Doc ky hudng din sir dung trudc khi dung.
Néu can thém thong tin xin hoi y kién thay thuoc
Chi ding thuéc nay theo sw ké don ciia thay thuéc.

DREXLER

(Vién nén dai bao phim Zopiclon 7,5 mg)

THANH PHAN

Mbi vién nén dai bao phim chira:

Zopiclon ... 7,5mg

Ta duoc: Povidon, acid citric, lactose monohydrat, cellulose vi tinh thé, natri starch glycolat,
magnesi stearat, hydroxypropylmethylcellulose, polyethylen glycol 6000, titan dioxyd, talc, mau
brilliant blue, mau black PN.

Pac tinh dwgc luc hoc:

Zopiclon la mot thuéc ngu thugc nhom cyclopyrrolon. N6 nhanh chong khaoi phat gidc nga ma
khong giam tong giac ngu REM (glac ngu chuyén ddng mat nhanh) va duy tri gidc nga kém theo
bio toan giac ngu song cham. Anh huéng con du vao sdng hom sau it hon so véi cac
benzodiazepin tac dong ngan. Pic tinh duoc luc cua nd bao gom gay ngu, an than, chéng lo au,
chdng co giat va gian co. Ciing nhu diazepam, tac dong cua zopiclon co dugce thong qua tang
cuong hoat tinh cua gamma-aminobutyric acid (GABA) trong ndo. Zopiclon gan vé6i thanh phan
thy thé benzodlazepln cua phuc hop thu thé GABA nhung & Vi tri khac so véi céc benzodiazepin.
Thudc c6 thoi gian tac dong ngan.

Dic tinh dugce dong hoc:

Zopiclon dugc hap thu nhanh chéng va phan b rong sau khi udng. Thudc co thoi gian ban thai
tir 3,5 dén 6,5 gio va khoang 45 - 80% gan vai protein huyét twong. Zopiclon duoc chuyen hoa
manh tai gan; hai chat chuyén héa chinh, chat it hoat tinh hon zopiclon N-oxyd va chat khéng cé
hoat tinh N-desmethylzopiclon, dugc thai trir chu yéu qua duong tiéu. Khoang 50% Iiéu uéng
chuyén thanh chat khong hoat tinh qua phan u’ng decarboxyl hoa va duoc thai tra chu yéu qua
duong ho hap duéi dang carbon oxyd. Chi cd khoang 5% liéu uong dang nguyen ven thai qua
nudéc tiéu va 16% qua phan. Thai trir zopiclon trong nuéc bot c6 thé gay nén vi ding. Thudc co
thé di qua sira me.

CHI PINH:

Diéu tri ngan han ching mat ngi, bao ggm Kho ngu, tinh gléc ban dém, tinh giic som, mat ngl
thoang qua, mat ngl do hoan canh hogc mat ngd man tinh va mat nga thtr phat do rdi loan tim
than, trong tinh huong ma mat ngi gy suy nhugc hodc gy stress cho bénh nhén. Khong nén st
dung thudc lién tuc va kéo dai. Qua trinh diéu tri nén sir dung lidu thip nhat c6 hiéu qua.

CHONG CHI PINH:
Zopiclon chéng chi dinh & bénh nhan:
* Nhuoc co nang.
« Suy hé hap.
* Hoi chirg ngung thd khi ngu nang.
* Suy gan nang.
* Qua man zoplclon hoic bat ky thanh phan nao cua thudc.
Ciing nhu tét ca cac thude ngu khac, khéng nén st dung zopiclon & tré em.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

- Bénh nhan suy gan, thdn: D6i voi bénh nhan bi suy than hay suy gan nhe dén trung binh,
zopiclon nén duogc bit dau diéu tri véi lidu 3,75 mg trudc khi nga. Khéng nén ding thudce cho
nguoi bi suy gan nang.
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- Bénh nhan suy giam hd hap Liéu thip duoc khuyén céo cho bénh nhan suy giam hd hap man
tinh do nguy co gdy tc ché ho hap.

- Tré em: Liéu an toan va hiéu qua caa zopiclon chwa dugc thiét 1ap ngudi nho hon 18 tudi.

- Nguwoi gid: Liéu thap 3,75 mg nén dugc dung khi bat dau diéu tri cho nguoi gia. Tuy thudc vao
hiéu qua va kha nang chap nhan. Liéu dung c6 thé tang tur tur néu can thiét.

- Nguy co [é thugc thuéc: Nghién cizu 1am sang cho thay nguy co 18 thudc thudce caa zopiclon it
nhat khi thoi gian sir dung nho hon 4 tuan. Hiém khi xay ra lam dung thudc.

