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LIZAPAM 15

DE XA TAM TAY CUA TRE EM
POC K¥ HUONG DAN SU DUNG TRUOC KHI DUNG
THUOC NAY CHI DUNG THEQ PON THUOC

1. Thanh phiin cing thire thude:

M&i vién nén buo phim ehir
Thanh phun hogt chit; Mirtazapin 15 mg (dudi dang mirtazapin hemihydrat)
Thanh phin td duge; Lactose monohydrat, Tinh bt ngd, Natri croscarmellose, Magnesi stearat, Hydroxypropy! cellulose, HPMC
606, HPMC 615, Titan dioxyd. PEG 6000, Oxyd sit da, Oxyd sit ving,
2. Dyng bao ché:
Vién nén bao phim
Vién nén tron, bao phim miu vang.
3. Chi dinh:
Pidu trf cac piai dogn trim cim ning.
4. Li¢u dimg - cich ding:
Lidu diing
. Nguai ldn

Ligu hiu higu I\'!mg ngdy throng la tir 15 mg dén 45 mg. Lidu khoi ddu la 15 mg hogic 30 mg. Mirtazapin thudng bt ddu ¢b
higu qua sau 1-2 twdn didu 1ri. Didu trj di lidu s& co dap g tich cyc trong vong 2-4 {udin. Vi dap ing chua ddy du, 6 thé tang
dén licu 6i da, N::u vin khong ¢d ddp tmg trong vong 2-4 tufin niva, nén ngung didu trj.

Ngudi cao fricit

Licu khuyén ding nhur dbi véi ngudri 16m. Trén bénh nhin cao tudi, vige ting liéu ciin dugc theo doi sat dé tim ra ddp (mg thoa
dang vd an lodn.

Tre em

Khong nén ding mirtazapin cho teé em va tré vi thanh nién dudi 18 tudi vi higu qua khéng dirge chimg minh trong hai thir
nghi¢m lim sang nbﬁn han vé v1 s an toan,

Bénh nhén suy ihdn

D¢ thanh thai cda mirtazapin ¢d thé giaim trén bénh nhan suy than tr vira dén nang (dé thanh thai creatinin < 40 ml/phit). Cén
tinh dén diéu 6 khi ké toa mirtazapin cho nhimg bénh nhin nay,

Bénh nidn suy gan

D) thanh thai ciia mintazapin ¢6 thé gidm trén bénh nhén suy gan. Cén tinh dén diu dé khi ké toa mirtazapin cho nhitng bénh
nhan nay, dic biét 1d suy gan ndng vi bénh nhin suy gan ning chua duge nghién el

Thai gian ban thii caa |11|1tzus|pm 14 20-40 gid, do d6 mirtazapin rit thich hgp aé dung ngay mét lin, Nén uong mot lin du
nhét vio ban dém trude khi di ngit. Ciing ¢6 the chia liu mirtazapin dé ubng thanh 2 JAn trong ngdy (sng mot lin va tdi mot 1in,
nén udng lidu cao hon vao, budi 16i).

Bénh nhan trdim cam cip nén duge diéu tri déy di voi thii gian it nhét 6  thing dé dam bao khong con trigu Lhung

Cdn giam Héu 1 tir khi ngung didu trj véi mirtaz apin, khdng nglmg thude dat ngdt dé tranh cde triéu chimg cai thude,

Cich ding

Vien thude dimg dé |.|0|1;3 nguyen vién khong nhai ndt, néu cin cé thé ubng ciing véi mét it nude.

A. Clmnrr chidinh:

Qua mén vai mirtazapin hay bt et lenhph.m nio ciia thude,
Strdung done thdri mirtazapin voi che thudc e ché monoamin oxidase (MAQ).

