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Chng ty €8 Philn 510 T 1 stk dlun = N Sl
Rx- thathe vy ehl diing theo don thaic
OMNIVASTIN 50
BE XA TAM TAY CUA TRE EM

POC KT HUEOWG DAN SU7DUNG TRUGC KHI DUNG
FH e NAY CHE DUNG THEQ SEN THUGD

1. Thinh phin cfing thire e
B widn v bap phim e
Teinh rb&nhnn‘dpﬁt:l.]w:jupim A0 g (ehrd dyng quelEnpios Mumsra)
Tistarh pidn i duge: Lactoss, avicel M101, netri starch glycalats, ealei hybro phosphat, kollidon K3, niagnesi stearat, HEMC
06, PEG 6000, titan dioxyd,
2. Dy bdio ché
Wil nén tan phit
Vit i 12 bne phiiey, i trfing. mat mdt o vgch npang, mdl mil e, conb v think vido Sieh B,
2, Chi djnle
» Pibu tr] uln thidn phits lid
# e trf ol Lopn buiing eqne:
- Dt trf efic com kamg cim i iong bink #n ndeg tong 18] b hitmg e
~ iy trj e cn tdm clum ngng trong 18 Toam iy v
— Mgin ngita i phit ofic com humg cim bope tritm cam & shing bénh nhis bj i logn lidimeg oy df dap eng vl phiseg phép
iy trj himge ¢uetinpine.
4. Litu divog vh clich ding:
LIEL DUNG
Lidu ban &lu droe khuyln cdo, cheh hign chinh lide, kiodng lifu va iy 16 da clo mBi chi djn dhege trinth By trang blag 1.
Sou fiéu ban dh, o thé thise hitn B chinh fng e hede glam i né clin, e tode vio &p g 1am sing vt Ehil ning dung
mgp oin el nvim
Biing 1: Lidu kivryén ol cda queliapine

Chi djah Litn ban Hin va cich dide chink lidu Ly Lifu thi
Wiy dn idn
chi
“Tims WhAn phin | Mgy 1o 25 g % 3 Mrnghy. Ting dfin 25my - St chia hal hafio ba lin 150-730 | 750

it = O ngistal b v gy 2 w3 i kiwadngg J00-480 my vio ngiy 4. mglagay | migfighy

Ci i b chinh thém e mire ting 25-50 mg bal Bo mit ngay, g

kinodng thir gian kb 1L e 2 ngly. |
[Zn thin phin | Ngly 122% mp x 2 gy - -0 B}
Bigt - 8 ehifu mign | wgby 20 2 1fin méi nghy v 1hag 1 100 me. gy | epinpdy
(13-17 bl Mgky 3: 2 Wi i ngity wei témp 1 200 m.

Mgiy 4: 2 W miii ngiy vivi téng Tlibn 300 ng,

Mgy 5 2 Hin mdi ngiy v thng lidu 400 mg.

6 e din chinh thém vai mie g khang gui 100 mghngiy irong

pitigm o Hiu Mhoyén cho B 400-300 mgingky.

Ty trin G (g vih ki ndng dung map, oo thé ding 3 10 mEl ngiy,
Tilm thim phim | Khéngdp dung : aD0-RO0 | HDA
lig8- Licw duy tri mglnghy | ma'nghy
Ming cim futng | Nigiy 1= Flai T mbl nghy voi shieg (160 100 mp d00-800 | 800
wwe~ O egantd lon | My 22 Fai o mii ngiy vi g lign 200 my mpngly | dpteghy
Don i Upu hofic | My 32 Hni lin méi ngiy vii sdeg it 300 mg.
W trorche litium | Mgy d: Hal lin mdi nghy v0i dog liéo 4100 mg.
haje divaiproes Nen tang éu diin kbag qué 200 mgfagiy khi 1 mo du chinh Tida lén

dén 00 mgfngdy vio ngly thi &
Hung cim homg Mghy 1: 25 mg x 2 in /ngily. A00-600 | 400
ege-Oirdemva | Maky 21 Hai lin mbi ngiy vei g Ky 100 mg. myinghy | mglngiy
thifu ol ( 10-17 Mgy 3: Hai B mdd nghy wii ibeg lidu 200 mg.
b, Brom Ui B60 | ok 4 Yl B mdiE gy v iling Fid 300 ma,
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Sghy & Hai ln min mpity vii ng few 400 mg,
Wén difn chinh thém voi i ting klkdng qud 100 mgiegay wong phom
vi ik Kheiebn cio 18 400 - 500 mpnghy. Dym tedn d4p img v khi rany
dung ngp, e6 thé ding ba tn mbi npiy. _
Ihﬁm cim ludog Wt in mi mgdy i ki di ngd 30 300
ope- gt 1én. | Nghy 1: 50 mg mgfngiy | gy
Mgy 2: 100 mg,
Mgdy 3 200 mg,
Nghy 4: 300 mg. B
| Rfii Bugn Trimg Tiing Fiai Thm mis righly ol 1bing 1w 400 o 800 mgfghy disl] dang b | 400-500 | 500
e | orgy i |ithiurs Tecg di‘-.-ujam-:::-:. T chueng, dromg gaai dopu duy i, bénk e N e Taly
B 15 duy i - & nhfin tép tye ding Lita &1 dn dinh reda db.
gl i

Bt fr] duy tri che bfnh tim fhin phiin 10v3 e logn hwrng, ewe 1

Bitdy trj duy i1 - Bah nhiin née dige @énh pid ki dinh ki 88 xic dinb oy cin thid phal dide 1rj duy i v I diving tlach o

chos vide difu tri 40 .

Py chinh ligu & bink nhiia cao todi

i ofin i didts chinh e chidm hon v Tide nne S8 thilp how & npieti cao tudi i bial ahln sy nhege b Ak o o)

thé: i g 123 Py 4. KChi e chil djuk, ném thye hign ng Gty mt cheh o sgng & alimg Biah shis ndy,

Béath mhitn can fud nén bt gy dang quetinping 50 mgfagiy vi 0 ThE tng Fitu thee wmg mae 50 mgfigphy 1y fheo dip fo e

wing vit kil nifing dung ngp cla teg bEab nlda,

Biku chink likd & bEnh nhin sey gan

Bénh nhin suy gan nén hi diu dieg lige 25 mgingay, Mén iang #lu hing npiy vei mic 1w i vir 25 - 50 mphgty dén libu

Fridiue uit, Ty chides vk el g lim sfig vd kKhil ndng dung npp oo bfnh nhdn

Pt chinh life kil dimg dhng thii vis che habe de deé CYPIAA

Wen gitm By quetiapine xufing abn LS I ban diu khi ding dhag il v ihode e cht CYPAAS miula (i du: ketisconianle,

itrmcanazele, ndinavir, rinnayvir, nfieodons, ), Khl igimg st dusg thudc ie ché CYPIAL, n3n ting liba guetiapine Bn 6 lin,

Db chinh lity khi dang dkng théi v ciic thale dim g CYP3IAY

boéin thing lidu quetiapine gip 5 (n (b bes dlu kil duge ding kés bop vl didu e 1Bu 43 (v d, hon 7 dén 14 Jﬁﬂﬂuﬁu Gl

iz CYE3A4 minls (v dig, phenywoin, carbumasepine, rifampis, avasimibe, 8t Jabos won,...), Min diliu ehin lit dya trén dig

frag Jiion sdng v Ehi niing dung ngp o g ok mhin. Khi ngirog s dpog cde thibe clm fing CYI3a4, ndn gilm lidu ciia

quetinping xudng lidn han A trang ving 7 - 14 ngio.

R M b dibe tef i nhimg binh nhin 03 sgimg didu b o 46

Mie dis kivng ob dir Tigu o8 cp ey th 3 vido bt diu Toi didu i, uhl.lng:hi ket Ay didu i lgi 0 ohitng Bénls abifin 38 ngimg

=it dung quetinpine trongg om miE tafin thi nitn tein thi lich trink -uEu'nlg thide baen i, Hhitjﬁ:dﬂu e abyngz bl Dl el beih ehdin

4 it 9i dyig quetingine dusi mAttdn, o th kiing cin ing lié din dfn v ob thé ks diu Ini liu duy .

Chmyén tir thede chiimg logn thin

KhAng o ¢t Bfu dupe the thip nsdt cheh o6 e thing 8 i quypl oy 1hé vido chuyén binh ahin tha fhdn phin 1§t tir thofe

chiinyg losst iy ssng diing queliaping, bolic [idn quan din vide ding ding thiri voi thude chdeg lopn thin. Mie di viée npime
vige difu irj .ﬂ:?ng loan thin e 44 o8 thi digs chip nhan &4 wiri it 5 binh ahin W dn phdn 184 0 vide npimg

thudic: tir ok et thé phit hipp nhit doi vod nhimg béeh nhdn kide. Trong mii W'Lm‘ iy gridm Ml thinl ghan dimg thufe

chitngr logn Bl ching chéo, Khi charyén ::m nhar: tm (hn phin g s il chiag lopn ilde, nbe phi hop vi mit y 1€, hity

kéit dﬁ...ﬂu irj bl quctisplive thay cha 1 tiém k8 sfp thoo lich trinh. S clin ig tidp e s dung thofic BPS hige b cln

ehrgre: iy gidh lgi djnh k3.

CACH DUMNG: Thude ding didang wibg, Quotiapine o th ding cng bode khidng clmg wri thic dn

& Chillng il djnh;

Qi min il quelsping hoge bt oir thimb phdn nde cin b,

Déing dhng tht ede thubo oo ohd cptochrom PA50 344 nhur che thude de e protesse HIY, cio thubc Khing ol mol,

erythromyycin, clariihmonmycia va pefzodon.

6 Cinl bdo v thim trgmyg khi disg Mube:

CANH BAD: TANG T LE 11 VNG O BENH NIEAN CAD TUOT ROTLOAN TAM THAN LIFN QUANDIEN 34
SUT TR TUE:; vA ¥ NGHI VA BANI V1T T

Toing Iy 18 16 waig & bénh nhin oo ud b ribi Bogm @ i e guan &30 ching so sin ol e

Bénih nhin coo fudi mdc chime réi Jogn tlm thiln E&n quan afn dhing s 0t 108 o g did o] bing thide ching Toan thin
o ngey qu Nir vang can hon, Quetlapine khing dup whidlp thiin 32 difa 1 binb shin i ko i i e gquan 18 5001
e g

¥ gl il b 3wy il

Thute chiing 1elin cm Bm 130 aguy o cd § nght vib hitmh vi by 1 & and em, sl iy nidn v ihonh nidn rong cie nghitn
cltu nghn haa. Ciic nghids eine ndy khieg cho thdy 3y gin tng nguy e ed § nght vt haih vi br b ki s dyng thebe chi
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TR e @ béndy nbis T 24 Tdi: ngey co ghm KO siF dyng thube chng tein cim & bénh. alsds 1ir &S i trir ien.

(3 silinz bk b & ol Eim i b diia dibu tr bing thte ching trim cm, Wity Uheo dbi chie che tinh trong xhu i, v s
cuudd hitn ci, e § mglid v helmh vi e, Tue wiin cho gia dink vt gy chdim soc vE sy ciln 1B38 phil heo 404 v trao div chal
h v nppeln ki G

(usetlaping khfing duse chdip thidn siidymyg cho boh o duedi 10 mbi.

{iin {@ng 07 | 1 vong & bink nhin cao tuli mie chimg Topn thin Nién quan dtn s s@f e mé

Estash shiin cao fudi bi o8 Joem Uim fhile 1320 quan dn s s i g dps didu 1] bing thude ehing Ioan thin cb ngiy oo U vong
can hon. Phis tich 17 thirnghitm cf 96 ohimyg w6 g diege (this gian nighidn ol 14 Illll.uﬂn},phf'l L i by g nhiin dimg
thulic chilag logn thiin khang didn Kink, oo {haity mgisy € T vang o nhimg b in dupe did ] Wing thude coo ghp 16 1,6
dn 17 B opuy oo tir voag & maing bk ahiin duye dife 5 S glb divge, Trong qui tink thie aghifm o dhi chimg kéo din
10 tudn di6n hioh, i B fir vang & binh nlsdn m;ﬁu tri bang wn.lim 1 kehodieyg 4,5% o v 0 khodng 2,6% & nhim dimgy g
dmpe. Mie dit nguyén nhdn 1 vorgg ot da dang, T b cic ring bop o veng eb 1 do @m mech (vi du. suy tim, di bF) hage
A whides frimg {vidh, vigm phd), Cic aghiln ol guan s cho thiy, teong o ph che thude chang ki thiin khéng difm hinh
litas trj b cie Hude chbng kogn thin thing thtng ¢6 thé m ting 1 1 i vong, Hidn chun i vé mise 40 mA ce phat hige v
1 3 i vong i tng troag cic nghién oite quan it cih th dhroe cho 14 do tude ching bogn thiin thay »1 mof sb dic ditm cie
Rénh nivdn, Quetieping khing depe chdp thufn a8 didu i dso bénh phdn bi rfd logn i ihiln Nén quan dén s st i tuj (uem
BAMG CANH BAD).

Say nighi va hanh vi ty 6 & thanh thidn aién vh thank niin

Ménk nkden mas chimg rihi logn u&uc&mpanfmnih},dngum B v 1 en b th bj iidm cim ning bt wi | i suds hido 5
nghi vt it vl g b bge nhiiag thiy d0i bt thanimg tmag kiah v, che di g ob deng ding thufic ching len cdhim hay Ehidn
v ngrry cor niy et T B 1 clio ddn ki dhagln glam ding k& Tig i B nguy oo ela bénh trim chm vil i s rbi logs e falin
khiie, it chinh shing ri Tog ndy B dfin Bl dir ko mgh il v hinb vi o, Tiy nhin, & o redbi 10 nged Ui 1 riing it
chne trim cim o0 b 1m tim frong thim v sl hidn § nghi e tir & wéi ob bk nhin frong gisd o diu ity il Cie philn
tich g hop i che (i nghide ngin han cf 4 chimg gis deye v& isbs chlnp trim cam (S5R1s vi clc ool il khich cho
1|:|!,:|.- nihifmgg bl thude ndy Bim tdng nginy oo co ¥ nght vi enk v Ly vl (L 5810 l:rrrem,:lmhah'rﬁ.l st vih thawh migi (Hr 18 édn
24 i} bi 08 Jogn 1im chm ndng (MDD vicde vl logn s thin kide Cko ghitn sl ngin hya khiog cho iy sy plo g
igy cor i ot Bl dimg thibe ching trim cim o vl g dwpe & sgubi bm rén 24 Gafl; gy oo giim so o gid dieo & nguedl
L Eir &4 Eubi i v

Ciie: piin tich g hyp ot che Thir nghidm oA 4 chisnge gl dine i 15 em v thanh 1kiéu mién ede MDD, 16 logn fm dnh
it chE (DCTY hade che «bi Joan ta thiln khio bao ghm 1By olng 24 thir nghidm ngén hon v 9 logl thuic chiing trdm eiim
txéin 4,400 Benh nhin. Cie philn tieh whig hop ol e thir nghiém e6 did chimg wi gid dupe & ngui Hm made MO bodo ol |
loeun Him b kisée b ghm ihng ciag 295 1|u.h1ghi¢mngfn ban (i gisn trueg binh 12 thang) wii 11 logi thube chiieg 1dm
chm frén 77000 Binls nhim. Cd sy khaic g dng Bl vé npuy cor np o it oo logi b, nhug b s hudvg gio 1ing & bEnh
isleha Erds 1l i i hila bt che ol thufe dwps nghidn eino, G sy dhie bidt vE nguy oo by 1 duydt 46 gita oie chi dinh khae
s, ¥l £ 1 mAc binh MDD eho nhit, Tuy nhidn, ar bhic bilt v gy cor (thishc en wii gid dupe) ¢ 5k dn dish tronp che
rbadinm 1ol v phita ce chi djrb. Mhirg khide Bigt W& nguy oo ndy (=0 khdc bidt gits ibudc v gil doge wé trarianigg hgp b i tnén
0K bl mhan e &l irf) duge iwinh vy trong Héeg 1.

