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ey chi diing theo don thuéc

ZOLONE 3.75 |

Zopiclon 3,75 mg |
Doc ki hwdng din siv dung trude khi dimg
Dé xa tam tay tré em
1. Thanh phin cong thire thube
M®i vién nén bao phim chura:
- Thinl il due sile Tontthon ... cousguamsminsuosmrssmeiussisss oo DATE

- Thanh phén t4 dwgc: Lactose monohydrat, Tinh bdt ngd, Natri starch glycolat, Aerosil (Colloidal
silicon dioxyd), Polyvinyl pyrrolidon (PVP) K30, Magnesi stearat, Hydroxypropylmethy! cellulose
(HPMC) 606, Hydroxypropylmethyl cellulose (HPMC) 615, Titan dioxyd, Talc, Polyethylen
glycol (PEG) 6000.

2. Dang bao ché

Vién nén bao phim.

M3 ta san phdm: Vién nén tron, bao phim mau tring.

3. Chi dinh

- Diéu tri ngéin han ching mat nga & ngudi lém.

- Str dung lién tuc 1au dai khong dugce khuyén khich. Trong mét dot diéu tri nén st dung lidu thip
nhat ¢6 hiéu qua.

4. Liéu lwong va cach ding

Li¢u lugng

Dung liéu thip nhét c6 hiéu qua. Nén dang ZOLONE 3.75 & dang liéu don va khong dung liéu lip
lai trong cung m{t dém.

Nguoi lon
Lidu ding khuyén cdo 12 7,5 mg zopiclon ubng truée khi di nga.
Ngueoi cao tudi

Nén str dung lidu thdp hom 3,75 mg zopiclon dé bét dau diéu trj & nguoi cao tum Tuy thude vao
hiéu qua va kha ning dung nap, lidu luong sau dé cé thé dwoc ting 1én néu cin thiét v& mit lim

sang.

Tré em

Z opiclon khéng nén dugce st dung cho tré em va thanh thleu nién dudi 18 tudi. Tinh an toan va hiéu
qua clia zopiclon & tré em va thanh thiéu nién dudi 18 tudi chua duge xéc dinh.

Bénh nhdn suy gan

Vi su dao thai cuia zopiclon c6 thé bi giam & nhﬁng bénh nhén bi r6i loan chire nﬁng gan, nén ding
liéu thap hon 3,75 mg zopiclon mdi dém. Lidu tiéu chudn 7,5 mg zopiclon cé thé duge sit dung
thén trong trong mot s trudng hop, thy thude vao hiéu qua va kha nang dung nap.

Suy than

Khong théy tich lily zopiclon hoic cédc chit chuyén hoa clia né trong qua trinh diéu tri chung mit
ngu & bénh nhan suy thin. Tuy nhién, bénh nhin suy gidam chirc ndng thin nén bét du diéu trj véi

liéu lugng 3,75 mg.
Suy hé hdp man tinh
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(’J‘ nhiing b¢nh nhan suy ho hé‘.p man tinh, liéu khéi déu 12 3,75 mg zopiclon dugc khuyén céo ban
dau. Liéu lugng sau d6 c6 thé duge ting 1én 7,5 mg.

Thoi pian diéu tri

- Mit ngt thoang qua: 2-5 ngay.

- Mét ngti ngén han: 2-3 tuan.

Mot dot ﬁiéu tri khong nén kéo dai hon 4 tudn k& ca khi giam liéu. Khong kéo dai qua thoi gian
diéu trj t6i da néu khong danh gia lai tinh trang cta b¢nh nhan,

Cich dang

Chi ding thube bﬁr}g dudmg ubng, mdi vién thuég nén duge nubdt toan bd ma khong ngém hodc a
nhai. Nén ding thudce ngay trude khi di ng vao bubti toi.
5. Chéng chi dinh:

ZOLONE 3.75 dwoe chdng chi dinh ¢ nhitng bénh nhan bi:
- Bénh nhuoc co.

