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nUore oAN stloqtNe rruailc ctto NeUdt nBNn

RICHPOVINB
ruuOc aiu rnno oov

oec x? uUouc D,{N sU DWG TR(loc KHr DUNG

oE xt riu rly rRE EM

rn)wc nilo wc,qy cno nr{c si noAc DUec si
un0Nc ric owc xn)wc MzNG uudtl Gip pH/ir KHr srl o(tt'tc ruu6c

1. Thinh phin, him lugng cria thudc:

Paroxetine hydrochloride .............. 22,21mg

20 mg)(hrong *ng P aroxetine ..........

T6 duoc: Lactose, Tinh bQt ng6, Povidon, Magnesi stearat, Silicon dioxid, Natri croscarmellose,
Hydroxypropyl methycellulose, Polyethylene glycol 6000, Titan dioxid, Talc.

2. MA tA sin phim:

Vi6n n6n bao phim hinh oval, mdu tring, tr6n m6t mdt vi6n c6 m6t vach nim gifra, canh va thenh
vi6n linh l{n.

3. Quy cich d6ng g6i:

HQp 03 vi x 10 vi6n n6n bao phim kdm td hu6ng d6n sir dqng thu6c.

4. Thu6c dtng cho bQnh gi?

Di6u tr! trAm cim

R6i lo4n 6m inh cu0ng ctr6 lOCn;.
Tinh tr4ng hoAng loan c6 hay kh6ng kdm theo chirng sg khoAng trdng.

ROi lo4n lo 6u xd hQi/ Am dnh sg xd hQi.

ROi lo4n 1o 6u todn thi5.

R6i lo4n sau ch6n thuong tdm ly.

5. NOn dtng thu5c niy nhu th6 niro vh fidu luqng?

Cdch ding.'Paroxetin thucrng dugc dtng theo dubng uting. Thric 6n kh6ng inh hu&ng d6n h6p

thu, nhrmg n6n u6ng ctng thric 6n <16 gi6m thi6u ADR tr6n dudng ti6u h6a. Phdi nu6t, kh6ng

nhai vi6n giii ph6ng k6o ddi. Vi6n th6ng thuong paroxetin hydraoclorid vd paroxetin mesylat

kh6ng tucrng duong sinh hgc n6n li6u dtng duoc tinh theo paroxetin.

Liiu ding:

Diiu tri trdm cdm 6 ngudi l6n: LiQ',t Uat aiu thucrng dung ld 20 mglngay, ui5ng I lAn vio bu6i

s6ng. Li6u duy tri dugc thay d6i theo d6p ung l6m sing cria m6i ngudi. Tinh trang o nhirng bQnh

nhin bit dAu c6i thiQn sau I tuAn, vd tro n6n rO rirng hon ttr tuAn thri 2 cira liQu trinh di€u tri. Nhu
c6c thu5c chdng trAm cdm kh5c, liAu dtng n6n dugc xem x6t vd di€u chinh trong vdng 3 - 4 tuAn

khi bat ddu di6u tr! khi cAn thi6t vd dusc d6nh gi6l6m sdng. O mQt sO Uenn nh6n kh6ng d6p ung

dtr v6i li6u dtng 20 mglngay, c6 th6 tdng li6u dAn dAn m5i tO mg/ ngdy l6n dtin li6u t6i da li 50

mg/ ngiy tty theo d6p ring ctra bQnh nhdn. Th6ng thucrng sau mdt vdi tuAn mcri dpt dugc hiQu

qui di6u tri dAy dir, do v4y khdng n6n tdng qu6 li6u quy dinh. Ngudi bpnh trAm cim phAi dugc

di6u tritrong mQt thoi gian dir, it nhAt 6 th5ng.

Eiiu tri chdrng dm dnh cudng b*c 0 ngudi ldn: Li6u khoi dAu khuytin c6o ld 20mglngdy. N6u

kh6ng d6, c6 th6 tdng th6m 10 mg c6ch nhau it nh6t m6t tuAn cho t6i li6u khuy6n c6o ld 40 mgl
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ngdy. HiQu qui ctra thu6c dd dugc chimg minh trong thtr nghiQm l6m sdng dtng li6u 20 - 60

mg/ngdy. Vi v4y kh6ng n6n vugt qu6 li6u 60 mglngay.

Diiu tri hQi chthng hodng sq ct ngadi l6n: Li6u bit OAu khuytin c6o l0mg/ ngdy ho{c 12,5 mg,
u6ng I lAn vio bu6i srlng. Sau it ntr6t t tuan dieu tri c6 thri tdng li6u l6n 10 mg/ngdy hodc 12,5

mg, cho t6i liOu ili0u tri dugc khuy6n c6o 40 mglngity ho{c 50 mg/ngdy. HiQu qui cria thu6c dd

dugc chimg minh trong thri nghiQm l6m sang dung 10 - 60 mgingdy ho{c 12,5 - 75 mglngiry.
PhAi di6u tritrong I thdi gian dir AC Uenn khdng t6i phrlt. Thdi gian niy c6 thd keo ddi vii th6ng,

c6 khi con l6u hon. n I
lm dnh sq xd hAi: I(li6i<tAu h6u khuytin c6o ld 20 mglngdy, sau d6 tdng m6i tuAn l6n 10Ku,
dtin 60 mg/ngdy.