Biing 2: Sirkhbe bidd pitts thude v gid dupe vé b trréng hop it erén 1000 bgnh nhin dage dbu i

i) il Ry Ve It gitka thabe va gid duye vl 58 tradwg hop b G frén 1000 bish nhin duye diw tr]
Tihing 30wl glk dwno '

= 18 Thing 14 trwtmg bp

15-24 Tag 5 moong hap
Gim 50 vai gl dinge

3564 T

T s i bum & trinimg hop

Ehbag of tni'mg huptih}mu sy ra troag bkt K thir nghigm ahd khea néo. DA o qunn,ghm:urlﬂ'brml;uiﬂh&u,ulﬁipn i
nigied 1ém, mhimg con 8 kiding 40 & dum ra & ludin v iinh bt o thude 48 wii vile 140 b,

Wptetvi 12 vin chum bale Hdu nguy co tyr i o6 kefo dai ki si@ dysg B dbi hay khing, tie 1 sau vii thing, Tay nhién, o eing
g .ﬂ?hﬁﬁ: et mphdo deoy bk b o5 chimg wir gid duge & gl Bmbj irfim cm rimg vike sir dyog thuceo chilug b
chint o thi il hedin syr B plid ddhiss s,

Téa ¢ bih nhin dang chege idu tr biing fuade chéng trdm cim cho bt k¥ chi dink ndn dia gnal dure Meo di thich hap i
dlrlﬁu!:'n!'unh trgng e i Lrin M sk,  mglhsd 6 nlsiieg thay <180 bk flunimg v hinh vi, d3c bigt 1 trong vai thing diu
i tri wdng thusdhe, o vibo nbémg thisi dite thiy 851 ik, hoje ting e, hode glia liku,

Ciiig tridy chiinag s iy o Bing, Kich d0ng, hodeg Soqn, mit g, cia kish, this dich, long hieg, bbe dbag, bin chén (bén chia
i thile v dGng), humg e phg v b =im, 48 fuge bio o & biah shin ngdi o v e em &g dibu ] bing tobe
slabigg telim eim oho climp o4 loge teim edm ndng. B v eie chi dinh khae, ci (i tin vi khbig i thin Mac i mil Tign
T nbein qru I,iﬂ'q.ar'uui'l kil e e iy m&nﬂhu wily wifi timh frpng trdm ciim i trong ow vAThofic 57 xdt hign el cic
sung ng 1 v vin chara duge thids 13p, nwng vdn of b nggi rhing eic igw ching sl vty ¢ the & du hidu 5o trade do
ik wi tag b podi phik

i odn nhiic vide thay 4 phie 4B didu irj, bao plm e vife o (hé nging ding Bude, & shiing bink ahla i chen ko dil
nfing hon, hatic niing g dang <0 ¥ djeh g 0 cho dnk hoge che trigu cliing of e bio i deh ogeg el chm hoge or
fifnee treng B, dtitc bigt nfu cie trifu chiing by aghbSm ugng, 9 gl Bhai phit, hods khing phii 1h mt phid trong e trifu
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chieng ki fi ciin bénh nhin

ik diish v ngiré chany sie-binh nhin dang dvge dily b being tlvufte chéing trfim efm do o3 lopn trém cim agag bofie che ohi
dinty ke, i tim taitn va khoag tim s, cdin durpe ok bdo vé sy ciin thift phill theo 31 bénd jibcsn i sqr sl B ci irfgu
chiarsg kich #ng, e kinh, thay 354 b thutmg trong hinb vl vi oo tritu thimg e e m e & 18, elmg niw st bido
cia ¥ nght &b, vi phal bio cio ngay chc i chiimg 46 oho leic af, Vige gim s i vy nén baa g.'rm gif quan i hing ngiy
it i, i vl nguntys chiflen 3¢, Wb ki don quesiaping v5i =3 hrgng vign nhd nhit giis hop wéi vidie didu e cha béh nhiin, 2
glim ngay cur aquek T
Shang Iy b i obi Jogn ledtwg ey Gid dogn erfim clmn nfing <5 tind [ i Wi b Atk e e Bogn Bt e Ml a
thurtimyg fin rioge (e din chora dings e mhin trang ebe thir pehitm o6 kil sodt) vies dilu irj ot gial dogn nhr vy hing tiiahe
chiieg trim cim o thé 1Am ting kb ndng 3l hign giai dogn hia hop  heng chin & nhing boh niske ob ngey oo b ri foan
|z cyte. Chio di bl k3 tridn chimg ndo duye mb 4 6 mén cb bidu it 5ys chnuryéa 3 nbar vy by Eheng viin cham chige hide
Tuy nisiien, rarde ki bl ¢l dids trj g e chéing trim ear, bao phin quetisping, bial nhiin od w irifa g i cdm
e simp boe dity 88 o4 e dinh xe by e6 ogey o b ofi lomm frtivg epe bay khings vide slng lye nhur viy i Lo phim
b s e thiln chi ti2t, boo ghes tién s gin dich, (6] loge lefng cipe « trim e,
Ciie phin g b1 Iyl trin mgeh mao ndi, bao ghis i Q6 quyy & Binh nbfin cas tuli bj véi bogn i8m thdn lifn quan dén s
i irf gm
“Trvanyg e it nhim o6 i chim vl gk dups i rlsperidone, aripiprasole v olmespine &gl ean i hj s 30 tri 18, 19
B xiy m i phén {rng bt bof drfn mgeh mdiu o cao bes (i Ridin wnaeh miu oo v con Prige mdn e b thabing qua) b gﬁuu
fir vang so vl nhém ding git depe.
Cieilapine ki duge chip thidn 8 ik tr cho bénh abfia il Togn tim thin it queen dén sa i tri g
Hii cluing e tink do thulle an thin (NMS)
Wi phvirc hop rida ching of kb ring iy 10 vong duge ged 1 B dmg e tinh da st an i (MIS] dif chrere beo cio Fidn
guns i wika st cyng Ihu-fl-c:chﬁnalmﬂ'ﬁ'l, s rem gaeliepine. Cde trotmg hirp WS llilil!'l gap di dvoe bio oo vl quilisp-
e, R Il Men shmpr i NS B st e, citng co, thy i sy il tm thin i ot bing chimg vi g it &n dinh b thin
Kimh tar i) fach bk bt fp kidng i, nhip tine nhanh, bod e B30 vl o logn nhip B, Che iy hidy Ehac oo ihd ban
i tng crealinin phasphokinnse, myoglohan iiga {1k oo vin) wil sy Thdn cdp
Viée thah gif chin dodn bieh nhdn mic hik chimg nity dil phiv tep. Khi dua ra chin g, it quan trong 1 phii Wi i oic
bty b o hign hign 1y 3ing bao phm c4 béuh I 4 kisan nghidan trang (vl di. vitm phedii, mhabm Acing ik thiin.) vi cao
s hids v iy chémg o dldp (EPS) khéng deve didy ] hoo didu trj khéng dily di. Cie clln nhilo quan trgng khic trang
chiln dodin phin bt bao dha tinh khdng chalinesgic trimg somg, 468 quey do nhigt, et o thupho vt il I apudn phi cio
bt thfin keinh tromg inomg (CHSY,
Ciich it i MBS haso phm: 1) Naimg ngssy Hp the cic thific chiing lown tidin va cic thede khic kheme cln 1 cho vide digu i
g flwiri; 20 DVidis brf tridu chimg chuvde i vh than 48 y ¥ vl 3) Exidu 1 b ki vitr el 3.r1|5 nghidm trong nis 4 ke md o
gin che plyreng phép dida tr oy the, Kidag cb thia thufn chung wl plie (1 did 17 bz thishe op the cho NMS.
Héui bl phién cfin ditu 1r bing thude clubang bogn thiin sau khi bii plesc NMS, khd niing sit dung 1ai 1idu phip difu irj bueg
shishic i Gupre xem xét cin thin, Binh nhin nén dupe theo dii cln tkin vl cle teimg hop thi phat NS 03 tinpe s oy,

Thay dii st chuyln hia
Thishe chimg Togn thin khding diln hink o lin Elumdhnhl.'ln:nm g0 chinéin Ivia ban phm ting et byt / dii i

] o Fipid mibe vl 13ng i, Mije di i e o bagi thish irong mhden &3 dugr chieng mink 1 s the giy o it st thay
dii ¥C chuyén bdn, nkimg mbi logi thubc dda eb npuay o cx1 the ritrr. O w50 Denh phiin, nhidu théng s cngren bdn v ciln
nfing. dabmp uyde v lipid npy cing shu di 48 duge goan wlt irong cba nghidn s o sng, Mhing thay doi v chuaydn o by
pheki a2 1 plde B v mdl Bim sdng. :
[ing g byl trang mie sb treong hp nieg vi lidn quan dén ahifas loan ool bode ting ap hee thllay thiu do éng dmime
bt b b wong, AR dirps o ol & philng béek nhin daroe didy i bing thsl dding Loy thn khidng didn Rinh, ban ghm
qutiapine. Erinh gis mdl quan bg gite vide s dyng thube ching lan thAn kfing &én hinh v cie bt thanbng & glhocoss o
phitee: tap cln khi niing tng nguy o mic i thiio derim & bénd nhlin e thdn philn i3 va 1 ¥ mdic bl i thin dimg
eghy cAng Ang trong din s8 Vi nhimg y0a 10 gdy nhitu sy, i quan b gita vigc 5 dung llnuiduhglnqlnbln khiing ditn
Rinh v che phim ieng bt bt de ting dudmg huyd vin chin dups hitis b it t0dn, Ty vhiln, cie aglién cin djck 1 he cho
thiy thng on xiy m cAz phin fmg bl Wi lin gean dén wng derimg gyl & abdlog binh ohis dugs dhidu tri bdng tarbe
ehéng logn thin ke didn hinh, Chan wbe tink duys chish xhe aguy eo iy m vde pldn ring bt o 13En cuan dén ting dirtng
byt nbivsg banh shin duge didy i biing thube dhleg kg thin kbfing dién bk,
Bindy hile durs chés dotin mée bnh dii thio deimg v bt dbu di trj hiing thube chiig loge thin khiag dién hink ke e
thuees €10 fhesing scuin ol phlt hifn dish drmg kidus st dubng bl o o, Himth ehin o uﬁcj-ﬁu ngiy oot cihénh dii than
g (vl dis, Bdo phi, tidn sir gia dinh mie bénds dil thio dwing) dang bit diu dibu irj bing thde :lrl!lir:g bogn tedn khdag didn
Wirih 8 Lim 36t nghigm dutmg huyét e dii khi bit diu dige tr vi dinh k treng qué trial i tr]. Bit ky bénh phin nka Suoe
didu 1r] by thude cabng ban thin khilng didn hink nén dwge theo 461 cAe trigu chimg Wng Swing huyét buo Kluar it
fita rehid, s b va suy nlie. Nhing heah nbin xait hidn cbo wifu chitng Bag dutag huydt khi dife rj biing e civng
g thiln lh.%dil‘.u Iinl mén 1o xée nghidm lsupét Ko 461, Trang mit e tnebmg hop, tinh frgng timg dutmy huy2 i
due pil quytt khi oging ding thishe chéng hogn (i Khdng din Winh; by nhién, nate 58 bish nhin cin i te ditu 1 di
thaa dhuimng mic ob 38 ngimg g thude: i nop,

&
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Chng ty Cb Phis 5.0 T hitng din o dung thudc - OMNIVASTIN S L
Nl foy; _
l:;:s: Cucass He d6i — T K bénh nhin chuyds sang > 126 mp'dL trong nghidn ciu ngin hee (< 12 fisln) o 30§ chisng gil
d
Thitag 56 xBloghsm |.nﬁ£uy abd (i chit md We) so vii | Mye tio dide i N S bénb nhiin (12)
hatn
Cilueose lic &di Binh thisteag dén can Clustinpine B 71 fi,‘{i;r;]
(=10 mptdL. dén =126 mjidl) i duge 1346 14 {1 4%)
Birth thrmg 380 eno (= 100 mghl vk | Quetiapine 572 BT [11,7%)
= 126 mgfil dién =126 mghL} "Gl duge 70 T118%)

1: Do jghm A 1l quetinping v quetiopds: dung phing thich kéo dat
Troag mgt i oghksn kéo i 24 tisn (o6 kifm seit, 115 binl ahin duge difu 1 bing quotiapine) dope thilt ké & dieh i
HinE trag dwing byt blng xé nghidm dung rap govess Sebmy whng i 16 ci binh nhin, & rdn thir 24, 1 1 hinh nikn cb
ndng 45 gheease = 200 sl 1R 1,7 % vil 15 10 btuh plhds cb dwing buyét e doi = 126 mpdl. B 24%. Sy they ddi inmg binh
v dipieg Buyit lic 061 a0 v ban dku 1432 mgfdL vid sy thay 68 ioeg binh v dheimg huyén rang 2 ghtr so i ban dilu -1,
gl i v quetinping,

Trong 2 thir nghie s sing ngime thude rgfle ohign of 400 cuing wii gld duge trong tisi gian i db duy tel il boen hefing
etge, thisi gizn phot clifm trung binh 12 213 ngiy 8 vin quetisploe (646 biab ohdn} va 152 ngiy i wisi gih dirre (SRIF benk
shiin], miee fhay 368 trong Binh o glucose s vai ham a1 +5,0 mg/dL d0F vil quetiapine vi -00F mgfdL ddi v gié dugc, T4
% dge by chink tbeo mie 80 phiol sk e bt kg mi: tng dumg huyét sio (= 126 mg/dl) @i v biok nhin hen B pis kb
#ir it dn (hay hiln, mét st binh nhdes ob 118 khing b npan cin hegng ealo dine who i chiil 16mg troeg thid gian shin 4n) & 18,0
trin 100 @b ndm bénh whin dfi vii qoetkaning (10, 7% bénh nhing n = 556) va 9,5 i voi g duoe tin 100 niim binh nidn
(4.6% Bmh nhing n = 381).
Tri ame wa thaah thidhe i,
Trong mét nghién el dom 1] Tigu ?qiﬁpinm Al chitng gid ducre trdn binh nhin thanh hifo nidn (13 $én 17 i) b e G
ghéin:fiét (ko diti & tufln), sy thay di trung bink v& mite detmg huyds e d5i clia quetianine {n ~ 138) 5o vi gia dups (o - 67)
< 01,75 madL. s vdi - 1,70 mgtdL. Trong mit nghidn ol do irj [ia guetiapine ef ¢80 chimg gii dwge i e an vl bin nda
shank (Bibu ein (0 $8n £7 tuli) b heng cam Tedng cies (koo dal 3 wain), srihay 98 trong bink ve mire duisg buyls e 061 di
vl equetiaping {u = 1700 0 wdl gl dugo (o= 81) Ik 3,62 ol s vl 1,07 mgdl. Bhing of bénh nbdn ndo trong cd b
E:ﬁn eli o6 mio cudmg byt Hie 431 ban dls bink thsmeg (<100 m'dL) hofe v dubng ey lie 84 & mire gisi han han
(= 1060 gL ik <2 126 np'dl) e miee durfmp fyt = 126 mgrdL.,
Trang mf sighién cini disn tr 1B quetipine dong phéng thich kéo dai eb ddi ehimg gid e doéo di § win} & tré sm vi thanh
b mifn (10 én 17 tudi) bi el odin lodng e, trong 46 hidn qu cha dusge xdc Hin, sy they A8 crung bloh v mive duing
byt e diki e quetiapine phing thich kibo d3 (= 60) 5o i gid deoe (n = 62} 18 1,8 mg/dL 50 véi 16 ngddl. Trong aghitn
s reky, Khng 4 bnb i s trang ndden dings cuetiapine pheng thich ko &4 hojie nhim dupe didu (1] bing 28 dape oo
whisG i Feds 10 i bun Al binh turinsg (<100 mgfdL) nhamg 1ol o mire dinimg buydt 1ang = 126 mgdL. €6 miit bioh
nhin trong nhém dimg quetinping phéng thich kéo dii oo ne divéng buyst lic 9 & mire gitd hon ban s (= 100 mpdl, v <
126 mghdl} o mirc thng distmg vyt tfing = 126 mg/dL 5o véi khéng of binh nhin nie trosg shivin gia dige.
fichi Fivans Nowded iy
Kganc! Ear:
Biing 4 chn thiy 17 18 philn erim benk nhin tredng ilssh o6 s thiy &4 vé cholessorol todn plidin, trighreerid, LD L-cholesterod v
NDL-chalesternl =0 véi ban diin e ehi djné ong cho thir nghidm lim sing w&i quetiapine

Bang 4: T 1 phiin tém béuh nhin treimg think o sy thay d8i w8 cholesorol wan phim, trighyceside, LOL-Chalossernl vil
HICH.-Cholesterol b i oo biin i sie b § ughia lm sing theo chi dinh.

