Ry THUGC BAN THEO DON EU )
Bocky hudng ddn si dung trudc khi ding.
— Néu cdn thém thong tin xin hdi y kién thdy thudc.
[ Chi diing thudc ndy theo sy ké don cia thdy thudc.
(Vién nén dai bao phim Zopiclon 7,5 mg)
THANH PHAN
MBI vién nén dai bao phim chua:
b L 75mg

Ta dugc: Mmm:amm“nmwhwmtmmsewnmﬂ!mm
glycolat, magnesi stearat, hydroxypropylmethylcellulose, polyethylen giveol 8000, ttan
dioxyd, talc, mau brilliant biue, mau black PN .. viia U 1 vién.

Pic tinh duge Ive hoc:

Zopiclon la mot thudc ngll thude nhom cyclopyrrolon. NG nhanh chong khdi phat gidc
ngu ma khong gidm tdng gidc ngd REM (gidc ngul chuyén ddng mdt nhanh) va duy ti
gidc ngli kém theo bdo todn gide ngll song chdm. Anh hudng cdn du vao sing hom
sau it hon so véi cac benzodiazepin tac ddng ngdn. Dic tinh dugc Iyic cla né bao gém
gdy ngu, an thin, chdng lo du, chdng co glat v gidn co. Cling nhy diazepam, tic ddng
ctia zopiclon cé dugc thdng qua ting cudng hoat tinh cla gamma-aminobutyric acid
(GABA) trong ndo. Zopiclon gdn véi thanh phdn thy thé benzodiazepin cda phic hop
thy théggASA nhung & vi tri khac so voi cic benzodiazepin. Thudc cd thai gian tac
déng ngdn.

Dic tinh dugc ddng hoc:

Zopiclon dugc hdp thu nhanh chong va phan bd rdng sau khi udng. Thudc co thai
glan ban thai tr 3,5 dén 6,5 gid va khodng 45 - 80% gdn voi protein huyét tuong.
Zopiclon duge chuyén héa manh tai gan; hai chat chuyén héa chinh, chat it hoat tinh
hon zopiclon N-oxyd va chdt khdng cé hoat tinh N-desmethylzopicion, dugc thai tri
chi yéu qua dudng tidu. Khodng 50% lidu udng chuyén thanh chit khdng hoat tinh
qua phan ing decarboxyl héa va dugc thdi trir chi yéu qua dudng hé hip dudi dang
carbon oxyd. Chi cé khodng 5% lidu udng dang nguyén ven thdi qua nudc tidu va 16%
qua phdn. Thai tri zopiclon trong nudc bot cé thé gdy nén vi ddng. Thudc cd the &
qua sifa me.

CHI DINK:

Pidu tri ngdn han ching mdt ngu, bac gém: Khé ngu, tinh gidc ban dém, tinh gidc
sdm, mit ngd thoang qua, mat ngd do hodn canh hodc mat ngd man tinh va mat ngd
thi phét do rdi loan tim thdn, trong tinh hudng ma mdt ngu gdy suy nhugc hodc gdy
stress cho bénh nhan. Khong nén st dung thudc lidn tuc va kéo dai. Qua trinh didy tri
nén sif dung lidu thip nhdt cé hidu qua.

CHONG CHI BINH:

Zopiclon chdng chi dinh & bénh nhan:

+ Nhugc co nang.

« Suy hé hdp.

+ Hél ching ngung thd khi ngd ndng.

= Suy gan ndng.

« Qua min zopiclon hodc bt ky thanh phdn ndo cla thude.

Clng nhu tat ca cdc thude ngd khac, khéng nén sit dung zopiclon & tré em.

LUV ¥ DAC BIET VA THAN TRONG KHI SU' DUNG:

- Bénh nhdn suy gan, thdn: B8i véi bénh nhan bi suy thdn hay suy gan nhe dén trung
binh, zopiclon nén dugc bat ddu diéu tri vai lidu 3,75 mg trudc khi ngd. Khdng nén
dung thudc cho ngudi bi suy gan ndng.

- Bénh nhdn suy gidm hé hdp: Lidu thdp dugc khuyén cdo cho bénh nhan suy gidm hé
hdp man tinh do nguy cd gdy Uc ché hd hip.

- Tré em: Lidu an todn v hidu qua cla zopiclon chua dugc thiét lip ngudi nhéd hon
18 tudi.

- Nguoi gid: Liéu thip 3,75 mg nén dugc ding khi bt ddu didu tri cho nquds gia. Tay
thudc vio hidu qua va kha nang chip nhin. Liéu ding co thé ting tir ti néu cin thit.

- Nguy cd I¢ thudc thudc: Nghién clu 1am sang cho thdy nguy co [& thude thude cla
zopiclon it nhat khi thai gian st dung nha hon 4 tudn. Hiém khi xdy ra lam dung thude.

