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ThAnh phAn c6ng thrfrc thuSc:
M6i vien n6n bao phim chira:

Thdnh ph6n hoat ch6t: Uirtazapin 30 mg (dudi d4ng mirtazapin hemihydrat)

Thdnh phdn t6 dugc: Lactose monohydrat, tinh bQt b6p, magnesi stearat, Colloidal silicon dioxid, HPMC 606, HPMC 61 5, Titan
dioxyd, PEG 6000, d6 erythrosin.

2. D4ng bto ch6

Vi€n ndn bao phim

Vi0n ndn trdn, bao phim miu h6ng.

3. Chi illnh:

Di6u tri c6c giai tloqn trern cim n[ng.

4. Lilu dirng - c6ch d[ng:

Lidu dtne
Ngtrdi lon

LiAu htru hiQu trAng ngey thu&ng letu l5 mg <ti5n 45 mg. Li€u khdi dAu h l5 mg ho{c 30 mg. Mirtazapin thucrng-bit <lAuc6 hiQu
qud sau l-2 tuen di6u tri. Ei6u tri tlti li€u s€ c6 <I6p rmg tich cgc hong vdng 2-4 tuen. Vdi <t6p tmg chua dAy dt, c6 th6 tang drin li€u t6i
da- N6u v6n kh6ng c6 d6p img trong vdng 2-4 tu6n nt4 n€n ngmg diAu tri.

Ngttdi cao tu6i

Li6u khuy6n dtng nhu dr5i vdi ngudi lon. Tr0n bQnh nh6n cao tu6i, viQc tlng li6u cAn dugc theo doi s6t d6 tim ra d5p fmg th6a

d6ng vd an toan.

Tri em

Khdng n€n dung mirtazapin cho trd em vd trd vi thnnh ni6n du&i l8 tuoi vi hiQu quri kh6ng <lugc chimg minh hong hai tht nghiQm

l6m sdng ng[n h4n vd vi sg an todn.

B€nh nhdn suy thdn

DO thanh thai cta mirtazapin c6 th6 giim tr6n bQnh nh6n suy thfn tir vta di5n n{ng (dO thanh thai creatinin < 40 mVphrit). Cdn

tinh dlin diAu <16 khi k€ toa mirtazapin cho nh[ng bQnh nhdn niy.
BQnh nhdn suy gan

D0 thanh thai cta mirtazapin c6 th6 gidm h6n bQnh nhdn suy gan. C6n tinh <l€n di€u d6 khi kC toa mirtazapin cho nhfrng bgnh

nh6n ndy, d{c biQt ld suy gan n{ng vi bQnh nh6n suy gan n{ng chua ctugc nghiCn ct?u.

Thdi gian b6n thai cta mirtazapin ld,2}-40 gid, do <16 mirtazapin r6t thich hOp dii dUng ngdy mQt tan. Ntn u6ng mQt ldn duy nh6t

vdo ban d6m hu6c khi tli ngu. Cffng c6 thii chia li6u mirtazapin <ti5 ui5ng thanh 2 lin trong ngdy (s6ng mQt l6n ve t6i mQt ldn, nCn uting

[Au cao hon vdo UuOi t6i).

BCnh nhen ram cAm cAp n6n ttugc <tidu tri <liy <lt v6i thdi gian it nh6t 6 th6ng di5 <tdm b6o kh6ng cdn triQu chimg.

C6n giam liAu tir tri khi ngung didu tri vdi mirtazapin, kh6ng ngring thu5c tlQt ng$t d6 trann c6c triQu chimg cai thu6c.

C6ch dtlg
Vi€n thu6c dtng d6 u6ng nguy€n vi6n khOng nhai n6t, naiu c6n c6 thri uiing cirng v6i mQt it nudc.

5. ChSng chi ilinh:

Qu6 m6n vdi mirtazapin hay bAt cir thanh ph6n nao cria thu6c.

Sri dUng <l6ng thoi mirtazapin v&i c6c thu6c 0c ch€ monoamine oxidase (MAO).