Thilng sb xét mghifm Chi dinh Mhiina didu e M 50 brfnh mhin
| ()
Chirlesie! dn phin Tam tbfin plefm T T Cnitiapine 137 24 (16%}
= 240 mpfdl, “Cild dugpe [T G (75
R bogn lirdng e’ W $d 41 (9%
Gl dbare 250 15 (6%)
Triglyceride Tiim thdr phée 15t Quetiznine 120 26 (22%)
= 200 mpldL T3 e 7l 11 (%)
el bogn et eype Quetispin: 136 50 (1:1%)
G dupe 232 200 (7%)
L ~chohestere Tiun tkdn phin 1§17 Quetinploe i on’
= 160 mpfdl, i dhipe nat ni
| edi by g ope T | Guetizpins T 70 (6%)
Gl dupe 140 12 (%)
HIH.-cholesiern] Tim thin phén liét ' Cluetinpine ' m
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= a4l mghllL o= G chep na” e’ i
R lopn hrimg one: | Qhaetiapine 353 5 (14%) '|
G duoc 214 9 (14%) |
"Trong 6 Lubn
"I'n:n,g,l s

* e thing =0 Midng depe do heimg trong cie sghién ot ding quetsspine che binh tim ihiin philn HEL
Tt e v Tty divtdlas it
Rarigr § cv0 thily t 18 phiin triim 8 em v thanh thidu nide o g thay dil ve cholesizrl fsdn phin, trighyoaide, LDL-<holssierd
vt I cholcgterol 50 w00 han dfan trong e thi ngnibém [m sing véi quetispine.
Bang 5: T% 18 phede trin tré em v thaok o nin oo s thay 8 v chubesieral oim philia, tiglyeeride. LDL-Cholosterod va
HOL-Chalestersl & mic o bioa dén mic ob  nghia lim g,

Thimp si 161 mghife Chii alinh ™ Iyt i N 5 bignb nhin
(%)
Clyolcsteral 1oan phin Tam tahin phiin Tigt ' Qietigaine 7 13 [12%5)
= 200 mpfdl. i chgo 5 = l
Rl logm hemg cim * (astiapios 159 I [10%4) |
{iia dhrge 66 2 (¥4
Trighyeeride “T4m tnfin phdn lij Chastingyin 103 17 (1 7%)
= 150 mghlL Gid chage 51 A (8%
il logn wmgetm’ | Qetinping 144 12 (22%)
Gk duge | o 2(11%)
LDL-cholestzrnl Tien dhiln phdn Ti& T Qretinpine TF] (4%
= 130 mghdL (it duagre i0 1(2%;)
Tedi bagen Birng cam © [rustizping 165 13 (%)
T T4 4 (5%)
HDL-chalesterol T thiln phin b’ Quetispine 104 16 (13%0)
< 40 mghil il 4l 4 10 (19%)
e bapn bnmg cam ¥ Qiueaispine 154 16 (1096}
[ Gl dhipe ] & (T%)

Th3 ditm 17 mufd, Eronge & luils

2 10 8 17 rudi, trong 3 uedn
Trang mt nghign e dom rj g geetiopine dang phong thish ko dai b bl ehimg gl dupe (ko dii B o) O 0 e u&._l]iﬁ-u
nili (10 én 17 edi) b (o cim hiding s, tong 36 hitu gud dhua doge xbe Hip, 5 1§ shin trim tré em vii thash rhl.é-u_mh il
sip thay 388 vB chalesiorol tofin philn (= 200 mgldL), triglyeerice (z 150 mpidL), LDl ~choksterol &= 130 mg/dL) va HDIL-
chalesteral (< ) mpflL) il waire co bin dln mire o6 § mghia lm s B chalestcrol todm phiin % (7/83) 06i v goetizpine
phéng thich kéo dii so vii 6% (W86 d0i vl gin drge; wighroeride 283 (22/80) di w04 quetiopine phong thich kév did 5o vai
o {‘.I'.I]]'..l.]iﬁ.i wil gia dungis LOL-cholestersd 2% (2/80) d5i wii quetiapde pldng thich kio dii s v 4% (3785} i v g dupc
vit M ~cholesiorol 208 (13055 851 wid quoetipplne phang thich kéo 0 sowai 15% (1174 odi vol gl duwge,
T el
Thng cAn @ dipe guen &0 rong che i nghigie 1lin sing. Bénh nhin dimg quetisping sén dige thea &6l cin nfing thadmg
KiyEn,
Nt fder, Troag che thir nghigm 1m sdng vii queliopio, ubfng betng bop ting fin sou déy 33 dwes bio cin.
Ry 6; T9 1 bénh nhin ting cin = 7% trong legng co the (e 10a)

D& hidn quan trong Chi fink Misc i did rid | 5 bgnk nhiin
n (%)
Tang chn = 7% teeng | 14m thiln phan g’ Chetinpine 301 19 (235
bz o thil CHi dnge 06 11 (6
"Rb loan mmg <im | Cretiapina 200 44 (21%)
(e rf Tigas)* Gikdoe ] 13 (7
[ HB lean hurng cam (ligu | Quetlapine 196 15 (13%)
pis o v} Gk dupe 303 YEE)
i Iogn lning e Quctinping T 47 (A%
T3 e 305 T 2%)
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" Trang & min
* Trang 12 tudn
" Trong 3 tudn
" Trong 8 rudn
Tt e vy dhvciaily i reide
Trong ki i nghlden Um shng v quetiapine, s & bink heng ohm hriag e v mi & bénk i thiin hiin 121 48 hio cho v
#ng whin duge trinh ki mong bing 7.
Bimg 7: T 1§ bénh nhiln 1ing c3n = T3 trong higog oo the (e em i thanh thidu midn)
Dl hida quan trgag Chi djsh Nhdm ditn ir] N S5 bijnh nhin
¥}
Thng cis = 7% wong | Tém ihim phin i’ Quctingine 11 3 (21
lisye cor the G duge 11 G
Rii logn mmyg vim | Quetiopioe 37 18 (12%)
{dom trj Nigued * i g BT )
thei ginn & tiskn
¥ fhisl giam 3 tudin

81 thay i trung bink v& clin afieg trong thir rghim & bank tdm tkin phés 1120 8 20 kg b nhdm quetiapine vi -Ld Lg & ol
i duroc v troog the nghigen & bfoh hamg cim ling ewe, B 1,7 ki d ohdm quetinpine vl 044 kg & nhom gitl dirpu,

Trong mit mahiln cir nhils md T ohijis bEnh nhie 1y hai thir nghien shi khaoa trén, 63% bdoh nhin (2413800 ¢ bodn thish 26
tufe didu i bng quetizpine. Sau 26 e @i 1], roeg lwomg co thé ting inmg bish 14 4.4 kg 453% bdnh nhin ang = 7% ngm
honsg cor thed, khénp dimre didu chinh 42 (e rudug biah daimg, Dé difu dhinh nure tng tndng blnh thwdng wong 26 tuin,
mirc tng & nhdt 0,5 43 Mch chudi so vl ban ddy trong BMI dupe siv dung e mie thede do cho s thay 484 68 7 ngkis lm
simg: 15.3% bénh nhin ding goetispies dap tng Gla chi iy s 26 wka 338 i,

Trong meét tlsir nghién dm sing ding quatispire dang plsing thich kéa &4 & wé em vil thash thiku nign (10 din 17 wbi) bj whin
etim irtmg cuc; trong A6 igw quA chis doge xéc Yo, G 1 bink ohin g cin = 7% tgng logag <o thé rai b k3 thai didm nao
iy L3, { EA/92) & mivdns iy quetispine dyng phdng thich ket dil go w1096 {100B0) & nlihon diing gid darere: S thiny di trang
hisvh vé cdn ning 1 1.4 kg o nbdm dimng quetispine dong phang thich kéo &4 20 w08 0.6 ke & nkom ding 28 dunc.

EhE didis arj cho bénk nb bieg quetiping e bt ki chi dinh ndo, nén dol gl mde ding cin so vl mic Bng thadme binh
iharing.

Rl logn viln ding mnjn

Figi ching ri lagn vin diwg ob khi ning kifing bii phuc, Kbing o 8., cb thd phit fridn ﬁnh[rn,ihhh nhéin dinge dign tr bing
s chedng lonn thin, hans mhm quetiapine, Mie di (7 b2 hign mic hil climg néy of b cao nhd & ngobi cao i, d3c bi& I
phiss it eno i, nlnmg khdng (e dm vio wde tinh 13 K hign mie d8 dy dof khd bt diu dido o] beg thebe cving lops thiln,
bénh nkdin oo o ki nfing phit Irifn bji chimg. Lify ez thude ching log fiin o6 kb ahai vé khi adng gy mobi logo via
A0og midn by kKhdng vin chira disge Bids

ey o pl tridn rbi logn viie d8ap modn vA Bhi ndeg try nen khong (b8 phye bli dupe cho I 58 g ¥n ki thii gan diée i
vih ting T tich 10y cia thede chdng lnan thin ding cho bEnh nhin (g 1En Tuy nhitn, b cling ndy o e phit tritn, mige i
it gl lxom nilvidu, s thivl ginn dik erj runng d4i ngtn & b thiip hope thim chi ob thi phil tridn sau khi ngimg didu o,

Rdi b vin djeg exudan b thi guyén giden, mps phin hodo hodn ioin, nby gtmg dids ] bing ihwie chikng legn thi, Tuy
i, vige didu trf thisbe ehfing lom thiin ed thé fec chl (halic fre chd mid philn) ch i bigu v teiu elating el bl ehitng vi do
&6 o i che g trige chimg co bn. Anh emg oz vide do ché irilu chimg i wii qud trinh difin bitn 15 g8 ein i ching
viin chyuu dinyo b ri

Vi mhing ciin nhiie ndy, quetiapine nén dge k& don thes cich gitn gigm thidu sy kul hign et o baen viin dieg misfn nhd,
Britay brj ching lamn (b st tinh thirdmg nén dhege dénh ridgng cha phitng bénk ohin ob (b B mit 2fin bEnh man ok (1) S
ikt [k diip img viri cive Jogl ilube chling logn thiln, wi (2) dii v nbimg ngin khiing o phmngﬁ[hﬂp il trj they thet, hifn qua
g ehramg mivneg @ gy b o 5 nhing bt ohan cin difa tr] B &1, ndn ding liés nik ohit va thid gian dia e ngin ohil
a0 £ b feng 1im sdneg thin ding. Cln dink ki ddmh gin loi nha s tifa re didu e,

by e v Wb vl Lrifn chiing ciia i lom vio $me endm xolit hige & bEnh ohin dang dieg qaetiaping, cin can nhfic ngimp
hade, Ty ehicn, it s binh nhin cf thé ofin didu trj bng quetinpine bt chip e in didn ol bl chimg ndy,

g byl ap

Quetinping eb thid gy g huyd iﬂ-& dlﬁ kitm theo ching mal, nhip tis ahinh b nght o miesd benk shitn, 4 Ber B foog
ind doun @i chinh i bon eb thé phan anh ddc tich 48 khing o -sdrenirpse ca thde. Mplt duce bio cdo & 1%
[2RrE265) bl nhdn Singe diBu 1 biing :[udin.gﬁ.rl:. s il O 2% 200050 & pihidme iy & disce v Khodsg 04 {20527} i nihéa
il 85 g B cxre, His hugedt i ehé diengz, ching mit v nglt et thé dn dén 16 npa.

Quetinging nén duoc sl dyog dic bist thin trang & npimg bénh nhin 43 hifs o bénh tim mach (i si b mio oo tin o
ETH P I_hluéu mudu i b, suy 1im hofic bal thedeng tmyen), bémh mpch miiw nin hofie cie finh tang of the khién binh nhiin
b i bt .h:bid.l e, pitlon thed tich fusin lwodn vih digu tri bang thade by hewét dpl. CF the gidom thiy nguy cr ks Teedi dp il
dieng v gt bap cicls gl han B kol dlu 2% mg = 2 ln S nghy (oen L i v oded diing). B hp bupdl fg sy ra g
quii trinh Sbu chinh 1o dén L s G, thi vide quay todr 1 Tiu eninde &6 (cony Ticl difu chioh 1 phi gp
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Npd

Thikie chéng logn thiin khiag difn hinh, e g quotispive, of thé gy bodn ngd, ho gt dp e 1hE, mde B Ajnh vE vin Shog

i i gie, 66 i diin dén b6 gl v b qui 18 gy Kuveg bape e chin g ki, D4 vl nisimg bk nban mée ci bind,

Linbs irpog biske thaic: o6 th He trdm tong thém nhimg the GJng ndy, hity hodn hanh i i uguy oo 18 ngd kh bt it didu

(s} béing thashic ehimg bagn thiln vi dinh gi dinh ki i wiri elving bk ol dang ity i ching lopo thin b di

Thing huydt fip (Tré em vd thamh dice aiin)

'I'nm,gciﬂhﬁngh&m-uﬂdﬁf chiineg b dingre & ré em ik thanh thida nién bj thn thm i 1gL (ko & 6 baitn) bajic b shm

iz eipe {do G 3 nafin), 19 16 vang Tuyér dp vdm this bl ky livs uio (= 20 menblg) 1 15,2% {51333 ) & ohdmn dimg qutlapine

Vi 5.5% (97163 d i ghi dupss £ b thing budt 4p -t ioomg bat kS e nde (2 10 mmilg) 1 40,6% (1364315) & rim queti-

apine vi 24,5% (40/163) & ohém @i dwos Trodg thir nghifm |y shing whin nd kén i 26 tudin, WL I om i Ein 5ot Girg

Pyt iy el bub cin 08 108 qua con 1ang huyél an. Huyll dp & iné em v thark thida mign nle dupe do Khi kit diu v dink k)

rankg l:-ll.'ﬁlr'iuhdﬂuTri.

‘Frang et i rghidem 1im siag quetiapive dang phiag thich kéo dii o6 i chirng gk dinge (iéa dii & lufin) & trd can v thanh

thidu niéns (10 dén 17 fuwdi) bj trim cie luing oue, wong i hify quichue duge e lip. B 19 o bustl dp o i bkt bk T

st = 20 mesHz) 18 6,5% (692) & alvbin qoetinpine pling thich Do da v 6,0% (/L0 it mhém. ek chag T 1§ G It dp

t4m truvmg bét ki 100 10 = 10 mmkig) 1 46.7% (4392} 0 nhbem quotisgive phing thich béo did v 36,1 [3E7100) & ubdm gia

drgpe.

Gidim Dgch ey, gidm byeh chu trang tnk v mit by cin kot

“Troeg this sghim Him eing va kinh nghic Iy mili, e (nsimg hop giim boch e / gidm back clu trueg tinh 48 dupe bio cde

Eatn Ehl [ quun dén cie tade chbng logn thiia kideg difn hinh, bao gl qutispine. Climg it bipeh e hat efing 40 doge

ko cda.

Chimg miit bach ol hgt (duge dinh nghie 13 36 logng bach el teung iwh tusde A6 < SO0m") AR deroe b cho v quetiopine,

bao gk <de innbing hop B woisg vl e tnving bap frhﬁ:hnhn!ﬂkhﬂnzn&d:jﬁqlﬁ nguy £ L fnnde, Gide bach clin g tnh

rin deroe xem il & nhimg Bend hin bj nhifm uﬂr# die: bide khi khong ob yiu 68 nguy co 60 g, hoge & nhing héah nhin o6

khiteg i npuyde lin, vi nén drore 3 bl phil hep e ml len sing.

Chio v 1 nguy oo ob thé xiy ra b wil glim bach clagitn bach el trung finh heo gl &6 legre bach cin (WAL thip d5 of

ir trundr v tidn st gihm bach clalgiim mh clln tnmg tinh <o o, BEnh nhinco i (155 1ir e bofc tifn s gidm

chivpaim baeh cliu ung tink do thute ndn duge theo &0i ciny e mid oen phifin (O] fuetmg aeyen Eong vl cthing

1 clidar orj v nda ol qeotispize khi o dia higa diu hn che 5 suy gibm &3 gng bich nfu khirg e che vk o8 ply

benh khie:

Tk mhiin hi gidm kel e trung tind oin dug the 401 it thifim v =i hofie cde tridn chimg bode diu b alalai ming this

v didut frf ks thin néu cic arka chirng hiode dfe hidu dé xdy ra. Beah ohiin bi pide bach eflu trungs tinh niing {54 g bach cdu

truing tinki uyde &4 < 1000mm"y nén nping queliapine v lee A bech chis b s kb bebi phase.

