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TAZEURIN

Vién nén bao phim
Thube naty chi ding theo don thube.
Khing diing thudc qud liéu chi djnh.
Khiing ding thubc qua han ding ghi trén bao bi.
Pé xa thm tay tré em.
Poc k§ hirdmg diin sir dyng trinke khi diimg,
Théng bio ngay cho bic sT hodic duge sTnhimg tic dyng khimg mong
mubn gip phai khi sirdyng thube,
Néu ¢lin thém théng tin xin hoi § kifn bicsi.

THANH PHAN
Tazeurin 15:

- Durgre chiit: Mirtazapin 15 mg.

- Ta dunye: Lactose monohydrat, tinh bt ngé, hydroxypropyleellulose EF,
magnesi stearat, silic dioxyd keo khan, HPMC 615, HPMC 606, PEG 6000,
titan dioxyd, tale, oxyd st ving.

Tazeurin 30:

- Duge chiit: Mirtazapin 30 mg.

- Té duye: Lactose monohydrat, tinh bt ngd. hydroxypropyleellulose EF,
miagnesi stearat, silic dioxyd keo khan, HPMC 615, HPMC 606, PEG 6000,
titan dioxyd, tale, oxyd sit ving. oxyd sit dé.

MO TASAN PHAM

- Tazewrin 15: Vién nén hinh caplet, bao phim mau ving, hai mét 16, mét mit
co khiic vach ngang gitra hai chir “H” va “8”, canh va thanh vién lanh 1an,

- Tazewrin 30: Vién nén hinh oval, bao phim méu néu do, hai mat 16i, mét mjt
et khiic vach ngang, canh va thanh vién lanh lan.

CHIDINH
Bifutri cdc giai dogn ciia bénh trim cim & ngudi lon,

LIEU LUQNG VA CACHDUNG

Lidu lrgng
‘\-'m lirm:

Liéu hang ngiy co hidu qua tir 15 - 45 mg; liéu khéi ddu [a 15 mg | huq.u 30
mg. Nhin chung, mirtazapin bt ddu ¢é higu qué sau 1 -2 tulin didu tri. Didu
tri vai liéu lugng thich hop s& tao ra ddp img tich cye trong ving 2 — 4 tuin.
Néu chua c6 dip img diy di, lidu ding c6 thé ting dén I'tégu 10 da. Néu viin
khéng c6 ddp img trong 2 - 4 twdn tiép theo, nén ngung li¢u phap.

Bénh nhin trim cam nén duge diéu i ddy 40 trong khoang thé gian it nhit 6
thing dé dam bao khong con trigu chimg.

- Neén ngung diéu trj mirtazapin mt cich tir tir nhim trinh mic phai hoi
chimg cai thude,

Liéu fmrgo‘nﬁlsé cﬁfl‘uwg lam .vamg dgc bigt:

Ngedri cao tuot: Lidu khuyén cao gidng vai lidu lirgmg cho ngurdr lom. Obénh
nhdn cao i, nén gidm sét chiit ché khi tang lidu dé dat duge dép (mg an toan
vitthich hgp.

Tré em; Khong nén ding mirtazapin cho tré em vi thanh thiéu nién dudi 18
tudi do higu qué chua duge chimg minh trong hai thir nghiém lim sing ngiin
han v b nhimg 1o ngai vé d an toan cia thude.

Suy thiin: D thanh thii ciia mirtazapin b thé gidm & bénh nhin suy thin
trung binh dén ning (46 thanh thai creatinin < 40 ml/phiit). Cén thin trong
khi chi dinh mirtazapin cho nhom bénh nhin nay.

Suy gan: B9 thanh thii mirtazapin c6 thé giam ¢ bénh nhin suy gan. Cin
thin trong khi chi dinh mirtazapin cho nhém di twgng nay, dic bigt bénh
nhiin suy gan nfing vi chira ¢ nghién ciru trén bénh nhin suy ganning.

Céachding

Thivi gian bin thai cia mirtazapin 14 2(1 40 gids, vi vty vién nén bao phim

Tazeurin thich hop ding 1 lin/ngay, 16t nhit nén udng mdt lidu duy nhéit vio

budi tbi tnrde khi di ngi. Ciing €6 thé chia lidu Tazeurin thanh 2 |aw’|1ga)' (1

lidu vito budi sérLg vib 1 liéu vio budi thi, lidu cao hon nén udng vao budi 16i).