- Miéu Ung cai thuéc: Ngung didu tri zopiclon thutng khdng gdy nén higu Ung cai
thudc néu thai gian didu tri khong qud 4 tudn. Bénh nhin nén dugc giam lidu Ut
trude khi ngung thudc.

- Trdm cdm: Cing nhu cdc thude ngl khic, zopicion khdng dung dé didu tri trdm cdm
thim chi co thé che ddu cac tridu ching trdm cdm (cac bénh nhan nhu vy co thé
din dén ty tu). Tt cd cac nguyén nhin cd bdn cda mdt ngl nén dugc dua ra trude
khi diéu tri tridu ching dé tranh nhiing dnh hudng nghiém trong d&n trim cdm do
diéu tri.

- Dung ngp thudc: Sau khi dung lidu 13p lai trong mdt vai tudn cic benzodiazepin va
chit tuong ty benzodiazepin c6 thé sé gidm hidu qud gdy ngu. Tuy nhién, khdng
thdy ddu hiéu dung nap zopiclon ndo trong qua trinh didu tri khéng qud 4 tudn.

- Mdt ngu trdm trong hon: La mét hdi ching thoang qua trong dé cic trigu chung dugc
chi dinh diéu tr| bdng mét benzodiazepin hodc chit tuong ty benzodiazepin tai phat
& muc 46 ndng hon khi diéu tri khdng lién tuc. Né o thé kém theo cic phdn Ung
khac bao gém thay déi cdm xuc, lo 1dng, bén chén. Do nguy ca hdi chung cai thude/
hién tugng ndng hon sau khi dung thudc cé thé ting sau mét qud trinh didu tri kéo
dii, hodc ngung diéu tri ddt ngdt, nén phai gidm lidu tlr tir va tu vn bénh nhan cho
phi hop. Nén dung liéu thip nhit kéo dai trong théi gian ngdn nhit ma didu tri cd
hidu qud.

Mt tri nhé: Mt trf nhé hiém xdy ra, nhung mat tri nhd vé sau c6 the xdy ra. ddc bigt
khi gidc ngu bi gidn doan hodc khi viéc ndm ngu bi tri hodn sau khi ding thuée. Do
a6 dé gldm bat khd ndng mat tri nhd vé sau, bénh nhin nén dim bdo ring chi ding
thudc khi ho chic chin di ngu va ngi du gific vao budi dém (ngd khdng gidn doan
vd kéo dai khodng 7 dén 8 tiéng)

- Ciic phdn Ung tdm thdn v nghich thuting kAdc Phin Ung tim thin v nghich thudng
khic 33 duge bio cdo nha Bén chdn, kich 30ng, dd cau kinh, hung hing, gidn dl &
mong. 30 gidC hanh vi khang phi hap v cic tic dung khdng mong mudn ién hanh
wi khac 83 xdy ra khi s dyng cée thude an thin/ gdy ngd nhu zopicion. Néu <o cic
hidn tugng trén, ndn ngUng i dung thudc. Nhing phin Ung ndy xdy ra nhidu han &
nQUdE & nguRdi cao tudi

- O trong ic ngu va cdc hdnh v idn guan: D b khi ngull vl i< hanh vi khic idn quan
nhat i xe khi ngd, chudn bi thyc phim v 3n udng, hodc goi dken thoal, kém theo
mdt tri nha cac sy kidn, 33 duge bao cdo & nhing bénh nhin 33 dung Topicion v
khdng hodn todn tinh tda. Vide sl dyng rugu va cic thude trdm cdm he thin kinh
trung uong khic véi zopicion xudt hign im tng nguy co cla ¢ hanh vi nhu vy,
cing nhu vide st dung cic zopicion & lidu vwigt qud lidu tdi da. Ngung zopicion nén
Sugic xem xét cho cic bénh nhdn ¢d cac hanh vi nhal vy

D& xa tdm tay tré em.

sU DUNG CHO PHU NU CO THAL VA CHO CON BU:
KhOng o 40 4 lidu &€ danh gid an todn cla zopicion & phy nl < thai va cho con bu
Do 3¢ khdng khuydn cio si dung zopicion & phy nd ¢ thai v cho con bu.

TAC DONG TREN KHA NANG LAL XE VA VAN HANK MAY MOC:

Mac di tdc ddng con sot lai thi hidm va thudng khong ding ké. bdnh nhin viin nén
tranh l3i xe vd vin hanh may moc ngdy hdm sau khi udng thudc dén khi chde chldin kha
ndng hoat ddng khang bi suy gidm. Nguy co ting ndu ding thudc chung v rugu.

TAC DUNG KHONG MONG MUON:

Cing nhy diazepam, vi ddng kim logi trong midng K tic dung khdng mong mudn
thuding gde nhdt cla zopicion. Ngodi ra cdn cd: Khd midng, khé thic ddy vae budi
sang, budn ngu, budn ndn, & mdng. Cic tic dung khdng mong mudn lidn quan dén
than kinh: Ac gidc. mdt tri nhd, rdi loan hanh vi, hidu dng 1§ thudc thudc, lim dung
thudc, hidu Ung cai thude va am trdm trong thém bénh mdt ngd.