6. Cinh b6o vi th$n trgng khi dtng thu6c:

Trd em: Mirtazapin kh6ng n€n dtng di5 di6u tri cho trd em vd trd vi thdnh ni6n duOi l8 tu6i. Cec hanh vi li6n quan rti5n tg tu (n6

lgc tU tt vd f nghi tU tri), vd sy thtr. han (cht y6u hanh vi hung h[ng, ch6ng tl6i vd gifn dfr) thuong they d c6c tht nghiQm ldm sang d

trd em vd trd vi itranh ni€n dugc didu tri voi c6c thu6c chiing trim ci.rn so v6i nhfing ngudi duqc didu tri b[ng gia dugc. Tuy nhiOn,

n6u dua tr6n nhu cAu ldm sang, tuy nhi€n mQt quytit tlinh itidu tri duqc thgc hiQn, bQnh nhdn cdn dugc theo doi cAn than vA c6c triQu

chung ttl trl. Ngodi r4 thitiu dt liQu vd AO an toan ddi hgn d trd em vd tr6 vi thinh ni€n li€n quan d6n sg tdng trudng, trudng thdnh vd

sg ph6t tri6n nh6n thirc vd hanh vi.

Ctic suy nghi tv tit hodc tinh trqng tQ hon vi lAm sd,ng Sg trdm cdm,li€n quan d6n teng nguy co c6c suy nghi tg tu, tu ldm bi

thuong vd tU tu (cd'c v6n aE lien quan diSn tU tu). Nguy co niy k6o ddi daln khi su thuy€n gidm dang k6 xdy ra. Vi sU cai thi€n c6 th6

kh6ng16y ra trong vdi tuin dAu ho{c hon trong di6u tri, c6c benh nhdn phdi dugc gi6m s6t ch{t ch€ d6n khi sg cai thiQn xdy ra. Kinh

nghiQm lim sdng ihung.cho th6y rang lguy co t1r tuc6 th6 tAng d nhtrng giai ttoan sdm cta sU phuc hdi.- 
C6c b€nh nhan c6 ti6n st cfc vArrCC tien quan diin tU tu, hoic h9 cho thSy m0c tlQ dr6ng ke vd y Ointr tU tu tru6c khi bit dau diAu

tri, duqc bi6t c6 nguy co cao hon vE f nghi ry tu ho{c n6 lgc tu tri, vi cdn dugc giqm s6J cAn th{n trong qu6 trinh di6u tri. MQt ph6n

tiih t6ng hqp c6c ihri nghiQm l6m sdng dugc ki6m so6t bang gi6 dugc cta c6c thu6c ch6ng trdm cdm d c6c bQnh nh6n ngudi lon bf c5c

r6i loan tam then cho th6y tlng nguy co hanh vi tU tu dugc so s6nh v6i giA dugc d cdc b$nh nhdn dudi 25 tu6i.

SU gi6m s6t ch+t ch0 cria bQnh nh6n vd d[c biQt ld nhirng ngudi co nguy co cao n€n <li cing vdi di6u tri bang thu6c ttic bi€t ld

trong didu tri sdm vd sau khi thay OOi ti€u. C6c b€nh nh6n (vd ngudi chim s6c bQnh nhdn) n€n <lugc canh b6o vA nhu cAu girim, s6t bAt

hjl tinh trang n{ng tr€n l6m sang f.nghi ho{c hanh vi ty tt, vd c6c thay d6i b6t thu}ng v€ hanh vi vd tim c6c ldi khuy6n v6 y tC ngay

l6p tric n6u c6c triQu chimg ndy xu6t hi€n.

Li0n quan d6n co hQi tri hr, dic biQt ltc b6t ddu tti€u tri, chi mQt luqng nh6 vi€n mirtazapin dugc cung c6p cho bQnh nhen phn hOp

v6i viQc quan lf t6t bQnh nhAn <16 giarn thiilu nguy co qu6 liiiu.
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nh6n c6 tidn sri co gift. N€n ngrmg <li6u tri o b6t ky
ch5ng trAm cAm d nhfrng b€nh nh6n

N€n tninh
dtng c6c thu6c nh6n dQng kinh <Iugc

kitim so6t n6n dugc theo d0i cdn thAn.

li6u don 15 mg mirtazapin, <10 thanh thaiSuy gan. Sau khi u6ng cia mirtazapin bi giam khoang 3

dQ trung binh trong huyiit tuong

5o/o d chc bQnh nhdn suy
gan nhe vd vtri, so vdi nhirng ngudi c6 chric nang gan Uinfr thudng. Ndng cta mirtazapin ttrng

khoang 55%.