Ubng vién thudic viri mit by nuée, nudt nguyén vién, khéng dirge nhai,

Trudmg hop bénh nhin quén ding thude:

Néu dig thuoe 1 lin/ngiy: Néu bénh nhin quén dimg thudc, bo qua liéu dd

quén. Uorlg liéu tiep theo viia ngdy him sau nhur thirdmg 18 Khing udng liéu

gapdm dé bucho lidu di quén.

F Neu diing thude 2 Ian.fngay (budi Sling v budi tdi): Néu bénh nhin quén
uur.lg liéu thude budi sdng, chi ciin ubng lidu 43 quén clng vdi ligu budi 1di.
Néu bénh nhin quén uéng liéu budi 16, khang udng lidu di quén ciing voi
liéu budi sing ngay tiép theo, bo qua vt udng lidu budi sing va liéu budi 15i

fighy hom sau nhu thirdng 1¢. Neéu bénh nhin quén udng ci hai liéa budi sing
va budi tdi, khong cb g#n,g udng cdc liu da quén. Bo qua ca hai liéu 4 quén
vatiép tuc céc lidu budi sang vi budi ti cia ngiy hém sau nhurthudmg 18,

- Khing c6 yéu ciu dfic bigt vé xir 1y thudc sau khi sirdyng.

- Khéng nén virt bo thude vito nude thai hay ric sinh hoat. Hoi ¥ kién duge si
cich b thude khong sir dyng nita. Nhimg bién phip nay s& gitp bio vé mbi
tnrimg.

