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HUONG DAN SU DUNG

Rx
Thube néy chi diing theo don bdc sy
Doc kjf hudng dan sir dung triede khi dimg.
Néu cdn thém thong tin xin héi y kién ciia Bdc sy
ZOPICLONE TABLETS 7.5MG
THANH PHAN: MJi vién nén bao phim chira:
Hoat chit: Zopiclone Ph. Eur 7,5mg

T4 dwge: Calcium hydrogen phosphat dihydrat (Calipharm D), Lactose monohydrat
(Pharmatose 200M), Sodium starch glycolat (Loai A), Tinh bdt ngd (Unipure-F), Magnesi
Stearat (Liga Magnesi Stearat MF-2V thuc vét), Hydroxy propyl Methylcellulose 50 cps
(Methocel ES0 LV Premium), Propylene Glycol, Titan dioxid, Tale va Nudc tinh khiét* (* Bay
hoi trong qua trinh san xuét).

DANG BAO CHE: Vién nén bao phim

QUY CACH PONG GOI: Hop 3 vix 10 vién
PAC TINH DUQC LUC HQC:

Mi ATC: NO5C F01

Zopiclone la mgt thanh vién cta nhém cyclop) rrolon cta cac hop chat. Thude gay ngu nhanh
chéng va duy tri gidc ngu ma khéng lam giam tong glac ngtt REM va duy tri giac ngu song
cham. Téac dung con lai khoéng déng ké vao sang ngay hom sau. Pac tinh duge hoc cua thube bao
gom gay ngi, an than, giam lo 4u, chdng co gidt va gifin co bip. Nhiing tac dung nay lién quan
dén 4i luc cao va tac dung chii van dic hiéu tai cac thu thé trung tim thudc phire hop thu thé dai
phan tir diéu bién m& kénh ion chlorid. Tuy nhién zopiclone va céc cyclopyrrolon duge chimg
minh ring tac dung trén vi tri khac nhau véi céc benzodiazepin bao gdm ca nhing thay ddi khéac
nhau thich mg trong phitc hop thy thé.

PAC TINH DUQC PONG HQOC

HAp thu: Zopiclone dugce hip thu nhanh chong. Néng d6 dinh dat duoc trong vong 1,5 — 2 gi¢

va khoang 30 ng/ml va 60 ng/ml sau khi uéng 3,75mg va 7,5mg tuong tng. Hap thu khong bi
anh hudng bdi thirc n, gidi tinh hay sy lap lai liéu dang.

Phéin b6: Thude duge phan bd nhanh chong tir khoang mach mau. Lién két protein huyét tuong

yéu (kho&ng 45%) va khong bao hoa. C6 rat it nguy co tuong tac thudc do gin véi protein. Thé
tich phan bd 1a 91,8 - 104,6 lit.

O lidu tir 3,75 - 15mg, thanh thai huyét twong khong phu thudc vao lidu. Thoi gian béan thai 1a
khodng S gi¢. Sau khi udng 1ap di lap lai, co su tich 1ty va bién thé xudt hién giita cac ca nhan la
rit nho.

Chuyén héa: Zopiclone dugc chuyén héa & ngudi thanh hai chét chuyén héa chinh, N-oxide
zopiclone (hoat tinh dugc ly ¢ ddng vét) va N-desmethyl zopiclone (khong hoat tinh dugc ly &
dong vat). Mot nghién ctru in-vitro cho thiy rang cytochrom P450 (CYP) 3A4 la isoenzym chinh
tham gia vao qua trinh trao dbi chét cta zopiclone cho ca hai chit chuyen hoa va CYP2C8 cling
lién quan dén hinh thanh zopiclone N- desmethyl Nira doi ban thai biéu kién cua céc chét nay
(danh gié tir dit lidu tiét niéu) 1a khoang 4,5 gid va 1,5 gid twong tng. Khéng cé tich liy dang ké
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VOl ‘liéu dung lap di l3p lai (15mg) trong 14 ngay. O déng vat, khéng ¢é cam img enzym ngay ca
o liéu cao.