- Suy thfln. Sau khi u6ng li6u <ton 15 mg mirtazapin, d c6c benh nhan bi suy thfln vira (dQ thanh thai creatinin < 40 mVph0t)

vi suy thfn nang (tl$ thanh thei creatinin S l0 mVph[t), dO thanh thai crla mirtazapin bi giem tan tuqt li khoang 30o/ovd,50%, so vdi
nhtng ngudi binh thuong. Ndng dQ trung binh trong huy€t tuong cria mirtazapin t[ng En luqt ld 55% vd ll5o/o. Kh6ng c6 sg kh6c
nhau <l6ng k6 <tuqc th6y d c6c bQnh nhdn.bi suy th{n nhg (dQ thanh thdi creatinin < 80 mVphrit) khi dugc so srinh vdi nh6m ki6m so6t.

- 
PCnh tim nhu rlii loqn ddn truydn, <lau thit nggc vd nhtii miiu co tim gan Aay, vdn ld nhtrng truong hqp thuc,ng phdi th{n

trgng vd ctin thQn khi ding chung voi nhftng thu6c kh6c.

- Huy€t 6p thdp.

: Be$.d,6i th6o duong: d c6c bQnh nhen bi d6i th6o ttu&ng, c6c thu6c ch6ng trAm c6m c6 th.i hm thay d6i s1r kirlm so6t tlulng
nuy6t. CO ttrd can aiAu chinh lidu dtng cria insulin va,/ho{c thu6c hp dudng truyi5t vi t<truyiin c6o gi6m s6t ch{i ch6.

Ngodi ra, nhu ddi vdi ctic.thu6c ch6ng trdyt cdln khdc, cilng cdn ltru j, d€n:

TriQu chung tAm th6n c6 thiS di6n bitin x6u hon khi dtng thu6c ch6ng trim cdm cho bQnh nh6n tam then phAn liQt ho{c c6c

r6i loan tam than kh6c, f nghi hoang tudng (paranoid) co th6 trim trgng hon.

- Khi dang di6u tri trong giai do4n trAm cd,m cta bQnh rtii loqn ludng cgc, bQnh c6 th6 chuy€n sang giai <togn hung cdm. Cilc
bQnh.rhan cd tiAn sri hung cim/trmg c6m nhg ph6i <luqc gi6m s6t chit che. N€n ngrmg dtng mirtazapin d bdt ki bQnh nhln nao

chuy6n vdo giai doqn hmg cim.
- .Dt mirtazapin kh6ng g6y nghiQn, kinh nghiQm sau lrru hanh thu5c cho th6y rang ngung thu6c dQt ng$t sau mQt thdi gian ddi

dtng thuiic tt6i khi c6 th6 thinh thoang g6y c6c triQu chimg cai thu5c. Ph6n l&n c6c phan ung cailtru6c ta nhe va $ kh6i. Trong s6 c6c

hiQu ch(mg cai thu6c kh6c nhau <lugc b6o c6o, ch6ng m{t, kich dQng, lo ling, nhric ddu vd budn.n6n ld nhting triQu chrmg <tuqi b6o

c6o nhidu nh6t. Th{m chi, chring <tugc b6o c6o nhu c6c triQu chtug cai thuiic, ngudi ta nh4n ra rang c6c triQuihimg nay CO ttrti lien
quan d6n bQnh ly sin c6. Nhu dugc khuy6n O phan li€u dnng, khuyiin c6o ngimg <ti€u.tri v6i mirtazapin mQt c6ch tir tu.

- CAn tnan {ong O c6c b€nh nh6n b! r6i loan ti6u tiQn nhu phi dai ti6n liQt tuy6n vd c6c bQnh nh6n b! glQ-c6m g6c hgp c6p vd

t6ng nhan 6p 1v6n dE ndy cing it c6 co hQi xdy ra vdi mirtazapin,.vi ho4t tinh khring cholinergiccta ttru6c r6iyi5u).