Diiu tr! rtii loon lo du 6 ngwdi lon: Li€u khuy6n c6o ld 20 mglngay, u6ng 1 lAn vdo bu6i s6ng,

sau d6 tdng m5i tuAn l6n 10 mg, dtin 50 mg/ngdy. Thdi gian di6u tr! it nh6t phii 8 tuAn ili6u tri.

Rijt loqn sau chiin thuong fim li d ngudi lon: LiCu khuy6n c6o ld 20 mgl ngey, sau d6 n6u

kh6ng c6 d6u hiQu cdi thiQn, m6i tuAn tdng th6m l0 mg, diSn 40 mg/ngdy, nhtmg li6u 40 mg/ngdy

kh6ng chlc lqi ich hcm li6u 20 mg/ngiy.

B€nh nhdn cao tu6i: LiAu ban dAu l0 mg/ngiy ho{c 12,5 mg, u6ng 1 6n vdo bu6i s6ng. N6u

kh6ng dd, c6 th6 tang li6u t6i da 40 mg/ngdy hopc 50 mg/ngiy.

Trd em vd thanh thi\u niAn 0-17 tu6i): Cric tht nghiQm ldm sdng d5 quan s6t th6y xu6t hiQn

nguy co ty tir vd kich dQng khi str dung paroxetin d tr6 em vd thanh thi6u ni6n, d6ng th<ri hiQu

qud di6u tri vdn chua dugc chimg minh diy dir. Do d6, khuytin c6o kh6ng sir dgng paroxetin d6i

v6i tr6 em vir thanh thitiu ni6n.

B€nh nhdn suy thQn/ gan: Lidu ban dAu 10 mg/ngdy hogc 12,5 mg u6ng mQt l6n vdo bu6i s6ng.

Ntiu kh6ng d0, c6 thl5 tdng li6u t6i da 40 mg/ngdy ho4c 50 mg/ngdy

Tinh an todn vd hiQu qui cira thu6c v6i tr6 em (< l8 tu6i) chua dugc x6c d!nh.

6. Khi niro kh6ng n6n dtng thuiic niry?
,7

Qu6 m6n v6i paroxetin hay vdi bdt ky thanh phdn ndo cira thudc.

Ngudi bQnh dang dtng c6c thu6c ric ch6 MAO (dung hai lo4i thu6c ndy phii c6ch nhau itnhfu.2
.1,
tuan).

fhOi nqrp ctng v6i c6c thui5c pimozid, linezolid vd thioridazin.

T16 em du6i 18 tu6i.

7. T{c dgng kh6ng mong mu6n khi sir dgng thu6c?

Khi bit dAu di6u tri tinh tr4ng b6n ch6n, lo ling hoflc kh6 ngtr c6 th6 bi tdng l6n (10 - 20% s5

tru&ng hqp diCu tri). Phin img bu6n n6n hic dAu vd phg thuQc vdo liOu cfing c6 th6 xAy ra t6i

t0%.

Thaong gqp, ADR> 1/100

Toirn thdn: MQt moi, ch6ng m{t, ra mO h6i, ng6p, suy nhugc, tdng cAn.

TKTW: Chong m[t, run, nhric diu, gi6m t4p trung, suy gi6m chirc nSng tinh dgc.

Ti6u h6a: Bu6n n6n, ia ch6y, t6o b6n, ch6n 6n, kh6 miQng.

tr,tit: Mo mit.

Da: DO mO t Oi.

TAm thdn: Tinh trang b6n chiin, m6t ngri, kich dQng, lo sg, ngir mo c6 6c mQng.

Chuy,5n h6a: Tdng n6ng d0 cholesterol.
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h gqp, 1/1000< ADR< 1/100

TKTW: PhAn img ngo4i th6p
.r I r t tX

I am man: Lu lan, ao glac.

Da: Ph6t ban da, ngria, chiy m6u b6t thuong duoi da.

Tuan hoan: Nhip tim nhanh, r6i lo4n huy6t 6p, h? huyi5t 6p khi thay d6i tu thi5.

Tiiit niQu: Bi ti6u tiQn, titiu tiQn kh6ng tg chir.

trrt6t: Cian d6ng tir.

HiAm grtp, ADR < 1/1000

Toan th6n: Pht ngoqi vi, dau co, dau kh6p.

TuAn hoan: Giam ti6u cAu, nhfp tim cham.

TKTW: Hung cdm, lo 6u, r6i loan vdn dQng, co giflt, hQi chtmg ch6n kh6ng yCn, hQi chtmg
serotonin.

Ti6u h6a: Xu6t huytit ti6u h6a.

NQi ti6t: Tdng prolactin huy6t, chimg to vri d nam gi6i, chimg titit nhi6u sfta.

Da: D6t sin, ph6t ban da, hQi chung Stevens-Johnson vd ho4i tri thugng bi nhi6m <IQc.

Gan: Vi6m gan, vlurg da ri m4t.

Chuyi5n h6a: Gidm natri huyi5t.

Thbng bdo cho bdc sT hodc duqc sT nhttng tdc dqng kh6ng mong mudn g\p phdi khi s* d4ng
thuiic.