Thai trir: Gia tri thanh thai thdn cta zopiclone khong chuyen hoa thip (trung binh 8,4ml/phut)
so v6i d6 thanh thai huyét tuong (232ml/phut) chi ra rang zopiclone thai trir chu yéu 12 chuyén

hoa. Thude duoc dao thai ‘qua con dudng tiét niéu (khoang 80%) trong cac dang chuyén hoa tur
do (n-oxide va cac dan xuét n-desmethyl) va trong phén (khoang 16%).

Nhém bénh nhan dic biét: O nhitng bénh nhan cao tudi, mic du co su giam nhe trong chuyén
héa & gan va kéo dai ban thai khoang 7 gid, cac nghién ciru khac nhau da cho thdy khdng c6 su
tich tu trong huyét tuong cta zopiclone dung thube lap di 13p lai. Trong suy than, khéng phat
hién ¢o sy tich liiy zopiclone ho#ic cac chit clmyéq héa sau khi dung kéo dai. Zopiclone di qua
mang loc mau. Bénh nhan xo gan, thanh thai huyet twong ctua zopiclone lam giam r& rang su
cham lai cta qué trinh loai methyl: lidu lwong do d6 cin phai duoc diéu chinh & nhiing bénh
nhan nay.

CHI DINH

Piéu tri chimg mat ngd ngin han bao gbm kho ngu, tinh glac vao ban dém, diy som, mét ngu
mén tinh hodc nhit thoi, va mat nga tha phat réi loan tdm than trong nhiing truomg hop ma mat
ngu gy suy nhugce hodc gay kiét sirc nghiém trong cho bénh nhan.

CHONG CHI DINH

Chéng chi dinh zopiclone cho nhiing bénh nhén b1 nhuge co, suy hd hép, hoi chirng ngung thé

nang khi ngu, suy gan ndng va nhiing nguoi qua mén cam véi zopiclone hodc bét ky t4 duoc nao.
Nhu v6i tat ca cac thude gay ngu khéc khong nén sir dung zopiclone cho tré em.

LIEU LUQNG VA CACH DUNG 12
Nguwoi lon: Khuyén céo ubng 7,5mg zopiclone ngay trude khi ngu. \

Nguoi cao tudi: Mot liéu thip 3,75mg zopiclone nén dugc str dung dé bit dau diéu trj & nguol

cao tudi. Tuy thude vao higu qua va kha ning chap nhin duoc, liéu luong sau d6 c6 thé duoc
tang 1én néu can thiét.

s ‘ . A . . A . A \ L 1ta 2 AL 1A
Tré em va thanh thiéu nién dudi 18 tuéi: 1.ieu an toan va hiéu qua chua dugce thiet 1ap.

Bénh nhan suy gan: Vi thanh thai zopiclone c6 thé giam & nhimng bénh nhén ¢ rbi loan chirc
nang gan, liéu thap hon 3,75mg zopiclone hang dém duoc khuyén khich. Lidu tiéu chudn 7,5mg

zopiclone co thé duoc sir dung than trong trong mdt sb trudng hop, tiy thude vao hiéu qua va
kha nang chip nhén duoc.

Bénh nhan suy thin: Tich luy zopiclone hodc cac chét chuyén hoa clia n6 da khong quan sat
thdy trong qua trinh didu tri mét ngn ¢ bénh nhan suy thdn. Tuy nhién, khuyén céo ring bénh
nhéan c6 chlrc néng than suy giam nén bét diu diéu tri vai 3,75mg.

Chi ding thube bang dudng udng, khong dugc nhai vién thude.

Khéng nén str dung thudc lién tuc Jau dai. Nén diéu tri & lidu thép nhét c6 hiéu qua.
Thoi gian ding thube nén gioi han t6i da 12 4 tudn bao gdm ca thoi gian giam dan lidu.
CANH BAO VA THAN TRONG KHI DUNG THUOC

Nguy co phu thujc: Kinh nghiém 14m sang su dung zopiclone dén nay cho thdy rang nguy co 1é
thudc 1a téi thiu khi thoi gian diéu tri duge giéi han khong qua 4 tudn.