Chung ng6i, nim kh6ng y€n (akathisia)/ri5i lan tam th&r vfln tlQng: sri.dlrng thu6cih5ng trAm cdm iien quun d6n sg ph6t

tritin riSi loan tim thAn van <lQng, md ldm sAng c6 thti r6t gi6ng v6i chung ng6i, nam kh6ng yCn (akathisia) d6c tnmg bdi kh6 chiu vd

tlay ddn 
9.an 

vfln dQng thudng xuy€n kdm v&i mAt khd n5ng.ngOi hoic dung V€n. Di6u ndy co khi nlng x6y ra nhAtirong vdi tu6n ddu

didu tri. O c6c bQnh nhdn ph6t triiln triQu chimg ndy, tang li€u c.6 thr5 gdy b6t lqi ve c6 th6 cdn phdi xem xdi lpi viQc st dpng mirtaza-
pin.

- C6c trudng hqp k6o ddi khoang QT, xoin tlinh, nhip nhanh th6t vd dQt tu <td dugc b6o c6o hong qu6 hinh sri dqng mirtaza-
pin sau khi <tua thui5c ra th! truong. Phen l6n c6ct6o c6o xriy ra li6n quan di5n qu6 li6u ho{c d bQnh nh6n c6 c6c y6u t6 nguy co kh6c

g6y k6o dii khoAng QT, bao g6m viQc sri dpng ddng thdi c6c thu6c k6o ddi QTc (xem phAn "Tuong t6c thu6d' vd ph6n 'i qu6 lieu ve

c6ch xt tri"). Can tnAn trgng khi dung mi*azapin d nhtrng bQnh nh6n c6 bQnh lf tim mpch ho{c tidn st gia dinh bi QT k6o ddi vd st
dung ddng thoi vdi thu6c kh6c Ciy k6o dii khoang QTc.

Hq natri huyil: Hg natri huy6t, c6 th6 do hQi chtmg teng titit ADH kh6ng thich hqp (SIADH), r6t tritim khi duqc b6o c6o khi sri

dgng mirtazapin bdi viQc.dtng SSRIs vd giai ph6p chung l.n ngung di6u tri. Can tnan trgng khi dirng thu6c d nhiing bQnh nhdn c6 nguy

co nhu bQnh nh6n cao tu6i ho{c b€nh nh6n <lang.di6u tri <t6ng thdi v6i thudc c6 th€ gdy ra hp natri hpy€t.

HQi chring serolonin: Tuongt6c vdi c6c thu6c hopt tinh serotonergic: hQi chung serotonin c6 th6 xny ra khi c6c thu6c tc ch6 t6i

h6p thu chgn IOS serotonin (SSRIs) dugc dtng d6ng th&i vdi c6c thuric hoat tinh serotonergic kh6c. C6c triQu chimg c0a hQi chfmg

seiotonin cd th6 le tang than nhiet, sg co cimg, giflt rung cq kh6ng 6n <Iinh th6n kinh ty chri vdi khri nlng thay d6i b6t thuong nhanh

cdc d6u hiQu s6ng c.dn, c6c thay d6i tr4ng thrii tinh then bao gdm nham lan, dA bi kich thich vd lo lang Cu6 mr?c ti6n trii5n thdnh m€

sdurg vd h6n me. Can thQn trqng yd gi6m s6t l6m sang chit ch€ khi c6c thu6c c6 hopt tinh-niy dugc ki5t hqp vdi mirtazapin. NCn ngrmg

aieu tri vOi mirtazapin n6u c6c v5n dd nhu thri xiy ra vd vd bit dAu di€u tri trigu chung h5 trq. Tt kinh nghiQm hflu mi| dudng nhu r6t

hi6m khi xAy ra hQi chimg serotonin d nhting bQnh nhdn diAu tri vdi mirtazapin,ri€ng 16.

. Nguoi cao tu6i: Ngubi cao tu6i thudng nh4y cdm hon, <t{c biQt li6n quan tl6n c6c t6c dpng kh6ng mong mu6n cta thu6c ch6ng

trdm cim. Trong nghi€n criu l6m sang v6i mirtazapin, c6c t6c dgng kh6-ng mong mu6n kh6ng ttugc b6o c6o thudng hon d ngudi cao

tu6i hm c6c nh6m tu6i khic; tuy nhi€n kinh nghiQm cho diSn bdy gid vhn cdn hqn ch6.

