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™ Sawr QUETIAPINE 100

Dé xa tdm tay tré em
Doc kj hudng dén si dyng trude khi ding
Thuéc ndy chi ding theo don thudc

THANH PHAN CONG THUC THUGC

(Cho 1 vién nén bao phim SaVi Quetispine 100)

Thinh philin dugc chift:

Quetiapin (dutN dang quetiapin f ) : 100 mg

Thanh phdn 4 dugre: _ o
R S A 402, o sieh prool oo k0%

DANG BAO CHE: Vidn nén bao phim.

MO TA SAN PHAM :
Vidn nén Al bac phim miu vang, mdt myt cé gach ngang™, mdtmat tron.
(") Gach ngang trén vidn o6 e ding o bé ddi chia M.

CHIDINH
SaVi Quetiapine 100 dugc chi dinn:
- Do trf tmn thén phan gt
= Dibu trbdnh i loan kidng cuc bao gbm:
+ Difu trf e con hung clm 1 trung binh diin ngng Bn quan dén bénh i loan

3ng cyc.
. Numﬂmdtnnnwclnumvﬂblnwpur.
+ Phang tai phat cac con hung cim hay trm cm & bioh nhln 16l losn hdng
cyc ddp Ung du trj vai quetiapin, R
\...'.-% %

m-‘ B
Liéu lugng thudc sd dyng duse tinh theo quetiapin \
MBI 115,14 mg quetiapin fumarat tuong duong vdi 100 mg quotiapin.
Nguot idn
Osdu trf them thin phln Wt
Quetiapin nén ulng 2 ningdy. Téng b mdt npdy trong 4 npdy dibu trj dllu tén 1n
Wotia 50mg (ngdy 1), 100 mg (ngdy 2), 200 mg (ngdy 3), 300 mg (npdy 4). T ngdy
e 4 178 01, idu ding ndn duge AWy chinh Gin Mu cb hidu qud, thudng K1 300 - 450
mg/ngdy. Tuy thubc vio dsp dng Mm sang va khi ning dung nep olia BIng bénh
nhdn, iéu ding c6 thé dibu chinh trong khodng 150 - 750 mg/ngdy.
Drdu trf cdc con hung cdm b trung binh dén nding Mn quan 86n bdnh 18 loan IuBng

cye:
Quotiapin ndn Lng 2 ln/ngdy. Téng B6u mdt ngay trong ¢ ngdy didu trj ddu 1on in
lugt I 100 mg (ngdy 1), 200 mg (ngdy 2), 300 mg (ngdy 3), 400 mg (ngay 4). Tang
dén li6u. dat 800 myingdy & ngdy th 6, khdng ndn tling qua 200 mg/ngdy. Tiy
thudc vito 84p Ung lim siing vis khil ndng dung ngp cla ting binh nhlin, ifu ding
©6 thé didu chinh trong khodng 200 ~ 800 mg/ngdy. Liu hidu qud thudng trong
Kkhoding 400 - 800 mp/ngay.

Dby trj trdem cdm W quan déin bnh 181 logn ang cyc:

- Gumt 6n BOng 1 nngay | Kt g, Téng u&?ﬂm‘
zuaa&mzwunu 1), 100 mg (ngdy 2), 200 mg (ngdy 3), 300
mg (nghy 4). Lifu ding hang nghy dugc khuysn cdo i 300 mg. Lifu Kn hon 300 mg
nén duge bt ddu b cac bic i cd kinh nghigm trong dku i 181 logn kidng e,
Trong tiing trudng hop, céc thir nghidm 1m sang cho thify riing o4 thé gldm ¥éu
xuding 200 mg.
mmwmmmmmwmmommmmmw

D6 phong tal phat cae con bung cam, trm chm hay hdn hap trong 161 logn kidng
cye, bnh nhdin di dép ing dibu trj véi quetiapin trong dibu trf r8i loan luBng cye clip
Snh nén 1p tyc didu trf vai liu tuong 1y, Liu c6 thé duge didu chinh Ky theo dip
Ung ldm sang vil khi nang dung ngp cla titng bénh nhan, trong kholng 300 - 800
mgingdy, 2 ningay. Liéu thiip nhift cb hidu qui duge sl dung 0 didu trf duy el
Nguodi cao tudl
mwmmmmunm.mwmmwmwa
ngudi cao tubl, dikc bidt trong giai doan bt ddu sl dyng thubc, Thn sult dibu chinh
bu o6 thé clin phili gidm va iéu Blu tri hdng ngy thp hon o vai nguditrd ki, Ky
theo dép Ung Wim séng va khi nling dung ngp cla ting binh nhin. DY thanh thii
cla quetiapin & naudi cao tudl aldm 30 - 50% 50 vai noudi b 18]

Trigu chung ngop! thap

Citc nghidn cdu lm sang 461 chung oli duge & bénh nhain ngudi I8n cho thily
Quetiapin c6 lidn quan dén sy ting ty i mic cdc tbu chdng ngoal thép 50 val nhdm
GUng gkl duge & bénh nhikn AW ti cho glal doan trim cim nding trong bénh 181 logn
Wang eye.