- Hiéu ing cai thuoc: Ngung diéu tri zopiclon thuong khéng gy nén hiéu ¢ng cai thuéc néu
thoi gian diéu tri khdng qua 4 tuan. Bénh nhan nén duoc giam lidu tir tir trude khi ngung thude.

- Trdm cam: Ciing nhu cac thudc ngu khéc, zopiclon khong dung dé diéu trj tram cam tham chi
c6 thé che dau cac triéu chitng tram cam (c&c bénh nhan nhu vay c6 thé dan dén tu ta). Tat ca
cac nguyén nhan co ban cua mat ngu nén dugc dua ra trude khi diéu tri triéu ching dé tranh
nhitng anh huéng nghiém trong dén tram cam do diéu tri.

- Dung nap thuéc: Sau khi dung liéu lap lai trong mét vai tuan cac benzodiazepin va chét twong
tu benzodiazepin c6 thé s& giam hiéu qua gay ngu. Tuy nhién, khdng thiy dau hiéu dung nap
zopiclon nao trong qua trinh diéu tri khong qué 4 tuan.

- Madt ngu tram trong hon: La mot hoi chimg thoang qua trong d6 cac triéu ching duoc chi dinh
diéu tri bang mot benzodiazepin hogc chat twong tu benzodiazepin téi phat ¢ mirc do néng hon
khi diéu trj khong lién tuc. N6 c6 thé kém theo céc phan tng khéac bao gom thay d6i cam x(c,
lo Iang bon chén. Do nguy co hdi chung cai thudc/ hién tuong nang hon sau khi dung thudc
c6 the tang sau mot qud trinh diéu tri kéo dai, hoic ngung diéu tri dot ngot, nén phai giam IIeu
tir tir va tu van bénh nhan cho pht hop. Nén ding liéu thap nhat kéo dai trong thoi gian ngén
nhat ma diéu tri c6 hiéu qua.

- Mat tri nhg: MAét tri nhé hiém xay ra, nhung mét tri nhé vé sau c6 thé xay ra, dic biét khi giac
ngu bi gian doan hoac khi viéc nam nga bi tri hodn sau khi duing thubc. Do d6 dé giam bét kha
ning mat tri nhé vé sau, bénh nhan nén dam bao rang chi dung thudc khi ho chac chan di nga
va ngu di giac vao budi dém (ngi khong gian doan va kéo dai khoang 7 dén 8 tiéng).

- Cac phan #ng tam than va nghich thirong khac: Phan (ng tam than va nghich thuong khac da
duoc bao cao nhu: Bon chdn, kich dong, dé cau kinh, hung hing, gian dix, ac mong, ao giac,
hanh vi khong phu hop va cac tac dung khong mong muén 1én hanh vi khac da xay ra khi st
dung cac thudc an than/ gay ngu nhu zopiclon. Néu c6 céc hién tugng trén, nén ngung st dung
thudc. Nhitng phan &ng nay xay ra nhiéu hon & ngudi ¢ nguoi cao tuoi.

- DBitrong lac ngu va cac hanh vi lién quan: Bi bo khi ngua va cac hanh vi khac lién quan nhu lai
xe khi ngu, chuan bj thuc pham va an udng, hoic goi dién thoai, kém theo mét tri nhé cac su
Kién, da dugc b&o cdo ¢ nhirng bénh nhan da dung zopiclon va khéng hoan toan tinh tdo. Viéc
str dung ruou va cac thudc tram cam hé than kinh trung wong khac véi zopiclon xuét hién 1am
tdng nguy co cua cac hanh vi nhu vay, cling nhu viéc su dung cac zopiclon & lidu vuot qua
IIeu t6i da. Ngung zopiclon nén dugc xem xét cho cac bénh nhén c6 cac hanh vi nhu vay.

Pé xa tam tay tré em.

SU'DUNG CHO PHU NU' CO THAI VA CHO CON BU:
Khong ¢6 du dir li€u dé danh gia an toan cua zopiclon & phu nir ¢6 thai va cho con bi. Do dé
khong khuyén céo stir dung zopiclon ¢ phu nit c6 thai va cho con bu.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Maic du tac dong con sot lai thi hiém va thuong khong dang ké, bénh nhan van nén tranh lai xe
va van hanh may moc ngay hom sau khi udng thudc dén khi chic chan kha ning hoat dong
khong bi suy giam. Nguy co ting néu dung thuc chung véi rugu.

TAC DUNG KHONG MONG MUON:

Ciing nhu diazepam, vi dang kim loai trong miéng la tac dung khong mong mudn thudong gip
nhit ciia zopiclon. Ngoai ra con c6: Kho miéng, khé thire ddy vao budi sang, budn ngui, budn
nén, 4c mong. Cac tac dung khong mong mudn lién quan dén than kinh: Ao giac, mét tri nhé, rdi
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loan hanh vi, hi¢u tng 1¢ thudc thubc, lam dung thube, hiéu ung cai thudc va lam tram trong
thém bénh mat ngu. ) ) )
Thong bado cho thay thuoc cdc tac dung khong mong muon gap phdi khi sw dung thuoc.