- Suy hé hap.

- Hoi chitng ngung tha tram trong khi ngu.

- Suy gan nang.

- Qua min cam voi zopiclon hodic bét ky thanh phin ndo ctia thube.
- Tréem.

6. Canh b:o va thin trong:

Nhiing doi twong dic biét:
Suy gan

Nén giam lidu ¢ nhitmg bénh nhén nay. Khéng ding céc thube benzodiazepin dé diéu tri & nhitng
bénh nhan suy gan ning vi thude c6 thé 1am xudt hién céc bénh & nio.

Suy thdn
Nén gidam lidu & nhitng bénh nhan nay.

oy

Suy hé hip man

Vi thudc ngi ¢6 kha ning e ché duomg hd hap, nén cén phéi theo déi khi ké don zopiclon cho
nhitng bénh nhan suy ho hap Nén dung mirc liéu thép hon cho nhitng bénh nhén suy ho hip man '
dé giam nguy co tre ché hd hip.

Tre em

Khéng nén dung zopiclon & tré em va thanh thleu nién duéi 18 tudi. Do an toan va hidu qua cua
zopiclon & tré em va thanh thiéu nién duéi 18 tudi chua dugce thiét lap.

Ngudi cao tudi

Nén giam liéu & nhimg bénh nhan nay.

Nguy co 1é thude thudc

Theo kinh nghiém 1am sang cho dén nay ctia zopiclon cho thdy nguy co 1¢ thude thudc rét nho khi
thoi gian di€u tri khong vuot qua 4 tudn.

Viéc sur dung thude benzodlazepm va cac thudc tuong ty benzodiazepin 6 thé lam xuat hién su 18
thudc vé tinh thén va thé chét hodc lam dung nhiing thudc nay.

Nguy co 18 thude thude hodc 1am dung thube ting cling véi:

- Lidu dung va thoi gian didu tri. [
- Ding kém véi rugu hogc cac thudc huéng thin khéc.
- Nguy co nay cling cé the cao hon & nhitng bénh nhén c¢é tidn sir ubng rugu hoc lam dung thude.

- Nhitng bénh nhan bi rbi loan nhin cach.
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Chi nén quyét dinh dung thube ngti & nhitng bénh nhéan nay khi tdm trf ctia ho tinh téo.

Néu bi 1€ thudce v& thé chét, thi viéc tam thoi ngimg didu tri s& gly nén cdc triéu (.hung cai nghién, i
bao gdém dau diu, dau co, lo ling qua mirc, cing lhang, bdn chén, 14 14n va d& ndi cau. Nhitng
trudmg hop ndng ¢o6 thé bi: i loan Ldm gidc - tri gide, mat nhin cach, tang thinh giic, 1€ va ngla &
cdc chi, nhay cam véi anh qang, tiéng dn va tiép xidc co thé, do gide hodc dong kinh.

Céc trudng hop hiém gip vé lam dung thude da duoc béo co.
Cai nghién thudc

Viéce ngung diéu tri véi zopiclon khong chéic ¢6 lién quan dén nhimg triéu chimg cai thuoc khi qua
trinh didu tri duoe giéi han trong 4 tudn, Bénh nhan ¢6 thé ¢6 loi tir viée giam lidu din dan truée

khi ngirng hin.

Trdm cam

Gidng véi céc thube ngii khéc, zopiclon khéng duoc dung dé didu trj trdm cam va 6 thé che dau
cac triéu chirng cia bénh trAm cam (hanh dong tu st c6 thé xuét hién & nhitng bénh nay).

Nén dung thén trong zopiclon & bénh nhin cé baeu hién trdm cam. Khuynh hudng tw tr co thé xuat
hién vi v@y nén ding zopiclon voi lidu lwong i thiéu dé tranh kha nang qua lidu do bénh nhén cb
. Chimg tram cam co tir trude ¢6 thé bi che déu khi ding zopiclon. Vi ching mat ngh c6 thé 1a
mét tridu chimg ctia trim cim, nén cin dénh gi4 lai bénh nhan néu ching mét ngt van con.