Bye thiy finh thi

Sy phids tridn el Ehd““m}r“m thi el e cjusan st o Tidn quan dén diis tri hing guetispine trong el nghin e dbi hon

tréin i, Sir thay 4 thiy tink thi cing d8 dirge quian st thily & nguwid [, e em v thank thify nitn khi diu tr quetizpine b

diii, nhisng mdi guan bé nhiin qul vor vidge sir dyng quetiopine chiva dug: thids 1p. Ty nhién, kisbng thid logi trir ki ning thay

b thixy tins theé 1o thisi didm iy, Do 86, nén kifm trm thiy tink 1k bdng cée phurmg phap hich hop A2 phat Lign sy hiok Senh

dise thily tish i, nhur kiden tra usit biing dén khe hofie cho phoong phip ahyy <im thich bep khic, khi Bt i i o b mgay

sl b, vl kbwoding 6 théirsg trong thii ginn dida tr idu di,

Kéo did khodng QT

Trong i fluif nghige 10m sing, quetispine ksdeg g quen din mr gin tng ki i kissdng GT. Thea kinh nehigm hju mdi, 8

o A hop bio cée vé vite kéo dii kheang QT & nhing beh rivin st dyag qui lid qumtiapilie: {xem it ifn wh edoh 5 inf],

i mliing bénh nkin mie bk dlieg 1kt vi & nhiing binh nhin dang ding thuoe gy pndfit cin bing dién pili hide ing khodng

O (xem T ddie fde)
Wit trianb st dyrgg quetiopine k& bop véi che thoe khde dupe bifl ob o dung o 83l OTc bao ghm thude ching lugn nhip
ghidan 14 (vi dy: guisidine, procainamids) hidie: thific Ioge mhip shim O (vi du, enviodanone, satalall, thufic chéng leen

thin {i du; wiprasidone, chlorpromazine, thioridazine}, thufic khing sinh (vi dy: gatilloxscin, moxifioxacan), hode Bl Ky v
thizhe nan bhic duge bedi oo kéo dii khbodng 06 (vl dye peataaniding, levomethslyl oestule, mnethadois).

Ciing adn trinh ding quetinplne reng che fnsimg hp o thé L Sng nguy co xodia dinh uia’hﬁuﬁr vt A T hao phm (1)
iy s ol o ity mha wiligy s e (23 by kndi min bodic hy swagnes ming (3}t dyng g thoi cic fiuc khidc giy kéa
i Ehodinng OTe; vA (1) hidn lupng kée dili Khodeg T blim sinh.

Coling cin i o khi ki dom quetispine co uldig béab nhinob ngey or ke dai Q77 coo hon (vl d, BEnh tlin maely, 15 s
i dih ke i Khodeys OFF, ngpedi eoo i, suy fim uuuglluyﬁ wll. phii dai dim]).

Co gl

Trong cie il nghbém Lm sang, o wifl sy e 0 0,5% (203490) binh whin dieg difu 1 bing quetiaplioe so vii 0,2% [(2954)
\néin sgid ey v 0,7 (40527 ddi voi thulic dfi ching tich ope, Cling nhu cc b chimg logn tiin klshs, geetiapine rdn diga
str dung 1hdn trorg & nhimg bénh nhén ob tifn i oo gift hofic mAc chc tinh tong of khi ning Wm gidin agedng co gl «i du
uhar bénh mdt irf oher Alzhimer, Che dnh trang i gidon ngudag eo g o thé gap nhiu hon & nham din 083 wol o L
Suy gidp

Wgwehi ldw: Cic: thir mphidem |fm wing wii quetinpins cho thily nding i barmane teyfn psp gide Bién qua d8n i ding, Mis
gidm thwrmcing tadn phde wh o do (T4} kivotng 20% i min b oo cia klsdng 180 & trf 1 odi da tong 6 tudin die il irj v
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dinere daay 1et nsh Kbz b sy fhich dng hedie tilln tridn irong gad trlish difi b B 8 hom, Trong i B cde tmg lop, vide
npimg dibu trj bing quetinpine oo lign qum dfn sy dto e e Kog Bo T4 wdn Erdnﬂ"-f s, Btk thivi e didu i Co
i tae djng cas gueliagine [0 rpe tuytn gidp B che o o, Nia o doh hudag dén trpo chadi d8-tugadn yiin, ehi do TSH cb
ihé kit pldn dnh chink sde tink irssg tiyén pidp cia binh shin. Do &, o TSH vi T4 tyr do, ngndl vie dinh gid Hm sing,
nén dheee o (e by Ml wit i heo $51

Trong oie nphitn cim vl thudo bl g lneng clm, khi qustiapine et hem i lithium lege diwmlpeoes. T 2% 4 24/196) O mhdan
Himg quetinping 50 v 7% {15/7203) & niim gih diros ob nbag d TSH ting coo. Trong sl nkirg bénh nhin dwge diéu ir Bng
gctinping of eding 4 TSH eno, 3 bnb nkin dbng thi ci rdmg dib T4 e cher thilp (T4 by dio =< 0,8 LLM).

Khaing 0,7% (2634891 & nhdm ding queticpine ob ong THH song cle nghitn e don U Ligo. WAt 5 hémh nhin tng TSH ol
didn i horeone tuvdn gilp thiy (he,

Trong it ¢ cde thir nghidm wé quetiopine, 15 18 thay 84 hormons fuyén giip va TSH 1 1: glim T4 17 do (< 08 LLN) 10%
(A5TIT503); giden ‘T4 i phis (< 0,8 LLN) 4,0% [75/1861); gidn T3 tir do (0,8 LLN) 0,4% (33/13766); gim T3 todn paiin
(= 0,8 LLMY 20% (26/1 312}, vé timg TSH (> 5 MILVL) 4.9% (938184120, (J & binh abiln dege do THOG, mdng 40 TRG khing
thay dhi. .

Biing 8 cho thiy 19 1 8y rmnhimg thay b ply jroay cie thir sghigo K sing oo 86 chimg gid dwye mgin hen.

Bilng 8: T I thay 48 ndng 4 homcas tryin gitp vé TSH troag cc thi nghigen 1m sing oo o chitng gd dupe agin e .

T4 todn philn T4 ty do I3 takn phiin T3 oy o TH =1
Chetinpine | Gl Quctapine | Gia | Qectiapine | G Cuetiapine | G | Quetioping | O
duge duge durs duge dupe
4% 05% | L% 0% 0, 5% 0 | 02% 0,0 1, 77
GTIT) |4ES1) | (G2N218) | (WGGoR) | (@a69)  JV3) | (11S6T3) | (L2679 | (2407387) 1053912

Dy trin s thy 1 Y gk 4] baan (b binh thisineg sung g 1 ¢4 ¥ nghiin we mat 1am sang i bal ky i difn sho s didng
o i, Sg.rlhnz.rdg'l'd tesdin pibdim, T4 tyr dho, T3 tndn phiin vis T3 by do dengre wode dinh B < 08 x LLN {pmal/L) v gy thy sl TAH
T =35 miLKL, bt e I nohoe

“Ban gham dit Lt v quetiapine v quetiaping dgng phang thich kée dii,

“Trosg e s nghiéo dow 1} 18w o6 dbi ching it due sghn hon, 6 1§ thay 85 tareng @i v T3 vh TSH 1 0,0% & of nbém
quettaping { LE800) vi nhém gid duoe (02 190) v thay 85 v T4 v TSH, s they a6 B 0,1% (76154) & nhiam quetigping so
vt 0,0% ( 173007} & nhday gif oo

Tré eam weh Sl thid sl

Tromy cic thir nghim ob A8 chimg giA dirge & rd em v thanh thida nién bi m tbin phin 4 teéo dii 6 tidn) hofe b S
bt circ ke B 3 ), 1 16 thay o cde gid trj chive nang tuydn giap ta bl ky 1hii ¢bm oo o5 voi béuh shein duge dify
trf by quitizgine vi binh nhiin ding gid dgc cis TSI g ey Gng B 2,9% (R2800 50 w6 0,7% (17138) v oda thyroxing
iodn phin giim 2,65 (8/289) ga whi 0% (W145), Treng ef nhing bduh nhin duye did tr bing quetispine of sing d& TSH o
1 Bémh shin o6 niog & T4 ny dn thip #nz thix khi két this diéu i

Tamg proluctis miu

Nrei fin: Trompe et i nghiiéen lim sing v&i quetinpine, o 1§ thay 81 nbog 3 prolectin o mdt ghi tr] o § eghia lim sing
sy v 2,6% (1584 16) & nhdon g quedispine s wai A% (510968 b nhem ding gis dooe,

T ame vl inh Hrifn pide- Trmg;:-k:thr rl.a;hh}m i chitap gid darge l:‘r_I!né_m it tharh IHé-u i ||:|EL:¢I|.|,'|||5 ||i|uu; ehm lafng
ey (koo % 3 bufin) herlic v il plsde 1Bt (kdo dii 6 webn), 13 18 thay 38 néng &3 prolactin din mdt gid i (> 20 pg/l. donam; >
36 ue'L & it i bt ki (b diden ndo} 13 13,4% (187134) & nhém dimp quetizpine so vai 4% (3/75) & nbém S g duoe i
ram v &, 7% (W 104 & nim diieg quetisgiee so w08 0% (0090 & rhim dong pid duge & ofr,

lifing ohur e logd thule khbc 36 khing thy thi dopaming D2, qustiapine lam g m!'mtg i} peodagiin & mil s binh nhin v
maire 3 tang niy &6 thé idn ti rong cod el st deng s 441 Tang prolactin sy, bit ki npipén nhdn ci th Bz chil GnRH
wimg doid 308, ofn @b gidm bii i gonsdotrophin nodn yén Mgoge lol, dea niy oo the fe ohit ohite ndng sinh séin biing chch
tam suy yiu g tdnh |.5ﬁg hop stemdd & savdn sink dyc & oi binh nhin o w4 nam, Tt sbide sim, w8 kink, ehimg v to & mam
g wik bl |y 80 duge Bdo chio & nhimg bénk nhin dimg che chiit lim tiing prolactin. Thing prolactin mada kdo &3 lign quan die
sy sinh dys o itk diin din gl mdt &3 vrmg & o nfr v nom.

e thi nghidm nedi ey ned chl raviing khoding 143 insimg hop ueg e wi & ngusi pha tnsfic vin pralactin in vits, mbt yéa 1
ot thm quan trong tidm dn néu vide ke dm e logl twabe viy duge vem i & bésh nhéin ung fhr vi dige phat hign trsde da.
Pribn fhmimg gl wii che chit B ting 65 prolecting u tudn vi vi o o bio ey (g th bigs mé tupén wil, 0 ayén yén v
tuydn tyy) 85 durge quon S48 thiy tong che nghbin el v kKhe nding gy wng thu dupe tign hénh & chudt nkit vi dudt obng Ca
righidn cirn Mm simg v aphitn Sl djd o e duge tuee hign cls dén nay oo khéag che ihiy mdl lién quan giin vie sit dung
Tho dk mhém thedo néy v s hinh thish kil o @ ngain, ohung bling chireg ki oo ode qui han el 3 ob thi ki hufin,

Ehii nfing suy gidm shim thie vhvin ding

fnfn mph 18 mdE 1 dung Ehiag mong webe thudeg dege bio cdo & oling b abin duge dids o] bag queliapl, dac s §
trong kbaimg thiv gien tir 3 & 5 eghy sou ki ding i bon dha Trong eie e nghidm v bich i tin phis g1, ol g
s pagts dore bio clo & 1BV (RS 10) bk nhiin dimg quetiopine so vdi 1% (22206} bich nlén ding gid dope. Trong cio
thir nghiitm humg cim lutng eye cdp tinh i dyng quetiapice don (o 1w, tink inng butin ngd duse Bo oo & 16% (342097 bink
nhin ding quetiopine so vii €% bieh nhds ding gii dupe. Trong wic thiy nghigen hung cim leing opo ciip tinh =1 dyng
apicliapine nhi mid 1i§a phép b3 trg, ok frgng ngit ey bao cae i 3% (G615H6) bénh nhiln dimg quetinpine s vl 7
{19/24K3) hénh whim dimg gid dsego, Trong cde e nghitm trim cim keong e, tnh tmng budn ngi drge bl cie & 37%
(IIRMESRE) BEah nhin dimg quatloping o w0 E3% (500547 BRah nlds ding gid dups. ¥ quetiapine cof kb nlog m gian kha
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g phiin dod, gy nght hofie K niing v ding, hdmh nhin i thfin irpag khi thipe hign cac Bagl ddng i} |n111' s ||nh‘|ml-.né
finily thefien, wivie dabis bonldn phuroug fm oo gibi (Lao ghm ci & 1) hofe i himh miy mds n;u]rhi.-!m che diin kbi chile chein wing
B plhip guetingrine khdog dnk Inrdhig xliu dém bignd nkdn, Pl ng o thi da dén 18 ngh.

Diku chinh nkif 08 eo thi .
Mo (i khding due ko o vl quetiapine, sy gidn dogi Kk ndng glim nhigl 89 o thi duye cho i do thube ching logn (iin,
Men clm woc thich hop khi k2 don quetispine cho nldng binh shin dang pip cde tinh trang ot (hé ghp phiin lim fang nhids 0
ety Ud, nbur 4itp thil dye gilng aiee, Blp i vt whi 3 qui can, ding g il thfe ob hogt 1inh khing chidinergle oo hi mét
mard,

Khi nuifi :

R lesgn mhu d6ing dhun quin vk i ob 13in quan ddn vige sér dyog tade chdng Joar thln, Vilm nhdi his E nguyin ahiin phd bién
gl BiEnh vl 1 vang & bk nhda enn wAi, die bidt 13 shitag ngedi mic chimg eafit il nhd Alzheimer Gén trifn. Qatiagiee vi
el fushe elvlng logn fhia khde nén disgpe it dysg i trgag eho nhimg bésh shin eo nguy co bj vigm phii it

Wi chitayg el thudie

e trit chimg eai thafie g thih, mr mis g, bfin nda vi 540 48 duge mi G so khi ngime it npdt cie thude dhiing logn
flidn khtng hini, boo gie guetinpine. Trong cio thi nghifm |&m slog dow tr g, o dod ching gid duge ngdn hgn i
quetiapine dang thich &0 dhl bao piw gini dogn pgirng ding 88 dioh gi cie tride chimg cad Thaie, ng & 1§ beah nhin
piip phdi mdt hode nheda trifu chimg cal thube mn khi ngimg thude a0 mpdt B 12,1% (24171983) & nbdmn ding gustiapine dmg
plsing thich kio dad va 6,7% (7171063 & nhism ding gld dure. T9 B wic e dung Ehdig mang Exdn ridng 18 (b [ Trdl: Nk,
sl eviin, e e, 1550 ehily, néin, cdng et v ad chiu) bhieg wurprl quil 5.3% & b kgt nlvdme did tr] ndo vit thirdmg bl 5o 1
vk sau khi ngimg thule. B ngung thade b b

Tiic dyng lchdng cholinergic (khdng-musearinic)

Momguetingpine, ml chilil ehuyds bibin ofi hogt tink e quetiapmne, cd & leo 1 trung binh Jin mgoh i wii mi =4 philn nhdm thy
il usearinic, Difu ndy ghp phin piy ra che phidn fmg BAr Lol khing cholinergic khi i dung quetapine & fibu it r, ding
d.!rng_ﬂy!'d wii i thuis ki cmlinergic khda bodo ding qua Iiﬁu.i:haﬂiupju: nén duge 5 d!F'E' thiit trpng o mhitng bénh nledn
danp diing thuc b e dung khing cholinergic (khdng-muscarinic) (xem philn Teomg fée the, Crod lifie wh edel aof i, v Cic
ddie itk e for frpe )

Tibo bhdn il mfit tic dyng klibng mwoag musdn thirbeg dispe bdo cho & phimg binh nhin dwge dis i kg queslapine i 1A mit
yéu th sy oo phy the nafl The neft d duge bio chie voi quetispice, bao gom o cie bio & W vong & nhimg béah ahdn Moy
ding kit b ogi ude Fm pidm niw d0ng nL

Qrutiagritie 154 diec sir dyng iudn trgng clic nhing biah shin oé chim dodn hign i boge tién st bl b, phil dul aydn b T
§ nght Bee sing hobc T bin.

Tridem v thanh thifu nidn

Mhim chung, che tic dune khdng mong e s 361 dusge o 10 i v thank thif mign trong e i nghi§m [Em sog nang ty
il 8 i 1om vési mafbt b nponi K. Tng kel dp G tha vt treang iy ma & imé om vl ek thediu nitn v khing xity m &
gt L.'jn_l-hhm{i :||-:|1|1p! dimg iy m thotsg :-:u;.l!'m |||l|'|l!lli|.li‘l‘i 1w {4756} s v e 2m wil Thiuih fhifu nitn = 1%l

Tl fhidbe i fie: T3 o wode vil hidu qui sin quetiapine treng didu ir] bénk thna thin phiin 5 & thank it i e 19 6 17
jusbl o8 dirgre chitng minds trong mae thir nghiftm ob &i chimy git dupe, mib 431, kéo dad 6 fudn, Tinh an todn v hidu qui el
quetipine & bénh nhi disol 13 mibi bi i thim phito lig chue dere daieng minh.

Eiidi bl gyt T am by v i ayed oo quetingine: trong difu tef duy 1l nbi logn g cyre & bnh mibvi dusi 88 badi chira
duse elvinng mink. D6 an tedn v hidu qué cos qeetinping wong diés irj duy i binh tin thfin pbdin gt chira doge chimg minh i
bl ki sl bk nhin ndo, ké e biah hil.