CHONG CHi BINH
- Quimin v mirtazapin hofic bit ky thanh phiin nao cia thude,
- Sirdung dong thér mirtazapin vii thude tre ché monoamin oxidase (IMAO).
THANTRONG VA CANH BAO
= Wvé ém v thanh thiéu wien dudi 18 mai: Khing nén sir dung mirtazapin cho
tré.em vi thanh thiéu nién dwoi 18 tudi, Trong cdc thirnghigm lam sing, quan
it thity cic hanh vi lién quan dén t 1 (7 nght va muru toan ty i) vé th dich
(gdy tidn, hanh vi chéug di va gidn dit) & tré em va thanh thiéu nién duge
diéu trj v thude chéng trdm cam thuimg xuyén hon & nhém dol tugmg dimg
i duge, Mae di vy, dya trén nhu ciu lim séng, néu quyét dinh diéu tr,
fénh nhéin nén duge theo ddi cdn thin cécdﬁuhleuwlu Ngodira, hign dang
thiéu dit ligu an todn dai han lién quan dén sy thng tnrémyg, tnrémg thinh, phit
trién hanh vi vi nhin thitc & tré em va :hanhﬂueu nién,
Tww v nght e e hoge mm ching lam sang trdm trong hom:
Trim cim cé lién quan dmnguy cotiing ¥ ngh tur tir, rulim hai ban thin va
tyr tir (cdc bidn od lién quan dén ty tir). Nguy co ndy vin thn tai cho dén khi
bénh tinh thuyén gidm ding ké. Vi sir tién tridn ciia bénh c6 thé khang xiy ra
trong nhimg tuin déu diéu tri, bénh nhan nén duge theo doi chiit ché cho dén
khi bénh tinh Lhuyen gidm ding ké. Theo kinh nghiém lim sﬂng 161 chung,
nguy coty lumlheténgunhl?ug giai doan diu ctia qué trinh hoi phue.
Bénh nhin v6i tién sir mic ¢éc bién ¢6 lién quan dén tu 1, hoge nhimg bénh
nhin thé hign y nghl t tir 16 ring trnde khi bit diu didu tri, duge biét 14 co
nguy cor cao hom vé ¥ nghi vi min toan ty tir, vi nén duroc theo doi ¢in than
trong qud trinh diéu trj.
Ding thuéic chéng trim cim két hop véi gidm sat chiit che bénh nhén, dic
biét la cic ddi tugmg c6 nguy cocao trong gisi dogn diu cia qué trinh dleu tri
vii sau khi thay dbi liéu. Bénh nhin v ngwir nha nén duge cinh bio vé s
cin thiét cia vige theo dai bit ky tri¢u chimg 1am sing nao o nén trim
trong, ¥ nght hofie hinh vi tr i va nbiing thay di bt thimg trong hinh vi,
i  kién bac sTngay khi cic trigu chimg trén xudt hién,
Dii v nguy co tir tir, dic biét trong wiai doan diiu cua qué trinh diéu tri, chi
dira bénh nhin mit lugmg thude han ché 88 giam thidu ngay coqui lieu.
- Suy niy viromg: Suy tiy xuong, bifu hién thtmg 1a giam bach ciu hat hoje
mit bach ciu hat, 48 duge bio cdo khi diéu tri voi mirtazapin, Chimg mat
bych ciu hat e hi phuc di dwge bdo cdo voi tin sudt hiém gip trong che
nghién ciru lim sang vir mirtazapin. Trong théi ky hju mii, ed rit hiém cac
camét bach ciu hat duge bio cao, hin hét eé thé hii phie, tuy nhign mot sb
truimg hep diln 1 tir vong, Céc trutmg g tir vong chit yéu lign quan dén
nhimg bénh nhiin trén 63 wéi. Bac 57 cin cinh gide vai cdc trigu chimg nhw
sbt, dau hong, viém miéng holic cic _dau hiéy nhidm khudn khic; khi nhimg
tri¢u chimg trén xay ra, nén ngung dicu trj valam xétnghiém céing thirc mau.
Vang da: Nénngimg didu tri ndu xudt hign vang da.
- Nhitng tinh trang can theo di: Cin diing lidu cin than két hop viri theo doi
thurémg xuyén v chiit ché & nhimg bénh nhin sau:
Biong kinh v hii chimg ndo thue thé: Mjc dir kinh nghigm ldm sing cho
thiy cic con co gidt dong kinh Iué]p khi xay ra khi didu trj véi mirtazapin,
gidng nhir cic thude ching trdm cam l\hac‘ minazapin nén duge chi dinh
mijt cich thin trong & nhl‘mg bénh nhin ¢ tién sirco gidt. Nénngung dléu tri
@ bét ky bénh nhiin nao xudt hign ¢ée con co gift, hodic gia ting tin sudt con
oo il
+ Suy gan: Sau khi udng lidu dom 15 mg miazapin, d¢ thanh thai cia
rlilrmzzpm giam khoang 35% & bénh nhin suy gan mirc di nhe tdi trung
binh. Néng dé huyét twong wrung binh cita mirtazapin ting khodng 55%.
+ Suy thin: Sau khi ubng liéu dom 15 mg minazapin, 4§ thanh thai coa
mirtazapin giam lin oot khoang 30% & bénh nhin suy thin trung binh (Cler
<40 mUphit) vé 50% & bénh nhin suy thin ning (Cler < 10 mb/phiit). Ning
huyét twong trung binh cta mirtazapin ting lin lugt khoang 55% va
115%. Khong co sy khic biét ding ké ¢ bénh nhin suy thin nhe (Cler < 80
ml/phit) so vii nhém doi chimg.
+ Hvérlh tim nhir ri logn din truyén, dwllm ngye vi nhi mau co tim gin day,
I nhimg trromg hop cin thin trong va cin thin khi phdi hop cae thube.
- Huyéedp thip,
Béi thao dwimg: € bénh nhin dai thio duimg, thube chéng trim cam c6 thé

K

+

Tam thay i kiém soft duimg huyér. Liéu lugng insulin vi/ hofc thube ha
duémg huyét duimg uongco thé cin duge diéu chinh v theo ddi chit ché.

- Gidng nhi cc thude chong trdm cam khde, nhimg diéu sau day can phai

than trong:

Ciéic triéu chimg loan thin cé thé d}en bién xdu hon khi dﬁng cdie thube ching

triim citm cho bénh nhin tim than?hun liét hode cdc roi loan tim thin khic:

nhing ¥ nght hoang twong c6 thé tram trong hom.

Phai theo ddi chit ché bénh uhan ¢ tién su‘ hung cam hode bénh lumg cam

nhe. Khi diéu trj giai doan triim cim cta roi loan ludmg cyre, giai dogn trim

cam o thé chuyén sang giai doan himg cim. Nén ngung si dung mirtazapin

& biitky bénh nhin ndo chuyén sang giai dogn hung cam.