Cdnh bdo td dtqc:
Thu6c ndy chira lactose. C6c bQnh nh6n c6 v6n OA ai truydn v6 kh6ng dung npp galactose, thitiu hpt Lapp lactase ho{c r6i loan h5p

thu glucose-galactose kh6ng dugc dtng thu6c ndy.

7. Srfr dgng thu6c cho phg nii c6 thai vA cho con bri:

Phu nO mane thai:

Dii liQu h4n ch6 vd.vi€c dtng mirtazapin d phg nO mang thai kh6ng cho th5y tang nguy co c6c d! tflt bAm, sinh. Crlc ngtriOn criu d
ttQng vft kh6ng cho th6y b6t ki t6c d$ng g6y quriLi thai ndo li€n quan d6n l6m sang, tuy nhi6n, d6 quan s6t th6y sy phrit tri6n dQc tinh.

Can tnan trgng khi kE don cho php nt mang thai. N6u mirtazapin ttugc dtrng di5n khi, hofc mQt thoi gian ngin tru6c khi sinh, khuytin
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c60 gi6m sdt sau sinh d trd so sinh oe tim c6c t6c dQng ngung

viQc dtng ciic thu6c ric

thutic c6 the xiy ra.
DT liQu dich te hqc cho th6y rAng tai h6p thu chgn lec serotonin tloan

cuor cua thai ky, co thc t6ng nguy co tdng dp lgc <lQng m4ctr ph6i dai dang

mgch ph6i dai deng d tr6 so sinh

o trd so sinh (PPHN)
thpc hiQn li€n quan giiia tdng 6p

hir khi xem xdt co ch6 t6c dQng

luc d0ng vot mirtazapin, nguy lo4i
li0n quan 0am tdng

I
nons d0 serotonin).

Phu nt cho con bri:

Cdc trong tdc dugc ltrc hpc

. 
Mirtazapin kh6ng n6n dung d6ng thdi vdi c6c thu6c ric ctr6 UeO hopc trong vdng 2 tu6n sau khi ngtng didu tri vdi c6c thu6c ric

cniiVaO. Theo c6ch ngugc l4i, phii qua khoing 2 tuen trudc khi bQnh nhAn <lugc di6u tr! vdi mirtazapin nCn dugc di6u tri bang c6c

thuSc ric ch6 MAO. ThCm vdo d6, nhu vOi c6c SSN, dtng ddng thdi vdi c6c thu6c ho4t tinh serotonergic kh6c (L-tryptophan, cIc
triptan, hamadol, lhezolid, xanh methylen, c6c.SSN, venlafaxin, lithi vd c6c ch6 phAm - c6 St. John's - Hypericum pirforatum) c6thi)
dhn d6n ti l€ m6c phii c6c t6c dgng li6n quan d6n serotonin (h$i chung serotonin: xem phin "Thfln trqng"). Can tnan trgng vi girirn s6t

l6m sdng chflt che khi c6c ch6t ho4t tinh ndy dugc kiit hqp v6i mirtazapin.

Mirtazapin c6 thiS hm tlng c6c <l[c tinh an than cria c6c benzodiazepin vd c6c thu6c an th6n kh6c (<l6ng ke nh6t ld c6c thu6c ch6ng

loan th6n, c6c thu6c kh6ng histamin Hs, c6c opioid). Can thAn trgng khi c6c thu5c ndy dugc k6 tlon ctng v-6i mirtazapin
Mirtazapin c6 th6 hm tang t6c dpng rlc ctr6 tr6 tnan kinh trung uong cta c6n. Vi th6, c6c benh nh6n phei tlugc khuyCn hdnh c6c

thrlc u6ng c6 c6n trong khi <tang dtng mirtazapin.

Mirtazapin du.gc dung 0 li6u 30 mg I l6n/ngdy g6y tdng nhg nhrmg dring kd vA th6ng kC trong ti s5 binh thudng trOa qu6c t6 lntR;
d nhfrng ngudi didu tri voi warfarin. Khi o lidu cao hon cta mirtazapin, t6c dqng tlugc x6c dinh th6m kh6ng th6 bi loai tru, n€n gi6m

s6t INRtrong trudng hqp <li6u tri ddng thli warfarin vdi mirtazapin.