Sir dyng quetiapin lam xudt hién tinh trang bdn chén bt an (Akathisia), Guge dic
trung b1 s bBn chén, bE! an chil quan vi phil & chuyfn thudng xuyén khdng thé
ng6i hoBc ding yon. Dibu ndy co thé xiy ra trong vl tufin dfu &u tri. O biah nhin
xuthign tridu ching niy, thng L cd thé gy hai,

N xullt hin cic difu higu v triu chiding clia 161 Joan v 69ng muda ndn xem xét
trfim trong holie xulithidn sau
Budn ngil vi chdng mit g
Giing nhicdc thubc an thikn, dibu trf vai quotiapin c6 thé gity bubn ngl va céc 1fu
ching lién quan, Trong céc thil nghim lm sang diéu tri bdnh nhdn trfni chm ONg
cyc, khd) philt thuding trong vong ba npdy du trf Biu 58n vi mdc 89 chi yéu i nhe
@8n trung binh. B4nh nhiln bubn ngd cuding d0 niing phili thi khdm thudng xuyén
mnmuzmanmwﬁmmwwmmmmm
thign. Bénh nhan budn ngl cuding 38 nling co the phill ngiing difu tri.

Hy haybtap tuthé ~

Quetiapin <6 hé gay hy huy§t8p thE 8Ung vl chéng mit. Ha huylt 4p i thé thudng
Kndi phiit & kéu kndi dfL vA gial doan du chink iéu. Didu ndy cé thé lam ting nguy
©a chilin gong do tal nan (ngi), 38C bRt S nhilng ngudi cao tudi. Do 66, benh nhiin
nén ?in rong cho an khi quen thudc véi nhiing tc dung khdng mang mudn cha
thube

Thin trong kN s dyng quotiapin & binh nhin cé binh sm mech, bénb mach méy
nllo, holic cic tinh trang binh Iy khc o6 th gy ha huydt 6p. Néu ha huySt dp thé
@dng xy ra thi ndn xom x6t pm Hiéu holc ting Kl I 1, dlc bt & nhiling BNk
nhiin o8 bdnh tim mach.

Hoiching ngung thd khi ngd s adiictl s

MBI ehing ngung the K ngil ¢ ng
WOMNmmmmmmmmﬁmdmvﬁnw
6 tén 50 hodc o0 nguy oo ngung thd khi ngd. nhi nhing ngudl thira cAnbéo phi
holic nam gidl, quetapin nln dugc 53 dung Mot cach than trong.

Dgng kinh
Trong céc thi nghidm 1m sang d8i chiing, khing o6 s khic bit vé ty 1 co gigt &
MM‘*M”WM“MM&&HUV‘Q»&WO
banh nhiin c6 8én s «8i logn co giit. Ging nhu thuSc ching loan thiln khic, cn
thiin trong khisd dyung quetiapin didu tr biah nhan cé tién s co gigt.

Hoi chung 8¢ tink do thudc an thin

HYi ching ¢ tinh o thubc an thiln kinh ©6 ldn quan dén vide difu trf bing cdo
thubc chéing foan thiin, ké ci quetispin. Cdc bifu hign IAm sing bao gém ting than
nhidt qué mide, they 8 trang thal tam théin, co cing oo, hé thiin kinh ty chit khéng
&n dinh vél ting creatin phosphokinase. Trong rudng hap nity, ndn ngung quetiapin
vik didu te thich hop.

Gidm byoh chu trung tinh va mit bach cdu hat

Gidm bach o trung tinh ngng (< 0,5 x 101) hiém khi duge ghi nhin trong céc th
nghidm M skng vé quetiapin. Hiu hét cde truing hop gidm bach cu trung tinh
ndng xiky ™ trong 2 thing dfiu &iu tri vai quetiapin. Khdng oo mEi Bn ho rd rdt vol

ba T 00 thé by @ gien DECh Chu Hung Unh bao.

nhibn, mot 5 trudng hop xdy ra & nhiing bnh nhin khdng o6 ylu 18 nguy ca. Nén
ngUNg dung quatiapin & bHnh nhan cé bach clu trung tinh < 1,0 X 101, Ndn theo ddi
difu hidu va ridu ching nhidm tring va iudng bach clu trung tinh & che bénh nhitn
nly (cho aiin khi lugng bach clu trung tinh vugt qua 1,5 x 10%),

Gim bach cfiu trung tinh cén duge xem xét & nhang bdnh nhian nhidm tring hosc
551, G3c bid1 trong trudng hop khang ob cic yéu 15 nguydn nhan rd rang, va phil
Guoc theo ddi vé mytidm sang.

B§nh nhan cén dugc tu vn 66 bio ngay khi xulit hign cdc diu NYUASU ching Wn
quan dén milt bach céu hathode nhidm tring (vi dy =61, suy nhugo, thd 0, hodc dau
hong) bilt cu Kic nd o trong khi didu trf voi quetinpin.