Hirengy exiun derirng cyre: B an todn v hiGu qué clia quetiapme irang il trj chimpg harag el & 10 eis vl thanh thidhs nién 4 10
dfin 17 tudi mebe ehitap péd oan Niefimg ey | AR dope chitng minh reng mét thie nghifo da rung thin, ma dal, o dod chimg gid
durcic, o 3 3 tudin, B0 sn todn v hidu qud o quetiapiog & e dudd 10 s iy chineg chm lebag cyc chaa duge chifing minh
Trdhe ccion fasdiong core: EX on todin vil Tk qua eda quetkapine o banh nhi dudi |8 i bj s i king eye clum duge ching
minte, BAGLEE gl Wi shng wirl quetiaping dang phéng thich kéo dbi o8 g idn hink & trd ome v thank thidu niin (10 din
|7 ey b trilom e Dusidng cyre, hiduw quit chim doge i dinks

sgwir cao iuki

Trivag i Klsodng 3700 binh nbiln trong céc nghién cde 18m shng vl quetispine, T (Z32) 10 63 ol i l8n. Nhin chung, khéng
nﬁ-ﬂuhiunﬁu el thily khad ning dung ngp gquetiaping & ngaii coo tudd khse sn vl ngulri iré infii Tuy ahidn, nr hin dign oia
phe whu oh ot Lo gHion &5 thanh thi durgs ding hee, ing e diegre b boes woil quetioping, hofe gdy ro ki niag dung
ngp hede i trung dn djal: kém hom, thi nén xem xé [ifu khi diu | han, didu chinh Litu chm hoo vl theo 461 cln ihdn
wromyg Chivi ginn dimg thute b dio & ngardid can tudi . £ thanh thai tnumgz binh tremg husé wong sio guetiapine gidog v 30%
s S0% o bénh nhin oo tadé ki go sdeh wil binh nhfin id i,

Lym dgng vé phy thuie thuie

Cueelapin chun duge nghiin cir mit cach ob b8 ihbng & ddng vAt hodc con npwis & khi sing dam dyng, dung rep hede phi
s v tht chdil, Do 84, binh nhn win duee dhals gib efn thin vk tidn sir lpm dung thude v nhitng bénh nhitn nity clin duge
et Bl chelt chicite i iy sir dung i hoge Bam dung quetiapine, mivr 1ing dung rop, 1ing ligw, hanh ¥i tm tk§:1 thshe.
Cdnh hido e due laeinse:

Sdn phiim cd chim lectose, bk nign of cie 1 logn di trupdn ém gip whir i logn dunp nap palactose, thidn Lapp - bt
e oterm B this glngesee-galnctose Ehing nitt st dyng thode ndy.
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1, Sir dyng thufic cho phy nir cb thal vi eho con i

Pl i weang thei

T dife gy ot

Tre a0 sinh phei shidm v thube chdng losn than s gftm quetiapine) trong b thing cwhi tha ki ob e hedi himp njng

thap vi! bedis irku chimg eni (st 3w khi sinh, Dir §iéw hidn o 0 ce nghidn el djch :,E bwpe di chng bi & phy nirmemg thai

ding quetipine chirs chimy mink Juge :gu}-m!ienqlm&& thusbe e i 14t bllm anh, sity tha I ehe Kz qué dn I et mg

beadic: thei whi. C nhiEng i ro chi nguin g D gusn dén binh tim thdn phda 154 ol logn ledag oye 1 hole obi loan i cim

sang khiag duye didu 1 v phoi nhilm voi thuds chliog logn thin, ban gben quatipine, trong khi nwang thal,

‘Trany: olic rghidn ¢ trén d0ng vit, d9c tinh o voi pi s beo ghm chim bt hoa xummy iy b ke lide Mmm%: v 2 i

ui:ur:il 3 duie khuyén che ch ngendd (MIEHD) 1 800 mgfngiy & o el vi thi, va tng gf 1 b uln way i tayfed chiin (kda

thustmg md Eﬂ nhié) & b thal #hld sy rudv 1dre [tk khoing 2 [fn MRUTY, Mgnai ra, trong Iunngz ihil bl S gishes o i Teai

itk D10t i e (e quean <48 thiy B piim cin vivheobo i vaig) x4y m & mie Féa gip 2 Mn MEHD & cbd o Khodng 1-2

Jien MRHD i the.

N co o9 ben e fénk ciia d| 66t blm sink nghism trang v sdy thel a w6 cic quin thé chege ehd djd vila chusn duge bidt, TH

e el iruding hep mang thal d2u ef neny oo dj 4t bde sinb, sy thal hofic cie phin img Kidng pag e ke Trowg diin 54

Hiri K§, tguy o co bin ks tinh o cde dj 68 bim sink nghb2n oag vi sfy (ai & cie inrimg hpp meng il iy ghi ibdn

trén [ sfivg [ Tror 18 2 dén 4% v 15 dén 20%G,

Lo mhdic i G

Mgy e lign quan dén bénh & vii me vivhofie thal rhi

My e b virl mgud mg do béah tam thin phda Bt hofic v logn hiding ey 1 khing due didu 1L bieo gl EAnp npuy cor L

phéit, nhfip vign v& ty (2 Thm thiin phi et va i loen Litmg epe | oo lién guun i 1ing Ko cqued e Tod cha sinh, bao: pds cd

sl o, Mgui T ki Db B Ay oo phei 13 kft gui i tidp ol benh Tuy ede yla o bih di kim khic hay kidng,

M ngzhidn et L hgn, 1ién cing da theo divi 201 phig o wag thal o tién s i loon o cam ngng, bink hitmg vi dang ding

i chwing bl cim Khi Bt i that ki Nhing phy nit ngieng thude ehilig trlm e khi mang, thai ot shidi kha nfing bj 14l

phit trim ehim hom nhiing play odr 1 e dimg chling el cim. Xem 0 nguy e trim cim khéng dumes di e khi npime

hade they @i diky trj béng tisbe trdm ciim tong thin k3 meang thai vi s sinh,

s e o A ol G xbidied !

1865 ching Apogl thip vilheie irigu dlmp eal dusbe, huo phm kich djng, g ineeng e, giin troong lue, o, bufn ngi, suy b

ﬂ:ﬁ i g An il e i i o 7 57 sinky phai nhidm i thide chiing bagn thim, bo ghin quetiapire, frong ba thing
i thed kv, Cée irigu chimg iy khe nhiu vl ke 4 nghifm ronp. Theo dii teé se b v& bl dhilag ngoai thip vichode tige

clatin coi thubc v didu trj edie irigy chimg mat ool thich b, MAt 56 wd s sinh bl phie trong vl gitr hoge vil ngiy ma kidng

cin s i diie hit: cb tnamy hop khéo phai nhip vidn ko 841

Fluy nit el con ko

D Fiéu han o iy cbe 1l Bou i sudt bin cho iy sy ign didn cin quetiapine rong sta my & lib neoag 58 ch b 5o sinh <

1'%, lid etites chdnh theo cin ngng com me, Khing o e duig phi i nei oo b o & 0rd o sinds phean mhEln et quet-

inpine qua s me. Khing of thieg tl v dnh huiug cle quetizpine dii vl vif an st 5w O Tgi fob vl phit irifn v sio

khede e vide nudi con | et my phil dwge xem wft cling v sy cin thide diing quetiapine cia ngi g v bit kj tin dung

phy b o thed xcy a8 v dira é bib sitn me: do quetiapine hodic tnh trang ela nmei me.

Kl miipng gl cdn

Dien triin 1ise dlung dupe 1 o quetiagine (06 khdng D2, dida 1 bing quetiapine o thé 1m Ang niing 4 prolsetin buyét thank,

i niiy &4 flat dfin dlin pifm khi nfing sinh sbn ob U phye b & phu rér trang o tudl einh cin

B, Anhhudng cis thishe Bo khi nlng 1 ve, vin hanh mdy mide:

Binh nhin el depe thing bao v nguy eo bubi ogh bope an thin (o thi giy 1 ng), dbe bitt trong gial dogn dida chinh lid

has . Bt sshn £ nén thwpe Fign bil ks bagt d0ng 841 1ok sy tnk 1o v8 Bk tiin nhur i xe hode vio hink ety cho tén

khi chi chiin iing g phip quetiapine khilag muhn.ugmgadn beéuh nhsin.

9, ‘T e, turng by eiia thude:

I- ! E i a i I' j !! E [g W- -

My st khid s digng qediapine kit hop vin ctic thishe kbt chaa dinge dfinh gi rdng wi trang cle npghidn o ch bE thing, Da

e dymg chinds tedn thin kink froeg wmng cha guelisping, efa Ben irgng Khi ding kit hop wif che thufic He dynp Fang vomp

khddie, Questiping 1m ting fnh harimp cia rigu trén mhin e vi vin 3ing trong mie thin nghigm lim shag & nhling bl o b

i logm i 1Bdén chen Joc v nkn han ché 88 whng o ol kik ding queliapine.

Phoi nhilm quetiapios tog ¥ do céc chit gu cbf CYPIAL manh (vl dy: ketoconmeole, itrsconnzole, indinavir, ritvnavir,

nefimndone) il giim bii cic chdi chm fag CYPIAS mard (v dp: phenytein, carbansasepine, difsmpln, svasimibe, 51 Johe's., ],

Cim phil i chinh |3y quetispine néu ding ddng thal val chilt cde g hoju chil e deé CYP3A4 myul.

Theades ihe oh CFPIA4:

Disng: diing thivi w0 ketocommmle, mﬁ chili ¢re ché mank e UYPIAY, lim 1@ dang kE phal nhbdm dquetiaping. Nén
gidm lidu quesiapine xufng ciw 16 libu ban ddu néu diag ddng i v chit oo ché CYPIAS yah,

Theades cebem shvag CFPTAS;

D g (b E;I:qupi.m: vt phenytoin, it cht cam fmp CYPIAS lam ting o thand thil trung binh qua detng sbag ol
quetiapine 1én 3 in, ©8 th ol ng 120 quetiaping 120 ghp 3 Fin 08 duy 1 kifm sodd che rifu chimg cia bish sim thin phiin
Bt & Bk miliin ding ding thii quetiapine va phesytedn, hoge che chilt cdm dng CYPIAL mpsh khio, Khi ngimg sir dyng thode
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it dmg CYP3A4, il prskns N qetiopine v& libu han Sy frong vong 7 den 14 nghy.

Thude &g chollerpic: i -
Padu 1] dingr thiri quetispine vil cke thobe kive o heat tok kiidng cholmergic cb the Bm Wang aguy eo Xy o G s omg
khiimg mong maba nghitin trin dhebig thn bda 1i2n quun dén gim nha &g Quetiapine nén o st dung W0 oag &
phitmg bink nhin dang ding s of Bo dyng kkdnp cholimergic {andi-mscerinic).

Tée: g tikm fin ol mit sb thube dimg Shng thisl trén dupe dimng hye eio quatiapive 4 duge nphin i (oo Cdr & i
et ding e,

Do it ki eiiang gy by byt dp, quetiuping eb thid 1am ting tic dong o s thodc he huyé dp.

Quetinpine o lsd A5 khing tic dung ebu thude o vin levodopa v dopamine., . -

Khéng of fmong the dwge ding hoo of § nghia lin sing ci quetiypiee voi cic thobe kbic dys i chuydo hod qu CYP
{.Im:ﬁnfﬁnu ¥il :Er.:nhh m-;.-hrfmuh qaetiaping, Khing phai 18 chét ire el cac CYP chupba Iim chiny (142, 209, 3C19, 204
wi 244, )

it - Do khidng ob oo nphién el vl thil tusomg ko cin thiade, khéing nan (e 1An thule niy v thule khic

1. Tde dyng khidng mang mudn olia thube:

e the dyng Khing mang wobe s diy dugs thio e ol Ui bon rong cie phiie klshe foem Ceimh bda wh i irpmge Bhi dimg
Pt 2

“Trarag 09 12 61 veng & biink nida cao tudi mie ching mi logn tm thiin 520 quan &n sa st & i

¥ nghi v febnh vi fxr i & thensds thihs nign v thanh nidn,

Tiice duitie khivmg mong il ve mgch mda 30, bao phm dit quy & binh nldn cao wdl mie binh i Joen tins thin Ha quan dén
chimg ﬁ il mha,

Hii chimg e tinh do tsbe m tdn (MMS)

Thary &b chuyén b (ting dutreg hayér, obi Togn Tipid mio, ting cln)

Raii loen v ding mulin

Hip byl Ap

Hih

“Tang baryée dg (iré con v thank thidu nida)

Gidim beach chu, gifmn bech clu trang tink vi mas bch el bt

Frpc Vlaiiyy L thé

Foo i klsadieg Q1"

Cop gifle

Suy i

Téng prolaotin mib

i khi néing bl gy plim mhin thir vie vim &ng

Pidu chich nlibi &) co (b

Fohi a4

Héi chiayg eal ilinihe

Tz dymg kldng shaofinergic {khinp-mussrinic).

Kinh nghifm nghitn et lm dng

B vl e nghidn e Bim simg due thine hidn trong odo dibu kifn mit khie nhau, 05 1 phen g b ol Gege geen 5 trong de
npghin e Bm sing con mit Loal tisbe khdng thi sa sinh oy tlp vai § 1§ trong o ndiln e Him g cla mit logi ibude
khiic v e fhé khing phde dal 07 1& phén fne bdt i quan =it depe tramg thye 1

Ntk ddor

Théing tin duwdi &y depe 1y e co ad 40 Bt nghide [5n sing oiin quoliapire bio ghien bom 4300 binly shin. Co sd di 11§
iy b gfim 698 béia b shol whiw vl quesiapine 48 digu trj rim cim g e, 405 bink nhin phoi shifo v guotisplie
FiE i 1] hung i ludesg cge cAp tnh (diom i lifu v dida irj bl tro), 646 hEna ik i nhidn wii quetinpine e dm_uui_uh_-r
1 i B frding ouec T nbar Ui phdp B8 tr, v Khodng 2600 binh nhin v 7 hofe &8 tgng binh thitmg phoe ol v | s
quetinpane (rd [én & Héu trf bEnk thm fhdn phin g

Trong s khodng 4300 48 tepng aky, khodng 4000 (23 et VA théin pivin 1ige, 405 ngraii g chm hetmg cyee ol
timih, 698 nguis trim ofim hedng cue vi 645 npisbi i aduy 1l w1 doeame Vit e 1) 1 oo bk nhde tham gl thr nghigm
v b s i il T, vih 1 mghifim otin b fuong Gng vai kbadng 2400 binl nksén-nin Tinh frong v thir gian dita
hE-tF gputioping i Khiiiz jshim wit bap gien (trang cfe bogi triing Taph che giai doan nghién el nklin md vl b 68, Bmhonhfin ndd
it vk gt Lrh, el et Kb of djoh v Qi ehink [y, v phoi nhigm nagin hen hedo 48 hon. Téo dyng khing mong musn
dirpe dinh gid hing cheh tha Uiy che phin mg b 1, kéoqud khim than: th, Giu higu sinh Bin, cdo sgog, phin teh wong
phimg i rgchdfm, difn eho 35 v ket qud kKhdm nkiio khkon,

O i s v dyrge kldayg mong mubn 8 oo (e bign o 1 o nhilo 30 00 qua i aldt mdt Mo, e dung khidng mong audn
i bingri ey B kb
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“Teic e Keirgg oy nvade dim qua @ vide mgib iy romy oo e sgdidn segin Ao &6 chiing g dies

Teiim theke g figt; Mhim chumg, ¢ 74t it 5 khile bis v b 4 ngingg thabe do the dyng khing moag mwbn (495 85 vl quetinp-
i s i 1% d0E v i diros) troag et bty thir nghim oo dii chitng. Tey shign, rgimg thdiz el budn I%itl.‘.l.ﬁﬁ qiting-
i 500 vl 0% gl dhnge) it bey byl Ap (0,4% questinping so v 0% il duee) duos col et TB2n quas G (kute.

