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THUGC NAY CHI SUDUNG THEO PON THUOC LGP Y
1. Thanh phin cng thire thubc: A
MBi vién nén bao phim ESZOPICLONE SPM chira:

Thanh phin hoat chit: Eszopiclone ............... 1,00 mg

Thanh phén t4 duge: Lactose monohydrat, avicel 101, primellose, calei phosphat, kollidon 30, magnesi stearal, aerosil, HPMC
606, titan dioxyd, PEG 6000, xanh brilliant dye, ethanol 96% (*), nude tinh khiéi(*).

(*) 14 chfit mét di trong qué trinh pha ché,

2. Dang bao ché

Vién nén bao phim tron, mau xanh, canh v thanh vién lanh lin.

3. Chidijnh:

ESZOPICLONE SPM duge chi dijnh dé diéu trj chimg mét ngi.

4. Lidu diing vA cheh ding:

Sir dung liéu thp nhfit ¢6 higu qua cho bénh nhén (xem Cdnh bdo vir thin trong khi ding thude, Cde déc tinh dirge déng hoc).

Naregi lém:

Libu khéi d4n duge dé nghi 12 1 mg. Lidu dang cd thé tang Ién 2 mg hoje 3 mg néu 6 chi djnh 1im sing. & mét s6 bénh nhén,
ndng 49 ESZOPICLONE SPM trong méu bubi sang cao hon sau khi sir dyng liéu 2 mg hofic 3 mg lam ting nguy co suy gidm
kh# néing 14 xe vo ngdy hom sau va céic hogt dang khéc chn tinh tho, Tang liéu ESZOPICLONE SPM khong dugc vugt qué 3

mg, mdi ngiy mt Kin ngay truée khi di ngo.

Naurdi can iudi hodc suy nhiroc:

Téng lidu ESZOPICLONE SPM khong dugc vugt qué 2 mg & bénh nhén cao tudi holic suy nnrge.

Nouedi suy gan niing hode dimg thudc iec ché manh CYP3A4:

@ nhitng bénh nhén bi suy gan niing, hofic & nhitng bénh nhén sir dyng ESZOPICLONE SPM véi cdc chit tre ché CYP3A4
manh, tong lidu ESZOPICLONE SPM khang duge vugt qui 2 mg.

Sir dung véi thude ite ché thén kinh trung wong

Didu chinh lidu ¢6 thé cAn thiét khi ESZOPICLONE SPM duge két hop véi céc thude Gic ché than kinh trung vong khéc vi cdc
tdc dung phy cd kha ning xéy ra.

Sie dung vai thiee ,th':m

Uéng ESZOPICLONE SPM cling hodic ngay sau bira &n nhiéu chat béo, déin dén hap thu chdm hon va s& IAm gidm tac dung ciia
ESZOPICLONE SPM dbi véi thai gian di vao gife ngu,

Ciéch ding: thube ding dudng udng, ubng thude ngay trude khi di ngi.

( 5, Chéing chi djnh:

Qué man véi eszapiclon hoie bt cft thanh phén nio ctia thude.

Phin img qué mén bao g&m shc phan vé& va phit mgeh (xem Canli bdo va thin trong khi ding r!.'ud'c).

Chéng chi dinh & bénh nhén da c6 hanh vi phirc tap khi ngi sau khi diing eszopiclon.

6. Canh bdo vA thiin trong khi ding thube:

Tdc dung tke ché thin kini trung wong vé suy gidn vao ngdy hom san

ESZOPICLONE SPM I thude tre ché hé thin kinh trung uong (CNS) va c6 thé Iam suy gidm chiic nang ban ngi‘; & mdt s6 bénh
nhén & lidu cao hon (2 mg hofic 3 mg), ngay ¢ khi sir dung theo quy dinh. Ngudi ké don nén theo dai the dung trdm cam qua
mire, nhtrng suy gidm o6 thé xdy ra trong trudmg hop khong cb tri¢u ching (hofic thim chi vai sy cai thign chil quan), va suy
giam c6 thé khdng duge phat hign mdt cch déng tin cdy bing kham Jim sdng thong thudmg (tic 13, it hon so véi xét nghigm tdm
I¥ chinh thirc). Mic dit dung nap duge lyre hoe hofie thich g véi mot s6 tac dung irc ché bit 1gi cita ESZOPICLONE SPM b
thé phat trién, bénh nhén sir dyng 3 mg ESZOPICLONE SPM nén thin trong khi 14i xe hofic tham gia vao cdc hoat djng khéc
chin tinh tdo hodn ton sau ngdy st dung.

Tée dyng phy xay ra khi st dung ddng thai cée thude irc ché thiin kinh trung wong khéc (vi dy, cdc thube nhém benzodiazepin,
opioid, thudc chng trdm cam ba vong, rugu), k& c& sir dyng vio ban ngay. Chin didu chinh gidm liéu ESZOPICLONE SPM va

thudc tre ché thin kinh trung wong ddng thei.

Khéng nén sir dung ESZOPICLONE SPM véi cac thude ngh an thin khic vao liic di ngd hofic gitra dém.

Nguy co bi suy giam tam thin vio ngay hom sau s tiing Ien néu ESZOPICLONE SPM duge thye hign v6i it hon mgt dém ngi
con Iai (7 dén 8 gid); néu cao hon lidu khuyén cfo duge thye hign; néu phéi hep véi cde thube irc ché than kinh trung wong khéc;
hoiic ding chung véi c4c thubc khac 1am ting ndng d eszopiclon trong méu (xem Licu dimg vir Cdch dimg).
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A sau khi dénh gi4 bénh nhin cn thin. Thit bai ctia chimg mét ngi sau 7 dén 10 ngdy didu trj 6 thé cho thay sy higndign clia

hanh vi bat thudmg mdi ¢d th
vy d xuét hién trong qua trinh di
quan trong ctia ESZOPICLONE SPM dudng niw lién quan dén liéu ding, difu quan trong 14 sit dung ligu higu quarthdp nhit co. -
thé, dzic bidt 14 & ngudi cao ubi (xem Liéu dimg va Cdch dimg). s o

la hg“ qué cita mot réi loan tam thin hogc thé chit khong duoe cdng nhn, Niting phathién nhiv

Phdn teng di tng nding v séc phd
Hidm gap chc tnrdmg hop phi mgceh lién quan dén 1udi, 0 hong hofic thanh quén da duge béo cdo & binh nhin sau khi dimng lidu
thudc an thin diu tién hotic sau d6, bao gom ESZOPICLONE SPM. Mot s b¢nh nhan da ¢6 thém céc trigu ching nhu kho tha,
nghet hong holic budn ndn va ndn ggi ¥ sbc phén vé. Mot s8 bénh nhin da yéu cu didu trj y 16 trong khoa chp ciru. Néu phty
mach lién quan dén ludi, cd hong hogic thanh quén, thc nghn dubmg the c6 thé xdy ra va gdy tir vong. Banh nhan bj phit mach
sau khi diéu trj bing ESZOPICLONE SPM khéing nén diing lgi thude.