Nguy co k6o dni khoang.QT vi/troflc lopn nhip th6t (nhu xo6n dinh) co thd tdng lCn khi sti dpng d6ng thdi vdi c6c thu6c g6y k6o

dii khoang QTc (mQt s6 thu5c ch6ng logr th6n vd thu6c kh6ng sinh).

Cdc trong tdc dugc dQng h7c

Carbamazepin vd phenytoin, c6c ch6t caT ung CYP3A4, Hng dg thanh thai cria mirtazapin khoang 2-4 l.fin,kiit qu6 ldm giem ndng

dQ mirtazapin trong huy€t tuong trung binh ldn luqt ld 60% vd 45o/o. Khi carbamazepin ho{c bAt k} c6c thu6c cdm img chuyEn h6a d

Can k!6c (nhu: rifampicin) dugc th6m vio di6u tri vdi mirtazapin, c6 th6 tang liiiu mirtazapin. Ntiu ngtng ilidu tri vdii6c thu6c nhu

v{y, cdn phii gi6m li€u mirtazapin.

Dirng ddng thdi c6c thu6c c6 kh6 n6ng rlc chti mqnh CYP3A4 ketoconazol ldm t[ng ndng dQ ilinh hong huylit tuong vd AUC cria

mirtazapin hn luqt ld khoang 40%ovd50%o.

Khi cimetidin (thui5c ric ch6 yiiu CYPIA2, CYP2D6 vd CYP3A4) dugc ding vdi mirtazapin, n6ng dQ trung binh trong huy6t

tuorg cria mirt alapin c6 th€ tAng hon 507o. Cen than trgng khi tlugc ding, vd li6u c6 fie duqc giarn khi d[ng d6ng thdi mirtazapin vdi

c6c thudc t?c ch6 m4nh CYP3A4, c6c thu6c.t?c chC protease HIV, c6c thu6c khang nAm azol, er)'thromycin, cimetidin hof,c nefazodon.

C6c nghiOn crlu tuong t6c khdng cho thdy bdt kj, c6c t6c dgng <tugc tlQng hqc li6n quan diin viQc di6u tri d6ng thoi cta mirtazapin

vdi paroxetin, amitriptylin, risperidon hoic lithi.

Trong ky: Kh6ng 6p dpng.

10. Tdc dgng kh6ng mong mu6n cta thu6c:

Benh nhan trim cdm c6 mQt s6 triQu chimg hay tli kdm vdi bQnh. Do vfly d6i khi r6t kh6 chic ch6n dugc triQu chung ndo ld hfu

qud cfia bQnh vd triQu chimg ndo ld h{u qud crla didu tri vdi mirtazapin.

C6c t6c,dgng khdng mong mui5n thuong g{p nh6t dugc b6o c6o, xiy ra d hon 5% b€nh nh6n di€u tri vdi mirtazapin trong c6c thri

nghiQm ngiu nhi€n c6 ddi chtng gid duqc (xem dudi ddy) ld ngu gd, an thdn, kh6 miQng, ting cdn, ting sg thdm trn, ch6ng mflt vd mQt

m6i.

Hi6m g{p Tdn su6t

kh6ne bi€t
HQ co quan Rdt thudng

sAp

Thutmg gip It g6p

Uc ch6 triy
xuong (gidm b4ch

cAu h4t, m6t bpch

hat, thi6u m6u
.. .: I

gram lreu cau

kh6ng t6i tao)

. Tnng bqch

cdu ua eosin

Cdc r6i loqn

mdu vd h€ bgch

huyi!t
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Cdc r6i loqn
^, -.:-nQt ttel

.T*Fw.'gr'*'^
chtn$1dtlr$-
khohd'ohu hirt N G

Cdc r6i logn

chuydn hda vd

dinh drdns

T[ng cdn

TIng cdm
gi6c ngon mi6ng

lr/E{'"ofyffn
\\:\ 

'. 
E$

Y

N *

thudng.