Str dung céc benzodlazepm va chét g gidng benzodiazepin (ngay ca & liéu didu tri) ¢ thé din dén
sw phu thudc vé thé chit va tdm ly vao cac chét nay. Nguy co gia ting su phu thude vao lidu
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luong va thoi gian diéu tri, sy phu thudc nay ciing nhiéu hon ¢ nhiing bénh nhan c6 tién sir
nghién ruou va lam dung thudc hogic nhiing ngudi di timg rbi loan nhan cich. Quyét dinh sir
dung thudc ngtt cho nhitng bénh nhan nay nén dugc thuc hién chi khi diéu nay ré rang trong tim
tri.

Néu co thé da b phu thudc thi viéc dot ngdt chdm dit dicu tri s& di kém véi cac tri¢u chung cai.
Triéu chimg nay bao gbm dau déu, dau co, lo ling cung cuc, cang thing, bdn chdn, bdi r6i va
kho chiu. Trong trudng hop nang, céac triéu ching sau day c6 thé xay ra: o gidc, thay d6i nhan
thirc ban than, tang thinh luc, t& va nglta ran, nhay cam véi anh sang, tiéng dn va tiép xtc vét 1y,
ao giac hodc con dong kinh. Truong hop hiém hoi cua su lam dung d& dugce bédo cdo.

Ngung st dung: Viéc cham dut diéu tri zopiclone ¢é thé khong lién quan dén vdi cac tac dung

N I . v s « A . P A A P - . A . L A
ngung dung thudce khi théi gian diéu tri dugce gidgi han dén 4 tuan. Bénh nhan cé the cé loi tir viée
giam dan liéu trude khi ngung.

Bénh rrfirrz cam: 70pic]one khong dung dé diéu tri trAm cam. Bt ky nguyén nhan mét ngt nao
cling can duoc giai quyét trude khi diéu tri triéu chimg dé tranh theo anh hudng nghiém trong
dén bénh trAm cam tiém tang.

Dung nap thudc: Mot sb mat hiéu qua tac dung gdy ngu cua benzodlazepm va céc chét gibng
benzodiazepine c6 thé phat trién sau khi st dung ldp di lap lai trong mdt vai tuan Tuy nhién, vdi

zopiclone khong co bét cir sur dung nap thudc nao da duoc danh du trong sudt thoi gian diéu tri
1€n dén 4 tuan.

Mit ngi tré lgi 1a mot hoi ching thoang qua khi ma céc triéu chimg tro lai v6i muc do trdm
trong hon khi ma ngung thudc din dén viéc phai didu tri véi mot benzodlazepme hozic chét
gidng benzodiazepine. N6 ¢6 thé duoc di kém bai cac phan tmg khac bao goém cac thay d6i tam
trang, lo ldng va bon chdn. Vi nguy co hién twong ngung thudc/mét ngu tro lai cé thé duoc ting

1én sau khi diéu tri kéo dai, hoic ngung didu tri dot ngdt do vay giam liéu luong theo cach tung
budc ¢ thé hitu ich.

Mot qua trinh diéu tri nén st dung liéu thdp nhat ¢6 hiéu qua vdi thoi gian tdi thidu can thiét cho
viéc diéu tr1 hiéu qua.

Miit tri nhé: Mét tri nh¢ la hiém, nhung mét tri nh¢ sau do6 ¢o thé xay ra, dac biét 1a khi gidc ngu
bi gian doan, khi gific ng bi tri hodn sau khi ubng thude. Vi vdy, bénh nhan phai dam bao ring
ho udng thudc khi phai di ngti vao ban dém va ho c¢6 thé c6 mot gidc nga day da.

Cic phén trng tam than va nghich Iy khdc: Phan img tam thin khac va nghich 1y da duoc béo
cdo.

M¢ng du va hanh vi lién quan: Mong du va cac hanh vi khac lién quan nhu "gide ngh lai xe",
chudn bi va in udng hoic thue hién céc cude gol dién thoai v6i su 1ang quén. Nhiing sy kién nay
da duoc bdo cao ¢ nhiing bénh nhén ding zopiclone va khéng hoan toan tinh tao. Viée sir dung
ruou va cac thude trdm cam hé than kinh trung wong khac voi zopiclone lam tang nguy co cua
cac hanh vi nhu vay, cling nhu viée sir dung zopiclone & lidu vuot qué liéu ti da. Ngung ding
zopiclone nén duge xem xét cho cac bénh nhén dugc bao cdo nhirng hanh vi nhu vay.