6. Ciinh bito va thiin trong Khi dimg thudce:

Tiré em: Mirtazapin khong nén ding dé dIL.U tri cho tré em v tre vi thinh nién dudi 18 tudi, Cac hanh vi lién quan dén wr tir (nd
lyre tur tir vil ¥ ngh tr ur), va sur thi hin (chi yéu hinh vi hung hang, chéng ddi va gian dir) thuong l]my o cdc thir nghiém ldm sang
& teé em vi ¢ vi thanh nién duge diéu trj vai cic thude c.liullﬂ' trdm cim 50 voi nhitng ngudi duge (.|1L1.l tri l}"in;, gia duge. Tuy
nhién, néu dya rén nhu ¢iu lam sdng, tuy nhién mat quy ¢t dinh diéu tri duge thyre hién, bénh nhan cin duqc theo doi cn than vé
cac triéu chimg w1 Ngodi'ra, thiéu dir liu vé dd an tedn dai han & ré em va tré vi thanh nién lién quan dén sy ting truong,
trudng thanh va sy phét trién nhfin thire va hanh vi.

Céic suy nghT tur tir fodic tinh trang t¢ hon vé ldm sang: Sutrim cam lién quan dén I’ing nguy co cie suy nghi ty tir, ur lam bj
thuong va ty Lo (¢ie viin dé luen quan dén tur tin). Neuy cor ndy kéo dai dén khi sur thuyén giam ding *é xay ra. Vi sir cai thién cd
thé khong xay ra lmng vai tudn diu }m'u. hon trong dmu tri, cac bénh nhin phai duge gidm sat chit ché dén khi sy cdi thién xdy ra.
Kinh nghigm ldm stng chung cho 1|m}' ldnL nguy ¢o tu 1 cd thé tang & nhimg giai doan stm cta sy phyc héi.

Cic bénh nhin €6 1ién st ce vin d{. iEn quan deén tor 1, hoge lm cho thay mie dd ;Lm;_., ké ve y dinh ty 1 trude khi bit ddu
dicu tri, duge biét ¢ nguy oo cao hon vé y nght W b hodc nd lue te e, v cin durge gidm sat can lhnn trong qud trinh didu i Mot
phin tich 16 ng hop cie lhu nghigm ldm sang :Ilu,JL kidin sodt I)dﬂ._ gid duge eda cac lhum, (.,h[lll]i., rdm cim O cdo bénh |||mn nguii
[6n bj cae rof logn tam thin cho thiy tang nguy co hinh vi b 10 duoe so sinh vl gia duoe & cae bénh nhan dudi 25 wot,

Sur _\,mm st chiil ch@ chu bénh nhan vi dac biét 1i nhing ngudi cd nguy co cao nén di cling vai didy tri lmng(thuor. dac biét la
trong dicu Ui sdm va sau ki thdy ddi lidu. Cie bénh nhin (va JIELF('FJ chiim sdc bénh nhén) nén duge canh bio vé nhu ciu gidm st
bét ky tinh trgng njng trén lim sing, n;lu hode hanh vi W i, v che thay d81 bat thudng vé hanh vi va tim cée 101 khuyén vé y 1é
naay Idp e ntu cae trigu chimg ndy xudt hign,

Lién quan dén cor hdii Wr w, dac bigt Lae bit ddLl didu tri, chi gt luyng nho vién mirtazapin duge cung La’ip ¢ha b¢nh nhéan pha
hop vai vide quin 1y (181 bEnh nhin aé giam thiéu MEUY ¢ qua litu.
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Ue ché fiy xwong: Ut ché tay xuong, thudng duge hiéu hién bing giam hodc mat bach cdu hat, da duge ba:) cdo 1 fqua
trinh didu tri bing mirtazapin, Mt bach cdu hat ¢ thé phuc héi eling dirge bao cdo nhur 1 mot tinh huong ;ncm 2dp trong cac™,
nghién clu [am sdng voi mirtazapin. Trong qua trinh luu hanh véi mirtazapin, rat hiém trudng hop mat bath cdu hat difge B ¢
hau hét phue hoi, trong mét s trugmg hop tr vong, Cée truéng hop tir vong hau hét lién quan dén cic bérih nhén trén 63 tudi, Thiy
thude phai eanh bdo cée trigu ching nhu sbt, dau hong, viém da day hodc céc ddu hidu nhidm tring khic; klu my ra nhﬁng Lhé
chdmg nhu viy nén ngung dléu tri va nén x¢t nghigm mau,

Véng da: Nén ngung ditu irj néu viing da xdy ra. .