Suy ught bt thidng vi thay d6i hémb vi

Mot logt céc thay ddi suy nght va hanh vi bit thuimg di duge bdo cdo xdy ra lien quan dén vige sir dung thubc an thin /gy ngi.
Mt s thay ddi ndy cb thé dirge diic trung boi gidm tie ché (vi dy; tinh hung hiing vA hudng ngogi €6 vé Khidng o6 tinh cich),
tirong 1y nh cde higu fmg dugc tao ra bdi nrgu va ce chit tre ché thin kinh trung uong khic. Nhimg thay ddi hanh vi dwee bio
cda bao gbm hanh vi ky quéi, kich dng, do gidc va hinh vi mét nhdn cich, MAt trf nhé va cac tri¢u ching thin kinh khéc o6 thé
xdy ra kong thé dofin trube. O nhing bgnh nlan trdm cam chi yéu, trdm trgng hon, bao gbm suy nght vA hanh dong ty i (bao
gdm cd tyr tir hodn thanh), 4 dugc bdo cio lién quan dén vige sir dyng thue an thin/gay ngi.

Ctic hinh vi phitc tap nhur I xe khi ngd”(itre 12 1§i xe trong khi chira hodn toin tinh tdo sau khi ubng thubc an thin - géy ngu,
mét trf nhd) dd duge bdo cho. Nhimg sy kign ndy ¢6 thé xdy ra & nhitng ngudi mdi ding thude eling nhu nhitmg ngudi ¢é kinh
nghiém v& thudc an thin/gdy ngd. Mic di cic hanh vi “I4 xe khi ngd"” c6 thé xdy ra véi ESZOPICLONE SPM don trj & lidu didu
trj, vi€e sir dung rurgu va céc chélt trc ché thiin kinh trung vong khiic véi ESZOPICLONE SPM dudng nhw lam tang nguy co cia
hanh vi nhu vy, cling nhu vige sit dyng ESZOPICLONE SPM véi lidu vurot qua liBu khuyén edo t6i da.

Do nguy co déi voi bénh nhan va cing ddng, vide ngimg sir dung ESZOPICLONE SPM nén duge xem xét manh ma di vai
nhiing bénh nhin duge bdo cdo ¢d hanh vi “l4i xe khi ngd™, Cde hanh vi phitc tap khitc (vi dy, chufin bj vit ché bién thirc &n, goi
dién thoai hogic quan hé tinh duc) da dirge béo cho & nhimg bénh nhin khdng hoan toan tinh téo sau khi dimg thudc ngf an thin,
Ciing nhur “14i xe khi ngé”, bnh nhan thurdmg khong nhé nhimg sy kign ndy. Hiém khi duge xdc dinh mdt céch chéc chin cc
trutmg hop hanh vi bét thurdng cu thé duge ligt ke o trén 12 do thudc, ¢6 ngudn gbe tyr phit, hoge 1A két qua ciia rdi logn tam thin
iotic thé chét tiém &n. Tuy nhién, sy xufit hign cila bt ky ddu higu hanh vi hofie trigu chimg quan tdm méi ndo ddi hoi phii dénh
gid cfin than va ngay lip titc.

Trigu chitng ngimg thudc:

Sau khi giam lifu nhanh hojic ngimg sit dyng thudc an than/gdy ng dot ngdt, da o6 béo céo v céc ddu hidu va trigu chimg twong
tyr nhur trigu chimg ngimg thudc tir ce thude e ¢hé thin kinh trung wong khée,

Thoi diém dimg thude ;

ESZOPICLONE SPM nén dugc ding ngay truée khi di ngd. Uéng thube an thén/gay ngii trong khi vin thitc, c6 thé dén dén suy
giém tri nhé ngin han, 4o gife, suy giam kha ning phdi hop, chéng mat va lang ling.

Sit dung cho cic ddi tepng e bigt

St dung & ngudi cao i va / hodic suy nhuoe

Suy giém vin dgng vihogc nhn thirc sau khi tiép xic nhizu An hotic nhay cAm bét thudmg véi thude an thin/gdy ngii 12 méi
quan tém trong diéu trj b¢nh nhén cao tudi va / hoge suy nhuge. Lidu khong duge vurgt qui 2 mg & bénh nhén cao tudi hojic suy
nhuge (xem Lién ding vé cdch ding).

Si dung ¢ ngudi e bénh dong thoi

Kinh nghi¢m lam sang v6i eszopiclon & bénh nhén m_éc bénh ddng thv cdn han ché. Eszopiclon nén duge sit dyng thén trong &
nhiing bénh nhin méc céc bénh hogc tinh trang c6 thé anh hudng dén chuyén héa hofic phan g huyét dong.

Mot nghién i trén nhiing ngudi tinh nguyén khoe manh khong cho thiy téc dung o ché hé hip & lidu cao ghp 2,5 Tan (7 mg)
s0 v6i lidu khuyén céo ciia eszopiclon. Tuy nhién, cin thén trong néu ESZOPICLONE SPM dugc chi dinh cho b¢nh nhin c6
chire niing ho hép bj ton thuong.

Liéu ESZOPICLONE SPM khéng dugc vurgt qué 2 mg & bnh nhén suy gan niing, vi phoi nhiém todn thén duge nhén doi &
nhemg di tugng nhu viy. Khong cin didu chinh lifu ddi voi céc ddi tugng bj suy gan nhe hofc trung binh. Khong cin diéu chinh
lidu & nhimg ngudi bj suy thin, vi dudi 10% eszopiclon duge bai tiét dudi dang khong dbi qua nude tiéu.

Nén gidm liéu ESZOPICLONE SPM & nhiing bénh nhén duge diing thude (rc ché manh CYP3A4, nhu keloconazol, trong khi
ding ESZOPICLONE SPM. iéu chinh lidu giam ciing duge khuyén nghi khi sit dung ESZOPICLONE SPM véi cée thude cb
téc dung (rc ché thin kinh trung wong.