Td diwge: Bénh nhan c6 van dé vé di truyén hlem gé@p khong dung nap galactose, thiéu hut Lapp
lactase hodc glucose galactose khong duge udng thude nay.

Cic khuyén cdo diic biét

Phu nit co thai

Kinh nghiém st dung zopiclone trong qua trinh mang thai bj han ché mac do khong co két qua
bat loi & dong vat. Khong khuyén khich su dung thube trong thai ky. Néu thube duoe ké cho
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phu nff ¢6 kha ning mang thai, bénh nhan nén lién hé véi bac sf clia minh vé viée dung thude
néu ¢é y dinh mang thai hoéc nghi ng& dang mang thai.

Hon nita, néu zopiclone duge st dung trong ba thdng cudi cla thai ky hodc dang lao ddng, do
tac ddng duge 1y cia thuoe 1én tré so sinh ¢o6 thé gy ha than nhiét, gy nga va suy hd hap.

Tre sinh ra tir bd me dung benzodiazepin hay cac chat gibng benzodiazepin trong cac giai doan

sau cla thai k¥ ¢6 thé bi phu thudc thude va mdt sb nguy co cac triéu chimg cai nghién trong
giai doan sau sinh.

Nguwdi dang chio con bii
Zopiclone dugce bai tigt trong sita me va tranh st dung thude cho céc ba me dang cho con b,
Ngwoi suy thin va suy gidm chire ndng gan: Khuyén cao giam liéu

Ngwoi dang viin hanh mady, dang ldi tau xe; DA 6 bao cdo nguy co zopiclone anh hudng xau
dén kha ning 141 xe ting 1&n khi ding rugu déng thot, Vi vy, khuyén cdo khéng nén la1 xe trong
khi dung zopiclone va rugu dong thoi.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC TUONG TAC KHAC:

Téac dung an than cua zopiclone ¢ thé bi tang 1én khi duge st dung két hop voi ruou, khong
khuyén khich vi&c str dung déng thoi nhu vy, Dic biét, diéu nay cd thé anh hudng dén kha ning
141 xe hodc st dung may moc cuia bénh nhén.

Két hop voi cac thude chéng tram cam hé thin kinh trung wong ting cuong tac dung trém cam
trung tim cé thé xay ra. Do do, loi ich diéu tri cua su phOl hop vol thube chon;__, loan thin (thude
an than kinh), thude ngd, thube an than, cac thude chng trdm cam, thubc giam dau giy ng,
thude chéng dong kinh, thude mé va cac thude khing histamin téc dung an than nén duoc cén
nhac cin thin. Pong thoi sir dung cac benzodiazepin hojic cdc chét gidng benzodiazepine voi cdc
thube gidm dau giy ngt cé thé lam ting tac dung phan khich va cé thé dan dén sy gia tang phu
thude tam ly. Céc hop chét Grc ché cc enzym nhat dinh clia gan (dac biét 14 cytochrom P450) ¢6
thé ting cudng hoat ddng cha céc benzodiazepin va cAc chét gidng benzodiazepin.

T4c dung cla erythromycin trén duge dong hoc cua zopiclone da dwge nghién ciu trén 10 dbi
tugng khoe manh, AUC zopiclone ting 80% vdi sy ¢d mit cua erythromycin chi ra 1'?11"1g
erythromycin ¢é thé (e ché sy chuyén hoa cia cac thube duge chuyén héa bai CYP 3A4. Nhu
mét hé qua, tic dung gy ngi clia zopiclone ¢6 thé duge tang [&n.

Vi zopiclone duge chuyén héa béi isoenzym cytochrom P450 (CYP) 3A4, ndng d6 trong huyét
tuong ctia zopiclone ¢ thé tang khi ding ddng thai véi chit e ché CYP3A4 nhu erythromyein,
clarithromyein, ketoconazol, itraconazol va ritonavir. Giam liéu cho zopiclone ¢6 thé duge yéu
cau khi duoe sir dung sir dung ddng thoi véi chét te ché CYP3A4.

