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Rx : Théng tin ké don
PHAMZOPIC
Zopiclone 7,5mg

ghanh’ phﬁn: Moi viép nfi‘n PHAMZOPIC chita 7,5 mg zopiclone va cdce td duge: Microcrystalline cellulose, ’Lactose khan,
Nrefgclfmhn;(z;d’ starch, Dibasic calcium phosphate, Croscarmellose sodium, Magnesium stearate, Opadry mau xanh nhat YS-1-10621
udc tin i&t . ,

Cac dic tinh duge dong hoc:

Hap thu:

TEU@C hip thu\nhanh va hon todn. Sinh khd dung dat trén 75% chitng t3 riing thudc khong chuyén hod qua gan vong diu. Sau khi udng
liéu 7,5 mg, ndng dd dinh cla thudce trong mdu dat 60 ng/mL trong vOng 2gid. HAp thu thuSc & nam va nit 13 nhu nhau.

Bic tinh duge dong hoc clia thudc khong thay ddi khi udng 13p lai li€u hang ngdy 7,5 mg trong 14 ngdy va khong din dén tich luy
thudc.

Phén b6

SaL{ khi udng, thut‘)'c nhanh chéng phan b§ vao hé thng mach méu ciia ¢d thé (t;, phan b cla thudc 1a 1,2 gi®) trong khi thdi gian bdn
thdi thdi trir dat gin 5 gids (tir 3,8 - 6,5gid). Thudc lién k&t vdi protein huy&t tudng thdp (khodng 45% trong mc ndng do 25 - 100ng/mL), ,
va khOng bo hoa, vi vay nguy cd din d&n tuong téc thudc do tranh chdp lign k&t 1a thap.

Chisyén hod:

Thudc duge chuyén hod phin 16n thanh 3 cht chuyén hod chinh. Chi khodng 4 -5% thudc thi trif qua nudc ti€u & nguyén trang. Chat
chuyén hod chinh ¢6 hoat tinh duge dong hoc y&u & dong vat 13 din chit N-oxide (khodng 12%) va chit chuyé&n ho4 khong c¢6 hoat tinh
12 N-desmethyl (16%). Thoi gian bdn thdi cda ching twong ng khodng 4,5gid va 7,4 gid tinh todn dya trén cdc dit liéu vé phan tich
nudc ti€u. C4 hai chat chuyén hod dugc thai trir qua than. Céc chit chuyén hod chinh do phan ng oxi hod decarboxyl dugc thii trir mot
phin qua phoi dudi dang CO,. G ddng vat, Zopiclone khdng 4nh hudng tdi men gan.

Thdi trit:

Trong cdc nghién cttu thdi trit ding phuong phdp dénh dau "“C cho thdy trén 90% lugng thudc udng dugc thai trir trong khodng Sngay,
75% dudgc thdi trir qua nude tiéu va 16 % qua phan.
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So vdi thanh thdi huy&t tudng, thanh thdi thin & dang khong ddi cia Zopiclone thdp (8,4mL/phit so vdi 232mL/phtt) chitng té chuyén -
hod 1a thanh thdi chinh cia Zopiclone.

Cac dac tinh duge luc hoc:

}‘: £
a0

Zopiclone 12 thudc an thin tdc dung ngdn din chdt clia cyclopyrrolone. Zopiclone thudc nhém hod hoc mdi c6 cOng thite hod hoc khong
gidng nhi cdc thudc an thin hién ¢6. Tuy nhién, cdc dic tinh duge hoc clia thudc tuong tu nhu din chdt cla benzodiazepin.