8. NGn trinh dtng chung v6,i nhirng thu6c ho{c thqc ph6m gi?

Ch6ng chi clinh dirng d6ng thdi paroxetin v6i c6c ch6t ric ch6 monoamin oxidase nhu
moclobemid vi selegilin (ni5u dirng thi phdi c6ch nhau ft nhatZ tuAn), vi c6 thiS g6y hi l6n, kich
dQng, ADR d ducrng ti6u h6a, s6t cao, co gi4t n4ng ho4c con tdng huy6t 6p. Paroxetn ric ch6

manh cdc enzym gan cytochrom P+so2D6. Di6u tr! d6ng thdi v6i c6c thu6c chuy6n h6a nho

enzymndy vi c6 chi sO AiCu tri hgp (thi dr,r flecainid, encainid, vinblastin, carbartazepin vi thu6c

ch6ng trAm cim 3 vdng) thi phni bit Odu ho4c di6u chinh crlc thu6c niy d pham vi li6u thdp.

Di6u ndy cfing 6p dqng n6u paroxetin dd ttugc dirng trong vdng 5 tuAn tru6c d6.

Sri dqng paroxetin vdi cdc thu6c kich thich gi6i ph6ng serotonin c6 th€ gdy ra hQi chrmg cuong

serotonin nhu kich dQng, io gi6c, h6n m6, tdng thdn nhiQt, budn ndn, n6n, ia chiy.

Ch6ng chi dinh ptrOi hqp paroxetin vdi linezolid, mOt ch6t kh6ng sinh nhtmg c6 tirc dung phu ric

ctr6 thOng chgn lgc monoamin oxidase, gdy rahQi chtmg cudng serotonin.

N6ng <lQ c6c thu6c ch6ng trAm cim 3 vdng, maprotilin hodc trazodon trong huytit tuong c6 th6

tdng l6n g6p d6i khi dung il6ng thcri vdi paroxetin. MQt s6 thAy thu6c khuy6n n6n gi6m khoing

50% [6u c6c thu5c ndy khi dung d6ng thdi vdi paroxetin.

Dtng paroxetin d6ng thoi v6i lithi c6 th6 ho4c lim tdng ho{c gi6m n6ng dg lithi trong m6u, vir

dd c6 trudng hqp ngQ dQc lithi xdy ra. Do d6, cAn theo d6i n6ng ttQ lithi trong m6u.

C6c thudc li6n ktit nhi6u v6i protein huyi5t tucrng nhu thudc ch6ng d6ng m6u, digitalis ho4c

digitoxin, dung d6ng thdi vdi paroxetin c6 th6 bi day ra kh6i vi tri li6n k6t protein, lim tdng n6ng

dQ c6c thu6c tr,r do trong huy6t tucrng vd tdng t6c dgng php.

Ch6ng chi dinh phOi trq,p ctrng v6i thioridazin, vi c6 the lam tdng dQc tinh cira thioridazin tr6n

tim nhu k6o ddi khoAng QT, xoln dinh, ngirng tim.

Chdng chi dinh dung rt6ng thdi paroxetin v6i pimozid, vi c6 th6 lnm tdng 2,5 lAn n6ng dQ

pimozid, tdng dQc tinh tren tim cta pimozid.
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9. CAn ldlm gi khi mQt lfln qu6n kh6ng dtng thu5c?

U6ng ngay 1 li6u khi b4n nhd ra minh dd qu6n uting thu6c. Nhrmg n6u thdi gian nh6 ra gAn li6u
kC titip thi b6 li6u dA qu6n vd u6ng nhu theo thoi gian quy dinh. Kh6ng dugc uOng g6'p d6i li€u
trong trulng hqp qu6n dtng thu6c.

10. CAn bio quin thudc niry nhu th6 niro?

Bio quin noi kh6 tho6ng, tr6nh 6nh s6ng, nhiQt d0 dudi 30oC.

11. Ddu hiQu (triQu chfng) khi dtng quf li6u?
t'^t

Khi u6ng qu6 liOu, tri6u chring c6 th6 xby ra ld bu6n n6n, n6n, ch6ng mdt, ra mO trOi. Cflng th6y
triQu chimg kich dQng, htmg cim nhg vi c6c d6u hiQu kich thich TKTW.

12. Cin phii tirm gi khi dtng thuiic qu6 lidu khuy6n c6o?

Chti ytiu ld di6u tri triCu chimg vd h6 trg. C6 thO cho dtng than hoat vd sorbitol. Duy tri h6 h6p,

ho4t dQng tim vd than nhiet. N6u cAn, dung thu6c ch6ng co gi4t nhu diazepam. Cdc biQn ph6p

thAm phdn m6u, lgi niQu blt buQc hoflc thay m6u c6 lE kh6ng c6 hiQu qui do th6 tich phdn b6 lcm

vi thu6c li6n ktit nhi6u v6i protein.

13. Nhirng ilidu th$n trgng khi sfr dBng thu6c niy?
Tr6nh dung thu6c it6ng thoi vdi c6c chAt irc ch6 monoamin oxydase (MAO) vi c6 thi5 g6y ra hQi

chrmg cudng serotonin. Chi ndn Uit aAu dirng c6c thu6c ric chr5 MAO khi paroxetin dd duqc thii
trtr hoin toin (it nnatZ tuAn).