+ Miic di mirtazapin khong giy nghién, kinh nghiém hiu mii cho thiy ngumg
diéu trj ddt ngdt mirtazapin sau khodng thin gian dai ding thude di khi c6 the
iy ra hii chimg cai thube. Hiu hét cic phin img cai thude nhe v ty han ché.
Tmngsé nhimg meuchungmu thude khic nhau duge bio céo, thuimg gip
nhét la chodng ving, bin chin, lo du, dau diu vi budn ndn. Mic dit duge bio
céo nhr nhimg triéu chimg cai thude nhimg nhimg trigu chimg nay ¢6 thé lién
quan dén can bénh tiém dn khic, Nén ngumg diéu i bing cich giam lidu
mirtazapin tir tir nhu khuyén cio & muc “LIEU LUONG VA CACH DUNG*,

+ Nenllwmmngubenhuhan 101 logn tiéu tign, nhur phi dai tuyén tiéa liét, bénh
nhin glaucom gac hep cip tinh vi tang dp lue ndi nhiin (mie dis c6 it nguy co
glp vin dé vii mirtazapin vi hogt tinh khing cholinergic clia mirtazapin rit
yéu).

+ Chimg ngdi khong yén-’ r0i logn tdm thin vin dong: Str dyng thubc chiing
trim cdm ¢ lién quan dén sy phit rién chimg ngoi khong vén, dac tnmg bai
st bon chon, lo u va kho chju mét cach chi quan vi cin phai di chuyén,
thuimg di kém v viée khing co kha ning ngdi hojic dimg yén, va hay xdy ra
nhit trong nhimg tuin déu diéu tr. O nhimg bénh nhin xudt hign nhimg tridu
chimg ndy, viéc ting liéu cé thé géy bt loi.

+ Khoang QT kéo ddi: DA cb cée bio cio vé khoang QT kéo dii, xofin dinh,
nhip nhanh thit va dt tir khi sir dyng mirtazapin trong giai dogn hiu mii. Pa
sth e béo cio xdy ra o6 lién quan téi qué lidu hodic & nhimg bénh nhén e6 cac
yifu 16 nguy cokhie vé khodng QT kéo dii, bao gim vige dimg dong thn v
cic thude lam kéo dai khoang QTe (xem mye “TUONG TAC CUA THUOC
VO CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC™, myc
“QUA LIEU VA CACH XU TRI"). Thin trgng khi ké don cho nhitng bénb
nhin da bidt bj bénh tim mach hoiic tién sir gia dinh c6 khoang QT kéo dai, va
Khi ding dong thin v cde thube duge cho 18 lam kéo dii khoang QTe,

- Gidm natri méw: Giam natrd méu cé thé do bai tiét hormon chéng bai nidu

khéng thich hop (STADH), da durge bio cho véi tn sudit rit hidm gap khi sir

dyng mirtazapin. Nén thin trong khi diing thude cho nhimg hénh nhin co
ngtiy co nhur bénh nhin cao tudi hofic bénh nhiin dang diéu trj dong thri véi
cie durge pham dugce biét 14 gly gidmnatrimdu, ;

Hgi chnimg serotonin: Hii chimg serotonin ¢6 thé xay ra khi sir dung ddng

thoi céic thude e ché tai hip thu serotonin ¢6 chon loc (SSRI) véi cde thude

cd hogt tinh serotonergic khic (xem mye “TUCONG TAC CUATHUOC VOI

CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC™). Cic trigu

chimg eta hi chimg serotonin 6 thé sit cao, cimg do, rung gidt co, sy bét

Gn thin kinh tw chii véi nhimg thay ddi bit thiémg nhanh chéng cic déu higu

sinh ton, nhimg thay di vé trang thii tinh thin bao gém 1 lin, kich dong va

bén chén qué mire diin i mé sang v hon mé. Nén thin trong v ¢in theo doi

lim sang chiit ché khi khéi hop mirtazapin véi céc thude ndy. Nén ngumg

didu tri véri mirtazapin néu nhimg bién c6 trén xay ra vi bt diu didu trj hd trg

trigu chimg, Tir kinh ng]ugm héu mai cho thiy héi chimg serotonin rit hiém
khi xay ra & bénh nhin didu tr vdi mirtazapin don ddc.

Bénh nhdn cao tuoi; Bénh nhan cao tudi thuimg nhay cam hom, diic bigt i

Vi cac thc dung khing mong mudn cia cic thude ching cam, Trong

nghién ciru lam sing vai mirtm.pln cdc tic dung khong mong mudn duge

bio céo ¢ ngudi caomblkhong nhiéu hon & céc nhém tdi khic.