Téc dyng khéng acetyichotin

Norquetiapin, mét chilt chuyéin hda c6 hagt tinh cia quetiapin, 64 di Iyc trung binh
ain manh voi nhidu kidu thy thé muscarinic. By ndy gép phiin philn téc dung
khding acetylcholin khi quotiapin dugc sd dyng 8 #éu khuyén cio, khi sU dung déng
ol vai ede thusc khdc c6 tiic dyng khiing acetyicholin, vii trong tnudng hop qué
Hiéu. S dyng quetiapin thiin trong & nhiing binh nhiin dang dung thudc cb tinh
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TURU QUE VI BT IAETT U QUSRI CITUE UG9T TRITT gRE O DRI NN URm cam son
quan dén ri loan IBng cyc trén 65 tuéi,

Tré om vé thanh thiu nién

Quetiapin khdng duge khuyn cdo ding cho trd em va thanh thiu nidn oudi 15 1wdi.

Suy thin

Khéng céin diu chinh Ildu & ngudi suy than.

Suy gan

Quotiapin chuydn hoa & gan. Do d6, ciin thiin trong khi sd dyng quetiapin & binh
nhn suy gan, dkc bigt & glal doan ddu Ao tri. Bdnh nhan suy gan ndn bt afu aéu
trf vl M 25 mg/ogdy . Lidu néin duge ting hang ngly khoding 26 = 50 mgingdy cho
a8n khi dgt hbu hidu qui, thy theo dép Ung IAm s&ng va khd ning dung nap clia ting
bénhnhin.

Ly

- DSivaisbu 50 mglin: B4 dOI vien thubc theo gach chia trén vidn, udng % vién.

- DOl vl Mu 25 mgAlin: Ding chll phiim SaVi Quetiapine 25.

Céch ding

thudng. Kndng
béc si hay duge si)

CHONG CHI BINH

- Qué min vai quetiapin hodc bt ky thanh phln ndo cia thube.

- Mwmmwmmmﬁemm‘mn&oww%
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natazodon,

CANH BAO VA THAN TRONG KHI DUNG THUGC
Tréem

Quetiapin khdng dugc khuy&n cho ding cho tr em v thanh thilu nidn dudi 18 tudl
do thifiu d0 Bu cda thudc trong nhdm tubi ndy. Cac thir nghidm lam sang cho thify,
mt 86 thc dyng khdng mong mudn c6 tn sult xdy ra & tré om va thanh thiu nibn
a0 han & ngudi I6n (tng tham in, prolactin huyt thanh cao, ndn, vidm mal, nglt)
hodc o6 thl cé nhing tic ddng khidc nhau & trd em v thanh thisu nién (tridu ching
ngoal thip, dé bj kich thich) vit ting huy§t dp. Anh hudng dbin chic nling tuyn gidp.
cing A quan st thily

</

cdo thi nghiém m sang & trd em va shanh thidu nién didu tr| Benh thm thiin
phiin Kt hung cm Bng cye vl trlim cdm luding cyc, kit qui nghidn ciu cho thify
cde tru chdng ngogl thip gia tng & nhom bdnh nhin diéu irf vol quetiapin 5o v
nhém ding placebo.

Ty tiied y dinh ty tr

Triém clim $8n quan dén thng nguy €0 ¢6 ¥ dinh ty 12, ty hiy hogl v ty 1 {cde bifn
€6 Won quan 6fin 1y 11). Nguy co nly kéo dal 86n khi bénh thuyén gidm ddng k6. Do
5 chl thign bénh c6 thé chua xulit hign trong vl tulin dlu diéu trf hodic Mu hon ndn
bénh nhan ofin duge theo ddl chat ché cho dén khi banh dugc cll thign déng ké.
Kinh nghigm im sng cho thifly, nguy oo 8y 8 o6 thé tang trong glak doan ddu cda
qué trinh héi phyc bénh. .

Ngodi ra, bic 87 ndn xem xét nguy co tim fn c6 § dink ty 1 khi ngung @iy tr| 8ot
N0 vdi quatiapin, )

Bénh nhiin o6 tién 50ty 1, holic c6 ¥ noh ty B trude khi 3 trj o6 thé o6 nguy co iy
102 wh ©6 § ATy 1 cao va céin duyc theo ddi chat chi trong khi dibu trk. Nghidn clu
1m siing o6 a6l ching gid duge clia thubc chéng trifm cdm & bnh nhlln ngudi idn
bj ri loan thm thiin cho thiily 3 nhém du trf voi thulc chdng trim clm b sy ting
S~

nhn, 43¢ bt 1k Rhng ngudi b nguy ca 1y i a0, nén dUTE thye

hign cing vai quit trinh diéu 1ri bling thudc e bidt 1 trong giai doan dfiu coa quéd
trinh difu trj va khi thay 081 kéu lugng. Bénh nhiin (va ngudl chilm soc bonh nhin)
ndn duge cdinh bao vé sy cln thist theo ddi nhiing fink trang x&u &, hanh vi iy 1
hojc nhling thay dé| bt thudng trong suy nghi v hiknh vi. Tim fut viin v 16 ngay Mp
tic néu nhing tridu ching trdn xullt hidn.