Cin thfln trgng gi6m liAu cho ngudi benh c6 b6nh v0 tim mach, gan hodc gi6m chric ning gan.

Paroxetin c6 th6 gdy ragiSn d6ng tri n6n cin th4n trgng sir dung cho bpnh nhdn tdng nhdn iry g6c

d6ng.

Thu6c c6 th6 gdy ch6ng m{t ho{c nhric dAu, n6n kh6ng <lung day dQt ngQt khi dang o tu th6 nim
l.

noac ngol.

Paroxetin can than trgng khi sir dqng cho tr6 em ho{c thi6u ni6n du6i 18 tu6i vi thu6c c6 li6n

quan d6n hdnh vi ty s6t (tim c6ch hodc c6 ;f tucrng tg s6t).

Thu6c c6 th€ gdy ha natri m6u, d{c biqt o nguoi cao tu6i vd ngudi bQnh dang dtng thu6c lqi tiCu.

C6c triQu chimg ha natri m6u g6m dau dAu, m6t tap trung, suy gi6m tri nh6, hi ldn, dimg kh6ng

virng. Vi v4y cAn thirit thi bat dAu sir dgng o IAu th6p ntr6t rOi tlng li6u dAn, n6u c6 d6u higu ha

natri mdu thi nOn ngirng diOu tri vd hoi f ki6n bric si.

Phdi thfln trgng khi dtrng thu6c cho nguoi c6 tiAn str co gi6t, ph6i ngimg thu6c n6,l xu6t hiQn co

siat.

Phg nir c6 thai:

C5c nghidn cuu dd chimg minh khi sir dgng paroxetin v6i li6u tr€n 25 mg/ngdy cho php n[ c6

thai trong 3 th6ng diu thai k! c6 khi ndng tdng nguy c<v di t4t bAm sinh cria thai nhi, d4c biQt tr6n

h0 tim m4ch. Str dgng thu6c vdo thdi di€m 3 th6ng cui5i thai kj,, trd so sinh c6 th6 xuAt hiQn c6c

triQu chimg nhu suy hO h6p, tim t6i, ngung thO, co gi4t, h4 ducrng huy6t, li6n tqc kh6c, r6i lo4n

gi6c ngir, tdng 6p lWc ph6i. Vi vfy, paroxetin kh6ng n6n dtng cho phg nt c6 thai, chi dugc chi

dinh khi kh6ng con thu6c kh5c thay th6 vd cAn cdn nhic lqi ich/ nguy co cta thu5c.

Phg nfr cho con bri:

Paroxetin c6 khi nang ph6n bd vdo sira mg, do vfly c6 th6 Anh hucrng d6n tr6 bri m9. Kh6ng ndn

dtrng paroxetin cho bd me cho con bri ho{c cAn khuy6n bd m9 kh6ng n6n cho con bir khi dang

dtng thu6c.

t

419

i
-,\.-

a
itH

v(
cl
.{(
A
IO

icl

.I

https://nhathuocngocanh.com/



Tic dgng cfla thu5c khi tii xe vir v$n hirnh m6y m6c:

Thu6c c6 thti g6y bu6n ngri, giAm khA nlng suy x6t, phdn do5n, suy ngi ho4c khA ndng vfn dQng,

n6n phii th4n trgng khi l6i xe, vfn hinh m6y hodc nhirng c6ng viQc cAn tinh trio.

14. Khi niro cin tham vdn bic si?

Khi gap phni nhirng t6c dgng kh6ng mong mu6n khi sir dpng thu6c vd khi dung qu6 li6u quy
dinh.

N6u cdn th6m thdng tin xin h6i f ki6n b6c si hoflc duoc si

15. H3n dtng: 36 th6ng kC tu ngiy sAn xu6t.

16. TGn, dia chi, bi6u tuqng (n6u c6) cria nhir sin xudt:

sdn xudt ei: cHTNHANH cONc ry c0 pHAN DtJOc pHAM pHoNG pHU - NHA MAy
SAN XUAT DUSC PHAM USARICHPHARM

Dla chi: Ld 12, Dudng sO 8, Khu c6ng nghiQp T6n Tao, Phuong Tdn Tao A, QuQn Binh Tdn,
Thanh pnO U6 Chi Minh.

17. Ngiry xem x6t, sfra tl6i l4i nQi dung huting dfin sfr dBng thu6c cho bQnh nhin

HUuNG DAN sU DVNG rHUOc DANH cuo ciN nQ y rE
1. Cic {I[c tfnh dugc lgc hgc, dugc dQng hgc :

a) Dugc lgc hgc :

Nh6m di6u tri : Thu6c ch6ng trAm cdm - Thudc ric chri ttihdp thu serotonin c6 chon loc.

Mf, ATC: N06AB05.

Co chd tic dyng:

Paroxetin, d6n xu6t cfra phenylpiperidin, ld thudc ch6ng trAm c6m thuQc nh6m thu6c ric ch6 chgn

lgc t6i h6p thu serotonin t4i synap tru6c cira cac t€, bdo thAn kinh serotoninergic, ldm tdng n6ng

dQ serotonin dtin synap sau, tit d6 c6i thi0n cric triQu chimg trAm c6m d benh nhdn trAm c6m.

