diing thuc. Vi vy, banh nhdn chl nén uSng thudc khi
chic chdn di ngl v c6 thé c6 gidc ngl tron dém.

TUONG TAC THUOC

~ Rugu: Kndng ndn diing déng thii vdi rucu v nugu 13m tang tdc dyng an thdn clia zopiclon. D3¢ bigt
diéu ndy s& dnh hubing d&n khd ndng I4i xe hodc van hanh méy méc.

~ Thubi dc ché thén kinh trung wong: K&t hgp voi thudc Uc ché th4n kinh trung uong cd thé 1am tang
thc dyng Gc ché thdn kinh. C4n c4n nhéc cdn than Igi ich trong vidc ket hop vdi cdc thulc chéng
Joan th4n kinh (thudc an thdn kinh), thubc ngd, thudc gidi lo 4w/ an thdn, thusc chiing trdm cdm,
thudc gidm dau gdy ngl, thubc chéng ddng kinh, thusc gdy mé va thulic khdng histamin c6 tic
dyng an th4n. Diing d8ng thdii benzodiazepin hay nhilng thudc gidng benzodiazepin vés thudc gidm
dau gdy ngil c6 thé gdy tang cim gidc hung phin dua d&n tang 1§ thudc vé tinh thdn. Cdc thusc dc
ché mot s& enzym gan (d3c bigt 12 cytochrom P450) o6 thé ting tdc dyng clia benzodiazepin va
c4¢ thudc ging benzodiazepin.

~  Thub Jc ché CYP3A4 (arythromycin, cianithromycin, ketoconazol, itraconazol vé ritonavir): Do
2opicion dupc chuyén héa bl cytochrom P450 (CYP) 3A4 isoenzym, nén néng 60 zopiclon trong
huy8t tuong o6 th ting khi s dyng d6ng thdi voi céc thude de ché CYP3A4. Nén gidm liéu ding
2o0piclon khi chl dinh d8ng this véi thudc U ché CYP3A4.

~ Thuc cdm ung CYP3A4 (rifampicin, carbamazepin, phenobarbital, phenytoin va St. John's wort):
N8ng d4 zopicion trong huy8t tuong gidm khi ding d8ng thi véi cac thubc cdm Ung CYP3A4. Nén
tang liéu diing zopiclon khi diing a6ng thji vdi cdc thulic cdm Ung CYP3A4.

PHY N CO THAI VA CHO CON BU
Phy a7 ¢4 thal
Kinh nghiém vé sit dyng zopicion trén phu nd o6 thai vAn cdn gidi han m3c di khdng cb nhang
phdt hi#n bt Igi trén d0ng vat. Vivay, khong nén chi dinh 2opicion cho phy ni cd thai.

Phy nd cho con b
N&n trinh st dyng zopiclon cho phy nl dang cho con bi v thudc bai it qua sTa me.

ANH HUONG TREN KHA RANG LAI XE VA SUDUNG MAY MOC
Mac di tdc dyng phy hi€m va It ¢4 ¥ nghia, nhung bénh nhan duge khuyén khong nén Ii xe hay
v4n hanh mdy méc sau khi diéu tri cho dén khi xdc dinh dugic vide thyc hign céc cdng vidc ndy clia
ho khong bj suy gidm. Nguy ca s& tang khi si dyng d8ng thisi voi nuu.

TAC DUNG PHY

— Thueng gép nh4t: Migng o6 vi hd d4ng hay vi kim loai sau khi ubng.

— ltgap hon: RGi loan tidu héa nhg, bao gém budn ndn va ndn, chong mét, dau ddu, ngd gat va khd
miéng.

— Hi#m gap- RGi loan t3m thdn vA hanh vi, nhu d& c4u kinh, hung hang, 16 t&n, tam trang chdn ndn,
ching quén vé sau, di trong khi ngl, do gidc va 94p 4c mdng, thuding g&p han & ngudi 16n tubi. Dj
{ing hay nhilng trigu ching tuong ty (nhu mé day hay phét ban), ddu ling lang va mét khd ndng
phéi hop, phit né va/ hojc phin Ung phan v, ting transaminase va/odc alkalin phosphatase
trong huyét thanh nhe dén trung binh,

— Tribu ching cai thusc thay i gm chiing mt ngi ddi ngikic, fo1dng, run, 86 md hoi, 68 xiic ddng,
16 1, dau ddu, d4nh trBng ngic, tim d4p nhanh, mé sdng, 4c mdng, 30 gidc, con hodng logn, dau
ca/chudt rit, r6i loan tigu héava dB cu kinh, Can dong kinh ¢4 thé xdy ra nhung rét hidm.

QUA LIEU
Trigu ching
Ngis gat. trang thai hon mé v m4t diéu hda (2 nhiing nh huding chinh duge bdo co trong nhang
tning hop bj qud liéu. Tuy nhign, t vong saukhi udng qué liéu zopiclon ciing duoc ghi nhan.
Didutr
Difu tri qud liéu chil yu 13 hB trg. Ngubi 16n udng trén 150 mg hay trd em uling 1,5 mg/ kg trong
vong 1 it c6 thé chi dinh uSng than haat tinh. Ngaai ra, rifa da day cing duc cdn nhic cho nudi
16 trong vdng 1 it sau khi qud liéu c6 nguy cd de doa sy stng. Flumazenil dugc ding trong tning
hgp e ché thén kinh trung uong trdm trong. ¥ thic s& nhanh chéng phuc héi sau khi tiém finh
mach flumazenil cho banh nhdn qud liéu zopiclon.

BAO QUAN : Trong bao bl kin, nai khd, trdnh 4nh sdng, nhigt & khong qud 30°C.

HAN DUNG : 36 thang ké tif ngdy sdn xuit.

PONG GOI = VI10vién. Hop 1vi.

TIEU CHUAN AP DUNG: Tiéu chudn nha sin xudt

THUOC NAY CHI DUNG THED BON CUA BAC ST

D4 xa tdm lay tré sm
Khbng ding thude qus thol han si dyng
Doc ky hudng dlin st dyng tntde khi ding
N&u chn tham thong tin, xin hé! § kifn bdc sT
Thdng bio cho be sT nhilng ldc dyng khdng mong mubn g§p phal khi st dyng thudc
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