Bét ky nguyén nhdn co ban nao cta ching mal ngu ciing nén duge xem xét trurde khi diéu tri triéu ,,,g
chimg dé tranh diéu tri cac triéu ching tiém in nghiém trong clia bénh trdm cam. }},’%
Dung nap thudc clt
Mot s trudmg hop bi mét hidu qua déi voi tac dung gy ngii ciia thude benzodiazepin va céc thude C%
twong tu benzodiazepin sau khi str dung lap lai trong vai tuén. P['i‘
Tuy nhién, khéng c6 bit ky déu hiéu dung nap zopiclon véi thoi gian diéu trj dén 4 tuan, ‘;ﬁ

=

Mat ngii tré lai

[La mdt hdi chimg thodng qua cé céc triéu ching dugc diéu tri véi benzodiazepin hodc céc thude
twong tu benzodiazepin tai phat & dang nang hon khi ngimg diéu tri. N6 ¢6 thé di kem vm céc phan
ting khac bao gom thay ddi tam trang, lo ling va bdn chdn. Vi nguy co cai nghién thubc/tai phat
bénh c6 thé tﬁng 1én sau khi didu tr kéo dai, hodc ngung diéu tri dot ngot, do d6, nén giam lidu dén
dan va huéng dan bénh nhan mot cach phit hop.

Nén diéu trj & mic lidu thap nhdt co higu qua trong thoi gian dleu 'EI'I ngin nhét c6 thé. Mét dot didu :
tri khéng nén kéo dai qua 4 tudn bao gbm ca thoi gian giam liéu dén trude khi nging hin.

Chitng quén

C hu:ng quén hiém gip nhung c6 thé xdy ra chung quén vé sau, dic biét khi glﬁc ngl bi gidn ¢ doan
hay viéc di ngt bi hoan sau khi dung thude. Vi vy, bénh nhan (.111 nén udng thube kh1 chéc chin di
ngli va 6 thé cé gidc nga tron dém.

Suwy giam tdm thin vén aong

Gidng nhu cc thude an tham‘ga},’ ngu khéc, 70p1c10n c6 tac dung (e ché hé than kinh tmng uong.
Nguy co suy giam tdm than van dong, bao gbm giam kha néng 14i xe, duge tang 1én néu thuc hién
nhiing hoat dong nay trong vong 12 gitr sau khi ding zopiclon hodc ting lidu, hogc dung zopiclon
cling voi cac thude e ché thén kinh trung wong khae, ruou va céc thude lam ting nong d6 zopiclon
trong méu. Bénh nhéan nén duge canh béo trude khi tham gia vao cac heat djng can yéu cdu tinh
tdo nhu vin hanh may méc hodc ldi xe sau khi dung zopiclon va dic biét la ding zopiclon trong
vong 12 gio.

Cde nguy co khi ding dong thoi cac opioid véi benzodiazepin '
Dung dung thori céc thude benzodlaz.epm bao gdm zopiclon, véi thude oplmd co thé din dén trAm "
cam, trc ché hd hip, hon mé va ti vong. Do nhitng nguy co ndy, chi duy tri viée dung ddng thoi cée
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thude opioid voi benzodiazepin cho nhimng bénh nhén khi cac lya chon diéu tri khéc khéng phu
hop.

Néu cin phai dung zopiclon dong thot vm opioid, thi nén ding ¢ mic l1éu thap nhat cé hi¢u qua
trong thoi gian didu tri ngin nhét ¢6 thé va theo doi chat ché bénh nhén vé cac dau hiu va triéu
ching suy ho hip v4 an than.