Gi6ng nhu c6c thu6c ch6ng trAm cim cirng nh6m fc chti chon loc t6i h6p thu serotonin

(fluoxetin, sertralin, citalopram, fluvoxamin), paroxetin c6 t6c dpng lam tang nhanh ndng dQ

serotonin t4i khe synap ctra t6 bdo thAn kinh serotoninergic ntrung hiQu qud cdi thiQn c6c triQu
.l

chrmg l6m sang vO trdm cdm tr6n bQnh nhdn l4i rdt ch4m, thucrng phii tu 3 - 5 tudn, do v4y

trudng hqp tram c6m nflng kh6ng th6 thuy6n gi6m ngay khi dirng bAng thudc niy.

Kh6ng nhu c6c thu6c ch6ng trAm cim 3 vdng c[ hodc mQt vdi ctic thu6c ch6ng trAm cAm kh6c,

vdi liAu di6u tri paroxetin chi c6 t6c dpng fc chti chqn lQc tr6n k6nh thu hdi serotonin md it c6 tric

dung tr6n c6c thu the kh6c nhu kh6ng cholinergic, chgn o,r-adrenergic ho{c kh6ng c6 t6c <tQng

x6u drin chric ndng t6m ly - van dQng vd kh6ng c6 t6c dpng nhi6u dtin tAn s6 tim, huy6t 6p, dti
th6o duong. Vi vfly, nguy ccy t5c dpng phu do khang cholinergic (kh6 miQng, mO mit, bi ti6u, t6o

b6n), chen k6nh or-adrenergic (ha huy6t 6p tu th6 dung) ho{c kh6ng histamin (bu6n ngi) it g?p

khi str dqng di6u tr! bdng paroxetin.

b) Dugc tlQng hgc:

Paroxetin h6p thu ch$m nhtmg hoirn toirn o duong ti6u h6a sau khi u6ng vd tl4t n6ng dO t6i da

sau 5 gio. Thfc 5n kh6ng 6nh huong dang kC d€n qu6 trinh h6p thu cira thu6c. Paroxetin phdn bO

rQng khap trong c6c m6 co th6, c6 th6 qua hdng rdo mriu-ndo, sfia vd li6n ki5t cao v6i protein

huy6t tuong, x6p xi 95%.The tich phdn bO r6t dao dQng, tuy chua x6c dinh dugc o ngudi, nhung

cr dQng v4t khoang tt 3 - 28 lit/kg. Thu6c bi chuy6n h6a m4nh budc dAu d gan bdi enzym

CYP2D6 dudi d4ng oxy-h6a vir methyl-h6a, sau d6 ch6t chuy6n h6a ndy k6t hqp v6i acid
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glucuronic Ae tnai trtr qua phdn (khodn g 36%) vd nu6c ti6u g2%). Mgt phin nh6 2yo paroxetin
kh6ng thai tru qua nu6c tir5u vi < 1% dugc thai tru qua phdn. Nta rloi cia paroxetin khoing 21 -
24 giit. Tuy nhi6n, tr6n bQnh nh6n cao tu6i, nira ddi cria thu6c c6 th6 tdng l6n dtin 36 gio. Vi
paroxetin chuy6n h6a rdt mAnh d gan, t6n thucrng gan c6 the anh hu0ng d6n thii tru thu5c nen
ngudi b! suy gan n{ng cAn phAi khuytln c6o dung li6u paroxetin thAp nh6t ban dAu vd phii thQn
trgng khi tdng liAu d ngudi bQnh ndy. TrCn bQnh nh6n suy thdn c6 Cl., tt 30 - 60 ml/phrit, ndng
d0 dinh paroxetin huytit tuong vd tri sO eUC cao hon g6p khodng 2 lAn so v6i d nguoi khoe
manh. Vi vfy, cAn khuyi5n crio phdi dtng paroxetin v6i li6u th6p nh6t ban dAu cho ngudi bi suy
th4n n{ng.

2. Chi tlinh, li6u ding, cdch dtng, chdng chi dinh:

a) Chi ilinh:

Di6u tr!trAm cim

R6i loan 6m dnh cu6ng ctr61OCO).

Tinh tr4ng hoing lo4n c6 hay kh6ng kdm theo chring so khodng tr6ng.

R6i loan lo du xd hQi/ Am 6nh sg xa hQi.

R6i loan lo 6u todn thti.

ROi lo4n sau ch6n thucmg tdm ly.

b) Li6u dtng - Crlch dtng:

Cttch tlilng.' Paroxetin thu&ng dugc dtng theo dulng u6ng. Thric dn kh6ng anh hucrng dtln h6p

thu, nhtmg nOn ui5ng cirng thric nn d0 gi6m thi6u ADR tr0n dudng tiOu h6a. PhAi nui5t, kh6ng

nhai vi6n gi6i ph6ng k6o ddi. Vi6n th6ng thuong paroxetin hydraoclorid vd paroxetin mesylat

kh6ng tuong duong sinh hgc n6n li6u dung dugc tinh theo paroxetin.