O
g
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Trong cdc nghién cttu vé& gidc ngli trong 1 tdi 21 ngdy & ngudi, Zopiclone 1am cho bénh nhin di vao gidc ngd nhanh, kéo dai thiji gian
clia gide ngli va gidm s8 14n thite gidc trong khi ngd. Zopiclone 1am chim thdi gian bit diu gifc ngd nghich thudng (REM) nhing khong
lam gidm tdng thdi gian ctia gide ngli REM. Thdi gian giai doan 1 clia gidc ngd bi ngdn lai va giai doan 2 clia gidc ngd duge kéo dai
hon. Trong hiu hét cdc nghién cttu, giai doan 3 va 4 clia gidc ngli ¢6 chiéu hudng kéo dai hon nhung ¢ ¢4 hién tugng cdc giai doan nay
khong thay ddi va thuc t& bi rit ngdin lai ciing duge ghi nhan. Anh hudng cia Zopiclone tdi giai doan 3 va 4 clia gidc ngi khdc vdi cdc
thudc benzodiazepin, né ngin chin gidc ngh séng ngin. Y nghia 1am sing clia phdt hién ndy vin chua duge bi€t dén.

Vi cdc thudc an thin, thdi gian ban thai thai trir va phan bd 4nh hudng tdi tic dung va tdc dung phu clia thudc va cdc chit chuyén hod
clia né. N&u thdi gian bén thdi dai (tjpq V2 tipp), thudc hodc cdc chit chuyén hod s& tich luy khi ung thudc ban dém va s& dnh hudng
tdi nhan thitc va van dong khi thite gidc. N&u thdi gian bdn thii ngdn, thubc va chat chuyén hod s& dugc thdi trit ra khdi cd thé trude
thdi gian udng lidu k& ti€p v cdc tdc dung an thin hoic e ch& thin kinh trung wong do liu trude @€ lai it hoic khong con tdn tai. N&u
thdi gian bdn thai thdi trir cha thuSc cue ngdn, tdc dung ciia thudc s& k&t thic vao thdi diém nio d6 trong dém. Khi d6 c6 thé c6 2
trudng hdp sau x4y ra vdi cdc thudc an thin din chit clia benzodiazepin hodc cdc thudc tuong ty thdi trit nhanh: 1) Sy thao thic trong
1/3 cudi ctia dém ting 1&n va 2) Tinh trang lo ldng trong ngay ting 1&n (Xem Cédnh bdo)

Chi dinh: ¢ », pharma

RGi loan gidc ngl ¢6 nguyén nhan tif nhitng bat thu ng‘r\‘/‘é o thé va/hoic @M@nﬁ:ﬁnﬁn quy&t dinh diéu tri triéu chitng mat
ngl cho b&nh nhén sau khi da ddnh gid k¥ ludng tink trang bénh cla ?en!"lvl}hﬁn, vt |

PHAMZOPIC dugc chi dinh ding trong thdi gian ng§n d& diéutri v gidm triéu chitng clia.bénh mdt ngl vdi cdc bidu hidn nhu khé ngd,
thudng xuyén tinh gidc v& dém va/hodc thic dy sd Montreal. QUCUCC Lini L odidde

Piéu tri bing PHAMZOPIC khong nén kéo dai qui ¥ToTTUTigay lien tiep. Trong trudng hgp didu tri lién tuc trong 2 tdi 3 tudn cdn phéi
ki€m tra toan dién tinh trang bénh clia bénh nhin. Chi nén k& don ding Zopiclone trong thdi gian ngén (7 — 10 ngay) va khong nén ké
qud s§ lugng ding cho 1 thdng.

Viéc ding thudc ngi cAn han ché trong trudng hgp roi loan gide ngd gy ra do thay di mdi gid.
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Liéu lugng va cach ding:

Dung PHAMZOPICkhong nén kéo dai qud 7-10 ngdy lién tuc. Trong trudng hgp diéu tri lién tuc trong 2 tdi 3 tudn cAn phéi kiém tra
t()a\n dién tinh trang bénh clia bénh nhan. Thudc nén udng ngay trude khi di ng.

Liéu diung ch()‘ngw()i ldn: Thong thung 1a 1 vién PHAMZOPIC 7,5 mg. Khong nén ding qud liéu nay.

Ngf{()i gia: Lieu khuy€n cdo diing cho ngudi 16n tudi va/hodc bénh nhan stc khod y&u Ia 1/2vién (3,75 mg) trude khi ngii. Lidu ding c6
the ting 1&n 1 vién trong trudng hdp vdi lidu thap khong mang lai tdc dung mong mudn.