B feg T i

Hung cin: Mhin chung, 18 natmg thude do the dyng khieng mong mobe 1 5.7% dil v quedming so voi 5, 1% dbi 10i g
carre frmg dom trj Higa v 3,6% dbi wii quetiaping so vol 5,9% 331 vii gid dupe woag didu i b iy

Trfim e Mitin chung, iy 18 Wﬂngm:ﬁc e 18e dyng khong mong mubn 1a 12,3% 851 vii quetiaplive 300 g 50wl 19,0% adii
i quetiapine 500 mg va 3,2% 461 voi gld dvor.,

g ek oy Ky v o ety tromst el i RS e hum, w8 61 cubg i s
Trog che Bxir nphigm didis trf bsbnditaes thin philn 18 cdp tinh (d8a & sfin) va lung cam hmp ey (@ 12 tulin), cio phim dng
et Iini thisoeg pp it 1ign quan dn vidc s dyung dom irf g quetlopine {3 18 méc tir 5% bnd B 3 disg guan a8 13 13 &
sl quuctiapine i it gl 487 50 v gid duwpe U bubn ngd (1E4), ching mit {11%), khil mifng (996, o bin (826, g ALT
{5%), ting cin (%) vA khd Gu (595).
Ll teic chyamg i ey musdhi ey i w1 18 ruike 0l 29 oo M 5 g bl sefi e i 1 Bl questivgpims trog e
ik gl mgdn b, o8 (51 el arid oluenc:
Biic st k& dom ot linu § ring cfe s lifu trong bing i bing ihiing kit khdnp thé deor =i dung A8 dir dodn 19 1 the dung phy
sramg qui trink e hlnh v khvos thing thuomg kbi die dién ein bduk ahdn vi cic yo o khae khae v nhing dac didn pbh
bién trong o thir nghim Bim sing. Twong 6, 1in suit duge teeh dn kving thet so st i cie o 13u the duge tr cie nghita
irus B sdng Khic 1 quan 88n ehe pharong phép dif tri, cick s dyng vh didu tra vign khacnhm. Tuy niien, cc s gy duge
trich s cung cip cho bac 57 ke dom mt s eo 50 ok wde tnh su diag gop teong ddi cle eic yéa 1 dng e v kiving dirg
ihizde vio iy b mic tdo clymg phy trong <dn 3 chuge nghitn i,
Eding 9 Kt ko 14 19 e Lm 1 cién phvin traim gha nbbe, chu chic o dung khding mong tafin dy o trong qui trinh didu e dim
hfin phiin liét edp 1ol (0 o 6 e} v hemg cim lelng eye (18] 4 12 hi‘j&mhhhnhﬁnirﬁlh vz didus 1] bing quetip-
ime (i D ki shan tif 75 déin B0 mangiy) tumg d 1 18 mic & bonh nhin duor ditu ri bing quetispine 1n bon 15 16
bénh mhin dmoe didu tri bing Fii depo.
Biing & T7 K i durg khing mong msde trong coc thit eghiém Him sting ob 8di chimg gid dnoe nir 3 dén 12 nuhr o didu orf tm
thitn philn Lt v bung cdm hrime opc (Ao i 18a):

ORCUHE? SRR Il AP EeTCan api T

The dyng khbng Quetinpme | Gii dwye The dyng khing Quetinpine Gid duge |
mong mishn {n=TIM {in = 80y whE min in=719) {n=diid)
Dou di 1% I 14% Tiing ALT o %
Klch ding 20% 1% Lo Iing 4% L4
Bubin gl 5% K% Vidm bang £ %
Chég mit 1% 5% Fhit ban R 2%
K g CT 1% Buw bysg % %
"Tén bon ) L) Fip byt dp tir thié % 1%
Fimi TS 5% B lieng T %
Mhgp tim G 1% Taing AST T W %
Hin &% | LT Vidm et ™ 1%
Suy ohuge 4 1% T F 1
i feam tidn hed Fa 1% Yidm dy diny rudie % %
Ting cin ) ™ Gidm i lpe % %

Trong cic nghuen con ve il tr b trg hamg efim Teing cyo op tink (a0 & 3 wlin), cie phan fag bt loi thardm gap nhdr Tién
quin df vide 3ir dyng quetinpine [y 1 mie bir 5% tnd Bn) vi dope quan si vil 0 5 & nldm ding qostiapiae (ot ghp 48 se
i nlsms ding @l duige ribair bt ngth (365}, Khis ming {E0%, suy slunpe (105, 140 bis {109, dau g (7%, ba bt kp
i B {THe), wikin o (8] wil Ling i [5 )

Tdireg 10 1L K oy B3 i, ity it B3 gl irien gl nhds cin céc thc dyng khiing, mong musdin sdy o Erang sped trish didn e
{1én e 3 tofind eon bumg cdm elp Unh & 2% biénh nhidn ind K dwoo didu irj bing quetapine (lifs o 100 din 800 mghgiy)
chrre s dyng nbar 1 phdp b i cho lithim wi divalprmes trang dé & 1§ mic hénh Shénh nhin due did in bbng qustiapmne
Tim hem L 52 o bétnh i doge dido 1 biing pid diege,

Biimgz 1 T§ 18 the dyeye khifog moag musdn trowg ebe i nghigm Bm sng of 08 chimg g3 duoo kéo dii 3 wim & dige 1ri
chimeg hemg cam liebng cpe (Lify phip b trg)

Tihic dymg liliimy Cruetiaphng Lt e Tiiz dwng khiing Ouetiapineg Gia dwpe
mong muiia i = 191 {n=20% mong muin {n = 194) {a =203)
Mt g 34% % Giam thi e 3% 2
[ Bl mibng 1% T R Joan gigng ndd e 1%
Mhire S T 3% Hi upie fp T3 — 1%
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S T T Thay 60 hotanon T "
T bin 10% L Ming nt - 3 % i
Chéing mat 0t i Hhiem fring ™ | &= |
o FT ELTS M L T
Drant buang 7% 13 Tang huytt dp % 1%
T hust A e HE T% T Mhip tiem whank s 13
Hich #ng % A% Thag cam gide thi % %
Tiing ciin B kL Sty gip % 1%
Viten hgng [ % Tl hyp % "
Bau lmg 7 3% | Bvy ngh bt thutng % v
Tang g [ye 1% A% Ly 2 2% (%
Viden mii A% % BAAE dieas hod % e
Phis e 1 49 pr Vidm sodrng FIN %
Co ikt 4% 1% D mil hoi 2% =
Rl logn tiEu hod % % Tlidn rrimgs durteng L 2% 1%
migu
Tt cm 1% 2%
Tromg thc nghidn iy (i chm ludag cyc (Kn Gin B fuAn], ct e S0ng Khong ming mudn dirpe quan sa (dy niu il 15
s i vi30 sir dynp queriapine (1F 18 mic U 5% 0o 1) vi quas b thdy 61 1 1 & sham ding quetiuping i nile g 001 30
w61 v disg gia o 14 bode ng (375, KBS mitng (4434), ching mar (1896), tho bin (1084) vi kéin md (5%),
Bémg 1 15k 1 13 mic, Bm whn dén phbn wim gho nhdt cin che s dyoag kg meong mudn xiy m trong qui irich dika irf
(151 a8 i) erkm cin liing oo & 2% Bénh nhiln tré (8 dups A ir] bing quetispine (ko 300 va 600 migngdy) oo 86 13
1 pwic: & b i chrore il £ g quetinine 16m b G 1 mde & béoh ehiin duoe diby i bang gif dre.
Bimg 10: T3 12 s dyeags khding: oo mudn trong efe thiv nghaém Em shig of &) ching g dsos trang B tudin & didu 1ri 1rde
i T e,
The dyng khing mong Quetinpine | G duge | 1de dyng khiag Quetinpine Glit g
man {m = E3E) {n= 34Ty g muin {n = 608 {n =347
Bedin gt I 1% ¥ cam TE %
K Eriag 4% 3% Ha 3% 1%
Chang mit 15% T i Iogn ngogl thap L ™ |
Tio Léu 1M TS KCho chiju % 1%
[XTR 1% 33 Rk fogn b bod % (3
T boan Ll hod ™ o M np % %
Man i, g Thiz nghéy xoang T %
Thng cim e G i o h o bt fhurtmg 2% 1%
i mi 4 H | Bam % ™
“Mglugt i L ) Benhimlcngapede | 2% %
: iy e qusn
|| Fip i i oar thd himy 455 T T dém & cpo i 2% 1%
Chrirag el Aghl KIANg e 3 Suy nhupe % %
i
EM N Eriieg N % 1% AT bogn tiEn dinh N N T
Thm altin b rd % % Gy mé 1% %
“Tangcln 1 T Kb nudit % %
Pt khip I % T0i chitng chén % %
khing yén

T Rabn ngil ki hoy cie thuft ngl phin Eng il byl bobn syl vi e frdin.
O nghis cin wh taomg tic irn gicd iEnk, il the vl chiing the kbsdieg cho thily bl ki syidele bigt of 3 nghlla lm sling ido v
o B xdw ma phin img hit ki dys trén el oo 10 ol khiu by oy,

Sir phay thule wia liky dling ciia cie o dyny khing mong mudn treag cie thir nghiém ngiin han, o6 dbi ching gi doge.

Tie Egnglilr!mg mong mode li2n quan dén libu: D01 e dyng Ehang mong mudn 12 quas dén o or phd i ni nghisn
e v il tim thdm phin 5t =0 sinh 5 Glu of dinh quetispine (75 mg, 150 mg, 300 mg, 600 myg vi 750 mg  ngty) w6 gii
Ayt v mive & Bén quan din lido cla cde the dyng khéng mong mdn. Phén tch bi quy Inpistic cho thé dig g Gt o 1
phuadn {n =< 0,05} B4 wil che 1 dysp Kl swog muta sai Kis g, daa byng va1hng chn.
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T dying kdhiing momnp mufn rong che tir nghigo K siap Wi queliopine v khisag dinge Bt BE &omyo kb

e tie dyne kb mang mudin san &y cling dit dure bia cho vl quetiopine; o mijenz, qudh min v ng cristing phosphoki-
s byt thih (kbdng Fén quan dn NMS), ting tiet sita, ahip tin chiie (o i sty it 1l hiofic mAn khi b dde difu ] v
liétn quan dén ha Iyt ip vishide ngit ), gldm tiéu c, chitng miag tih (vh ey hign toog (20 quan khéa), 10ng ding &5
pammaa-CT, Hag ehan nhif, khi th, ting et efin 4 foan, B tida, te rudt v crong dow derang i,

Bl doyn feeong fe cory Ui rigi ehing ndl bogn minongs he oo, con e il L1 thuimy ko dai civ cde nhim oo, o6 th xiy e
rihEmg nguii mdn cAm srong vhi ogay G dida 10, Cle trigu chimz i logn Wneeng e oo bao ghen: on thie co ob, &4 ki didn
teléin Gin nghn tegn, kv muli, ki th vi / hege the led. Milc di ede irigu chirp ndy o6 1hé =iy ra & i thip, nhumg iy s
larbng sy Bees VA ghim frong hvors b dling thida chiing bogn thin (b b dla 1€n €6 i fye can vA b cac o, Mguy oo
méic: pi Jogn fremz e e edp nh diege guan st dlidy dr pam it v cie nhim i ek bon,

Hén phiog phip dure & gz it do lutmg EPS: (1) Thag didm Simpeom-Angus {lh:.-d.‘ﬂ trutg bek sx v ban dAu) d dénk
i banh Pakimsos va bl chitng nghi bning yén, (2) Bidm dinh gid soin chu cip ihang dénk gid Bames Akaflosia (BARS]), {3)
17 10 b calo tg plat v TS chimg nghi khing yén, m vin djng, cimg khop bénh risg, S50 chidng ngoal SAp, theg g lyc,
i vin dng, cing of i ran), Vil (4) et dyng e khing chalincigic 48 du tr EPS.

Ngiehd fdfar: DI 1 it thiv nghitn ESm afing b B 6 tullns w8 bin 1am thein phan 11t s shnh 3 litu guetiping e dinh {75,
1561, 300, 600, 750 nagnphy) dn cusg clp tag chiong cho thily Khing o6 b ch rlii?wl thilp (EIS) vt 360 quan dim lidke cila
EPS kbl i 1 g quetispline. B phurmg phip duge st dang 48 do EPS: (1) Tiag difm Simpson-Angus (Hhry d51 inivg binh
g wid ban diu] dinh gif bdnh Parkinsan vh hils chiimng nght khiing yér, (20t 18 b0 cio tr phid vé EPS (chiag el khding yén,
mét vim Afng, citng khop binh tng hii chimg ngoee (hig, Bng trgomg leo, gidm vin dng, Eﬂﬂgc:!r'-ﬂmn}. vl () sircdyng
thufe khdng chalinergic d& ditu iri EPS.

Tresnp Ging 12, i boan trucng fec oo baa phm cing khop, ting torong fue, Jogn triromg e oo, eing e, xoay milk, perkinzan
by elmg kiop binb ring, mn, chiy nito midng, gifo vl dijog hil drng nphi Khitng vén b phm kich ddog bm thin
viirs dierg, el Logan il 85 bao el i beam wiln hbeyr ey, i logm vin dhng, mim gide; vi i chimg ngogl dip khie b
gons b ehfim, 1di bogn ngayi fisdp, 16i logn vin dong,

Biing 12: Ce the dyrg khivg mong mudn [0 qean déa BFS irong et 1 sghigm biah i thiln phin 1582 pied desn 11 i
b, o AL clrirg pia A (i gien § fuding

TacdyngMhong | Quetiapine | Quetbpine | Quetiapine | Quetlapine Quetiapine | G dugr
g IS mginpy | 150 mgfngiy | 300 mginghy | GO0 mapfghy | 750 mgloghy | (NS
(N =51} {N=-48) {N=53) {N =51} [N =54
o n (") n | % n | % n [ n £ o

Logn trmong hye | 2 | 3.8 2 [42 b |[on g EX) 3 5h 4 |18
o

[ Parkinson Z |38 [0 [&p I |19 |1 30 |1 i3 |+ |78 |
Hii chirng ngdi ] 13 T |4l - [0 |60 |6  [o@ |1 19 (4 |18
llfag yim
Rdi bogn vikn 2 L1 o |an i 00 | a0 |0 |og [0 [op
ey Y . .
Hiichimgngogd |2 |38 [0 |00 3 |58 |3 50 | 15 |4 |78
ihidp khic

5 16 mdc bih Parkimson dege do bing tong ciem Simmson-Angus di v gi dugs vi 3 (@ et diah (75, 150, 300, 606, 750

mﬁm Bi: =D, =4, -1.2- 1.5 -1B v -1.8 T§ 13.dang ihofic khang cholinergie 8¢ d52u brj EFS cho niden g dirgs vanam
) i Az 1% 1 1% 0% 50 8% 12% v 1%

Trowg s thir nphife dm sing ob di chimg gia dege b amg (3 & b hung cdm eilp tinh va 3 & bénh vhin (hin pldn 150 50
digng quetiapine libu Khie nivas, Klideg cf s Ehile hist gite nhim did tri quctispioe vi gis duge v 17 1) EPS, dioo dinh gid
Lfisg i dibm Simpson-Angus, bio vio iy pbit v EPS v sirdung diing this tvube khang cholinergie 48 diu 1 EPS.

Tromg bai thér aphiem 18m sing ob &8 chimg it dupe & did ir] iwhm cdm Trding o sk cung 300 g vA 600 g quetiogine, tf
B phi éimg béil Jof ot thé Tién quun dfa EPS By 12% & o Teal nbdm Tihe v 6% & nham ding gid duge. Trorgg che nghibn el ndy,
5 18 chio tie dung kg mong msbn e tieng o slin (s ching ngbi khéng win, rdi lgn ngoai thip, s 501 bogn vin Hing,
Leegn trueng b edr, b -chin, oo o khing ty chi, ting $hag tes tlin v ding vi o o) ohin cheng Dip vi kbbng vingt qud
4% & bilt kv nidin b ir| nio,

3 nilvim dign £ gibag nlag -.-ﬂllmz.- dii trung binh irong g difm SAS v didm dinh gil i ol BARS ki ki e 8iéa .
Vil sl clyng :I_im! ihie cdeth khisg dﬂinmgiuﬂ Khng H]Lrﬁq:]g rmr&n vii hrong e i gila b nlddan didu i,

Tré g wis i wf thdbeal i Thitng tin dardi diy duge Wy oir corsée dir o thir nghidm Tim sing cla quetspais bao gha hon 1300
binh nhi. Cov s dilt 1820 ndy buo 677 bénh nluin phai alisle v quetinpine dé didy 1 tm thin phin v 393 s e v
Eanniy thidm midn {10 880 17 nabi ph-jmuiiuwmu.puiapjm:lﬁdimui siwimg g chng g cpe clp tinh,

Tilie ghemg Wasieg emiarp gl S1 quam . adr treg: vl ok it o) ot clubng gkt v g e

Biénh tem sl phdin 2 19 18 ngimyg thude do te dyng uﬁmmu paiin 388 vl bEnh nidn duoe dids tri bing quetinping vi
g durge: 1in gt 1A 8,2% v 2,7%, Tae dyng khong mong wneln dln déu aging ihulc 1 1% o B bénh nhin ding quetapie
vt v G B v bom 50 wid @b dergo 1 budn g (2, 7% vl 0% & nlidin ding g# dugel,

Hermy e et cve & T 18 ngting thuflc do o dung kifing mong anntsdin & b i duge Sidu tr biing quetinpise vl bink
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nihir duae dibw i) bieg g dieps i bot 1 11, 4% vi 4,4%. Chz b dyng kbbig mong rsim din dén vide nglng it dng o %
v lén b nhin &se quetiapine v wii 13 1§ coo bom s v ot dieipe b budn o (4, 1% soowdi 1 1960 vie gt e (2, 1% 50 vii

0.