Cac nghién cdu lam sing A bdnh nhan trim cdm c6 In quan 6bn réi loan lWdng cye
cho iy nguy caty 1 & bdnh ahdn dud) 25 tudi 48 dude diéu trj vol quetiapin ting so
vdinhiling ngudi didu trf vdi placebo (tuong dng 3,0% 50 vai 0%).

héa

Céc nghiin cou lam siing cho thifly sy chuyén héa thay a61 theo hudng x&u di, baa
gom thay a8l vé trong lugng, ghucose huySt va lipid, Céc thong s6 chuydn hoa clia
Boah nhn nén duge dinh gid & thdi den bt au G trf v cdc théng 86 nén dugdc
kidm sodt thudng xuydn trong qud trinh didu tri. Cac théng s6 ndy nén duoc theo gl
nhy mot difu hidu lm sdng.

" duang erfim trong ham a81 KRI K8 hop VAT rhid
xiy ra, k€ ci triding hap t vong. Trong mot 86 trudng hop,

- » oy NS FTWIY WYV S WY W SR W IRy
nhdn cé ehiin dodn hidn tal hode Bén sir bl tiu, phi dal tuyén tén 1101 co ¥
nghia 1am sdng, the rudt hode cde binh iy M quan, ting nhiln 4p hodc tang nhiln
4p goc déng.
Tuong téc thude
Si dyng abéng hdl guetiapin vol thubc cdm dng onzym gan mgnh nhe
carbamazopin hay phenytoln iam gidm néng 89 trong huydt tuong cda quetiapin,
Difu ndy o4 thé Anh hubng dén hidu qua difu tr| chn quetiapin. Nnng bdnh nhéin
dang uing thudc cdm Ung enzym gan, chi biit dfiu diu trf val quetiapin khi lol ich
dibu trj cla quotiapin cao han nguy co ngung thudc cim ng enzym gan. Dibu quan
trong 1 bt ki sy thay 48! thusic cAm (ng enzym gan ndo cOng nén thay a8 1 &,
néu cin thift c6 1h6 thay the bAng cac thubc kndng chm dng enzym gan (nhu natri
VM
Canngng
Tang clin di dude bao cao 3 nhilng bénh nhin AWy i) vOI quetiapin va oin duge
theo d8118m sing nhw theo hudng dlin s dung thuse chéng loan thin

¢

ng cn trude ¢ da
dugc bio cdo, dity 06 thé 1d mdt yéu t5 nguydn nhiin, Nén theo dbi lm sang theo
hudng din sl dyng thudc ching loan thiin. Bénh nhin si dyng bt od thubc ching
loan thiln nio bao gbm ¢ quetiapin ndn theo 3o e Ny vé tndu ching cha tang
Butng huyét (nhy usng nhifu, tidu ntibu, An nhibu va mdt nhidu), v bénh nhitn dai
héo Sutng holic o6 ydu 15 nguy co mic bnh ddl thio AUdNgG nén theo ddi dudng
mmmycnmmﬂlammm

Tiing trighycerid, LDL (Low Density Lipaprotein) v cholestorod todn phiin, vi gldm
HOL [(Hgh Density Lipoprotein) cholesterol 8l dugc quan sdt thily trong cdc thd
nghiém im sang voi quetiapin. Thay 65! ipii nn duoc thea dB! lm sing,

Kéo dai khodng QT

Trong céc nghién cdu Iém sdng va sif dung kim sodt thGng ké SPC (Statistical
Process Control), quotiapin khéng c6 téc dung khdng mong mudn kéo dii khodng
Q7. Trong qud trinh s dyng thubc, di cd bio céo quotiapin kdo dal khodng OT &
Mo didu trf va trong trudng hap qui I6u. Glng nhut cac thudc ching loan thiln
khdc, sl dung thiin trong quetiapin & nhing bénh nhin bdnh tim mach hodc 4n s
gla dinh c6 kéro dai khodng OT. Ngodi ra. céin thin trong khi i dung quetiapin ddng

quetiapin chus duge nphidn cdu. Didu trf voi quetiapin ndn duge xem xét lgl 8 bdnh
nhan nghingd bnh co tim hodc vbm ca tim

Ngung s dyng thude

Tridu ching cal thusc clip tinh nhu milt ngl, budn ndn, nhdc déu, tidu chdy, ndn,
chong mit vh kho chiu di duge md th sau khi ngling a4t ngdt quotiapin, Ndn ngiing
sl dyng quetiapin diin dlin trong khodng thii gian & nhit 1-2 tulin,

Bénh nhdn ceo tudl sa sut tri tvd lién quan dén rél logn tém thin

Quetiapin khdng duoc ohl dinh 66 iy tr| bEnh sa 01 trf b én quan dén 16l logn
tAm thiln.