- Lactose monohydrat: Ché ph&m Tazeurin eb chira td duge lactose, Bénh
nhin cé ce vin dé di truyén hidm gip vé khong dung nap galactose, thiéu
hut enzym Lapp lactase hode kém hip thu glucose-galactose khong nén
ding thudc niy.

SU'DYNG CHO PHUNU MANG THAI VA CHO CON BU

Phu nir mang thai

- Céhan ché dir liu vé vige sir dung mirtazapin & phy nir mang thai cho thay
sif gin tng nguy cor dj tit bim sinh. Cac nghién cin trén ddng viit ciing chira
thily bat ky tac ding gy quai thai ndo c6 ¥ nghia vé mat lam sang, tuy nhién
da quan st thity doe tinh trén sy phit trién cia bao thai.

- Ditliéu dich t& hoc cho thiy sir dung SSR1 trong thai ky, dic bigt li giai doan

+
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cudi thai ky, co the iim ting nguy co ting huyét §p dong mach phéi dai diing

& ré 5o sinh (PPHN). Mic di chir ed nghién cire vé mii lién quan gilta

gtamthac:comy i,

(ting 6 seratoning

- Céim thin trong khi ké dom cho phy nik mang thai. Néu mirtazapin vin dige
wdungclmdﬁkhlsmh hodic trong théd gian ngin ngay tnnic ngéy sinh,
nén theo ddi tré s sinh 38 phing ngir nhimg tic dong do ngung thude o6 thé
xityra

Phy nirche con bi
Cac nghién ciu trén dgng vt va dir lifu oo hen trén ngisin cho thiy
mintazapin duge bii tiét vio sita me voi hegmg rit nbo. Quyét dinh tidp tue/
ngung clmeonbuhaynepmcfnglmgméulnvm mmpqnnhclncl‘rvm
19:mhcuawpthushmcdd|v¢|dmnevaim[chcu!1l§|l,_, i

Paraxetin. amitriptylin, risperidon hay lithi: Cic nghién ol uromg tic

khéng cho thiy Iﬂhkﬁ' tie dgng duge ding hoe ndo cd ién quan 167 vide dida
tri dding théi mirtazapin vér p in, amitriptylin, risperidon hay lithi.
Twong ky ciia thude
Khing dp dung.
TAC DUNG KHONG MONG MLON
Bénh nhin trim chm biéu hign mit s mién chimg c6 lién quan dén bénh. Do

did, ddi khi kb xac d|nhcww triéu chimg nio cia bénh va trigu chimg nao 1
kétqua cia vige diéu trj vii mirtazapin.

Trong cac thir nghiém nglu nhidgn co adi chl'mg i dirgre, nhimg tae dung
khéing mong mudn thirng duge bio cho nhit, xiy m véi hon 5% 56 banh
nhiamléu tri vori mirtazapin L budn ngd, an thin, khé miéng, ting cin, ting

i v ngard mg.

ANH HUONG CUATHUOC BOI VOTCONG VIEC

Mirtwzapin o dnh hidmg nhe hode trung binh dén kha nng 1ai xe va vin
b méy méc. Mirtazapin cé thi lm gidm khi ofing tp trang vi s tinh tho

(45 bigt trong gini doan déu diéu tri), Bénh nhin nén trinh nhimg céng vige
cokhi niing giy nguy hidm, yéu chu sirtin tdo v thp trung 6t nhr i xe co
gitri hode vin hanh miy mée & bit k§ thr diém nbo bj anh hiréng,

TUONG TAC, TUONG KY CUATHUOC

Tueomg thc ciia thube

- Thude tic ché mor idase (IMAC); in khong nén ding ding
thii viri cac thude (e ché monousmin oxidase (IMAQ) hodc trong vimg 2
tudn sau khi ngumg didy tr mmmubcrwm Ngoe Iy, & shitmg bénh
ohin dang diéu trj vii mi nén ngung pin khodng 2 tudn
trusibe ki i tri véri thudc IMAO ( xem mue “CHONG CHI DINH").