Stt dung & bénh nhdn trdm cdm

Thube an thin/gdy ngd nén duge ding thin trong cho bgnh nhén ¢6 cic dAu higu va triéu chimg trdm cdm. Xu huémg ty sét cd
thé o6 & nhitng bénh nhan nhu vay, vA cac bi¢n phip bio v§ c6 thé duge yéu cu, Qué lidu c6 chiy 1A phd bién hon & nhém bénh

Vi ESZOPICLONE SPM c6 thé géy budn ngit va gidim § thirc, bgnh nhén, dc bigt 1a ngudi cao tubi, c6 nguy g9 ngd cao hon: -
Cén ddnh gld cde in Cde tinh trang bénh kém theo J_"' ” e mm TY ' -‘,\, \
B vi rdi loan gific ngit c6 thé 13 bidu hign cia r8i logn thé chét va/ hoge tdm thi, diutrj trigu chiing mét ngt chi nén dirge bt -

m&t banh t3m thin vivhojc bgnh Iy chinh cAn duge danh gid. Tinh trang mét ng trdm trong hoic xufit hign nhiing suy nght hoge /

1 trj biing thude an thin/gdy ngi, bao gdm ESZOPICLONE SPM. Do mdt 56 tic dung phy - 3 g
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nhén ndy; do d6, luong thudc it nhit c6 thé kha thi nén dugc k& don cho bénh nhén bit cit lte nio.

Sir chiprg cho ré em: ’ -l _

An loan vir hiéw qud ctla ESZOPICLONE SPM chira diepe thidt Igp & tré em. ~3 £ PHAN
Cht bj kiém sodt WAL e w2
ESZOPICLONE SPM la chét durgc kidm soat theo myc IV trong Dgo luft céc chét duge bj kiém soét ciia Hoa Ky. Cac chit khae -
trong ciing phéin logi 12 céc thudc nhém benzodiazepin va thufc gy ngii non-benzodiazepin zaleplon va zolpiden: Trong khi™ © 7
eszopiclon 1a mt the nhin gly ngi ¢6 céu tric héa hoc khéng lidn quan dén cdc loai thudc benzodiazepin, né c6-chung mot 6
tinh chét duge lye hoe eia cde loai thuéc benzod iazepin.

Lam dung

Lem dyng va nghign I riéng bigt va khac bt véi sir phu thudc va dung nap vit 1. Lam dung duge ddc trung bdi vige lam dyng
thubie cho cée myc dich phi y 1€, thudng két hop véi cdc chdt tam thén khée, Su phu thude vé thé chit 12 mdt trang théi thich nghi
duge bidu hign bing mot hoi ching cai thude cy thé ¢o thé duge tgo ra bing cdch ngimg thudc dt ngdt, gidm lidu nhanh, giam
nong d thudc trong méu va / hofic ding thude di khang. Dung sal 12 mdt trang thai thich tng trong dé vige tiép xtic vi thube
ghly ra nhitng thay ddi dén dén giam bot mot hofic nhidu tie dyng cia thude theo thai gian, Sy dung nap o6 thé xay ra ddi voi ca
t4c dung mong mudn va khong mong mudn ciia thude va ¢6 thé phat trién & ede mite do khdc nhau cho ce tic dung khéc nhau,
Trong mdt nghién ciru v& khuynh huéng lam dyng duge thyc hi¢n & nhiing cé nhin da biét ed tién sir lam dyng benzodiazepin,
eszopiclon & lidu 6 va 12 mg mang lgi higu qud g phén trong ty nhu diazepam 20 mg. Trong nghién ci niy, lidu ghp 2 1An
ho’ic nhidu hom lidu t6i da dige khuyén cfo, ting lidu lién quan dén cic béo cdo vé chimg quén vi do gide di duge quan st cho
ci ESZOPICLONE SPM va diazepam.

( L¢ thude thude:

Kinh nghiém thir nghiém m sang véi ESZOPICLONE SPM cho thily khong c6 bing chimg nio v& hji ching ngimg nghiém
trgng. Tuy nhién, cdc the dung phu sau diy bao gdm trong tiéu chi chudn dodn DSM-IV ddi véi vige nging thubc an thin/gdy
ngi khong bién chimg di dugc béo céo trong cac thir nghi€ém 14m sing sau khi thay thé gia duge xdy ra trong vong 48 gid sau
khi didu trj ESZOPICLONE SPM cudi cling: lo ling, mo bt thudme, budn nén va dau da diy. Nhing tac dyng khong mong_
m}:én duge bio cho ndy xﬁ;' ra voi 1y 18 2% hoiio it hon, Sir dung céc thudc benzodiazepin v cAc tc nhin tuong ty c6 the din
dén sy phy thufe v& thé chat va tinh ﬂlzn. Nguy co lam dung va I8 thue ting theo lidu Iugng va thivi gian diu trj va sir dung
dang thiri cic thudc than kinh khic. Nguy co ciing 1én hon d8i véi nhitng bénh nhin c6 tién sir lam dung ruqu hofic ma tay hojic
¢6 tién sir rdi loan tam théin. Nhitng bénh nhén ndy céin duge theo doi cdn thin khi nhin ESZOPICLONE SPM hoiic bét ky thufc

ngi nao khic.

il b 16 disge:

Lactose: Bénh nhn bj rdi logn di truyén hiém gfip nhu khong dung nap galactose, thiéu hyt lactase hoan toan hodc kém hip thu
glucose- galactose khding nén ding thude ndy.

7. Sir dung thube cho phu nfr c6 thai va cho con bi:

Phy ni# mang thai: Dit liéu cénh gidc duge o6 sén khang di d& x4c dinh nguy co ciia viée sir dung ESZOPICLONE SPM 6 phy
nif mang thai ¢6 lién quan dén dj tat bAm sinh 16n, sdy thai, hogic anh huéng xAu t6i mg hofic thai nhi. Str dyng trong thii ky
mang thai chi khi lgi fch 16n hon nguy co tiém an déi véi bio thai.