Bénh nhén bi suy gidm chitc ndng gan hodc bi suy hé hdp man tinh: Liéu khuyé&n cdo 1a 3,75mg (1/2 vién) tuy thude vao mic do ddp itng
va tdc dung clia thude. C6 thé dung lidu tdi 7,5mg (1vién) trong trudng hgp cdn thi€t nhung phii than trong.

Zopiclone khong nén diing cho bénh nhan dudi 18 tudi.

Chéng chi dinh:

Bénh nhan min cdm vdi thudc hay cdc thanh phin cda thude.

Bénh nhén bi suy hd hip ning (nhu trong hoi chitng ngung thd khi ngi) 7/
Bénh nhin tirng bi phén ng ba't thudng vdi riegu va/hodc thudc an thin, [éé

Thén trong: /

Thudc nén duge ding than trong cho bénh nhin tirng bj phdn tng bi't thidng khi diing rugu va/hoic thudc an thin.

DG vdi ngudi cao tudi: Chi nén ding thudc cho ngudi cao tudi & lidu thdp nhit ¢6 tdc dung. Ding thuc an thin lidu cao khong thich
ddng & gyt pid of the pAy ra hiv g Fhang hi¥ne tntte dioe

Viée st dung thuGc an thin khong c6 k&t qui sau 7-10 ngay ¢6 thé nghi tdi mot bénh v& tdm thin va/hoic trang théi bénh iy tién phat
nao khdc hodc hién twgng mat phdn xa vé gidc ngd.

Tinh trang mdt ngii ting ndng hodc sy xuft hién nhitng bit thudng mdi v& suy nghi hodc hanh vi 6 thé 1a hdu qud cfia tinh trang r6i
loan tim/thé. C4c trudng hgp nay cling dd dugce bdo cdo lién quan tdi viéc ding cdc thudc tic dong 1&n thu thé benzodiazepine.

Cin ding Zopiclone thin trong cho bénh nhan bi nhugc cd ndng hodc suy gidm chifc ning gan ning.

Bénh nhén cin duge cdnh bio khong nén diing Zopiclone trong cdc trudng hgp khi ma ho khdng ¢6 dude gidc ngli tron dém dé€ thudc
khong duge thai trit hét ra khdi cd thé trude khi ho ti€p tuc cdc hoat dong trong ngdy hom sau.

Sw Ui ldn: Benzodiazepine va cdc thudc tuong ty 4nh hidng tdi khi ning trf ndo nhu su tip chung, chd y va cdnh gidc. Nguy cd din tdi
14 14n thudng gip & ngudi gia hodc bénh nhin ¢6 cdc tdn thudng ndo bo.

Lo ldng, bdt an: Trong qud trinh diéu trj bing Zopiclone, ngudi ta nhin thdy sy gia ting tinh trang lo 1ng vao ban ngdy va/hoic bat an.
Piéu nay c¢6 thé do thdi gian ban thdi chia thuSc ngin nén giita cdc lidu dung xuit hién finh trang twong ty nhv ngung thudc.

Trdm cdm: Cin than trong khi diing thuSc cho bénh nhin ¢6 diu hiéu va triéu chitng clia bénh trAim cdm, khi d6 diing thude ngii ¢ thé
lam cho bénh trim trong thém. Nguy cd tir ding qud liéu 12 rdt Idn & bénh nhin bi trAm cim; vi thé chi nén dwa cho bénh nhin mot
lugng thude t6i thiéu di dung.

Lam dung, phu thuéc va rit thuéc: Trdnh ngung thudce dot ngdt va cin phai gidm liéu tir tir vdi bat k§ bénh nhin nao ding thudc kéo dai
trong vai tudn. Viéc gidm liéu dic biét cdn luu y khi ding thudc cho bénh nhin ¢6 tién sit bi co gidt. Nguy cd 1& thudc thude ting &
bénh nhin di tirng nghién rugu, ding ma tuy, hoic & cdc bénh nhin bi rdi loan nhin cdch. Tinh trang bénh nhin bi lo ldng ban ngay
trong khodng thdfi gian udng thudc va lo 1ing tdi phat ¢6 thé Iam ting nguy co 1& thude thude & bénh nhin diéu tri bing Zopiclone.