Chit ¢6 hoat tinh wic khdc {L-tryptophan, iriptans, o,

linezolid, thude sic ché tdi hdp thu seratonin co chon loe (SSRI), ven!qﬂum

lighi véb edic ché phém ciia St John's Wort — Hypericum perfaratom): Gidng
nhw eée thude i ché tai hip thu serotonin ¢t chon loe (SSRI), phidi hop
mistuzapin véi ede chit c6 hogt tinh serotonergic khac c6 the din dén 1i i¢

e phai cdc dnh hurimg lign quan dén serotonin (hii chimg serotonin: xem

muc “THAN TRONG VA J‘“ BAO™). Nén thin trong vil theo dii Tim

siing chilt ché khi phii bop thude.

Hm)dm:epm va ede thude an than khde (dac bigt l hdu hét cde tude

ching loan thn, cée thude khdng histamin H1, ede opisid): Minazapin co

thié Tim tang dic tinh an thin cin cie thube niy. Nén thin trong khi ké dan
nhimg thude niy déng thri vii minazapin,

Aleol: Mictazapin ¢6 thé lam ting tic dung irc ché thén kinh trung womg ciia

aleol. Vi vy, nén khuyén bénh nhin trinh ding 86 ung chira cdn rong khi

dang ding mirtazapin, 3 2

- Warfarin: Mimp@»ﬁlhu!ﬂn@aﬁn;&y.lﬁnﬁn;nlwnhmgcéf
nghia théng ké chi s6 INR trén nhimg bénh nhin dung diéu trj warfarin. Do

khiing thé lngi trir tdc dong 10 rét hon khi sit dung liu mirtazapin cao hem,

nén theo doi gid trj INR. trong tmwimg hop diéu trj ddng thin warfarin véi
mirtazapin

Cac thudc lam kéo dei khodng OTe: Nguy co kéo dii khoang QT va/ hode

loan ahip thit (vi dy xodn dinh) co thé ting lén khi sit dung déng thér

mirtazapin viri che thude lim kéo dii khoang QTe (mit 58 thude ching loan
thin vé khing sinh).

Tueong tdc duye ding hpe:

- Carbamazepin v phenvtoin, cde thude cdm g CYPIAS, Lim tang 06

thanh thai mi in khodng 2 Hn, dhmyhnnﬁngdémimznpmhuyﬁ

turemg trung binth lin gt 60% vid 45%, Khi phii hop carbamazepin hoje bis

Ky thude cim img chuyén héa & gan nio (rifimpicin) véi mirtazapin, cé thé

phéi tang lieu mirtazapin. Néu ngung dicu tri nhimg thude niy, o6 thé cin

idm liéu mirtazapin,

Chtsie ché CYPIA4 (k L) P hop vin pin lim ting ndng

4G dinh wong huyét trong vi dién tich dudi dwimg cong AUC cia

mittazapin lén Tin heot khmins A0% va 50%,

- Chired Muming sig ché CYPIAA, cac chal' rn:chi: HIV protease, cde thudc
khnngmnhomumfw i Hodie nefazodan. Khi phii
hop cimetidin (chiit ire ché yéu CYPIAZ, CYP2D6 va CYP!A“'I vir
mirtazapin, néng 4 huyét trong trung binh ciia minazapin co thé ting lén
bon $0%. Nén than trqng khi diing ddng thisi mirtazapin véri cde chit c6 kha
niing irc ché CYPIA4, cﬁcchﬂtl‘nchél{[\-’pmwme céc thude khing ndm
nhém wzol, erythromy idin hodc fan, va oo thé phai gidm
liu mirtazapin.