Trong che nghién clru sinh sin dong vt duge thuc hign & chudt mang thai va tho trong subt qu trinh phat trifn, khong c6 bing
chimg gAy quéi thai, Sir dyng eszopiclon cho chudt trong subt thai ky v cho con b dén dén dgc tinh ciia con céi & tht ca cic liéu
thir nghigm; iu thip nhét 13 khoang gép 200 lén lidu khuyén cio tdi da clia con ngudi (MRHD) 1a 3 mg / ngdy dya trén dign tich
_ b2 mit co thé mg/m®,

\ Nguy co co ban wde tinh ciia dj tit bim sinh 16n va séy thai cho dén s6 duge chi djnh 14 khéng rd. T4t ¢4 c4c trudng hop mang
thai déu c6 nguy co dj tat bim sinh, mt m4t hofic cic két qua bét lgi khéc. Trong dén sb Hoa Ky, nguy co tiém dn cia cdc
khuyét tat bAm sinh 16n va say thai & céc thai ky dugce cdng nhdn 1am sang lan lugt 12 2 dén 4% va 15 dén 20%.

Phy nit cho con bii: Khong cd dit ligu vé sy bai tiét trong sita me hodic ddng vit cita eszopiclon, &nh hudng dén tré so sinh bi sira
mg hofic anh hudng dén sin xufit sira. Nén xem xét lgi fch phat trién va sirc khoe ctia viéc cho con bii, ciing véi nhu cu 13m sing
clia ngudi me ddi véi vige sir dung ESZOPICLONE SPM va bt k¥ téc dyng phy tiém An ndo anh hudng dén tré bii me hoge tir
cde linh trang tiém dn clla ngudi me.

8. Anh huing eia thude Ién kha niing ldi xe, vin hinh may mdc:

Bénh nhén c6 thé cam thy budn ngit vio ngay hém sau, sau khi ding ESZOPICLONE SPM. Khong l4i xe hodic lam céc hogt
ddng nguy hiém khéc sau khi ding ESZOPICLONE SPM cho dén khi bénh nhan cam thiy hoan toan tinh téo,

9, Twrong tic, twrang ky, cia thubc:

Thude kich hoat thin kinh trung wong (CNS)

Ethanof: Tang cudng tc dong 1én thén kinh da duge nhin thiy khi sir dyng ddng thdi eszopiclon va ethanol.

Olanzapin: Ding ddng thai eszopiclon va olanzapin lam giam diém DSST. Anh huémg dén duge luc hoc; khong c6 sy thay doi
trong durge dong hoc ciia mdt trong hai logi thude.

Thude ire ché holie cdm img CYP3A4

Thude ire ché CYP3A4 (Ketaconazol)

CYP3A4 I con duimg chuyén hod chinh dé thai trir eszopiclon. Syt tiép xiic clia eszopiclon da tang Ién khi diing ddng thoi
ketoconazol, mdt chéit irc ché manh CYP3A4.
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Cie chilt (rc ché manh khic ctia CYP3A4 (vi dy, itraconezol, clarithromycin, nefazodon, troleandomycin, r,l&i!‘ftﬂ.i:il‘.‘lll'l'elﬁl‘iii\'.ir)" se N A\
¢6 tac dfng tuong ty. Ciin g_iﬂm ligu ESZOPICLONE SPM cho bénh nhén ding ESZOPICLONE SP'M déng ﬂl(‘li.:\;ﬂi tlluﬁc c

ché CYP3A4 manh (xem Lidu dimg va Cdch dimg). Reg =" 7 "
Thude gdy can img CYP344 (Rifampicin) Roh b AT
Tiép xtic voi zopiclon Racemia d& gidm 80% khi sir dung dling thi rifampicin, mot chit gdy cim (mg n_'Jarlh"C-‘,lfPSA‘I. Tic
tizong tyr ciing c6 thé xdy ra vdi eszopiclon, St dung két hop vdi cam tmg CYP3A4 c6 thé lam giam tiép xic vaanh hudng cda-
ESZOPICLONE SPM. -z
Tiearng ky: Khong 4p dung

10.Tde dung khéng mong mubn ciia thude:

Béi vi cdc thir nghigm 14m sing dugc tién hanh trong cc didu kién khdc nhau, ty [¢ téc dung khdng mong mudn quan sét duge
trong ¢iic thir nghigm 1am sang ciia mit logi thude khong thé so sénh toye tiép voi 1y 18 trong che thir nghigm lam sang cia mjt
loai thude khde va ¢6 thé khong phan dnh ty 1& quan sét duge trong thye hanh lam sang.

Chuong trinh phit trién trude khi duwa thude ra thi trudng cho ESZOPICLONE SPM bao gdm phai nhigm eszopiclon & bénh
nhéin va/ hogie doi trgng bink thudng tir hai nhém nghién ctu khie nhau: khoang 400 dbi twgng binh thurdng trong nghién el
duege Iyee hoe / duge dfng hoe vt k}mnp 1550 bénh nhan trong nghién et hidu qud lém sang di chimg vai gid duge, trong (mg
v6i khoang 263 nam bénh nhiin. Céc dicu kign va thoi gian dicu trj véi ESZOPICLONE SPM rdt klidie nhau va bao gbm (tron

ciic logi chong chéo) giai dogn nhan md va mit i cla che nghién ¢, bénh nhin ndi trd vit binh nhin ngogi tri, va phoi nhigm
ngéin hgn va dai han. Tée dyng khong mong mubn duge dénh gig bing céch thu thip céc sy kign bt 1gi, két qui kiém tra thé
chilt, cac déu higu sinh thn, trong lugng, phén tich trong phong thi nghi¢m va ECG.

Che tin s8 8 néu ciia céc tae dung khong mong mudn thé hign 1y 1€ cuia céc cd nhin 42 trdi qua, it nhét mot lin, téc dung khong
ong mubn cia logi duge ligt k. Mot phan tmg duge coi la xuit hign dicu trj néu n6 xdy ra lin dAu tién hofic trd nén toi (¢ hon
trong khi b&nh nhén duge diéu trj theo danh gif eo bin,

Kinh nghignr v ngligm iiim séng

Téie dyng khdng mong mudn din dén vige ngiog diéw vi:

Trong céc thir nghiém lim sang nhém song song c6 dbi chimg voi gid duge & ngudi cao tudi, 3,8% trong s 208 benh nhin ding
gia durge, 2,3% trong s6 215 bénh nhén ding 2 mg ESZOPICLONE SPM va 1,4% trong sb 72 bénh nhén duge djéu irj bang Img
ESZOPICLONE SPM da ngimg didu trj do tic dyng khdng mong mubn. Trong nghién ¢t nhém song song 6 tudin & ngudi lom,
khong cd bénh nhén nio trong nhém 3 mg ngirng diéu trj vi tc dung khding mong mubn. Trong nghién ciru dai han 6 théng &
bénh nhan mdt ngt & ngudi trudmg thanh, 7,2% trong s& 195 bénh nhin ding gia dvge va 12,8% trong s6 593 bénh nhin da
ngimg str dung 3 mg ESZOPICLONE SPM do téc dung khdng mong mudn, Khong ¢6 phan tmg dén dén nglimg thude xdy ra véi
1y 18 16 hon 2%.