Cdc phan img tam thén khdc

Céc phan ‘mg tdm thdn khac da duge bdoe cdo nhu bén chdn, hung hang, dé n01 cau, giy su, hoang
tudng, tie gidn, gdp 4c mong, 4o gide, hanh vi bét thudng khi ding thude chéng lo au/an thin nhu
zopiclon. Néu xdy ra cdc tac dung khong mong muon nay thi khéng nén ding zopiclon. Céc tic
dung nay thuomg xay ra & ngudi gia.

Mong du va nhiing hanh vi lién quan

Chimg quén nhitng su viéc di thuc hién nhw ngu khi di b va nhitng hanh vi lién quan khdc gdm
“ngi khi 141 xe”, khi ndu 4n va dang 4n hay goi dién thoai dwoc ghi nhén & bénh nhan da ding
zopiclon ma chua tinh ddy hoan toan. Dung ruou va thudc tc ché thin kinh trung wong véi
zopiclon ¢o thé 1am ting nguy co xay ra nhitng hanh vi nay, hodc ding zopiclon vuot qua lidu tbi
da cho phép. Viée ngung diéu tri zopiclon ¢in duoc cn nhic k§ cho nhitng bénh nhan ¢6 hanh vi
néu trén.

Canh bao ta duoc

ZOLONE 3.75 chira céc ta dugce: |

- Lactose monohydrat: Bénh nhin c6 cac vén dé di truyén hiém giip vé khong dung nap galactose,
thicu hyt lactase toan phan hoiic kém hip thu glucose-galactose khéng nén ding thudc nay.

- Natri: Thubc nay chira it hon 1 mmol natri (23 mg) trong mdi vién nén bao phim, nghia 1a vé co
ban la “khong chira natri”.

7. Sir dung thude cho phy nir ¢6 thai va cho con bt
Sir dung thuéde cho phu nit c6 thai

Kinh nghiém vé viée sir dung zopiclon trong thai k¥ vin con han ché méc du chua co nhimg phat
hién bét loi trén dong vat. Vi vy, khéng nén chi dinh zopiclon trong thai ky.
Néu thude dugce ké don cho nhitng phy nit ¢ khé néing mang thai thi nén canh béo v6i bénh nhén 13

phai hoi ¥ kién cia bac RS? vé viéc ngimg dung thube néu bénh nhin ¢6 ¥ dinh mang thai, ho#ic nghi
ngo la co thai.

Néu ding zopiclon trong ba thang cudi cta thai ky hodic trong thdi gian chuyén da, do tic dung
duge 1y cta thude, anh hudng 6i tré so sinh nhu 14 ha thén nhiét, gidm treong lye va e ché ho hip
da dugce du doan.

Nhiing tré so' sinh c6 me thuong xuyén dung bcnzodlachm va cdc lhuou twong tu bcnzodlachm
trong thoi ky hdu san ¢o thé bi 1& thude vé thé chét va cé nguy co xufit hién céc tri¢u ching cai
nghién trong giai doan sau sinh.

Sir dung thudc cho phu nit cho con b

Nén tranh st dung zopiclon cho phu nir dang cho con bu vi thude bai tiét qua sita me.
8. Anh huwéng cia thude 1én kha ning ldi xe, vin hanh may méc
Bai vi tac dun§ duge 1y clia thude va anh hudng ciia thuoc 1én hé théng than kinh trung wong, nén

zopiclon ¢d th¢ gdy ra cdc téc dung khdng mong muon anh hwéng téi kha nang l4i xe va vén hanh
may moc. Nguy co lam giam tAm thin van ddng, bao gbm giam kha niing l4i xe, s& ting lén néu:

- Duing zopiclon trong vong 12 gity dé thuc hién céc hoat dong yéu cdu su tinh téo.

- Ding lidu cao hon muc lidu khttyun ¢do, hode '

- Dung zopiclon cung véi cac thudc trc ché than kinh trung wong khac, rugu, hodc véi cac thuﬁc
lam ting ndng do zopiclon trong mau.
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Bénh nhén cin thin trong trwde khi thue hi¢n céc hoat dong yéu céu sy tinh tao nhu vin hanh méy
moc hodc lai xe sau khi ding zopiclon va dic biét 1a ding zopiclon trong vong 12 gio.