Liiu ding:

Diiu tri trdm cdm 6 ngudi ldn: Lidubit dAu thudng dtng ld 20 mglngey. Li0u duy tri dugc thay

d6i theo d6p ung l6m sdng cira m6i nguoi. Tinh tr4ng o nhirng bQnh nh6n bat dAu cii thi6n sau 1

.l
tudn, vd trd n6n rO rdng hcrn ttl tuin thri 2 cta liQu trinh di6u tr!. Nhu c6c thu6c chdng trdm cdm

kh6c, li€u dirng n6n dugc xem x6t vd di6u chinh trong vdng 3 - 4 tuAn khi bit diu di6u trf khi cdn

thitit vd itugc d6nh gi6 l6m sdng. O mQt s6 bQnh nhdn khdng ddp ung dri voi liAu ding 20 mgl

ngdy, c6 th6 tdng li6u dAn dAn m6i 10 mg/ ngdy l6n dtin li6u tOi da ld 50 mg/ ngdy ttry theo d6p

img cira bpnh nh6n. Th6ng thudng sau mQt vdi tuAn m6i d4t dugc hiQu qui di6u tri dAy du, do

vpy kh6ng n6n tdng qu6 li6u quy dinh. Ngudi bQnh trAm cdm phii dugc di6u trf trong m6t thcvi

gian d0, it nh6t 6 th6ng.

Didu tri ch*ng dm dnh ctrdng b*c d ngadi l6n: Li€t khoi dAu khuyiin c6o li 20mglngdy. Ntiu

kh6ng dd c6 th6 tang th6m l0 mg c6ch nhau it nh6t mQt tuAn cho t6i li6u khuytin c6o ld 40 mg/

ngdy. HiQu qud ctra thu6c dd dugc chimg minh trong thu nghiQm l6m sirng dtng li6u 20 - 60

mg/ngdy. Vi vay kh6ng n6n vugt qu6li6u 60 mgi ngay.

Diiu tri h\i ch*ng hodng sq o ngwdi lon: Li6u bit dAu khuy0n c6o l0mg/ ngdy ho[c 12,5 mg,

u6ng I lAn vdo bu6i s6ng. Sau it ntr6t t tuAn di6u tri c6 th6 tdng li6u l6n 10 mg/ngdy ho{c 12,5

mg, cho t6i liOu di6u tri dugc khuy6n c6o 40 mg/ngdy hoflc 50 mg/ngdy. HiQu qui cria thu6c dd

dugc chimg minh trong thri nghiQm 16m sdng dung 10 - 60 mg/ngdy ho4c 12,5 - 75 mglngiry.

Phii di6u tri trong I thoi gian du aC UOnn kh6ng tdi phdt. Thoi gian ndy c6 the k6o dii vdi th6ng,

co khi cdn l6u hcvn.

Am dnh sq xd h\i: Kh(ti dAu li6u khuytin c6o ld 20 mglngey, sau d6 tdng m6i tudn l6n 10 mg,

ddn 60 mg/ngdy.
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Diiu tr! rtii loqn lo du d ngudi l6n: Li6ukhuy6n c6o ld 20 mg/ngdy, uiing I lAn vdo bu6i seng,
sau d6 t[ng m6i tuAn l6n l0 mg, t16n 50 mg/ngdy. Thoi gian oi5u ti ir*ir"pnaig,ra, did;;i. 

-'
Riii loqn sau chiin thuong tdm ly 6 ngudi lon; Li€u khuyiSn crlo ld 20 mg ngey, sau d6 n6u
kh6ng c6 d6u hicu c6i thiQn, m6i tuAn tdng th6m 10 mg, d6n 40 mg/ngdy, nhrmg;ra" *r.rrrri,
khdng chic lqi ich hcrn li6u 20 mg/ngdy.

Riii loqn tdm thdn trudc hdnh kinh: Li6u bat dAu 12,5 mg/ngdy, u5ng vdo bu6i s6ng. Sau it nh6tI tudn c6 thO tdng li6u ddn 25 mg/ngdy. Trong thri nghiQm l6m sdng, li6u 12,5 mglngiryd6u c6
hiQu qui chimg minh. CAn dinh k, d6nh gi|tailiQu ph6p.

BQnh nhdn cao tudi: Li6u ban ddu l0 mg/ngdy ho{c 12,5 mg, u5ng I lAn vdo bu6i s6ng. Ntiu
kh6ng dO, c6 thO tlng li6u t6i da4}mg/ngdy ho4c 50 mglngdy.

Tr'i em vd thanh thiilu niAn (7-17 tu6i): Cric thir nghiQm l6m sdng dd quan s6t th6y xu6t hiQn
nguy co tp tti vd kfch dQng khi sri dung paroxetin 0 trd em vd thanh thi6u nien, rl6ng thoi hi6u
qui diOu tri v6n chua dugc chimg minh dAy dri. Do d6, khuy6n crio kh6ng sri dung paroxetin drii
v6i tr6 em vd thanh thi6u ni6n.

BQnh nhdn suy thQn/ garz; Lidu ban dAu 10 mg/ngdy hodc 12,5 mg u6ng m6t
Ntiu kh6ng dd, c6 thiS tang [0u t6i da 40 mg/ngdy ho4c 50 mg/ngdy

Tinh an todn vd hiQu qui cta thu6c v6i tr6 em (< l8 tu6i) chua duoc x6c d!nh.

c) Ch6ng chi dinh:

Qu6 m6n v6i paroxetin hay v6i b6t kj,thenh phdn nio ctra thu6c.

l6n vdo bu6i s6ng
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Nguoi bQnh tlang dtng c6c thu6c tc chti MAO (dung hai lo4i thu6c ndy phii c6ch nhau itnhdt2
,I.
tuan).

eh6i hqp ctng v6i c6c thu6c pimozid, linezolid vir thioridazin.