Nguoce lai, ndng d6 huyét tuong cua zopiclone ¢6 thé giam khi diing ddng thoi véi chédt kich
thich CYP3A4 nhu rifampicin, phenobarbital, carbamazepin, phenytoin va St. John's wort
(Thude thao duoe chita trdm cam). Cén phai ting lidu zopiclone khi sit dung ddng thoi véi cac
chét kich thich CYP3A4.

TAC DUNG KHONG MONG MUON:

Vi déng nhe hodc vi kim loai 14 téc dung khéng mong mudn duge thdng bao thuong xuyén nhat.
It pho bién la rdi loan tiéu hoa nhe, bao gom budn ndn va chong mit, nén miura, nhire dau, budn
ngtt va khod miéng 44 xay ra.

R01 loan tm 1y va hanh vi, chang han nhw d& cu kinh, hung hang, I 14n, tAm trang chan nan,
mét tri nhé sau d6, mdng du, 4o giéc va dc mong ¢ duoce béo cdo. Hidm khi cac phan Ung nay
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co thé nghiém trong va c6 thé ¢6 nhiéu kha nédng xay ra & nguoi cao tu01 Hiém khi di img va ndi
mé day hodc ndéi mun da duoc quan sat va hiém hon 1a chéng mit va mét phdi hop.

Rat hiém khi phtt mach va/hodc phan ting phan vé.
ba dlrcrc bao céo hoi ching cai khi ngimg zoplclone Tri€u chirng cai nghién khac nhau va c6 thé
bao gom mét ngl tré lai, lo lang, run, d6 mé héi, kich déng, 1u 14n, dau diu, danh trong ngue,

nhip tim nhanh, mé sang, ac mong, ao giac, con hoang loan, dau nhirc co/co thét, réi loan tiéu
hoa va kich thich. Trong trudng hop rat hiém, co gidt cé thé xay ra.

Tang transaminase huyét thanh nhe dén tdng vira phai va/hodc phosphatase kiém di duoc bao
céo rat hiém khi.

Théng bdo cho bdc sy nhitng tdc dung khéng mong mudn gdp phdi khi st dung thudc.
QUA LIEU VA CACH XU TRi
Liéu gy tir vong khong duoc biét dén.

Cic triéu cling: Trong cac trudong hop qua lidu da dugc bdo céo, cac tac dung chinh 13 budn
ngt, hén mé va mét didu hoa.

Bién pha (p xit tri: Xem xét sir dung than hoat tinh néu mét ngudi 16n udng hon 150 mg hodc mét
daa tré uong hon 1,5 mg/kg trong vong mot gio. Ngoai ra, xem x€t vi€c rira da day ¢ ngudi 16n
trong vong mot gid sau khi dung thude qua lidu c6 kha nang de doa tinh mang. Néu trc ché hé
than kinh trung wong 12 nghiém trong xem xét viée st dung flumazenil. Thubdc c6 thoi gian ban
thai ngﬁn (khoang mot gio). Khong dugc st dung qua liéu hdn hop hodc nhu Ia mot thir nghiém

"chin doan". Bién phédp xir trf bao gdm cac bién phap triéu ching chung va hd trg bao gOm

thong dudng tho va theo doi cac dau hiéu tim va c4c chitc nang co ban nhét cia co thé cho dén
khi on dinh.

DIEU KIEN BAO QUAN: Khong qua 30°C
DE XA TAM TAY CUA TRE EM

IHAN DUNG: 18 thang ké tir ngay san xuét
Khéng ding thuébe qud han cho phép.

NHA SAN XUAT

Jubilant Life Sciences Ltd.

bia chi: Village Sikandarpur Bhainswal, Roorkee — Dehradun Highway, Bhagwanpur Roorkee,
Distt. — Haridwar, Uttarakhand — 247661, An D8

7 Bm thfm cn s0 dang ky:
T s A

Ho. tén: Doan Ngoc Huong
Chue danh: Giam doc TUQ. CUC TRUONG
P.TRUONG PHONG
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