Ciic thil nghigm 88 coung gil duge nglu nhidn trén bénh nhiln mit trf nhd val mot
506 thuSc chéng loan thin khdng dién hinh cho thiy nguy co cdc tic dyng khdng
mong mudn biin chdng mach mau ndo tang 3 In. Co ché lm ting nguy co niy
chua bisL Sy thng nguy co ndy khéng duge loal trir § cée thule chiing loan thiln
khic hoo nhdm dbi tugng benh nhin khac. Nan thiin trong khi sl dyng quatiapin &

nhéin cao tubi bi sa S0t 4 1 B6n quan dén r6i loan tim thin o6 nguy co tf vong tang
20 vOl nhom ding gl dugc. Trong hai nghidn cdu 68l ching gid duge 10 tufin vol
quetiapin, c6 cing nhém bnh nhan (n = 710; 16k 56-89 1GI, trung binh 83 w1, ty
1§ 8 vong & nhing bdnh nhiln dibu trj vai quetiapin Ik 5,5% 80 vdi 3.2% & nhém
aing g duoc.

Kho6 nudt

Kho nuét a& duge bito co wii quetiapin. SO dyng thiin trong quetiapin & binh nhan
06 nguy £ bj videm phi do hit phii,

Tdo bon va the rudt

Tiobon 1 mdt ySu 18 nguy 0o gy the redt. Tao bon va the rodt dB dugc biso cdo vl
quetiapin, b8o pSm cic bdo cao il vong 8 nhiing banh nhin o nguy cothe rudt cao,

- nhilng ngudi U dyng dng thal nhifu thudc Lam gidim nhu ddng rudt virolc cb thé

khéng bio c4o cac tridu ching o bon. Banh nhiin bl the nghdn dudng rudttic rudt
phai dugc theo d5i chit chd v chitm sdc y 16 dac bHL,
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Huydtkhél tinh mgch

C4c trudng hop thuydn tde huyét khdi inh mach (VTE: Venous Thromboembolism)
ali dugc bdo céo voi cic thube chiing logn thin, VI binh nhiin duge didu trf bling
thude chéng logn thiin thudng xulit hidn cic y8u 16 nguy co VTE nén 18t ¢d cle ybu
18 nguy co VTE cdn duge xic dinh tride va trong khi dibu tri voi quetiapin va thyc
hign ciie bign phiip phong nglra.

Viem tyy
mluyancmdomdcmwmmummmwm

Lam dyng v nghign

Céc truding hop lam dyng va nghidn thusc dil dugc blio cao. Thin trong khi ké toa
quetiapin cho binh nhan cé tidn si nghidn rigu hodc nghidn thubc.

Phél hgp thude

D0 8 vé vide phdl hap quetiapin vai divalproox hodc ihi didu tri e con hung cdm
clip tinh 86n ndng con han ché. Twmhm“umpmmﬂyeémﬂ.ﬂuu
Mﬂuhlm‘lmnbunma

Sin ph‘m 6 chila t dugc lsctose. NgUai macW&deMnMdﬂp
nhu khong dung nap galactose, thifu hyt Lapp lactase hofic kém hilp thu glucose-
galactoso khong ndn ding thudc ndy.

SU DYUNG THUGC CHO PHU NU CO THAI VA CHO CON BU

Phy ndcd thal

Ba thdng ddu

Dya vito két quit cha mot 56 bio cdo rdng & vi mdt 56 nghidn cdu quan sit,
quetiapin khdng lam ting nguy cd dj 141 thai nhi. Tuy nhién, céc dd lu con hgn ché
ndn chua thé dua ra mOtkét iun chinh xac. Vi vily quetiapin chi diing cho phiy i cd
thal khi g ich diu tri cao han nguy co dm dn.

8a thang cudi thai kp

Trd 50 sinh 1i€p xi¢ voi thudc chéng logn thén (buo gém quetiapin) trong ba thang
culi thai ki €6 nguy €0 ¢4 tac dung khdng mong musn ngol thap varkodc triju
ching cal thudc sau khi sinh, DA 06 bilo cho the dung khong mong musn kich d0ng,
1ang truong luc co, gidm truong e co, run, budn ngd, suy bd hip hodc i loan an
uéng, Do d6 phdll theo ddi tré sa sinh chijt chd.

Phy nd echo con bd

G4 pay, hdng ln vé pﬂ,Ouamnc‘c
s-mmmeu‘am %ww ilu,“ult‘l’w
nmmoommnmnnmqmmwmmmmamm
quetiapin phy thudc vao Him quan trong cla thudc a8i vai ngudi me.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Vi quetiapin o6 thé gy bubn ngd, ummundnunmmmnnmm
mdy mée.

TUONG TAC, TUONG KY CUA THUGC

Tuong the clathude.

Quetiapin tic dong chinh tron hd thiln kinh trung yang, do 46 ndn thin trong khi phéi
hop quetiapin vdi cic thubc t4e ddng trén hé thiin kinh trung Udng khie vl gy,

Néa thiin trong khi sit dyng quetiapin cho bdnh nhan dang dibu tr] wol cac thuc
khdng acatyicholin (Muscarinic).
QmmmmmbﬁqumPﬁo(CW)Mm
cylocheom P450. Trong mét nghiin ety & ngudl tinh nguydn khde manh, dilng sdng
thai quetiapin (WL 25 mg) vai ketaconazol, mot thubc e ché CYP3A4, lam ting 5-8
1&n dign tich dudi dudng cong clia quatiapin (AUC: Arsa Under The ?  CO
=3 nity, chdng chil dinh ding déng thai quotiapin vai cdie thue o ché

NUAC 6p budi cham cing khdng duoc khuydn cdo ging trong qui tmna‘uuvoc

quetiapn.