9, Twong tic, twong ky cia thube

Twong tic cla thudce véi cde thude khic va cée loai twong tae khac !

Khong nén sir dung két hop:

C6 thé lam tang téc dyng an thin cta zopiclon khi ding phdi hop véi rugu, do d6 khéng nén ding
chung véi nhau. Pic biét dicu nay cd thé anh hudng dén kha nang 14i xe hodc sir dung may moc i
ciia bénh nhan.

Cén thiin trong khi ste dung phéi hop:

St dung phéi hop véi thube e ché hé thin kinh trung uong co thé lam tang the dung tre ché he
than kinh trung uong. Loi ich cua ligu phap dung phéi hop voi cac thubc chdng loan thén, thuoc
nga, thude an thanfchong lo &u, thudc chong trAm cam, thudc giam dau gy nghién, thude chdng
dong kinh, thude gay t¢, thudc khang histamin co tac dung an thin nén duoc dénh gia ky ludng.
i Vi céc thuoc giam dau gy n ghién ¢6 thé 1am ting cam gidc phén chén dan dén lam {dng sy 1€
thude v& tinh thin. Céc thude gy tic ché enzym gan (diic biét la cytochrom P450) ¢6 thé lam téng
hoat tinh ctia thude benzodiazepin va céc thubc tirong ty benzodiazepin.

Anh hudng cua erythromycin 1én duwoc dong hoc cia zopiclon da duge nghién cuu trén 10 doi
tucmg khée manh. AUC clia zopiclon ting 80% khi c6 mét erythromycin cho thdy erythromycin cé

thé \rc ché qué trinh chuyén héa thudc boi CYP 3A4. Két qua la lam ting tic dung gy ngl cla -@f
zopiclon. ~
Vi zopiclon duge chuyen héa bai cytnchmm P450 3A4 isoenzym nén ndng do zopiclon trong a Wz
huyét tuong c6 thé tang khi sir dung dong thdi véi cée thude e chc CYP3A4 nhu la erythromycin, "‘M'E
lauthlomycm ketoconazol, itraconazol va ritonavir. Nén giam lidu dung zopiclon khi dullg dong A k
thd vé&i thude e ché CYP3A4 Nguee lai ndng dd zopiclon trong huyét tuong c6 thé giam khi )
ding chung véi céc thube gy cam tmg CYP3A4 nhu [a rifampicin, ca1bamazepm phenobarbital, : Pfﬁ
phenytoin va St. John's wort. Nén ting lifu diing zopiclon khi ding dong thoi vai thude gdy cam %
img CYP3A4,
Cdc opioid

Duing déng thoi cac thude benzodiazepin, bao gdm ca zopiclon, v6i thude opioid 1am ting nguy co
trm cam, suy hd hép, hon mé, va tir vong do ting tic dung tre ché hé thén kinh trung wong. Gidi
han liu dung va thoi gian didu tri khi phéi hop benzodiazepin véi thude opioid.

Twong ky ctia thude

Do khéng c6 céc nghién ctru v& tinh twong ky cla thube, khong tron 1An thube nay véi cac thude
khéc.

10. Tac dung khéng mong muén ciia thudc (ADR)

Thuong gap, 1/10 > ADR > 1/100.

- Thén kinh: Loan vi gidc (c6 vi déng), budn ngu.

- Tiéu hda: Khd miéng.

frgaip, 17100 > ADR > /1000

- Tém thin: Ac méng, bbi r6i.

- Thén kinh: Chfmg maét, dau dau.

- Tiéu héa: Buon ndn, nén.