Ciing nhut cdc thudc an thin khédc, cAn han ché ding thudc lai cho bénh nhin dang dudc theo ddi y t&.

Bénh nhan vdi cdc diéu kién dc biét: Cin thin trong khi diing Zopiclone cho cdc bénh nhin bi suy gidm chifc ning gan hodc thin hodc
bi suy ho hip ning. Uc ch& ho hdp di duge ghi nhan khi diing thudc cho cdc bénh nhin bi réi loan chitc ning ho hap.

Bénh nhan cdn sy tinh tdo: Do téc dung (e ch& thin kinh trung udng clia Zopiclone nén cdn thin trong khi ding thudc cho b&énh nhén ¢6
thyc hién cdc cOng viée cin sy tinh tdo nhu van hinh mdy mdéc hay 14i xe. Cling vdi 1y do nhut vdy, cin cdnh bfo b&énh nhin vé viéc
diing ddng thdi Zopiclone va rutgu hodc cdc thudc e ché thin kinh trung vdng khdc.

Ding thudc cho tré em: Tinh an toan va hiéu qua khi ding thuSc cho tré em dudi 18 tudi vAn chua dugc xdc lap

Ding thudc cho nguoi gia: Dung thuSc an thin liéu cao khong thich ddng & ngudi gia ¢6 thé gdy ra hau qua khong ludng trude duge. Do
vy, cAn ding lidu thap nhi't ¢ thé cho cdc bénh 1

2.
T TaoOT.

¢ », pharma

et Wk ¥ )

Thoi ky mang thai va cho con bu: e Ffome
Dung thud'c khi mang thai: Tré em sinh ra bdi nhilng'bd me ding benzodiazepins va cdc thudc t¥ong tu ¢S nguy cd mic tridu chitng rit
thudc. 6111 Royalmount Avenue # 1

Diing thudc cho phu nit khi cho con bii: Thudc bai 1%“@@3&5@%1&)@5&@&3&4@@%% nit cho con bu.

TAac ddong cia thudc khi 14i xe va vAn hanh may méc:

Mic di tdc dung an thin clia thudc kéo dai cho t6i ngdy hom sau 12 it va nhin chung khong ddng k& nhung bénh nhén cling khong nén
van hanh mdy méc hay 14i xe vao ngdy hom sau, sau khi diing thudc cho tdi khi xdc dinh chic chdn riing hoat dong clia ho khong bi dnh
hudng. N&u dung ciing vdi rugu thi nguy cd ndy ting 1én.
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Tuong tac thude:

Rugu ¢6 thé lam ting tdc dung an thin clia thudc, dic biét lam 4nh hu@ng tdi khd nding l4i xe hodc van hinh mdy méc cla ngudi bénh
khi diing ddng thdi, do vay khong nén phdi hgp.

Dung thuGc dong thdi vdi cdc thudc e ch€ thin kinh trung udng $& 1am ting tic dung tc ché thin kinh trung vong. Do vy cdn cin nhic
I¢i ich diéu tri khi dung ddng thdi vdi thude chdng loan thin (thudc ngii), thudc an thin, thuSe chdng lo du/lam diu, thudc chdng trim
cdm, thudc gidm dau gy ngd, thudc chdng dong kinh, thuc mé va cdc thude khdng histamin ¢4 tdc dung an thin.

Dung két hgp cdc thude din chit benzodiazepin hodc cdc thuSe tuong tu véi thube gidm dau gdy ngh ¢6 thé 1am ting tdc dung sing
khodi va din tdi 1& thudc thudc.

Viéc dung phdi hgp vdi thudc ¢d tdc dung e ch€ men gan (dic biét 12 Cyt P450) ¢ thé 1am ting tdc dung clia cdc benzodiazepin va
cdc thude tuong ty. Do Zopiclone dugc chuyén hod bdi CYP 3A4 nén ndng dd trong méu ctia Zopiclone ting 1&én khi ding ddng thdi vdi
cdc thudc e ch€ CYP 3A4 nhu erythromycin, clarthromycin, ketoconazole, itraconazole va ritonavir. Cin phédi gidm liu Zopiclone khi
diing ddng thdi vdi cdc thudc nay.