Tromg didu v tim thiln phin Fis (180 dén 6 usn), che s dyng dhiag mong muedin fhering pip nhd en o 8 vige sidyng
ucdinpine d thanh b nbsn {09 18 mefic e 5% 1 100 vady 1§ méc & nhian diig uectinpine it nhds ghip A0i 5o vl nbom ding i
chrre’ 1 bukin g (34%4), chiing mi (1236, kb miag (74, phiptim nhaah (7).

Trong dithis i) bump ciim heiimg aee (1én din % tulin), ciie 16¢ dyng khing meng wrali stz gap nisdi Hén quun 8bn vigo sk dyng
quetiapine & md cin v llsnh (g migo [0y B malka ol 395 trir Hi i £ 18 mie & nbdim dlng quetispine it shit plip dfi 5o v nhim
cliieg g duge) 1 buba ngd (33%), chéng mt {18%), mit mai {11%). tang cfm pidic dlwben dn {9%], budn nfa (E%), ndn ($24),
nhfp b nhank {795}, £ migng (7% it tng e (6%alk

Trang mist thir nghidm wif quetjapine dang r-h"mhmllzh R i (R turfin) & 1 em vl thaanh thidu nbée (10 dn 17 tuli) b trin
cim lufing #igc, trang 46 hide qusk Khing dmo thift Lip, cic e dung kg mong mishn thirime gip ohil 18 qean dis vite =i
g quetiapine phing thich ki dii { i 6 midc tir 5% trr Hn vi it it glp i =0 wivi ik dusgo) Hching mi (%), tik chay

b mfts { $%c).
s e bt mhid e clidy tr tning queniome rong i sghits rgin Ao,

“Tim thn piin ¢ (thank thidu nin 1517 thi): Nisimg phie hidn sua dily dua trn mdt thir nghidne ob 5§ chirug gld duge kéo
¢l fi tufin, trong &b quetiaping cuge i dyng vl liew 400 hoje B0 mg'ngiy.

Bemg 13 Figt ke 18 18 mic, lm o &n phin tram gan bl cna naumdfnu ity mong o iy L trong gui i 8l
et t thin phdn 1R (1 a6 1udi) ¢ 29 trér 180 bénh nbiin dyge ditu tri biing quetiapine {Fidu 400 hofe B0 mpfghy) tmag
a0 Ty B mile & bénh nhin duge b b g quetiopine i nhiil s i 13 1 oo & bénly riin e Fiku tr biog g duoe

Ctie tic dyng Khimg mong mudn o thi Fitn guan dén Tidu vir the nalt cao hon & nhim 300 mg 50 vél nhim A0 g bany phiaii
chéng mfil (§% so wdi 15%), khi miing 485 5o wirl 108 b nhip Gm shanh (5% 50 v [1356)

Bing 13: T§ K tie dyng khimg memgg sl srang thir nghildm e sheg o6 i chimg gi duere keo dii 6 tufin AR it 1ri hénk

i thiln phdin 1i8 & bnh nkin tharh thids nitn,

= 2 g wmh

)i Ny

The dyay Quetip- | Quetinp- | Gid drge | Tie dyng Quetinp- | Qudaap- | GiA
lihdimg meng Ine ine (=75} khdimp 3 ne ine dirge
mulin A By mong maon | A@kmg Fllllmg (=15
=73 {n="Td} (m=T3] {n=Tdj
Tuhn ngh " 1% 3, 1% Khi ther P T e
Ching L % 15% ™ Pt bynge % % %
Fohis midng 4% 1 1% Chiin iz 7 1% i
hjp tim W% 1% % Apccrng | % 1% %
e
Khi ehin FT % % i lan % [T %
i dijg
K % ¥ ) Chiy miius % ¥ g
cAam
Sy nhime L) T % Ciing o % i I
Emr % ) %

"B g bus ghe cAc thudt g phis dng bil Ioi butn ngd vi-an tin

% Mk i mharh bao phm i thudt ned hin ing bie lpi ship tim ahand vi nhip xcang shach.

Hignge cvine buéeg care: § (Tod e vib i seiély i ol 30 bl 17 tuii}

Mg phif lign s &y dyn én matthis nghidn e i chimg giii chrore ko dléd 3 tudin, frong & gueliaplie dirge st dyng voi
fisfi A0 b GO0 mg/ndy.

et dyng ihmg mong s furdng eip
Trog 10 phap hurg clm Trdng cype (en dn 3 tudn), cée it dyng kiing may musa thidmg gip pkifit Ein quun dén v s
dyngr quetiaping & n em vé thanh thitu nign (i 1§ sbc i 3% o K vi 13 1 mis & nhim diag gueiapine it nledil g e w3 vl
pheim ding g dugel bt ol gl {33%) , chivng mn {18%6), mil mol{11%s), tayg cim s TR 8o (9%, B i {85, obn
(R, alvip tlm mhand (P4, ks migng (7% v 1By clo (6 %),

14 168 kit 15 18, L tron odn phin rram ghn ohil e sl the dyeg Khdng mang mobs <y ta trag qui wink dida i (lén dén
3t chlng humg |.ﬂ|||]uﬁug_.:|.rtﬂ'."-!-'i-rl'ﬁbﬁn b mihiin dugs digw 1 biing quetinpine (lidu 400 hoke 600 egfoghy) trang dé
o b mic & bgrsh whili dep didu tri b quetinpine dm hoe 1 1 & bgnh nlsin dute didu i bing i duge.

Cibe tic dyng kb moag mnudn co ol Hitn quas ddn libu v do sull cas e & whdon Bk mg =0 véi nhim 400 ng ban glbm
b mgih (50% 20 wdi ST, bl nie (6% so vl 1% wi nbip i ahank (6% a0 wi $34,
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Bang 14: Cie e dyng khing mong mudn trong mit thit aghian Lo shnp oo A chimp ik ditps ko dil 3 win dé didy tri bang
fim birling ey & 10¢ em v thanh thity s

T dyng (uwctisp- ueding- i durge T dyng Quetiag- Qeeling- [T
kbfing moeg ke e (=50 khiav ine 4ilmg ing @l0my | dmps
muin d0mg filHlmg g in =95 (=98] =)

(=05 | (=98 webn
[T ng | e ™ 14% Vo toh 0% % 0
diang it
5

Chaing mil 1% 175 2% un ming 3% e i

ch

Beadiin b it 10%% 1% v ehivp FE s ] 1%
Wt midi 14% P % Hin mé % o i
Tung cim 1% [T % Hamh na0 1% Fi) %
gide: thi &

Hhip im &% [ % Khbchjud | %% % %
nkanh* dy diy
Khé ming i T G Mgt % 2% 3

B [ ) % Thim nhin LTS T 0%

bj mir

Nghet mili 3% i T [hn ban T % T
Ting cin 6% i 1% | D tad % [ (i3

K chiu % o 1% Dicim | % 4 A
Sat 1% % 1% “Fie nghen 3% e (i

xoang
Hieng bing 1% T [ Fhit T 0% [
(mg oo 1% 3% 1% 1
Riomg —

Rt i e gm che thudt el pldin dng bl ki bedn ngl va on thin
% hafp thm whank hna ghm el thedt gt phin img bl loi nhip tim shanh vi rhip xasng nbanh.

Trotsg it thir nghiden dom ir lifu ngln g e 35 chiag gi duge & binh nhén tim thin phis 31 tank thide nidn (kéo &1 6
e, theng £ 12 iva hiki chiengg ygergi thilp B 12,99 (197147) & whom dhimg quetiapine vik S, 3% (4/75) & nhdn diing gl divoc. T
16 xihy s sl the dhyp khéng: rong e g 18 (88 158, run, 553 Jogn npopd thip, gidm win déing, b chdin, g tfm thie vin
g, citneg co, o6 boan wiln ABmye) khong visyt gud 4, 1% 4 biit ki nhd dids i nio, Trong me b nghigm don trj i od dbi
chieng glh diroc ngdn hon & fré e vl thenh Tl ool mbe chimg bung chm ledmg ope (kéo dii 3 baan, Bong 13 1§ oo B chinig
npo B 1 3,6% (T/193) & nhoan dimg quietispine vir 1,1% [ L90) i nlitim ding gla duge,

Bdayg 15 trinls by ianh sdeh cde hénh nhdn od o dymg khéing mong misdi b khd ning 166n guan S bl chimg ngonl thip
truagy this nghitin dion 1 Figan nglin hgn o &1 chimg ik dige & bink nhdn im thin phin it thanh Ui nin (kés dii 6 e}
Trong kg 15 - 16, hids topng vbi ogn trirong e cor bao gl cimy khop, by tuong e viedng e, bl Parkioson Lo gl
wimg khip bk cing v run: Il ehirmg Bgbi khing yén chi bao ghen chimg nghi khong yén; rbi oy vin dimg b ghm ri e
i g e, o8 Iogm viin dbep vh ching méa pifa; vi hiji chimg ngopi thip kbiic b ghm bn chdn vi rfi lopn ngi i
Bang 15: Do tic dyng khdep mong mishn 1ién quen &in ki clving ngogi thip treng this nghigm oo déi ching g disge & bick
il thanh thidu nids méie nh e thln phin it (ko déi 6§ tulia),

The dgng khing mang Qruetingbiv Queliapine Cimetinpine L2 dwgy
mudn dﬂ[ﬁlgflnijl’ Eilmg’spiy thng hgp (=75}
(n="T3) {n="H) {n=14T}
i % n Y% o I i 3
| H04 Logan trunng fye co 2 27 il a0 1 1.4 i 0,0
Farkinsom 4 53 4 34 | 34 ! %
131 clrtrog vgid Kivang vEn 3 FR 4 54 T az 3 )
I ilegn vie diog 1 27 |0 e |2 T4 0 i
i chvimg rgoal (hap khie 1 7 2 27 4 27 0 0,0
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Béng 16 trinh hiy dunh sfich cho bénh nhin of tie dpng khilag monp modn Bén mngnnqﬂjl )l chidng mpnai thep rang mid tho
lﬂgm dom Irj 1w nggdns han of d48 dhimg ga duge & ind em vib thanh b nbés o chimg bung clin bitmg cvc (kéo dii 3
1

Bhng W Cic e dyng kKhong mong mubn Tign quan dén hi ching ngogi thip oog i ki aghifn i bl el i dirga & tré
e v thanh b mitn md: clinig himg cdm hedng cye | (ko &4 3 tudn).

ke dyng khiimg mong Quctiagine Ouctiapine Quetisprine Gid dwre
miuvdn Wimginghy | GMmpfnghy | =193 (m=90)

fm =98 (m = M)

n “ o 4 n W n | %
Farkinson z 11 [ TR E i 1 LI
114 chirng ngii kdng o [ f ¥ ip |2 N (i)
HIEi chirng ngogi this Kide 1 - |1 | [2 F iy

Kol ot phis (g ¢ b i Jege [runeng; Tue cor v i loam via ding
e shary de grong it bt Sifae i 36 vid e b s e o e sidt rvane i Aphiin edw idy S8
S heog bach cdw b v
Mgt fw: Tromg e Ul nghldan Wm sang don tri figs o6 8] chimg gid dupo pham 3368 bjoh nhiin dirg qeetinpine v 1513
bénly nlde ding gi duye, 1 1 =<uft higs it nhdt mia B sb lugmg back cia mrg;hh{ 1.0% WAL & nhimg bénh nbidin cé ol
lapgpragz Pepchh efla fruesg tinnh b e bink tharings vl it sihiit mid kgqu.l. de trong 1dn xet nghifm tilp theo 10.0,3% (102967} & bah
il i cBlu trj by quetiaping, a0 v 1, 1% (201349 & binh shin dige diss i hing gia duge,
Vv ieceamu s
Ngeekd o EML ghil nhidin Uing bamsamingse hayil thank (chi viiu 1 ALT) kbing trid chirg, thodng gua va co i bt plwic.
Troap cic i nghien s thin phin [ & nuist bén, £ 3 bénh nhéa o miks ting transaminass = 3 1in gioi hen tén oo plm
i thiam chitia bink tharing troeg abdm cie thir nghigm of 850 chime gia darss 6 3 80 & nsbin B khokng 8% (20453} & nlkon
g quetiapine 5o v 1% (3194) dnbim dimp gis depe. Trong che thit nghém hmg clm kot cye cip Hnh & ngui Ko, 1§ 18

W nEEn oA e Ing ransaisase > 3 100 giol ban trén cis phan viilam chigu bink thrdeg trong nibdim cle v nghiam o
il chirmeg i dugre 1ir 3 3n 12 rufin B kbodng 1% & o nhim ding quetinpive {3/ S60) vA gid dwoe (3/204). Tink tgng g
eneym gan niy thatmg xdy Fa troag vong 3 to Al tsdos 1rf Wfing: thwflee vl nhand chong trds Loi e tride khi nphiln el khi Gp
tuc di 1ri hing quetinpine, Trong e thi nghigm v iedm cim lnog ey, 1 1 binh ohin o3 ol g transaminase = 3 S
gt hn trén cim phyrt vi tham chidy bink thirmg trong hat i nghiim c6 40 ching gid duye kio dal 8 tuln B 1% (3658 o
eiaden ding quetiapine vi 2% (34T} & nhom cimg gia dinge.
Eidten hesnoglabin
Nigurcri dw; Trong che it aghidm ngin an of dﬁirhﬂ'mfl durge, hemapglobin giim xubeg = 13 gl nam, 12 gl nft frong it
sindt et Mn xdiy re &8, 3% (50477 155) bénh nhén e ditu i bng quetimpine so v 6,2 % (219/35346) binh nhin dage iy 1
bhnp gin dinpe. Trong eo s dif 1y o cle thinghign 1m shing i il chirmg vis Kding 48 chimg, tirh hereoglohin gitm
xubmgz = 13 piell. d nam, = 12 ghdL & o trong & nbdt mét Hin iy vt 1% (2277/20729) bénh nhin dumpe dif irf bing quetian-
ine,
Civr thife e sl foe it brong anede 1
D e coc 1l Tty hbo ofio oho thiy két qua dieng tink gik trang it nghiim mids dich enzym nede o dii v methadoes v
thissba ohéng trdm chm baviing & nhing bEnk nhid 45 ding quetiapine. 5w thin trpeg ki gidd thlch Klt aquadh st 1II_E|.IE:I1I siing lpe
Thasic. tratig e it dirong i S5; v cde thude ey wh ofn xem xé xhe nhin bling k§ Ut phin tich tay the {vi dis, phimong
phig siic ky).
Ngirf L Ser ainh i eAe nbim ein eie Ui nglidn thig hop et 06 ching gid duou dh thily khay 6 sy khic bigl ob
nghin thieg k& gitm quetinpine!gii duge vt 1 binh nbia gip phdi nhitng thay di quan trang & cée thing st it ifun &, ba

Kehesding T, 0T vis PR. Tuy when, iy 1§ lfnh shiin dip tnp véi che fidu chi v2 ahip G ihanb duss 5o il trong 4 thir

nighign i 2ng c6 481 chimy g5 duege kéo dai w3 ddn 6 mdn & dia 1] m fhdn philn [# Gwe thily G B mic 6 mhim doms
quetinpine 1 1% (4399 30 vol 0,6% (17156 ) & nham ding gia dug, Trongs ¢he tir nghigm hmp cim hatmg cpo chip fink (do
ie} T, 13 1 bénk nhiin dip dng ehe Gl chl vd mhjp 1z nhaob 1 0,5% (1/192) & shden ding quetispine so vai (% (07178) &
il dimg id cheoe, Troog cde dar nghifn hung cbm bromg ey odp tink (héral, 1 B hama ahifin dip dng che G50 chi limg by
Li (1,6% { 1/168) & nhom ciirng guetispine so v 0% (0I71) & ohdm gid dwoe, Trong ohe thit nghidm 1eim cim loiing ey, Kiog
i boh ihin ndo o nhip tim tiag i 120 aldp'ehit Vige sir dung quetizpine <5 Fién quan dn sy pia Bng nhip tim Mg
binly, duse dick gia Bng dign tim al, 12 7 shjp wedi phit so vod sie 10ng frong bink 1 nhip mdi phie & binh nkdn dire pid
dizipy, Xu lindeg 15m8 nhip im nhash nhg niy & ngain Lo ed (he B guan an ki g ghy moclo thay i tir oiin
ijuetinpine.
Trd e vl rhoarels thide prlde,
Tromy 16ir nghifin 1 thin phin 1 clp tnh (6 win) & thenb Gia mign, nhip o ding (= 110 nhipdpidg sy m & 3,25 (3/73)
bétnh nhin dimp qoetiaping 400 mg vi 8,5% (5/74) bink nhin dieg quetinpme B mg eo vl 0% (WTE) binh nhin ding pia
durpe. Mire tng whlp tim frong hinh B heot & 28 hpem vi 112 b & alies ding qoetiapine 400w vh 800 ma, so vai mire
gidim 3,7 by & nbidion ding gl dangre,
Tromg thit nghiém himg ehm huag eue clp tinh (3 tubn) & é em v thanh tide nien, nhip Ge g G 100 nbipphin sy o
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Clpgiy C6 Fhin .00 T by i d — (AN Bl L
1,1% { L&y bk nldn ding guelapine 400 mg vi 4. 7% (4/85) binh rdsdi nivin cpetispine 600 10g 5o vai 1% (098} benl nhio
diwg gt die, Mire tng nhip tim trung binh I ke 14 12,8 bpm va 13,4 bpm o phedm quetiaping K mg va 600 mg, se i
mire ghé 1,7 bpne & aluim gid dhege.