Trong mdt thil nghidm dling da thulc ¢é danh gid duge adng hoc cda quetiapin
trudc va trong qud trinh Giu trj voi carbamazepin (mdt thudc cim Ung enzym gan),
kit qui cho thify ding d8ng thoi voi carbamazepin lm ting cng ké 40 thanh thil
clia quotiapin. Ting do thanh thili lim gim sy U6p xuc quotiapin (duge do bing
AUC) trung binh 13% s0 voi ding quetiapin don ddc, trong mat s8 truding hop tic
dng nity Kn hon. Tuong tac nay co thé 1am gidm ning 36 huydt tuong cda
quetiapin ¢dn dén 06 thé lam giim hidu qud dku trf cha quetiapin. DAng ddng théi
quetiapin vol phenytoin (mdt thubc cim dng enzym khac) lam ting 60 thanh thil
cla quetiapin khoiing 450%. Nhilng bdnh nhan dang uing thudc cim Ung enzym
gan, chi bt diu dibu b vdi quetiapin khi It ich didu tr olia quetiapin cao han nguy
0 ngung thubc cam dng enzym gan. Diéu quan trong Ik bt ky sy thay 48 thudc
cdm dng enzym gan ndo cdng nén thay 48 8 1, néu clin thist co thé thay !hé bdng
cde thulc khdng clm (ng onzym gan (nhu nate valproat).

Dugre 6ong hoc ciia quetiapin khdng thay déi dang k6 khi phdi hop val edc thude
chdng trfm cém Imipramin (chéit Uc ché CYP2D6) holic Buoxetin (chiit Uc ché

" Phiin Ung phdin v§ dugc dua vao dua trén cac bao c40 sau khi dua thubc ra th

truong.
“ Trong 18t ch cac thif nghidm 1am sang don trj Ky cd 8] chdng vai gid duge trdn
bdnh nhin co Wigng bach céu khi bt 3w thil nghidm = 1,5 x 10°4, tn sufit xdy ra it
nhét 1 Mn x61 nghddm lugng bach ciu trung tinh < 1,5 x 10%1 14 1,72% & nhdm binh
nhan dang ku tr bAng quetiapin 5o v8i 0,73% & nhom ding gid dugc. Trén cdc thi
nghiém IAm sdng trudc ikhi hidu chinh 46 cuong nghlén ciu 88 ngung thubc d8i vol
bénh nhan glivm bach cilu trung tinh < 1,0 x 10% ¢fin diu trj khiin cép, trong 56 binh
nhan cé kigng bach cdu khi bt déu th nghidm = 1,5 x 10", t8n sulit xdy ra it nhit 1
1in x6t nghidm iong bach cliu trung tinh < 1,5 x 10" 14 0,21% & nhdm bénh nhan
dang didu tri bAng quetiapin 5o vai 0% & nhdm ding gl duge va tin sulit xiy ra &
nhit 1 1én xét nghiém lugng bach clu trung tinh 20,5 - <1,0 x 10114 0,75% & nhém
bdnh nhan dang didu trf bing quotiapin 50 vai 0,11% & nhdm ding gk duge.

= Glucose huy1 IGc 661 2 126 mg/dl hodc glucose huysit tai thai didm bt ky = 200
mg/di xdy ra ft nhéttrong 1 14n xét nghsm.
| Hudng din edeh xir trf ADR

"Néu xdy ra ¢4 ADR non»mwmnowaanomscvumnommmu
dunmm -
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Tridu cixing

Nhin chung. cic dfu hidu va tridu chdng ghi nhin I do ting tic ddng duge Iy clia
thuéc, nhut ngdy ngdt vit an thiin, nhip tim nhanh, ha huy8t 4p v tic ddng khing

acetylcholin.

Qué Bbu cb thé ddn 66n kdo dal khoing OT, co Gift, tinh trang d6ng kinh, By co

viin, suy h6 hiip, bl tdu, 16 1in, mé sing vivholic kich ddng, hdn mé vi t vong.

Bonh nhan cé bEnh tim mach nEng Irudce 46 ¢4 1hE ting nguy cd od céc ac dAng do

qué Blu.

Cdeh xd orf

Chua 66 chiit gldi d0< dic hidu cho quatiapin, Trong tnidng hap nhidm 66 ning,

cdin xem xét aén khit nang do dnh huding clia nhifu thude, tifn hanh cde bidn phip

chitm s8¢ d8c bigt. bao gdm thidt 6p v duy trl Gudng th, ddm bio thang khi va

cung clip oxy dly 83, theo dBi vt hd trg tim mach,

Can cd ti u cong bE, bnh nhlin cd irdu ching hoang Wwdng, kich ddng va hoi

ching khang acetyicholin 16 ring c6 thé diéu tri bing physostigmin, 1-2 mg (theo

61 gifn thm 98 dn tyc). DAy khdng phdi Id khuysn cho du tri chulin vi c6 the

34ng tidu cuc tém dn cda p 11100 B, ©

mumuv‘mmoﬁmmm dyng
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rong.