Ngudc lai, ndng dd trong mdu cla Zopiclone gidm khi ding dong thdi vdi thudc kich thich CYP 3A4 nhy rifampicin, carmabazepin,
phenobarbital, phenytoin. Khi d6 cin phii ting liéu diung clia Zopiclone.

Téac dung phu:

T4c dung khong mudn thudng gip nhit khi ding thuSc 13 ding miéng. Tinh trang qud u€ odi, budn ngd va/hoic méit phdi hgp 1a ddu
hiéu ctia s khdng dung nap thudc hoic qué liéu.

Nhitng tdc dung phu duge in nghiéng thudng gip hon & Zopiclone so vdi placebo: Hé thin kinh trung wdng: Budn ngi, suy nhuge, ching
mat. Li 1an. mdt tri nhd tam thoi, cdm eide sav rucu. «ing khodi, 4c mong, tAm trang b 161, lo du hodc bon chdn, cdm gidc thly dich,

trdm cdm, gidm ham mudn tinh duc, mdt phéi hgp, giim truong lyc co, run, chudt rit, cdm gidc ki€n bo, ndi khd. Tim mach: Ddnh trong
nguc. Tiéu hod: Kho miéng, trcfng lwdi, hoi thd ¢ mii, budn ndn, ndn, khd tiéu, tidu chdy, tdo bon, chdn dn hodc dn nhiéu. HO hé’g: Kho
thd. Gidc quan: Gidm thi lyc. Da: Ngtta, ni min, ting ti€t mo hoi. Ngita ¢6 thé 13 ddu hiéu min cdm vdi thudc, khi d6 nén ngung ding
thuGc. Chuyén hod va dinh dudng: Sit cin. Céc triéu ching khdc: Pdng miéng, dau diu, cdm gidc chin ning, ring minh. Cdc xét
nghiém: Doi khi cdc xét nghiém bi 4nh hutdng khi diing thudc bao gdm ting AST, ALT hoic phosphatase kiém.

Ngudii cao tudi d& mic cdc tdc dung phu nhu ddnh tréng nguc, ndn, chdn in, ting ti€t nude bot, 1d 14n, tim trang bdi roi, lo du, run va
ting ti€t mo hoi hon & ngudi tré. @

Qtia lidu: —
& nguvsi tinh nguyén hodc do vo tinh udng qud 1idu Zopiclone t6i 340 mg, cdc tridu ching chinh duge ghi nhan bao gdm: gidc ngi bi kéo
dai, budn ngti, ngd lim va mat didu hod. T4t ¢4 cdc bi€u hién qué lidu clha Zopiclone ¢ lién quan tdi dic tinh dugce 1y cta thuSc: Budn

ngd, 1t 14n, chéng mit, gidm hoic mat phdn xa.

Piéu tri: Didu tri hd trg va theo cdc d&u hidu 1am sing. Cin theo (oihi-hiprmach-vi-huysdp-etabénhnhin v diéu tri hd trg khi cdn

thiét. Cin rita da day ngay. Truyén dich tinh mach va bdo ddm t n“nykh’sf)'t. T};ph FiPESng lai k&t qué. Flumazenil 12

thuGc d5i khdng dic hidu v6i thy thé chia benzodiazepin c6 thé durjg Fonggesing Mp qud licu cla benzodiazepin va cdc thudc tuong ty.
L

Trinh bay: Chai HDPE, chai/100 vién nén 6111 Royalmount Avenue # i

Bio quin: Nhi¢t 4o dusi 30°C. Montreal. Quebec H4P 2T4 Car
Han ding: 36 thang k& tif ngdy sdn xuft

Tiéu chuéin 4p dung: Nha Sdn Xuit

Luuy: -P&xatim tay cla tré em

- Poc ky huéng din sit dung trude khi ding

- N&u cin thong tin xin héi y ki€n ctia Bac St
: .

Ndi sdn xudt: CONG TY PHARMASCIENCE
6111 Royalmount Ave., Suite 100
Montreal (Quebec) Canada H4P 2T4
Tel: 514 340 9800  Fax: 514 340 9920