Cde tinh trang cdn Zidim sdt: Ciin ding thube ¢dn thin cling nhir cdn déu dan t]wo doi sit dbi voi nhL‘mg,bénh nhin cé: y(/

- Pong kinh vit hai ching nfio thue thd: Mie di kinh nghiém lam sang cho thity nhiing ton thuong niy hn,m khi ,xay ra.
bénh nhin r.Iu:Jc, dicu Lrj v&i mirtazapin, clng nhu cae hude fulmng trim cam [\hax, mirtazapin nén duge duug lhgm tf"o‘ng‘ﬁ‘iﬂ"ﬂng
benh nhin co titn sk co gidt. Nén ngung diéu tri & bicky I'u,nh nhén rdo phat trién dong kink, hofic ¢d ting tin sudt dong kinh, Nén
trdnh ding cic thude chong triim cam ¢ nhitng bénh nhin co roi loan dong kinh/dang kinh khdng on dinh v bénli nhin ding kinh
duge kitm sodl nén duge theo di cin than.

- Suy gan: Sau khi udng lidu don 15 mg mirtazapin, d thanh thai ciia mi tazapin bj giam khodng 35% & cie hgnh nhin
suy gan nhe va vir, so voi nhimg ngudi ¢6 chire nang gan binh thudmg, Nong do trung binh trong huyét tuong cla mirtazapin lang
khodng 33%.

. 'Su_v thin: Sau khi ubng li¢u don 15 mg mirtazapin, & ¢fe bénh nhin bj suy thin vira (dd thanh thai creatinin < 40
ml/phit) vi suy thin n.,lng (d¢ thanh thai creatinin < 10 ml/phit), d6 thanh thai cia mirtazapin b gmm 1an luot Ja khodng 30% va
50%, so voi nhimg ngudi binh thudng. Nong 49 trung binh trong huyét tremg chia mirtazapin tang ldn luot 14 53% va 115%, Khong
¢4 sur khde nhau dang ké duge thiy 6 cac bénh nhan bj suy thin nhe (dé thanh thai creatinin < 80 1111fphul] khi duge so sanh voi
nhém kicm sodl,

. Bénh tim nbu t6i logn dan truyén, dau 111(1! ngire va nhdi man cortim gdn diy, vén 1a nhimg fruong hep thuong phai thin
trong vi edin thiin khi ding chung voi nhimg thudie khie.

- Huyét ap thip.

- Benh dai thio duong: O cic Lu;nh nhan bj dai thao dudng, cac thude Lh(.‘ll'lb trdm cam ¢é thé 1aim thay doi sy ki sodt
dudng huyét. €6 thé cin didu chinh lidu diing e insulin vivhodie lhuoc ha duémg huyét va khuyén céo giam sat chat chg,

Nygoat ra, nlir doi véi cic thuce c}’:ong (rdim cam khde, cling cdn fwicy dén:

- Trigu chimg tam thiin c6 thé dién bién x4u hon Khi ding thum chbng trdm cam cho bénh nhan tam thin phin ligt hodc
cac 1ol logu 1 thin khie, y nght hoang twong (paranoid) cd Iiu, trdm trong hon,

- IKhi dang {]lU.I trj trong giai doan tim cam cia bénh 11 Loan lutmg eue. bénh e thé chuyén sang giai doan hung cam.
Cée bgnh nhiin 6 tién sir hung cam/hung eam nhe phai duge gitm sat chat ché. Nén neung diing mirtazapin ¢ bit ky bénh nhén
ndo chuyén vao giai dogn hung cam,