Tdic dyng khong imong muén diege quan sdt vai (p 1§ > 2% trong ede thir nghi¢m c6 doi chimg:

Bing 1 cho thiy ty 1§ téc dyng khong mong muf!n tir nghién ciu d6i chimg voi gia duge giai dogn 3 vé ESZOPICLONE SPM
vdi litu 2 hogc 3 mg & ngudi 16n - khong cao tudi. Thoi gian dicu trj trong thir nghi¢m ndy 12 44 ngay. Bing chi bao gén! cde
phan (ing xdy ra & 2% hotic nhidu b¢nh nhén duge diéu trj bing ESZOPICLONE SPM 2 mg hoiic 3 mg, trong d6 ty I¢ mic &
banh nhén duge didu tr bing ESZOPICLONE SPM I6m hon ty 1& méc & bénh nhén didu trj gia duge.

Biing I: Ty I§ mfc (%) ciia cée tdc dung khing mon% mubn trong 6 tudin, Nghieén ciru ¢6 c6 dbi chimg v6i gid duge &
ngudi l6n-khéng cao tudi véi ESZOPICLONE SPM',

L
]

dnd Y,

Tée dung khéng meng mudn Gid duge (n=99) ' Eszopiclon 2 mg (n = 104) Eszopiclon 3 mg (n= 105)
{ Toin bd co thé
Pau dau 13 21 17
Nhiém virus 1 3 3
H¢ thiing tiéu héa
Kho mi¢ng 3 5 7
Khé tiéu 4 4 5
Budn nén 4 S 4
Non 1 3 0
H& thin kinh
Lo ling 0 3 1
Nhdm Iin 0 0 3
Trdm cam 0 4 1
Chéng mjt 4 5 7
Ao gide 0 1 3
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Cong ty C6 Phiin S.P.M T huéng din sir dung thufe — ESZOPICLONE SPM
Giam ham muédn finh dyc 0 0 . Wkl
Kich thich thén kinh 3 5 d2g  Of PHAM
Budn ngi 3 10 weg, by o Iy ‘
H¢ ho hiip L% :
Nhidm trimg l 3 | 5 | 10
Da va md dudi da
PhAt ban | I | 3 | 4
QGidc quan diic bigt
Vi k6 chiu | 3 | 17 | Y
HE sinh dye
Pau bung kinh’ 0 3 0
Viito™ 0 3 0

nhimg gific mo bit thudng, chéin thwong do tai ngn, dan lung, tiéu chay, hi chimg clm, dav co, dav, viém hong, va viém miii.
"3 phu nir

** (G nam gidi

Téc dyng khong mong mudn tir Bang 1 cho thy méi quan b liu dap img & ngudi I6n bao gbm nhiém virus, khd migng, chong
miit, a0 gidc, nhidm tring, phdt ban va vi khé chiu, voi mdi quan hé rd ring nhit cho vj kha chju. Bang 2 cho thity ty 1é tdc du:‘f
khong mong muén tir céc nghién clru ddi chitg gid dugc pha 3 ctia ESZOPICLONE SPM vdi lidu 1 hofic 2 mg & ngudi cao tudi
(d tudi 65-86). Thor gian didu trj trong cde thir nghi¢m nay 12 14 ngay. Bing chi bao gdm chc phan img xay ra & 2% hofo nhidu
bénh nhéin duge didu trj bing ESZOPICLONE SPM 1 mg hogc 2 mg, trong do ty 1& miic & bénh nhén duge didu trj bing
ESZOPICLONE SPM Iém hom ty 1§ mic & benh nhin dwge didu tri bing gia duge,

Bing 2: Ty 1§ miic (%) cde tde dyng khing mong mubn & ngirdi cao tubl (tudi 65-86) trong cde thir nghifm b d6i ehimg
v6i gid dirge trong 2 tuin véi ESZOPICLONE SPM '

! Céic phan (mg ma ty 1¢ gip khi duge didu 1rj voi eszopiclon bing hofic it hon gid duge khdng duge 1iét ke trong bing, bao ghm:

Tée dung khing mong mudn Gia duge (n=208) Eszopiclon 1 mg (n=72) | Eszopiclon2 mg (n =215)
Toan b{ co thé

Tai ngn thuong tich 1 0 3
Dau biu 14 15 13
Dau 2 4 5
HE théng tiéu héa

Tiéu chily 2 4 2
Kh migng 2 3 7
Khé tigu 2 6

H# thén kinh

Gific mo bt thudng 0 3 1
Chdng mit 2 1 6
Kich thich thin kinh 1 0 2
Dau ddy than kinh 0 3 0
Da va md dudi da

Ngiia [ 1 | 4 | 1
Gidc quan diic bidt

Vi kh6 chiu | 0 | 8 | 12
Hg sinh dyc

Nhiém tring duomg (it nigu | 0 | 3 | 0
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dau byng, suy nhuge, budn non, phét ban, va bubn nga. ! j

Téie dyng khong mong nudn tir Bang 2 cho thy mbi quan he liéu - dép ng & ngudi cao i bao gdm dav, khd migng v mii vi
ki chiu, voi moi quan b8 nay rd rang hon di voi tac dyng ghy vi kho chiju. T Epeicags
Nhiing s8 ligu niy khong thé doo sir dyng dé dy dodn 19 12 tic dung khong mong mubn trong qué trinh thye hanh y 1€ thong

ty, céc thn s6 duge frich din khng thé dugc so sanh véi che sé 1igu thu duge tlr cée nghién ciru lam sing khic lién quan [d‘én Ccic:
phuong phép didu trj, sir dung va diéu tra khdc nhau. L ;
“Tuy nhién, cée 56 lidu dugr trich din cung cdp cho béc s ké don mit s6 co s¢ dé wée tinh sy déng gép tuong dbi ctia céc yéu tb
thudc v& khong ding thude vao ty 18 méc tic dyng khong mang mudn trong dén sé duge nghién eiru,
Cdc phar ic dwoc quan sdt trong qud trinh dénk pid triece khi dia thude ra thi fried i ICLONE SPM

Sau dfy 13 danh séch cde thudt nglr COSTART durge sita ddi phan 4nh céc the dung khong mong mudn nhu dwee dinh nghfa
trong phin gidi thi¢u v& phin Tac dung khéng mong mubn va duge bio cdo boi khoing 1550 dbi tugng duge didu tri bing
ESZOPICLONE SPM véi liu trong khodng 1 dén 3,5 mp / ngay trong giai dogn 2 va 3 thir nghi¢m dm sang trén khap Hoa Ky
v Canada. Tt c& chc phin (ng duge béo cho durge bao gdm ngoai trir nhimg phan tmg d& duge 1igt ké trong Bang 1 va 2 hogie
c4c noi khéc trong ghi nhiin, cic phan Gng nhd phd bién trong dén s6 n6i chung va cde phan tmg khang lién quan dén thube. Mic
dit cdic phin (g duge bo céo xay ra trong qué trinh diéu trj véi ESZOPICLONE SPM, nhumg chiing khong nhdlt thiét phéi do
nd gdy ra.