Nhem hn

Mo bdt

Lo l6ng

MAt ngu

Ac mQng

Hmgcdm
Lo Au

Kich dQng

Ao gi6c

R6i loan t6m

th6n v6n dQng

(bao g6m: chimg

ngdi, nim khong
y6n, t[ng vfln

<l6ne)

Cdc rdi loqn

tdm thin
Hung hlng

Ngu llm
Ch6ng mft
Run

Di cAm

C6c chdn lu6n

chuyln,<l0ng

Ngdt

Giflt rung co Co siAt (sav

ch6n thuong)

HQi chtmg

serotonin

Di cim miQng

tnan v6n

ng6n

Cdc r6i loqn

h€ thin kinh

Nzu eA

An th6n

Dau dAu

H4 huy€t rip

th6 duns

Hp huydt 6pCdc r6i logn

mqch mdu

Bu6n n6n

Ti0u chdy

NOn

T6o b6n

Gi6m nh4y

cAm d miQng

Vi6m tgy Pht miQng

Tang tiCt

nudc bet

Cdc r6i logn

fiAu hda

KhO miQng

Ting hogt

d0ng

transaminase

huyiit thanh

Cdc r6i loqn

ganmQt

Hgi chtmg

Stevens-Johnson

Vi0m da b6ng

r0p.

Ban d6 ela

hinh

Hogi tri bi6u

bi nhi6m dOc

Ngo4i banCdc r6i loqn

davd m6 dtrdi da

Ti€u co vdnDau khOp

Dau co

Dau hmg

Cdc r6i loqn

co xuong vd m6

hAn kit
Bi ti€uCdc r6i loqn

thdn vd fid ni€u
MQng duPhir ngo4i

bi6n

MQt m6i

Cdc r6i loqn

chung vd tqi ch6

Creatinin

kinase t[ng
DiAuta

nghiAn cfiu
tArn

quan

thdi ctrc

kh6ng

transaminase

tlugc b6o cao

gammaglutamyl

, vdi tdn suAt thuong xuy€n
vd

li6n

Trd em:

Cac ta" agrg tt 6ng mong mu6n sau dugc quan s6t thu&ng g[p trong c6c thri nghiQm lflm sdng d tr€ em: ttrng cdn, mAy tlay vd tdng

trielvcerid huv6t.

THONG BAO NGAY CHO BAC Si NHONG TAC D(NG KHONG MONG MUON GAP PHAI KHI SU D('NG THUOC.

11. Qud li6u v] cich xri tr{:

Kinh nehiem hien tai li6n quan d6n qu6 lidu mirtazapin dtng ri€ng ld chi ra rang c6c triQu chimg thudng n1re, & ctr,5 trC *ran nnn

o*g r*g"y6i r1r r6t it o*g'hu6ng vA an then k6o dei de duqc b6o16o, cirng v6inhip.tim nhanh vd tang huy6t 6n.{e h9!c.ha..,

nuylt ap nie. Tuy nhi6n, c6 ktra nang cac hfu qud nghiCm trgng hon (k6 cd tri vong) d lidu cao hon li6u di6u tri, tl4c bi0t vdi c6c li6u

kiSt trqp.

C6c truong hqp qu6 li6u phAi rlugc di6u tri h6 trq vd di6u tri c6c triQu chung pht hqp d6i vdi c6c chtc ning sling cdn.

Than ho4t tlnh hoic rtia da ddy cflng n6n dugc xem x6t.

i.l

N

d-d
/

V

d6nh trong

transferase tl6 tlugc quan

hon d6ng k€ vE th0ng k0

s6t (tuy dung kh6ng mong

vdi mirtazapin so v6i cie duqc).
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12. Cic il{c tinh duqc lgc hgc:

Mi ATC: N06AXI I
Nh6m dugc lf: Thu6c ch6ng trim cdm.

Mirtazapin li mQt thu6c a5i Krang o2 tiAn_xi-n6p. co hopt tinh trung uong, lim tang ddn truyAn than kinh qua tr.ung gian noradrena-

lin vd serotonin trung uong. Sy ting cudng d6n truydn then kinh qua trung gian serotonin chi th6ng qua c6c thp th6 5-HT1 d{c hi$u,

bdi vl c6c thu th6 5-HT2 vd 5-HT3 b! chgn bdi mirtazapin. Ci hai ch6t d6ng phan d6i anh cta,mirtazapin diiu dugc ctro ld tham gia vdo

ho4t tinh chrSng trim cdm, d6ng phen d6i anh S(+) chgn thg th6 c2 vd 5-HT2, vi ddng ph6n d5i anh RO chgn thg thC 5-HT3.