Hiém giip 171000 > ADR > 1/10.000

- Tém thn: Tinh trang 14 14n, ri loan kha niing tinh dyc, dé& ndi cau, hung hing, o giac.
- Thén kinh: Chimg quén vé sau.

- Hbd hap: Kho tho.
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- Davamd dudi da: M day hogc phat ban,
- Bién chimg: Nga (cht yéu & ngudi gia).
Rét hiém gap 1/10000 > ADR

- Hé& mién dich: Phan img phan v¢, pht mach.
- Gan mat: Ting enzym transaminase va/hodc tang phosphatase kiém (nhe va vira).

Chua ro ty I gap
- Tam than; Bon chdn, hoang twong, gidn dir, trdim cam, hanh vi bég thudmg (cd thé gay ra ching
quén) va chiing mdng du, I¢ thude thudc, hoi chimg cai nghién thudce.

11. Qua liéu va cach xir tri

Triéu chimg:

Qua lidu thudng bidu hién bing c4c mitc dé trc ché hé thin kinh trung wong khéc nhau tir budn ngi
dén hén mé tiy theo murc dd thude duge hap thu & dudng tiéu hoa. Trong céc tr lrimg hop nhe, céc
trigu chung bao gdm budn ngt, 14 1An, va 1o mo; trong nhiing trudng hop ning céc tridu chu’ng bao
gdm mdt diéu hoa, giam trwong hwe, ha huyét dp, chitng methemoglobin mdu, suy hé hép, va hon
mé.

Qua liéu khong gy de doa tm tmh mang trir khi diing ddng thoi voi thude e ché thn kinh trung
uong, bao gbm rugu. Cac yeu t6 nguy co khac, nhu 1a cac bénh 1y kém theo va tinh trang suy
nhuac clia bénh nhan, cd thé lam cho céc tridu ching ning thém va ¢ thé din dén tir vong, nhung
rét hiém gip.

Cach xar tri:

Piéu tri qué liéu chu yéu 1a hd tro. Nguoi lon ubng trén 150 mg zopiclon hay tré em ubng 1,5
mg/kg trong vong 1 gitr ¢ thé chi dinh udng than hoat tinh. Ngoai ra, rira da day ciing duge cin
nhéc cho ngudi 1én trong vong | gitr sau khi qua lidu ¢6 nguy co de doa sy song. Flumazenil duge
dimg trong trudng hop e ché than kinh trung wong tram trong. Y thitc s& nhanh chéng phuc hoi
sau khi tiém tinh mach flumazenil cho bénh nhan qu4 lidu zopiclon.

12. Pic tinh dwge lwe hoe

Nhém duwoc Iy: Thube ngt va thude an thin, thudc lién quan dén benzodiazepin.

Ma ATC: NOSCFOI.

/opwlon 1a thude ngh thude nhém cyclopy‘nolon Thubc tao gidc ngu khai déu nhanh va duy tri
gidc ngn ma khong lam giam tdng thoi gian gide ngd chuyén dong mit nhanh (REM) va ddng thoi
duy tri gidc ngt song chdm binh thuong. Cac tac dung thira ciia thube dugc thdy vao bdng hém sau
khéng déng ké. Tac dung duge 1y ciia thube bao gdm gay ngy, an than, chéng lo 4u, chéng co giat
va gifin co. Cac tac dung nay la do thuﬁc cé 4i luc cao va tée dung chi vén dédc biét ¢ céac thu thé &
ndo ¢4 lién quan t6i phire hop thu thé dai phan tir GABA diéu chinh sy mé& kénh ion clo. Tuy nhién,
diéu nay cho thdy zopiclon va cyclopyrrolon khdc tac dong vao mdt vi tri khac vai cée vi tri coa
benzodiazepin, bao gdm céc thay ddi hinh dang khéc nhau trong phitc hop thu thé nay.