T16 em du6i 18 tu6i.

3. C6c trulng hgp cin thfn trgng khi dtng thu5c:

Tr6nh dtng thu6c il6ng thoi v6i c6c ch6t irc ch6 monoamin oxydase (MAO) vi c6 th6 gdy ra hQi

chimg cudng serotonin. Chi nOn bat AAu dtng c6c thu6c ric chti MAO khi paroxetin dd duoc thii
trri hoin toan (it nttdtZ tuan).

CAn th4n trgng gi6m li6u cho ngudi bQnh c6 bqnh ve tim m4ch, gan ho{c gidm chric ndng gan.

Paroxetin c6 thd gdy ragidn it6ng tir n6n cAn th{n trgng sri dung cho benh nhdn t5ng nhdn rip g6c

d6ng.

Thu6c c6 th6 gdy ch6ng mflt ho{c nhric dAu, n6n kh6ng tltmg day dQt ngQt khi dang ry tu th6 ndm
I,

noac ngol.

Paroxetin cAn th4n trgng khi sir dpng cho tr6 em ho{c thi6u ni0n du6i 18 tudi vi thu6c c6 li6n
quan d6n hnnh vi tu s6t (tim c6ch hodc c6 f tuong tg s6t).

Thu6c c6 th6 g6y ha natri m6u, d{c biQt o nguoi cao tu6i vd ngudi bQnh dang dtrng thu6c lqi tiCu.

C6c triQu chimg ha natri m6u gdm dau dAu, m6t tap trung, suy giim tri nh6, hi lAn, dtmg kh6ng

vimg. Vi vfy can tfri6t khi bit dAu sir dgng d li0u th6p ntrAt rOi tlng li6u dAn, n6u c6 d6u hiqu ha

natri m6u thi n6n ngimg di6u tri vd h6i y kitin b6c si.

Phdi thfln trgng khi dtng thu6c cho ngudi c6 ti6n sir co gift, ph6i ngtmg thu6c n6u xu6t hi6n co

siat.

Phg nir cr6 thai:

C6c nghiCn cuu dd chimg minh khi sir dqng paroxetin vdi liOu ffAn 25 mg/ngdy cho phu nfr c6

thai trong 3 thdng dAu thai kj,c6 kh6 ndng tdng nguy co di tflt bAm sinh cua thai nhi, d{c biQt trdn

he tim m4ch. Sir dung thu6c vdo thdi di6m 3 th6ng cu6i thai kj,, tr6 scv sinh c6 th6 xu6t hiQn c6c
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triQu chimg nhu suy h6 h6p, tim tiii, ngung th0, co gi4t, h4 ducrng huy6t, li6n tpc kh6c, r6i lo4n
giSc ngir, tdng rlp lgc ph6i. Vi vdy, paroxetin kh6ng n6n dung cho phu nfr c6 thai, chi duoc chi
dinh khi kh6ng con thu5c kh6c thay thti vd cAn cdn nhic lqi ich/ nguy ccy cta thu6c.

Phg nfr cho con bri:

Paroxetin c6 k.hi ndng ph6n b6 vdo sfra mg, do vfy c6 th6 6nh huong dtin tr6 bri m9. Kh6ng n6n
dirng paroxetin cho bd m9 cho con bri ho{c cdn khuyOn bd me kh6ng n6n cho con bri khi rlang
dtng thu6c.

Tdc dgng cria thudc khi l{i xe vi v$n hinh mrly m6c:

Thu6c c6 thti gdy bu6n ngt, gidm kh6 ndng suy xdt, ph6n do6n, suy ngi ho{c khi ndng v{n dQng,

n6n phii thfn trgng khi lei xe, vQn hdnh m6y ho4c nhfrng c6ng viQc .E-tinn tao.

4. Tucrng tic cria thu6c v6,i cic thu6c khic vi cdc lo4i tucrng trlc khic: t^[
Ch6ng chi dinh dung d6ng thdi paroxetin v6i c6c ch6t ric chti monoamin oxidase nhu
moclobemid vd selegilin (ntiu dtng thi phAi c6ch nhau it nnatZ tuAn), vi c6 thiS gdy lt l6n, kich
dQng, ADR d dulng ti6u h6a, s6t cao, co gi4t n4ng ho4c ccrn tdng huy6t 6p. Paroxetn tc ch6

m4nh cdc enzym gan cytochrom Pa562D6. Ei6u tr! tt6ng thoi v6i c6c thu6c chuyiSn h6a nhd

enzymndy vd c6 chi s6 al6u tri hep (thi dg flecainid, encainid, vinblastin, carbamazepin vd thu6c

ch6ng trAm cdm 3 vdng) thi phii blt dAu ho4c di6u chinh cric thu6c ndy <r pham vi li6u th6p.

Di€u ndy cf,ng rip dpng ntlu paroxetin dd dugc dirng trong vdng 5 tuAn tru6c d6.