gidc thém fin, chodng ving vi mt moi.
Téit ca cac thir nghidm nghu nhién o6 d6i chimg gid duge (bao pim chi dinh
khéc ngodi bénh trim ciim) déu dge dinh gid tic dung khing mong mudn
cita mirtazapin, Philn tich tng hop 20 thir nghigm, voi thoi gian didu 1 dy
Kién lén 1 12 tudin, gdm 1501 bénhuhin ding hiéu mirtazapin lén dén 60 mg
wit 850 bénh nhin ding gia duge. Cic pha ma ring cia cde thir nghi¢m niy
di dhrge hoai bo dé dim hio kha ning cb thé so sénh dwoc v tri ligs bing gia
dirge.
Nhitng tée dyng khing mong mudn dige phin nhom theo thn sudt: rit
thirimg glip (ADR = 1/10), thurémg gip (1/100< ADR < 1/10), it ghp {1/1000
<ADR < 1/100), hiém gdp (1/10.000 < ADR < 1/1000), vt hiém gip (ADR <
1/10.000) v khdng 1 tin suit (tin suit kidng wée tinh dwge tir di ligu sin
ci):
Mt v b bach huyét; Suy tiy xwomg (giam bach ciu hat, mit bach ciu hat,
thid miu biit sén, giam tiéu ciu), ting bych ciu i toan (khéng rd tin sudt).
Neitiér: Bai tiét hormon chéng bai niéu khang thich hop (khang rd tin swir),
Chuyén hoa v dink dirimg: Tang clin, ting cim giic thém an (it thwimg
Bp). Gigm natri miu (khing ed tin suut}
- Tim than; Gide me bit thirimg, 1 1én, lo du, mt ngi (thiomg gip). Ac
ming, humg cam, bén chin, do gide, rdi logn tim than vin ding (ghm chimg
ngdi khdng yén, ting dng) (it gap). Gy hin (hiém gap). ¥ nghi tr i, hink
ity tir (khénge rd thn sudt).
Thén kink: Bubn ngi, an than, duudhu{ltﬂmbnsglp] Ngit lim, cheang
vang, run { thwimg gip). D ciun, rung chin, ngilt (i gap). Gijt rung co (hiém
giip). Co gifit (chin thummg), hii chimg serotonin, dj cam o migng, chimg
Fogn viin ngdn :khongrﬂlﬁnmal;
Mgch may: Ha huydtap |umér:hw¢ng 24p). Hanuy«apun 2ip).
Tiéu hoa; Khd miéng (rit thuimg gap), Budn ndn, tiéu chay, non, tio bon
(thtmg gip). Di cam i migng (it gp). Viem tuy (hiém glp). Phi migng,
thng tét nuic byt (khong rd thn sudt).
Ganmiit: Tang hogt tinh transaminase huyét thanh (hiém gip).
Da vt mi dirgi da: Ngoyi ban (thirimg gip). Hji chimg Stevens-Johson,
viém da phong rp, ban do da hinh, hisi chimg hoai tir du nhidm de (khang
i) tdn sudt).
Cor vit mii lién két; Brau khop, dau co, dau hmg (thuimg gip). Tidu oo vin
(khing rd tin sut),
= Thein v hé tid migu: Bitidu (khong rd tn suit).
- Cidc tac dung khing mong mudn khde: Phii ngoai vi, mét moi (thuémg gip),
Mng du, phis toin thiin, phis cuc b (khang rd thn sudt).
- Cide chistxét nghigm: Ting creatinin kinase (khing rd tin sust),
Tréem:
Ciie: the dyng khing mong mudn sau duge quan sit thiy trén ede thie nghiém
1dm sing trén tré em: tng cin, may day vi ding riglycerid mdu (xem myc
“DUGC LUCHOCT).
QUA LIEU VA CACHXUTRI
Trifu chimg
Kinh nghiém hién tyi lidn quan dén quﬂ lifu ‘mirtazapin dom trj cho lMy wic
triu chimg thutmg nhe. Ue ché bé thin kink trung womg kém mit phirong
g vi an théin kéo dii ¢4 dwee hao cio, cing ver nhip tim nhanh vi ting
hay ha huyét 4p nhe. Tuy nhién, c6 thé xiy ra nhimg hiu qui nghiém trong
tiom (bao ghen L vong) khi ding lidgu cao hon rit nhigu so véi ligu diéu tr,
dfe bigt 14 qud lidy nhiéu thude cing lic. Trong mot sé truimg hop, kéo dai
khaing QT vi xodn dinh ciing 43 duoe béo clo.
Cich xirtri
- Cée trudmg hop gu lidu cn duoe diéu tri b i va diéu trj rigu chimg thich
higp cho cie chire ndng sinh thn, Nén theo dd dién tim d6 (ECG) va oin nhilc
ding than hoat tinh hofc rim dg diy.
Trinirng hop qué liu o tré em, xirly tuomg ty ohue & ngudi lon.

DUGC LYCHOC

Phiin loai dge Is Thudc ching trim cam.