Ce phén img duge phan logi thém theo hg tllémg co thé va duge ligt ke theo thir ty tin sb giim dén nhir sau; thudmg gip (=
1/100); it gip (= 1/1.000 d{én < 1/100); hiém gip (< 1/1.000); rat hiém ggp (< 1/10,000). Phén (mg dic trung theo gidi tinh duge
phén loai dira trén ty 1§ mic bénh ciia hg cho gidi tinh phit hgp.

H¢ thiing co quan Tiin suft T#c dyng khbng mong mudn

Toén thén Thircnng gdp dau ngyc

fr giip phan tmg dj img, viem md té bio, phi mgt, sbt, hoi migng, say ning,
thoét vi, khé chju, cimg cf, nhay cam 4nh séng

H& tim mpch Thieemg pdp | dau nia diu
It gip tang huyét &p
Hiém gap huyét khdi

Hé théng tigu hoa i gip chén #n, s6i dudmg mét, ting sy theém &in, phan den, loét migng, khat

nude, vigm miéng lodt

Hiém giip viém dgi tring, khé nudt, viém da day, viém gan, gan to, tn thwong gan,
loét da day, viem miéng, phit Tudi, xudt huyét trye trang

Hé théng méu va bach huyét frgip thién méu, ndi hach
Chuyén héa vi dinh dudng Thirgmg gdip | phit ngogi bién
ftgap tang cholesterol méu, ting cén, gitm cén
Hiém gap mit nude, bénh git, ting lipid mau, ha kali mau
Hé théng co xuang khip It gaip vizm khép, viém bao hoat djch, rdi loan khép (chit yéu 1a sung, cimg va
dau), chudt rit & chén, nhuge co, co gidt
Hiém gap viém khép, bénh co, chirng sa mi mét
Hé thin kinh It gép kich déng, ther o, mét didu hoa, mét kha niing cam xiic, thii 4§ thi djch,

tang truong lye co, gidm cdm gide, mét phéi hop, mit nga, suy giam tri
nho, ri logn théin kinh, rung gidt nhiin cdw, chimg dj cAm, gidm phan xa,
suy nghi bat thudmg (phin 16n kho tép trung)

Hiém gap déng di bt thudmg, mg phén, tiing cam, gidm chirc ning vén dong,
viém déy than kinh, bgnh Iy thin kinh, trang thai sing s&, run riy

H2 ho hip It gip hen suyén, viém phé quén, khé the, chdy méu cam, néc, viém thanh quin

Da va céc phén phy It gap myn trimg c4, rung téc, viem da tiép xae, da khd, chim, ddi mau da, dd
md héi, ndi may day

Hiéni glip hdng ban da dang, nbi mé day, bénh nhot do 4p-xe, herpes zoster, ching
ram long & phy nit, phét ban dét sin, phét ban beng nwéc.

Céc gide quan dfic bigt it gdp dlzu mit do, khd mit, dau tai, viém tai ngodi, viém tai gitta, 0 tai, roi logn
tién dinh

| Co phdn tmg mA 1§ 18 afp khi durge didu trj véi eszopiclon bing hof ft hon gid duge khng due 1igt ke (féng biing, bao gdm: |

thudng vi dfic diém cta bénh nhan va cic yéu 18 khic c6 thé khic voi cde yéu 16 phd bién trong cde thir nghigm 1am sang. Twong - |
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Hiém géip tang thinh lye, viém mdng mét, 1ét gian ddng tir, chimg s¢ 4nh B:ing -
H¢ théng nidu sinh duc Jtgap vd kinh, ciing vii, né nguc, tan sinh vii, dau v0, viém béng’quang.‘khd 3

tiéu, cho con bii, tiu ra méu, si thin, dau thin, viém tuyen vi, Tong {4,/
kinh, bang huyét, tiéu nhitu, son tidu, chay mdu (i cupg, chdy méu dm
dyo, viem dm dao A Tl

W, .

Hidm giip thidu nigu, viem bé thin, viém niéu dgo

Kinh nghi¢m hiu mii R
Ngodii céc te dyng khong mong mubn quan sat duge trong cdc thir nghigm [dm sang, chimg khé doc, t6i logn chiic niing khiru
pific duge dic trung bdi su bién dang ciia khitu gide, da duge bdo cdo trong qud trinh gidm st hiu midi voi ESZOPICLONE
SPM. Vi sir kién ndy duge bido cio mét sb ligng ngudi khong xdc djnh, nén khang thé udrc tinh tén suft cla sy kign ndy.
THONG BAO NOAY CHO BAC ST NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC.

11. Qua lidu v2 cdch xir triz

Trong cdc thir nghi¢m lam sang véi eszopiclon, m{t truémg hgp qud lidu véi 161 36 mg eszopiclon di dirge bao cdo trong db dbi
fugmg da hdi phyc hodn todn, K& tic khi tiép thi thuemg mai biit diu, cée truomg hop eszopiclon fw phat qué licu t6i 270 mg (gdp

90 Iin liu eszopiclon 18 da) ¢ duge bio cfo, trong dé bénh nhan d& hdi phye. Che truong hgp it vong lién quan dén qua litu
ESZOPICLONE SPM chi duge bio cfo khi két hgp véi cde thude CNS hofic niqu khic.