13. Pic tinh dwge dong hoc

Hdp thu: Zupu.lon duoce hép thu nhanh. Nong @6 dinh dat dugc trong vong 1,5 -2 gity va 1an luot la
30 ng/ml va 60 ng/ml sau khi ding 3,75 mg va 7,5 mg zopiclon. Su hép thu thuoc khong bi thay dbi
bai gidi tinh, thic &n hodc viée st dung lidu lap lai.

Phdn bé: Thudc dugce phan b6 rong rai sau khi ubng. Gén két vai protein huyét tuong kém (khoang
45%) va khong bén vitng. [t nguy co xay ra twong tac thudc do gin két voi protein. Thé tich phan
b 12 91,8 — 104,6 lit.

Trong khoang li¢u 3,75 — 15 mg thi do thanh thai trong huyét im:mg khong phu thude vao lidu. The
gian ban thai khoang 5 gio. Khong bi tich Ity thudc khi st dung liéu lap lai va it thay ddi giita cac
c4 thé.
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Chuyén héa: Zopiclon dwoc chuyén héa manh & ngudi thanh hai chit chuyén héa chinh, Z-zonolon
N-oxid (c6 hoat tinh trén dong vét) va zopiclon N- desmethyl (khong c6 hoat tinh trén dong vét).
M{t nghién ctru in-vitro cho thdy cytochrom P450 (CYP) 3A4 la isoenzym chu yéu lién quan dén
viée chuyén héa zopiclon thanh hai chét chuyén héa trén, va CYP2C8 cung lién quan dén sy hinh
thanh zopiclon N-desmethyl. Thai gian ban thai cta hai chat chuyén héa nay 1an lugt 1 khoang 4,5
giova 1,5 g]fr Khnng cd su tich ity déng ké khi dung lidu lzp lai (15 mg) trong 14 ngay. O dong
vat, khong thdy gy cam (mg enzym & lidu cao.

Thai trir: D thanh thai ¢ thin cta zopiclon dudi dang khong d6i thap (tmng binh la 8,4 ml/phut) so
v6i do thanh thai & huyet twong 232 (ml/phit) cho thiy zopiclon chi yéu duoc ddo thai qua qua
trinh chuyén hoa. Thude duge dao thai qua than (khoang 80%) dudi dang céc chét chuyén hoa ty
do (n-oxid va céc dan xuit n-desmethyl) va trong phan (khoang 16%).

Bénh nhan dac biét
6] ngudi gia, qua trinh chuyén hoéa & gan bi giam nhe va kéo dai thoi gian ban thai khoang 7 glcr,

nhiéu nghién ciru khéc nhau di cho thiy khong co sy tich liy thuée trong huyét twong khi ding lidu
lap lai.

Bénh nhan suy than, khong thy cé sy tich Itiy zopiclon va céc chit chuyén hoa clia né sau khi ding
kéo dai. Zopiclon qua dugc mang tham phén.

Bénh nhén xo gan, do thanh thai trong.huyét tuong cta zopiclon giam rd rét do qué trinh desmethyl
hoa chdm lai: Do do6 phai diéu chinh liéu diing & nhitng bénh nhén nay.

14. Quy c¢ich déng goi:

Ep vi Alu-Alw/Alu-PVC, vi 10 vién. Hop 3 vi; Hop S vi; Hop 10 vi.

Chai nhua: 50 vién; 100 vién; 200 vién

15. Piéu kién bio quin: Bio quin thudc & noi khd, thoang, nhiét d6 dudi 30°C, tranh 4nh sang.

16. Han dimg ciia thude: 36 théng ké tir ngay san XUét.
17. Tiéu chuin chit lwgmg ciia thudc: Tiéu chudn co sd.
Tén, dia chi ciia co' s& san xuit:
CONG TY €O PHAN US PHARMA USA
L6 B1 — 10, Pudng D2, Khu ¢éng nghiép Tay Béc Ci Chi — TP. Hb Chi Minh — Viét Nam.
Moi thiic méc va théng tin chi tiét, xin lién hé 56 dién thogi 028-37908860
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