LIEU DUNG - CACH DUNG:
Nguoi lon: Uong 7,5 mg (1 vién) trude khi di ngu.
Giam lieu doi véi nguoi gia, suy gan tir nhe dén trung binh, suy than.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Tac dyng an than cua zopiclon co thé duoc nang cao khi duoc str dung két hop véi rugu, do d6
khong khuyén khich sir dung dong thoi. Bac biét, dicu nay cd thé anh hudng dén kha nang lai xe
hodc sir dung may moc cia bénh nhan. i ) .
Ket hop thudc chong tram cam than kinh trung wong c6 the lam tang cuong tac dung chong tram
cam. Do d6, loi ich diéu tri cua viéc sir dung phol hop véi cac thuoc chong loan than (thuoc an
than kinh), thuc nga, thuc chéng lo au/ thube an than, cac thudc chdng tram cam, thubc glam
dau gay ngu, thUOc chéng dong kinh, thuéc mé va cac thube khang histamin tac dung an than nén
duoc can nhic can than. Trong truong hop thudc giam dau gy ngu, tang cuong hung phan ciing
c6 thé xay ra din dén su gia tang 18 thuoc thudc vé tdm ly. Cac hop chat wc ché enzym cua gan
nhat dinh (dac biét 1a cytochrom P450) c6 thé ting cudng hoat dong cua cac benzodiazepin va
céc chét twong tu benzodiazepin.

Do zopiclon dugc chuyen hoa béi isoenzym cytochrom P450 3A4 (CYP), nong do huyét twong
cua zopiclon c6 thé ting khi phdi hop voi cac chat tc . ché CYP3A4 nhu erythromycin,
clarithromycin, ketoconazol, itraconazol va ritonavir. Giam liéu cho zopiclon c6 thé can thiet khi
n6 duoc dung chung véi cac chat tc ché CYP3A4. Nguoc lai, ndng do huyét twong cta zopiclon
co thé bi giam khi s dung dong thoi véi cac chat cam umg CYP3A4 nhu rifampicin,
phenobarbital, carbamazepln phenytoin va St John wort, do d6 c6 thé phai ting liéu zopiclon khi
dung chung véi cac thube trén.

QUA LIEU - XU TRI:
Tri¢u chumg:
Puoc biéu hién bang nhiéu mtc do suy giam hé than kinh trung wong tur buon ngu dén hon
mé, tiy theo liéu tiéu hoa. Trong trudng hop nhe, cac triéu ching bao gom Budn ngu, 16 1an
va tho 0. Trong truong hop néng, cac triéu ching co thé bao gom mat diéu hoa van dong,
giam truong luc, ha huyét ap, methaemoglobm mau, suy hd hap va hén mé. Qua lidu khong
dan dén tir vong trir khi két hop v6i tram cam hé than kinh trung wong khac, bao gom ca
ruou. Cac yéu td nguy co khéc, chang han nhu tinh trang suy nhugc cta bénh nhén, co thé
g6p phan vao muc do nghiém trong cua céc triéu ching va rat hiém khi c6 thé dan dén tr
vong.
Xur tri:
- Pibu tri triéu chimg va diéu tri hd tro trong moi treong 14m sang thich hop. Cha ¥ chirc ning
hé hap va tim mach.
- Sir dung than hoat tinh néu nguoi 16n sir dung hon 150 mg hay tré em sir dung hon 1,5 mg/ kg
trong vong 1 gio.
- C6 thé can nhic rira rudt ¢ nguoi 16n trong vong mot gid sau khi sir dung qua lidu thude c6
kha ndng de doa tinh mang.
- Néu suy giam hé than kinh nghiém trong c6 thé sir dung flumazenil. Khong sir dung trong
truong hop qua lleu hdn hop hay nhu mt test chuan doan.
- Piéu tri nén bao gébm ca bién phap diéu tri triéu ching chung va bién phap ho trg bao gdm
thong duong tho, theo ddi tim va cac thong sb sinh hoc cho dén khi bénh nhan 6n dinh.

PONG GOI: Hop 6 vi x 10 vién.

BAO QUAN Noi kho rdo, tranh anh sang, nhiét do khong qua 30°C.
TIEU CHUAN CHAT LUUN G: Tiéu chuan nha san xuat.

HAN DUNG: 36 thang ké tir ngay san xuat.
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San xuét tai: ) ‘ )

CONG TY CO PHAN DUQC PHAM DPAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Thai Hoa, Thi xa Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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