Nghidin ollu w6 gidm hép thu quetiapin trong qud ifu chua duge thye hign, Tridng
hop ngd dbe ndng c6 thé rira da dary, thiyc hign trong vong mdt gld sau khi ubng qud
1i6u. Than hogt tinh o6 thé s dung 46 lm sy giim hip thu cdia quetiapin.
mongbdpquuuw ha huyst 4p nén dugc aku fr) bling bign phip thich
hop nhu teuybn dich tinh mach vivhoic thusc cudng giao chm. Epinephtin vi
doparnin i irénk dGng Vi kich thich beta c6 thé thm ha huyt p trim trong.

Cén ti6p tyc glim sat va theo ddi bdnh nhiin chit chd cho d8n khi héi phuc hoan
toan.

DUCC LYCHOC

Mi ATC: NOSA HO4

Nhém duge Ij2 Thusic ching loan thiin.

Quetiapin 6 hoat tinh qua céc i nghiém vé téc ddng chdng loan théin, nhw thit
nghim né trnh cé dibu kidn (Conditioned avoidance).

| Quetiapin cling lim ddlo nguge tc dong cla cac chét déng van vdl dopamin, danh
gk qua hanh vi hay didn sinh Iy va 1am thng néng dd chilt chuyén héa dopamin, chi
36 vé hoa thiin kinh ciia sy Uic ché thy th dopamin D,

Trong céc thir nghim tién 1am sng dyf bito khil nling cd triju ching ngoai thip
(EPS: Extrapyramidal Symptoms), quetiapin kndng gitng thube chéng ioan thin
' g hinh va c6 dikc tinh khong didin hinh.

Quetiapin khdng ity the ddng qud miin vol thy thé dopamin D, khi ding lau dal
Quotiapin chi Gy the dong gl nguydn thi (Catalepsy) ybu & cic béu dc ché thy thé
dopamin D,. Quetiapin ching 15 tinh chon K trdn ving ria nllo qua tée ddng U chif
khit cyc cdia che naron chida dopamin & wiing rlis ndo gila nhung khdng tc ding
tréh céc naron thé vin don (Migrostriatat) sau ki dding Wu dAi. Ngay sau khi ding
thudc vt vé 18u ddl, quetiapin cé thé gy loan truong lyc ca r&t nhd tron loal kh
Cebus nhay cdm vdl haloperidorholic khdng.

Cochdtde dung

Quetiapin t thubc chéng loan thiin khdng dién hinh. Quetiapin v chit chuyén hoa
©6 hoat tinh trang huyt tudng ngudi, norquetiapin o6 téc adng trén nhiu logi thy
thé diin truyén thén kinh. Quetiapin v norquotiapn c6 & hic vai thy thé serotonin

mgamnmwumo.uo,cammhmmmmu
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Duge ddng hoc cla lithi khdng thay 661 khi dung phdi hyp y0i guetiapin.

Trong mot nghién citu nghu nhién & tulin, ithi va quotiapin phéng thich kéo dal so
v6i placebo vi quetiapin phong thich kéo dai & biah nhAn trudng thanh vei con
nung cam clip tinh, k6t qué cho thily il 19 tidu chilng ngoal thip, Mpaﬂdu
mmwmammummmmwamm

placedo.

Dugic 89ng hoc clla natri valproat v quatiapin vé mat lam sang khang thay a8i sang
ki kbl diing phéil hap, MOt nghidn cliu héi c0u & tré em va thanh thifiy nle au i
wlmwmedManmMymownw‘ ,
bach ciu v bach e trung tinh 8 nhom dang phi hyp 50 vl nhom
Tmuceﬁ.wvolumo&mmmmwwmm nghidn

c‘n thiin trong khi diang déng thal quetiapin vol cdc thubc gy mat
bii ol KhosagQT.

" 1 dich mathadon v thudc chdng trm cim ba vong co inf

qué duong tinh gid & bnh nhiin dang G4u trivol quetiapin.

Tudng ky cda thubc

Do khdng ¢6 cAc nghkdin cuu vé tinh tuong ky cla thusc, khdag da n thusic niy

vdicéio thudc khic,

TAC DUNG KHONG MONG MUGN CUA THUGC (ADR)

Tom tht ADR

Bubn ngd, chong mat, kbd migng, suy Nhge nhe, t4o boa. g tim nhanh, ha huyt
Apthé dang, vi kho tidu.

Ngét. hol chung ¢ tinh do thudc an thiln, giim bech clu, gdm bach cdu trung tinh
v phi ngooi bidn cé thé xiy ra.

Rdt thudng gdp. ADR 2 10/100

R&iloan chdc nang hi thin kinh: Hoa milt, chdng mr™, bobn ngl ™.