Difw hidu va trign chitng: :

Ctic ddu hiéu va trigu chiing cia tac dung quét lidu ciia thude (re ché thin kinh trung vong cb thé durge dir kién s& duge Irinh by
dudi dang cwong diéu vé tac dung due lye hoe duge ghi nhiin trong xét nghi¢m tién 1dm sing. Suy gidm ¥ thire tir budn nga dén
hén mé da duge md th Cao trudmg hop cd nhin hiém ggp v& céic két ouc gdy 10 vong sau khi ding 11::1 liéu véi zapiclon racemic
d& drge bio cho trong cde bio cdo sau khi dua ra thi trudng chiu A, thidng lién quan d&n qud litu vdi cae thudc e ché thin

kinh trung wong khée. Methemoglobin huyét lién quan dén qué liéu racop zopiclon di duge béo céo.

Xirtfel:

Céc bign phap hﬁ trg vh trigu chimg chung nén duge sir dung cling véi nia da day ngay Iﬁi‘u‘m khi thich hgp. Nén truyén dich
tinh mach khi cén thiét. Flumazenil 66 thé hi ich. Nhr trong tit ca cée tnrdmg hop qué lidu thude, ho hép, mach, huyét dp va
céic déu higu thich hgp khic clin duge theo dai va céc bi¢n phip hd trg chung duge sir dyng. Ha nuyét 4p va G ché thin kinh
trung wong nén durge thea doi va dilu tr bing can thigp y 1€ thich hop. Cén nhéic theo doi methemoglobin trong béi canh qué lidu
véi lidu cao, Gid trj ciia loc méu trong diéu trj qué liéu chua duge xdc dinh.

Nhir véi vige xit 1rf qué 1iéu, nén xem xét kha ning ubng nhiu thude. Bac sT ¢4 thé mudn xem x¢t lién h§ véi mot trung tam
kidm soat chit doe dé bidt théng tin cap nhat vé vige quan Iy qua litu san phim thubc an than,

12, Cée diic tinh dwgc Iye hoe:

Nhém durge Iy: An thin gay ngi

Ma ATC: NOSCF04.

Co chéjmg! dong: co ché hoat ddng chinh xdc clia eszopiclon chira duge biét dénrd [ﬁng, tuy nhién, tic dung ciia n6 cd thé lign
quan dén sy tuong tc clia n6 v6i cée phirc hop thy the GABA fai cic mién lign két ndm gin hofic dirge ghép lidn két vai cc thy
thé benzodiazepine,

Eszopiclon I& mdt thubc ngll nonbenzodiazepin, 14 déin xuét pyrrolopyrazin thuge nhom cyclopyrrolon véi céu tric héa hoe
khong lién quan dén pyrazolopyrimidin, imidazopyridin, benzodiazepin, barbiturat, hodc cdc thufic ngit khée.

Eszopiclon ¢6 thoi gian tac djng ngén. Thude tao gific ngd khdi ddu nhenh nhung khong 1am gidm tong thoi gian gific ngi
chuyen djng mat nhanh (REM), va duy tri gific ngd séng chim binh thudng.

13, Céie d3c tinh dwrge djng hoe:

Dl'n;fc dong hoe cia eszapiclon da dige nghién ciru & nhirng ngudi khoe manh (ngudi 16n vA ngudi gid) va & nhimg bgnh nhén
méc bénh gan hoiic bénh than. thi‘mg ngudi khde manh, hd so dirge dong hoe dit duge kiém tra sau khi ding lifu duy nhét Ién
t6i 7,5 mg va sau khi diing mét 1in mdi ngay 1; 3 va 6 mg trong 7 ngay. Eszopiclon duge hép thu nhanh chéng, véi thai gian dal
nding d t0i da () khoang 1 gitr va thivi gian ban hiy giai dogn cudi (t;2) khoing 6 gid. O ngudi truéng thanh khde manh,
ESZOPICLONE SPM khéng tich lily khi diing mdt ldn méi ngy va mirc dp phoi nhiém ciia nd 12 1y I theo lidu trong khoang tir
1 dén6mg.

Hép thie v phdn bé:

Eszopiclon durge hép thu nhanh sau khi ubng. Ndng df dinh trong huyét twong dat duge trong khodng | gidy sau khi ubng.
Eszopiclon lién két yéu véi protein huyét tuong (52-59%). Phin Ién thufc dang fy do cho thay ring viéc xit dyng eszopiclon
khéng bi anh hu&ng béi twong téc thude - thude gdy ra bdi lién ket protein. Ty 1§ mawhuyét twong ctia eszopiclon nhé hon 1, cho
théy khang c6 sir hdp thu chon loc cia céc té bao hong chu.

Chuyén héa:

Sau khi udng, eszopiclon dirgc chuyén héa ring rai bai qué trinh oxy héa va demethyl héa, Cac chét chuyén héa chinh trong
huyét tuong I3 (S) -zopiclon-N-oxid va (8) -N-desmethyl zopiclon; hop chét thir hai lign két voi cée thy thé GABA véi higu lyc
1hﬁ::: hon ding ké so v6i eszopiclon va hop chit trude ddy cho thiy khong c6 lién két dang ké véi thy thé ndy. Cic nghién ciru in
vitra cho thiy cc enzym CYP3A4 va CYP2EI cé lién quan dén sir chuyén hoa cia eszopiclon. Eszopiclon khang c6 kha niing
fre ché cac enzym CYP450 1A2, 2A6, 2C9, 2C19, 2D6, 2E1 va 3A4 trong t bao gan ngudi duge bio quan lanh.
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Thai trie: 2 a0eel 12ny

bai tiét qua nude tiéw, chi yéu duéi dang céc chét chuyén hoa, Eszopiclon dy dodn duge thii trif lwong ty zopiclon, dorig phén S
ciia racemic zopiclon. Dudi 10% liu eszopiclon diing dudmg ung duge bai tiét qua nude tiu dudi dang khong doi. - 7 1151

Tde dung ctia thye p!u'f:n R
O ngurdi truéng thanh khde manh, sit dyng lidu 3 mg eszopiclon sau bita in nhidu chét béo din dén khdng thay.ddi AUC; gidm * A

SPM dbi véi khoi phat gifc ngii ¢6 thé gidm néu ding ciing hojc ngay sau bita &n nhidu chét béo / bira fin quano. /¢ 7
Ddi tirgug diic bigt

Twdi idc:

Téng cgng 6 287 dbi hwgng trong céic thir nghigm 1am sang mii i, nhém song song, cb dbi chimg gid duge da diing eszopiclon
tir 65 dén 86 tudi. MO hinh tng thé ciia cde tde dyng phy d6i vi ngudi cao tubi (tudi trung binh =71 tudi) trong céc nghién ciu
kéo dai 2 tufin véi lidu 2 mg eszopiclon vito ban dém khéng khéc bigt so véi & ngudi tré tudi,

So véi ngudi trudng thanh, dbi twgng tr 65 lw;"ni 1rér 10 o4 tdng mire phoi nhifm (AUC) tang 41%6 va thoi gian logi bo eszopiclon
kéo dai (1, khoding 9 git). C,,. khong thay ddi. Do dé, & bénh nhén cao tudi, ligu khang drgc vuot qua 2 mg.