Tress tadt thi nghiden quetiapine phing fich ko dal (8 rulin) & ¢ em vib thauls fhifu nitn (10 dn 17 i} s el cdm lulng
Wm Eli, e o 1B quit kiing dupe thigt b, ahip tim ting (> 110 bpm s 10-12 todbi vt 13-17 msdi) sy 58 & (7% BEnh
shiin ding quectiapiine phing tivich kéo dii vi 1,2% binh nhin déng gid dlisgre. Mile thng nhip tim trusg binh 1a 34 bpa: & nhém
g quetiapine phéng thich kéo dai, =0 v 0,3 bpm & nhim g duoe.

Klnh nghifem hdo mbi

Cae e dyng khang mong snein su diy & dipe xac dich quih trink el dyngs quieiagine soe khi dua ra i neimg, B vi
nhimg phiin fng nity duye bédo cdo mie cich 1 lﬁmmﬂ. thié o oy md khiayg chdée chin nén khidng phii Tie ni ciing
o 1 b hieh e skt gt ey hdic tRESE 13 mii qun b whils quél vi vige phus shidu tude.

Cile i dyng Ebfing ey msdn g ban cho o ir khi dun thete ra thi rstmg of lite quan jm thai dén [ben phip queispine
hoo gom phin (e phan W, binh co tim, phin (ng thusde vii ting b chu & toam v e trifu ':Im'mri::ﬁ‘- ihin [DRESE], hy
pob g, vidm cor i, tifu dim ban d&m, vigm uy, mit ki b, thés oo vin, i chimg té honmane o bai nifu khonsg fsich
hp (SLADH), hi caieg Stevens-Toheson (5153, hogi 10 thigug W ohidm djo (TEN), ghint s [irqmeg i cha, phiin dmg o
nghiém ergmg (hao ghm vila gan, Lioal i gan vi suy gan), il boch chu hat, the raid, tho bin, thily b dpi mréng, bi GG,
nigumg thae ki v, R chidng meyn s mgog han tedn ihdn dp tinh [AGEP), fiah trang 6 b s vidm mach mfin & de

THONG BAC NGAY CHO BAC STNHMNG TAC DUNG EHONG MONG MUGH GAT PHAT KHI SETDEMNG THUOE.

11, ud 1 vib ciel i ol

Tridu chimg

Treng ehe (b nghddun Mm sng, 48 ¢ bio cho vé ety hop afag st khi ekl cAp tirh lén @n 30 gum quetiplve. T
Bét cac bénh ahin dimg qui 1y khtey gip phil phis tng Bt lei nbo hols hid phos hode win s obe phyim dmg i dugre hin
e, Ta wimg 4B duge o ebo trong mi i aghidn m sng seu i dimg quit fifw 13,6 pai quetinpine dom doe Bhin chung,
el diby hifu i tridu chimp dvoe hilo cdo ki do Bing qué nrire cie tic dung duge B i it el thede, 10e f butn ng an thiin,
nhip ey pbanh, ho hude 4p v die tinh khing cholinergic ban gfm i i vi é sang. Bénh nhdn mde binh tim aspeh oing Hr
trigtie e 1hié Bng ngey co b dnh hutmg e qué i (em Cank bdo w didi Inpvg Ri mir g thinde), MEH trudng hop Lifn quan
#én qui Tiku khodng 9600 mg, ob lidn quan déa ha kali min vé Block tis 0§ mit. Theo kinh aghitm sou kil o theric ra thi
trstag, 88 e truimg hp tepe b e v vige ko g Klodng U1 da dlng gu litu.

Cilely wir tri

Thils lip v duy (] dudng thér, dfm b cung cip exy diy dil va thing kil Vige deeo 66l iim mach rén it Qe ey WP vire v
then déi dign 1Em db Klén tye b phat higs ehe pll hows abip tine cd th iy m.

Evbia trf frid chieng v b gy,

12, Ce ik tinh duyge lye hge:

M ATC: WIS A HO4

Ak doege 4 thode chéing loan thdn, diszepin, mxepin v thimepin

Corehid the dung

Cor vk tée dyng cia quelinping feonp e chl deh néu trén il cheen 1 rimp Ty nhiin, i qul cla quetinpine rong cic chi
Ajth miy o6 (h duwge dide chish thing qua a7 ke hyp g hogt tinh &8 khing trin ity thod duoenmine bogi 2 (1) v thy th sero-
sonin logi 2 {SHT3). Chilt chayfn boa ob hogl tink, N-desaliy] quetiaping {rorqueelispics), b bl o wong br o thy thés Ty,
il host tinh bm s & Ty thé SHT ., 36 voi tude gic (goelnpine).

g tie dijng duge lye

Ouetiaping vh chilt chuyde hia cin quetiapine, norgquetiaping, ob & Tys vl ahita thy thé ofin truyde thadin Kink v o ks v
nurquetiaplive thirmeg o8 & 1ye eno how 1n ke voi quitispire. G38 1] K; cha quciogine vi norquelizpin: & dapumins Dy 1428/
09§ phd, O Dy d26MEMM, & serotonit $HTy, 10407191 o, & SHTya 38529 obd, & histarnbn By, 4,47 Tabd, & muscurinic b,
| OBGRB.3 M, vh & sdrenergie agb 14,646.4 nid i & cie thy i a3 teong (g 16 617/1290 M.

Cuetiapine vi norquetispins khang 4 i e ding k v cie Uiy the benzodinespine

Anir Burcvag oin baodag OT

Treng cdc thit nghiden 1 sdng, quetiopine khiag lign quan dén vige ting ko dii khodng (7, Ty nhién, dah butng din khohing
T khisng chage dirk gid mit cach b [ Thl'inulr:m,g mid nghibn i QT kf Ledng. Theo kink nghin e khi tun $uobc rin ilij
tebmg. i ob whim trrimg hop dpe béo oo v vile kén dii kbodug OT & ribimg binh akin sie dysg qul lifn guetiapine, &
nhitng bénh sl nafc binh déag thil vi & ahting hinh nhin ding dusbe ghy mét cin bing diga gitt hode tiag khodng OT.

13, Cée dae tinh dange dfings bpe:

Hdip thu

Qitingine droo b tha phanh sau khi wing, dat wrding & dink trong huyét toomg s 1.5 gitn Dang vign nén quetiaping ob sinh
kha ddyng 1005 5o vid daag dung dich, Sinkh khd dyung cha quetinpine hi #mh budeg ohe khi dimg elmg v e e, wi gid i
e v ALIC thing Ui Dot B 25% vit 15%,

Phin b

Quatinping dirpe phin b rgng kbl o the vél i tich phtin b biby kiln 12 10 & Likg. 83% thobe gin két vii protein Pyt
tuong & vbng 46 dibu ], n vie, quitiopine khdng ink hudmg dén s ghn 501 cde warfirin hoje dinzeprm w0 altusnin huyst
lssiah mgustv, Marere Bal, wrfarin vib dinzspans dho kidng Tim thay 46i si7 gin kEt i quetiapine.
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i 8.1, T iy ghin 2k dung thufip— OMNTVASTIN S0 )

Chuydm hfia v (il trir

Qe khi g et 1 duy nhit “Coquetiapine, dut 19 libu diog dharre bl it dui dpg iadng dbi, cho thiy quetiapme dige
cliuyin hia g, Ehodng 73% fiky ding duee bl i frong nude tién v 209 | ding duos bbi 16 voog phin.

Chsetiapine disge chivén b mgnh 0 . Con dirimg chuyén bia chink 13 sulfid heéa think chit chayén hia sulfoaude va oxy
héa thdiih chiit ﬂ}u_-.hhﬂn phe acid; i hai ot charyén ban dbu Khing o hogt tinh dirge . Cia nghica o v sir ddyng
microsme gan ngwi che thiy isenzyme cylochrame F450 344 fam gha vio qui trinh cleytn han quatiapine thimh chil
chuydn ho sulfcide dainh aimg Knang o hoat tloh v hom gia via gai i huydn én think el cloyén hia o hopt ik
i M-desalky] guetiapine.

Mgt fimy

Tiie: dyung i quedinpine chis yéu B do oyt chil ghe ban i (quetingine). Duge diag hos khi ding da i el quetiapine 9 1§
v ¥ trony Kludng Lo dargn khboydn ¢l sl dung frong [Min sing i s tich lily quetiapine ath {1l dur Jodin dhroe khi ding

it fidu, ‘Tl trir queetingine cbv yiu qie chupdn hiia & gon vii thiss gian bin (i g binh khodmng: 6 gils trong khodng lida

Sirere khanefn o 80 dyng roug 13m sing, Padingg 0G4 1 tqg;ai din dinh die kifm 52 dot dupe trong wing al agly s khi dang

thudic, Quetiapine khang ol nsimg vio qui triah :Imm eiia che thude dmpo chidan hda bin enzyese cytochrom PA50,

Tié emr v tharh thidse i _

¢4 trgng thai An dinh, dines 88 hee ci hogt chit g ben b {qetispring) & ind e vk theabs thaitu pidn (10 &2 17 tihl)

e 1yt rebur é et K, Tuay nibdin, ki dhpe dida chial: theo Fita vi cin rding, AUC it ., el hogt chit ple han dio thip

hin i Dt 41% vi 399 & tré em v thanh thits nién so w0l mgubi 1, [é1 v chit chuydn e co hoat tnh (uonpeiapine),

ALIC & oy & 178 2i vk thash Ui miges 10 Ige can hom 5% i 31% 50 vl nguii om, Khi g didu chin thea 1l v cin

niing, duge Hing hoo cha ehit chiyn hie norguetispise |a tuomg L gidin tod en, thanh thille nidn vik gl |6

T

ik hanh thil khi dimg thed ﬂn:mgﬂm; i quetlaping p,-i.lmml:mgitl}cu.ulm!ll i 65 b, 09} vl nguii il {n=12),

vl o6 lleé edin diBu chinh N

it tink khidng dnh kirdrg &n g dfing ho cha quetinpine,

{niiyy ¢

Chiting T khing dnh hudng $én duwge g hipe cla quelipise.

Hile e

Vit thasfis ks dnh Tuecing b thanh 1 (nsbe khi diwg then dutmy whug

Sty e :

Bidavh nbtdin sy thi ngng (Clce = 10- 30 mLiphit), 73 o', 0= ) o6 o thank ilal lung hink. cpoa ety whnig thilp hon 253w

wih o b thurmg (Cles > B mipiiie] 73 m?, = 81, nhung nfng 8 quetiapiie rong huyét eong & npei b sy thin

st o Khodng ndig &3 & nguisi bink tirmg dimg clng mi k. Do de, khitng el didu chixh B#u & shimg Biahnhan nby,

Sy el .

Bl whAn suy gon (0= §) b 40 thanh hai quetispine khi ding dning niinp trung bl dip bon 3074 e val ngwid binh thebag,

0 2 womg 56 & benh nliin suy gan, AUC v Cpayy c0 hom 3 lin so véd nhitmg nguti ke meh.

Vi gaetiapine thige clayén hon phidn gea gan nén plng & quethplee ong hunebt fipong duge dir dodn s& con by & bl nhin

sy gan va ¢ thi cin dido chink lde.

Ciic diinh @il i vitrs wh e dyng oin cde tubs khde 861 i duye ding hoe cia quetiapine dige Wi it trong bing 17.

Baug 17: Anh herdmg et e Jogi thwifie kieic oén dnpe dijing hos ci quetispine,

B Thunic phii Litu didu e Ank hedag d$en duye ddng hye cia qupln
e TI:I!H:_pEﬂq b {Jwctiapine

Pheryyieln V00usg 3 Wivngdy | 200mpx 3 nmgly | T php $ n o thanh thii qua dibng uing

Dl A00mag % 2 livoghy | 150mg x 2 Wninply I'm,ii’.'ﬁnéug-ﬁ:ﬁldnlmnghnﬁtlwm A irang
thdi fin dinh.
Khiing drh hirrg dn s hip i hojie 4 thanh thid
gju dirimg wing

Thiarkdazine 200ug x 2 Pvnghy | 300mg x 2 1innghy | Ting 65% 39 thanh thil quo deimg uing

Cimetidin A mg s 3 lningdy | 150mgx 3 laingty | Cidm 20% 0 thanih théi qes distmg wéng

trang 4 nziy

K stoconeeol 200 mg x | Vininghy | 25mafdnmgiy Chldans 849 33 thanh thi qua detng uing &n din

il v chd trung 4 ngity AmmwﬂhFMHMgﬁﬂﬁjrﬁn

LCYP 1ad mank)

Fluonetine g/ liininghy Uieng x 2 Wnnply | Khing e thisy 040 dupe ding hoe & trang thi fn dish I
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Cinyg ty Cf Phiin 5.2.M T hadog At it dungg ol — QMNIVASTIN 50 11
Tieni porm i Tmgx ? nfnghy | I00max 2 Bningly Kiiog ¢6 thary 401 ducn ding boe f irang thai dn dnh

Haoperidal TAmpx2 nnghy | 300usg 2 ogly | FonAag e ehay ail g difg bac i rong 15T dn dini

Risperidanc Jnig x 2 Bringhy Wolwng 72 Bindrnighy Ehing oo they 881 duee diap Boc O g Ll én Gjoh

ﬂaimhﬁﬁimﬁ# i viteer chio thily quetinping vi 0 ehde chuykn héi ciin thad it e we durg iz €hé chuyén han in vive qua
irung ginn cic cytochrme CYP | A2, 209, 2C19. 206 v SA1. Quetiapine & Lk 750 mihaky khbog dnh Inimg dén dupe dieg
e 1k Iy niadt it antiparing, lthium, hoge lonmepan: (Bdng 18) (xem Tz ide Hanic).

Bt 18: Anh husinag cita qeetiapiae ofi v6i duge ding e chia ce ihube khic.

Thude phii Litu dide tr} Anl hrdng dis duye ddog hpe cia ke diedc kide
hep Thude pledi hep Quetinpine
Larazzpsm Hmg dem lidu 260inps 3 Mivngly | B4 thank i qua detmg ubieg el lrzspam gidm
2
Diiviipross SOteag 2 2 Hinmggly | 150ung a2 Boingiy | G vh AUC eiia aclel vulprmis ty do i trpng thil Go
dinh gifim 10- 2%
Lithim Lén#n2400 mp! | 250mpx3 Hengny | Kbong dnh hudmg din dugs dive e & rang thil o
gy wiil 1Hu lgng il e Kilfum
2 Hin/ ngdy
Antipyrine Iz dom lidn 250mg 13 Bagdy | Ebdng dnh hirdag it 4 thah thal ein anipyrine
Tuoe syr Bl 1 che chil chuyén hia cin antipyrine
trang med: i

14, Quay wich dhag gii:
Hip § vl 10 vigng 1 AludAluvd AlPVC,

Hip 3 0= 10 vidng Vi Alw/Alu va AlwWFYC,

Hap 5 vl x 10 vidag V1 AlufAl vd APV,

Hap 10w & 10 vidn, VI Alw'Aks vd AlwTYC.

15, Pika kifn his quin, hgn dbng, G2 chlin chit egajg oin thbe:
Dikn kifn bao qudin: Mai khih riin, nhidy 83 khing qui 30°C, irdnh deh snp.
Hgn diengs 36 tiing ké tir nply sin wabi.

Titu chudin chilt legug cia thude: TOCS

16, Tem, Ofn ehi cdn oo s sibm xude e

ﬁ CONG TY OO PHAN 51,0

I,ﬁsﬁﬁl.ﬁhuu]nfnﬂﬁh'fﬁrﬂ Exdiug sib 2, Phartmg Tiln Tpo A, Quin Binh
T'dn, Thanh phét 115 Chi Minh
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