Thudng gdp, ADR > 1/100

- R&ikogn chile nding 1 thiln inh: No#t"™,
-m»mmmnomip.mvtma&mm

R&looncm:nlngmchmau Huwy(llolh‘wnq’
+ R loan chie niing v tdu hoa: Khd migng, tho bon, ko tidu.
~ Téc dyng khong mong mudn tal chd vi todn thiin: swmm%pﬁmuu

wumvmw‘nwmmm {ALT: Alanine
Aminotransierase, AST: Aspartate Aminotransferase)™. »
+Gilim boch cu trung tioh ™.

~Dudng huyét thng 06n mac ddoh iy™

It g8p. 111000 < ADR < 1100
-a&wmmumnmwnmuma««m
-~R6lloan chic niing h midn cich: Cud min

-Can lAm séng: TAng gamma-GT™, ummnwmuuﬂ-ww
tang cholestarci 1obn philn (chi yéu 4 LOL-C) .

- R4\ loan chéc ning hi thiln kinh: Co g™, bdi chung chan run,

Midm gap, ADR < 1/1000 L
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"x.mpMn Cdnh bao vt ihin irong kil ding thudc’.
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quetiapin,

= Chds yu xdy ra trong cac tudin bt dfu didu tr) voi thubc.

* Tiing khong tridu chizng transaminase huy6t thanh (ALY, Asnm:mm
GT da dugc ghi nhin & mot 58 bdnh nhin sl dung quetiapin. ﬂcwnﬂmw
thuting héi phyc khi ti6p tuc didu tr] voi quetiapin,
'cangwmusceoﬁgmnmmwmmqmwm‘
géy ho huyét 4p thé ding, kém theo chdag mit, nhip tim nhanh va nglit & mot 86
bnh nhiin, dc bidt trong giai doan ddu diu chinh Mu.

mmmmnnummnnmwucmmmquwnnn»
ngoal thép cla quetiapin. Ngodi ra, norquetiapin c6 &1 e cao vdi chilt viin chuyén
notepnephrin. Quetiapin vi norquotiapin oling 6 &1 We cao vol ty thé
nistaminergic vi adrenergic alpha,, ¢6 Al e thilp hon voi thy th6 adeenergic alpha,
v serotonin SHT,A. Quetlapin c6 41 lyc kndng ding ké véi céc thy thé cholinergic
muscarinic hay bonzodiazepin,

Ngudl lon
wmmwmmmuamuxwmmmuuu
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quetiapin dugc dy dodn khi ding nhidu lén. Thal rl quetiapin chi yéu qua

gdm mommmmmwmmmmewmmuumm

d 86 xullt Néng db & trang thii 6n dinh dugc dy kisn dat dugc trong vong 2 ngdy

ding thudc. Quetiapin khong can thigp vio qua trioh chuyéin héa clia thudc di

chuyén hda bdi enzym cytocheom P,

Tré o v thanh thidu nién

Oollouduqc d
VoI 400’

& G, & 16 om cao han nguodl Kn. Auc(muwnmnc cda chiit
chuyén hoa cé hoat tinh norquetinpin cao hon khodng 62% vi 49% twong dng & tré
om (1042 twéi), 28% vit 14% tuang Ung & thanh Shigu nidn (1317 180) so vl ngudl
1.

Hilp thu

Quetiapin fumarat dugc hilp thu nhanh sau ki uéng, dat ndng 46 dinh huydt tuang

53U 1,590,

Sinh kh dyng clis quetiapin b dnh huling nhe khi uéng ciing véi thyc phim, theo

uu:‘c_uaxummummm

Phin

Quetiapia Gugc phitn S réng knllp o0 th val I tich phan b8 dat 10 = 4 k. C6

mmmmwmmmamummhhm
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 Chuyénhdavh :

Sau khi ubng Wuaammmwn

duge thii i dudi dang khong 681, cho thify guetiapin duge chuyén hoa riit manh,

C6 kholing 73% vit 20% Iy ding dupc thu hoi trong nudc téu va phan, udng dng.

Quetiapin dugc chuyénhoa 8 gan, Wmmmmuﬂl“m

vai chiit chuyén hoa sutioxid vd qué trinh oxy héa céc chift chuyfin hoa acid me; b

hai chifit chrpéin hda ndly khdng c6 hoat tinh,

Tm*#ﬂnnﬂnmﬁﬂmuﬁmmwmﬁyﬂma

tham gia chi yéiu vao qui trinh chuyén héa clia quetiapin qua trung gian cytochrom
P vi chiflt chuyéin hoa norquotiapin c6 hoat tinh chil y§u dugic hinh thanh va thai

WMGYP!M.

QUY CACHBONG GOI: Hop 03 vix 10 vidn.

DIEU KIEN BAO QUAN: Noi khd, nhigtdd knéing qud 30 'C, Triknh Anh sdng.
HAN DUNG: 36 thing ké t ngy sénxulit.
Ttucuu‘lwulnmmmw
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Sho it tal
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CONG TY 6 PHAN DUGC PHAM SAVI
(SaWipharm J.5.C)
Lb 2.01-02-03a Khu cbng nghitp rong Khu ché xult Tan Thudn,

Phudng Tan Thudn Dong, Quin 7, Thanh phd HE Chi Minh
Didn thogl: (84.28) 37700142-143-144 - Fax: (84.28) 37700145
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