Gridri tinh;

Dirgre dging hoe ciia eszopiclon & nam va nit 1a tuong ty nhau,

Chuing tdc:

Trong mét phan tich dir ligu v& tft ca céic d8i tugng tham gia vio nghién cu pha 1 cla eszopiclon, duge dong hoe cho tht cd cdc
chiing toc duge nghin ¢l 14 twomg tyr nhau.

Suy gan:

Dirge dng hoc cita lidn 2 mg eszopiclon dge dénh gid & 16 tinh nguyén vién khoe manh va 8 dbi fugng méc bénh gan nhe,
trung binh va ndng. Phoi nhiém da tang gfp 2 1dn & nhimg bénh nhin suy gan ning so véi nhing tinh nguyén vién khée manh.
Comax V2 lee khong thay di. Khong cén diéu chinh lidu cho bénh nhin suy gan nhe dén trung binh. Nén giam liéu cho bénh nhén
suy gan ning. ESZOPICLONE SPM nén duge sir dung thin trong & bgah nhin suy gan (xem Lidu dimg va cdch dimg).

Suy thén:

Duge dong hoe cia eszopiclon duge nghign cim & 24 bgnh nhin suy thin nhg, trung binh hofic ning. AUC vi C,, tuong ty &
bénh nhn ¢6 chirc niing thin binh thudng. Khong cén didu chinh liéu & bénh nhan suy than, vl dudi 10% lidu eszopiclon ding
dudmg ubng duge bai tiét qua nude tiéu dudi dang khang doi.

Twong tdc thude

Eszopiclon dugc chuyén héa bii CYP3A4 va CYP2EI thong qua qud trinh khir nitrat va oxy héa. Khong cé twong téc duge djng
hec hodic dirge Iye hoc gilra eszopiclon va paroxetin. Khi eszopiclon duge diing cing v&i olanzapin, khong phét hign thiy tuong
thc duge dong hoe & ndng dé eszopiclon hoiic olanzapin, nhung nhin thay trong tée duge lye hoc trén thude do chire niing tAm
thén. Eszopiclon va lorazepam da gidm 22% téc dyng. Dilng dong thdi eszopiclon 3 mg cho céc déi tugng nhén ketoconazole,
mé{t chit (re ché manh CYP3A4, 400 mg m&i ngay trong 5 ngiy, dfin dén tiing gép 2,2 lan phoi nhidm v6i eszopiclon. Cou vatin
IAn luot tang 1,4 lin va 1,3 lin. ESZOPICLONE SPM s khong durge dy kin s& thay ddi dQ thanh thai ctia céc thube duge
chuyen hda boi cic enzyme CYP450 thong thurdmg.

Paroxetin: Ding dflng thtri mot litu eszopiclon vi paroxeti‘n khong tao ra tuong tac duge déng hoe hofie duge lye hoc. Vigc thiéu
tirong tae thubc sau khi ding lidu don khing dy doén sy ving mét hon todn cia tc dyng dwgc lyc hoc sau khi ding thuoc man
tinh.

Lorazepam: Ding dong thdi mdt lidu eszopiclon va lorazepam khéng c6 the dung 1dm sing dbi vai duge dong hoc hofic duge
ddng hoc cita m{t trong hai logi thude. Vige thiéu tuong thc thude sau khi ding liéu don khang dy dodn sy ving mét hoan toin
clia tdc dung dwrge lire hoe sau khi diing thude man tinh,

Thudc c6 chi sé didu tri hep

Digoxim: Mt lidu duy nhét eszopiclon 3 mg khong anh hudng dén duge dong hoe ciia digoxin dige do & trang théi dn dinh sau
khi diing 0,5 mg hai IAn mdi ngay trong m{t ngay va 0,25 mg mdi ngay trong 6 ngdy tiép theo.

Warfarin: Eszopiclon 3 mg ding ha’mg ngdy trong 5 ngdy khdng anh huémg dén duge dgng hoc ciia [Rg’ - hofic (S) -warfarin, ¢iing
khéng c6 bit ki thay déi nao trong ho so dugc dfng hoc (thdi gian prothrombin) sau mt lidu thube udng 25mg duy nhit.

Thude c6 gidi han cav doi véi Protein Inyét tiremg

Eszopiclon khong lign két cao voi protein huyét tuong (ring bugc 52-59%); do d, vige sir dung eszopiclon dy kién s& khong
nhay cim véi nhitng thay doi trong lién két protein. 8ir dung eszopiclon 3 mg cho b{nh nhén dang dang mgt loai thudc khic c¢6
lién két véi protein cao s& khong gy ra sy thay doi ndng d ti do clia mgt trong hai logi thudc nay.

14. Quy céch dbng gébi:

Hap 3 vix vi 10 vién nén bao phim

Hép 5 vi x vi 10 vién nén bao phim

Hop 10 vi x vi 10 vién nén bao phim

15. Ditu kién bio quén, han ding, titu chufin chét lvgng cla thude:

Piéu kién bio quan: Noi khé réo, trénh anh sing, nhiét dg khdng qué 30°C,

Sau khi uéng, eszugchn duge thii trir véi t, trung binh khodng 6 gity. C6 thé 1én dén 75% ligu udng clia raaeﬁi'isgza iclon dugg ‘

C o trung binh 21% va chém t,,,, khodng | gidy. Thavi gian ban hiy khang thay di, khodng 6 gitr. Téc dung ciia ESZOPICLONE .




https://trungtamthuoc.com/

Céng ty Cb PhAn S.P.M Tér hurémg dn sit dung thube — ESZOPICLONE SPM

Hagn diing: 36 théng ké tir ngay sén xudt.
Titu chufin chit hegng ciia thube: TCCS
16. T&n, dja chi ciia cor s& sén xuft thube:

ﬁ CONG TY CO PHAN S.P.M (S.P.M CORPORATION)
J

" Lo sb 51, Khu cong nghi¢p Tan Tgo, Pudmg sd 2, Phuomg Tén Tgo A, Quin Binh
‘Tan, Thanh phd H3 Chi Minh.
PT: (028) 37507496 Fax: (028) 38771010
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