Sri dqng paroxetin vdi cric thu6c kich thich gi6i ph6ng serotonin c6 th6 gdy rahQi chtmg cuong

serotonin nhu kich dQng, tn giitc, hdn m6, tdng thdn nhiQt, bu6n n6n, n6n, ia chiy.

Ch6ng chi ilinh phOi hqp paroxetin vdi linezolid, mQt ch6t khang sinh nhmg c6 tirc dpng phg tic

ch6 khOng chgn lgc monoamin oxidase, gdy rahQi chtmg cudng serotonin.

Ndng dQ c6c thu6c ch6ng trAm c6m 3 vdng, maprotilin ho{c trazodon trong huyi5t tuong c6 thO

tdng l6n g6p rl6i khi dung d6ng thoi v6i paroxetin. MQt s6 thAy thu6c khuyOn nOn giim khodng

50% li6u c6c thuSc ndy khi dung d6ng thoi v6i paroxetin.

Dirng paroxetin d6ng thoi v6i lithi c6 thti hoflc ldm tdng hodc gi6m ndng dg lithi trong miiu, vd

dd c6 trudng hqp ngQ dQc lithi xay ra. Do d6, cAn theo d6i n6ng d0 lithi trong m6u.

C6c thu6c liOn k6t nhi6u vdi protein huyiit tucrng nhu thu6c ch6ng d6ng m6u, digitalis ho4c

digitoxin, ding d6ng thdi v6i paroxetin c6 th6 bi d6y ra khoi vitri li6n ktit protein, ldm tdng n6ng

dQ c6c thu6c tg do trong huytlt tuong vd tdng t6c dpng phg.

Ch6ng chi dinh phOi trqrp cing v6i thioridazin, vi c6 thC lam tdng clQc tinh cria thioridazin trdn

tim nhu k6o dii khoing QT, xoin dinh, ngimg tim.

Ch6ng chi dinh dtng d6ng thoi paroxetin vdi pimozid, vi c6 thO lim tdng 2,5 lan n6ng dQ

pimozid, tdng tIQc tfnh tren tim ctra pimozid.

5. Tic dgng kh6ng mong mudn:

Khi bit diu di6u tri tinh tr4ng bdn chdn, lo ling hoflc kh6 ngir c6 the bi tdng l6n (10 - 20% s6

trudng hqp dieu tri). PhAn img bu6n n6n hic dAu vd phU thuQc vio li6u cfrng c6 th6 x6y ra t6i

t0%.

Thadng gfip, ADR> 1/100

Todn th6n: MQt m6i, ch6ng m[t, ra m6 h6i, ng6p, suy nhugc, tdng cdn.

TKTW: Ch6ng m[t, run, nhirc dAu, giAm tap trung, suy gi6m chirc ndng tinh dpc.

Ti6u h6a: Bu6n n6n, ia chAy, tiio b5n, ch6n 6n, khd miQng.

Mit: Mo mit.

Da: Dd mO frOi.
8t9
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Tdm thAn: Tinh trang b6n ch6n, m6t ngi, kich dQng, lo sg, ngtr mo c6 6c m6ng.

Chuy0n h6a: Tdng n6ng dQ cholesterol.

h sqp, l/1000< ADR< t/l00
TKTW: Phin rlmg ngopi thrip

Tdm thAn: Lir l6n, io gi6c.

Da: Ph6t ban da, ngfa, chiy miiu b6t thuong du6i da.

TuAn hoan: Nhlp tim nhanh, r6i lo4n huyi5t itp,hqhuytit 6p khi thay d6i tu th6.

Titlt niQu: Bi ti6u tiQn, tiiiu tiQn kh6ng tp chri.

tvtit: cian d6ng tri. td
Hidm gfip, ADR < 1/1000

Toin thdn: Pht ngo4i vi, dau co, dau khorp.

TuAn hoan: Giam ti6u cAu, nhip tim ch4m.

TKTW: Hmg cim, lo du, r5i lo4n vdn dQng, co giflt, hQi chtmg ch6n kh6ng yen, hQi chung
serotonin.

Ti6u h6a: Xu6t huytit ti6u h6a.

N$i titit: Tdng prolactin huy6t, chimg to vri o nam gi6i, chimg titit nhi6u sfa.

Da: Dit sdn, ph6t ban da, hQi chung Stevens-Johnson vi ho4i tri thuqng bi nhi6m dQc.

Gan: Vi6m gan, vdng da ri m4t.

Chuy6n h6a: Gi6m natri huyi5t.

6. Qun lidu v]r xfr tri:
TriQu chrimg:

Khi u6ng quri lidu, triQu chimg c6 th6 xity ra ld budn n6n, n6n, ch6ng m[t, ra mO hOi. Ctng thdy

triQu chring kich dQng, hung cAm nhg vd c6c d6u hieu kich thich TKTW.

Xfr tri:
Chtr ytiu ld tli6u tri trieu chimg vd h6 trg. C6 thO cho ding than ho4t vd sorbitol. Duy tri h6 hdp,

ho4t dQng tim vir thdn nhiQt. NiSu cAn, dtng thu6c ch6ng co gi4t nhu diazepam. C6c biQn ph6p

thAm phdn m6u, lgi nieu bit buQc hoflc thay m6u c6 16 kh6ng c6 hiQu qui do th6 tich phan bO lcrn

vd thui5c [6n ki5t nhi6u v6i protein.
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