Thdng bdo cho thdy thude cic i dung khdng mang mudn gdp pidi kA st dung thudc

LIEU DUNG - CACH DUNG:
Ngusi Idn: Udng 7.5 mg (1 vidn) trudc khi i ngd.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Tac dyng an thin cla zopicion cd thd duoc ning cao khi duoc st dung két hop vai
rugu, do d¢ khdng khuydn khich s dung ddng thai. Biic bidt, didu ndy ¢ the dnh
hudng dén kha ndng |3 xe hodc st dung may mac cda bénh nhan.

K&t hop thudc chdng trdm cdm thdn kinh trung uong ¢é the lim ting cuding tac dung
chdng trdm cim. Do 46, loi ich didu tri cla vide sU dung phéi hop véi cic thudc chéng
loan thin (thudc an thdn kinh), thudc ngd, thudc chéng lo du/ thude an thdm, cic
thudc chdng trdm cim, thude gidm dau gdy ngd, thude chdng ddng kinh, thude mé
v cdc thude khang histamin tdc dung an thin nén duoe cin nhdc cie thin. Trong
trudng hop thude gidm dau gdy ngu, ting cudng hung phin cling < the xdy ra dén
dén sy gia ting 1& thudc thudc vé tim V. Cc hap chit e ché enzym cla gan nhdt dinh
(d3c bidt I cytochrom P450Q) cd the ting cuting hoat ddng cla cic benzodiazepin va
cac chdt tuang ty benzodiazepin.

Do zopiclon duge chuyén hda bdi iscenzym cytochrom P450 344 (OYP), ndng &6
huyét tuong cla zopicion ¢ thé ting khi phdi hop vdi cic chit do ché OFP3AL nbhy
erythromycin, darithromycin, ketoconazol, itraconazol va rtonavie. Gidm lidu che
zopiclon cé the cdn thidt khi nd dugc diing chung vai cac chdt Uc ché CYP3AL Nguoc lai
ndng dd huyét tuong cla zopicion o the bi gidm khi s dung d8ng thdi wdi cic chat
cam Ung CYP3A4 nhy rifampicin, phenobarbital, carbamazepin, phenytoin v& St John
wort, do 3¢ co thé phdi ting lidu zopiclon khi ding chung vai cac thudc trén.

QUA LIEU - XU TRE:

Tridu chdng:

Bugc bidu hign bling nhidu mdc 36 suy gidm hé thin kinh trung yong 1 budn ngd
dén hdn mé, tly thea lidu tidu héa. Trong trudng hap nhe: cic tridu ching bao gém:
Budn ngy, i Idn va the o. Trang truding hep ning, cic tridu chung b thé bao gdm
mdt didu hda vdn ddng, gidm truang lue, ha huyét ap, methaemogiobin maw, suy hd
hip va hén me. Qua lidu khdng din dén tivong tritkhi két hop véi trdm cim ha thin
kinh trung vong khac, bae gém cd rugu. Cic yéu 8 nguy o khac, ching han nhy
tinh trang suy nhugc cla bénh rhdn, & thd gép phdn vae muc 48 nghiém trong cla
Cac tridu chung va rit hidm khi cd the din dén 1 vong.

Xt tr:

- Bidu tri tridu chiing va didu tri hd trg trong mai truéng 1m sang thich hap. Cha ¥
chuc ndng hé hdp va tim mach.

- S dyng than hoat tinh néu ngui Idn s dung hor 150 mg hay tré em sd dung han
1.5 mg/ kg trong vang 1 gid.

- Cé the clin nhdc nia rudt & ngudi Idn trong vong mdt gidr saw khi s dung qua lidu
thudc @ khd ning de doa tinh mang.
- Néu suy gidm hé thin kinh nghiém trong < thé s dung flumazenil. Khang sd dung
trong truting hap qua lidu hdn hop hay nhu maét test chdn dodn.

- Bidu tri nén bao gdm & bién phap iy tri tridy ching chung v bién phip hé g
mgfénmmmmamnmmﬂmh«mmmm
nhdn &n dinh.

DONG GOE: Hop 6 vi x 10 vidn.
BAO QUAN: Noi khd rda, tranh dnh sing, nhit 30 khdng qua 30°C
TIEU CHUAN CHAT LUONG: Tiéu chudn nha sin xudt.

0079.72

HAN DUNG: 36 thang k& tl ngdy sin wudt

DAVIPHARM

Sdn xudt tai: CONG TY €O PHAN DUTC PHAM DAT VI PHU
(DAVIPHARM)

L& M7A, Buting D17, Khu Cdng nghidp My Phutc 1, Phuding
Thai Hoa, Thi xd Bén Cét, Tinh Binh Duwung, Viét Nam
Tel: 02743567 687 Fax: 02743567 688