MAEATC: NOGAXT T,

Coché the dyng

- Mirazapin Id mgt thudic di ld:ang thy thé o tién synap co tde dung tnmg
womg, lam ting wdamruyén lh&n kmh nondrenerglc vasermonetg:c tring
womg. Sirth é £ U ITUng gian
e hiu 1 che thy thé 5-HT1, do cic mu thé 5-HT2 vi 5-HT3 dii bj chen b
mirtazapin, Ca hai dang dang phin d6i quang cia mirtazapin déu gop phin
viio hoat tinh chéng trim cam, theo 46, déng phin dbi quang S(+) chen thy
thié a2 vit 5-HT2, dong phiin d6i quang R(-) chen thy thé 5-HT3.
Hogpt tinh khing histamin H1 cua mirtazapin c6 lién quan dén dic tinh an
thin eta thude. Thye té, mirtuzapin khong cd hoat tinh dbi khing
choninergic, v d liéu didu trj thude khdng cd dnh hidmg 180 hé tim mach.

Tidem:

Hai thir nghié¢m nlnén,muaéuobﬂ&chﬁ'ngguduwmuém?~ls
i bj rdi logn trim cim (n = 259) sir dung lidu linh hoat trong 4 tuln déu
tién (30 - 45 mg rmmuupanj sau dfp ding libu cb dinh (13, 30, 45 mg
mirtazapin) trong 4 tudn dicu tri tiép theo, khing thiy ¢6 sy khéc bigt ding
ké gifra mirtazapin va g duwge & Géu chi chinh vl it ci cde tidu chi phy.
Taing cin ding ké (= 7%) 48 duge quan sit thiy & 48% ddi ngmg sit dyng
mintazapin, so véi 5, 7% ddi irmg & nhom ding gia duge. My day (11,8%
50 viri 6,6%) v ting trighycerid miu (2,9% va 0%) eling thuimg duge ghi
nhin,

DUTC BONG HOC

- Hiép thu: Seu khi uing, mirtazapin duge hip thu tét vé nhanh chéng (sinh
khd dung gin 50%), dat ndng 46 dinh trong huyét nrong sau khodng 2 gio.
Mitazapin c6 dupe dfng hoc tuyén tin trong khodng liu khuyén cdo.
Thire &n khang anh hiimg dén duge ding hoe cia mirtazapin,

- Phiin bil: Mirtazapin lién két v protein huyét roong khoang 85%.

- Chuyén héa: Mirtazapin duge chuyén hoa manh, Cae con duimg chuyén
b chinh L khir methyl va oxy hoa, suu dé I qua trinh lién hop. DiT lidu in
vitro trén microsom gan ngui chi m ring che enzym cytochrom P450 bao
ghm CYP2D6 v CYP1AZ ¢6 lién quan dén sy hinh thanh chit chuyén hoa
H-hydroxy cua mirtazapin, uumu--d&msmwmuwmm
wong syt hinh thanh cdc chit chuyén hoa N-demethyl vi N-oxid. Chat
chuyén hoa demethy| co hoat tinh dioe 1y vi ¢é ciing d3e tinh dirge le hoe
vt higp chit gie.

~ Thil trir: Minazapin duge thii trir qua phin va mede tidu trong vai ngay.
“Thoi gian ban thii trung hinh khoing 20 - 40 gidr, 45i khi ghi nhin e thir
ian bin thii dii hon, 1én i 65 gio, vh!mslanbnnllmmg&nlmxjymn
nam gidi mm ‘Thii gian bin thai thich hop dé ding ché 46 01 lidu/ngiy.
Trang thai én. d|r|ll&pldwc sau ] 4n§¢y. sau do khang oo sir tich 1y thém.
D thanh thi cu ry gan hoje suy thin,

QUY CACHPONG GOI

Tazenrin 15:

Hp 03 vix 10 vién nén bao phim, Vi bim AVPVC dyc.
- Hip 05 vix 10vién nén bao phim. Vi bim AVPVC dyc.
Hop 10 vi x 10 vién nén bao phim. Vi bim AVPVC duc.
Tazeurin 30:

Hp02 vix 14 vién nén bao phim. Vi bim ALPYC duc.
- Hip05vix 14 vién nénbuo phim, Vibim ALPVT dye.
~ Hp 10vix 14 viénnén bao phim. Vibim AVPVC duc.

BAOQUAN
N ki, duisi 30°C, Trénh dnh sdng.
HANDUNG
36 thang (ké tir ngity sin xuit),
TIEU CHUAN CHAT LUQNG
Tiéuchuin cosd,
e
HASAN
—
Cor sér sén xudt

CONG TY TNHH LIEN DOANH HASAN - DERMAPHARM
Lé B, Buémg 56 2, KON Déng An, Binh Duong, Vigt Nam