. Ho4t tinh O6i Urang nistamin H1 cta mirtazapin cd li€n quan d6n tinh ch6t an thin cia thu6c. Mirtazapin thudmg ttugc dung n4p

rAt tit. ttruiSc trdu nhu khdng c6 hoat tinh kh6ng cholinergic, vd vdi li6u di6u tri hAu nhu kh6ng c6 t6c dgng tr6n hQ tim mpch.

Tri em:

. Hai nghi€n criu ng6u nhi6n, mt <16i, c6 d6i chimg gid duqc dtr€ em tu 7 dtln l8 tu6i vdi r5i lo4n trAm cdm n{ng (n:259) s.u dung

[Au linh ho4t trong 4 tudn dAu ti€n (15-45 mg mirtazapin) , ti6p theo ld li6u c6 dinh (15, 30 ho{c 45 mg mirtazapin) trong 4 tuen khAc

th6t b4i trong viQc chimg minh su kh6c biQt d4nC k6 gita mirtazapin vd gid dugc tr€n c5c di6m cu5i chinh vi t6t cd c6c di6m cu6i phs.

Tdng cdn <Irnng k6 (>7%) deduqc quan s6t thdy it 48,8% ddi tuqng dugc di€u tr! bAng mirtazapin so vii 5,7o/o d nh6m gi6 duqc. Ndi
mdyday (l1,8% so v6i 6,8%A vd ttrng higlycerid mfii (2,9%o so vdi 0%) cing thulng clugc quan s6t thAy.

13. C6c tl{c tinh duqc tlQng hgc:

Sau khi udng Lizapam 30, hoat chdt mirtazapin tluqc hdp thu nhanh vd t6t (sinh khi dgng kho6ng 50%), dqt n6ng tIQ tlinh trong

huy€t tnong sau khodng 2 gid. Khoang 85%o mirtazapin gtrn vdi c6c protein huy6t tuong.Thdi gian.b6n thdi trung binh ld tu 20-40 gid;

thinh thoang nhan thiy tha,i gian b6n hriy l6u tron, l6n dtin 65 gid, vd d nam gi6i trd tu6i thuong th6y thdi gian b6n hty ng6n t on. ttrOi
gian b6n thdi nhu th6 dt <li5 dring thu6c vdi li6u I I6n m6i ngdy. N6ng dQ thu6c dgt tr4ng th6i i5n dlnh sau 3-4 ngdy, sau <16 kh6ng tich

l0y th6m. Trong khoang li€u dugc khuy€n ngh!, mirtazapin c6 tinh ch6t dugc tlQng hgc tuy€n tinh. Thftc an kh6ng anh huong d€n

du.qc dpng hgc cria mirtpzapin. Mirtazapin clugc chuyCn h6a manh m€ vd tlugc bii ti6t q}a nudc ti€u vd phdn trong vdng vdi ngdy. Sg

bi6n dOi sinh hgc cht y€u ld khri-methyl vd oxy-h6a, ti€p theo ln phan ung li6n hqp. Chdt chuy€n h6a kht-methyl c6 hopt tinh dugc

I vd t6 ra c6 ctng nhtng tlic tli6m dugc dQng hgc nhu hqp chdt mQ. SU thanh thdi mirtazapin c6 th6 gidm do suy thfn ho{c suy gan.

14. Quy c6ch tl6ng g6i:

HQp 2 vi x l0 vi6n

H$p 3 vi x l0 vi6n

HQp 5 vi x l0 vi6n

HQp l0 vi x l0 vi6n

15. Ditu kiQn b6o quin, hqn ding, tiGu chu6n chdt tugng cta thudc:

kh6ng qu6 300C, tr6nh 6nh sarrg.

)v

lv t-l

Didu kiQn bio quin: Noikh6 16o, nhi01d0

H4n dtng: 36 th6ng kC ttl ngdy sd.,tt xudt.

TiCu chuAn ch6t luqng: TCCS

16. TOn, dia chi cta co sO sdn xu6t thu6c:
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