- D0 mirtazapin khong gdy nghi¢n, Kinh nghi¢m sau luu hanh thuée cho thiy ring ngung thude dot ngdt sau mgt thoi gian
dal ding thudic doi khi ¢6 thé thinh thodng gily cac tridu chirng cai thude. Phin 1én cée phin tng cai thube 13 nhe va ty Kho. Trong
s6 cdic trigu chimg cai thude khac nhau duge bio cdo, chéng mat, kich dong, lo Iaug, nhtre dtiiu v budn ndn L& nhing tri¢u ching
durge bao ¢io nhicu nhit. Tham chi, ching duge bio cho nhu cée triéu chimg cai thube, ngudi ta nhinra ra‘m" cac tri¢u chimg nay
b the licn quan dén bénh Iy sdin ¢d, Nhur duge khuyén ¢ phan lidu diing. I\Imycn cdo nglmg didu trf vai mirtazapin mot cach i tir,

- Can thgn rong & ede bénh nhdn bj rbi logn tidu tién nhu phi dai tién ligt tuyen v cde bénh nhin bj glg-com gée hep cap
vatang nhin ap (mn dé ndy cling ft ¢d co hgi xay ra véi mirtazapin, vi hoat tinh khang cholinergic t..u:llhlil}(, rit yéu).

- Chimg n;:m nam khéng yén {al“uhl'im)ftm loan tim thin viin dong: su dung thude c]mn;, trdm cam lién quan dén sy phat
trién i loan tdm thin van dong, ma ldm sang cé lhc it LKJI‘Jb vOi chimg ngoi, nén khéng yén (akathisia) dac trung boi kho ch|u
vl dau ddn cin vin dong thudmg xuyén kém voi mét kha ning ngbi hofic dimg yén. Bidu ndy cb khi L AN XAy ra nhit trong vai
tudin diu dice i O cde bénh nhan phat trién tri¢u chimg nay, tang lidu ¢6 (hé giiy bét loi va ¢6 thé cin phdi xem xét lai vige si
dung mirtazapin.

He natri hipét: Ha natri huyét, co thé do hoi chimg ting Liét ADH khéng thich hop (STADH), rit hiCm khi duge bio cdo khi sir
dung mirtuzapin boi vi¢e ding SSRIs va gidi phap chung |3 ngiling didu trf. Cin than trong khi ding thude ¢ nhing bénh nhén cé
nguy co nhw bdnh nhén cao i hofie bénh nhan dang didu trf dbng i voi thude e thé giy ra hy natri huydt.

Hoi chitng serotonin: Tuong tac véi cde thude hoat tinh serotonergie: hdi chimg serotonin ¢6 thé xdy ra khi cac thube tre ché tai
hdp thu chon loe serotonin (SSRIs) duge ding ddng thai voi cde llu.o:. hout tinh serotonergic khéc. Cae triéu chirng cia hoi chimg
serotonin ¢ thé 14 tang than nhigt, s eo clmg, git rung co. khodng & un dinh thin kinh e chu voi kha ning thay ddi b 1!11m'ng
nhanh ¢de ddu higu song con, ede thay déi trang thai tinh than bao ghm nhdm in, & bi kich thich va lo ling qua mure tién trién
thanh mé sang va hon mé. Can thin rong vi gidm sdt lim sang Lh’at ehé khi cic thube co hogt tinh nay duge két hop véi
mirtazapin. Nén ngimg dicu tr] voi mirtazapin néu cie vin dé nhu thé xdy ra v va bt du didu tri tricu chimg hd tre. T kinh
nghitm hiw mi, dudng nhu rét h:l::m khi xdy ra hoi chimg serotonin & nhang bénh nhan didu trj véi mirtazapin riéng I¢.

Ngwdi cao (1di: Ngudi cao tudi thudng nhay cam hem, dac biét lign quean dén cde tae dung khong mong mudn etia thude chong
trim cam. T rong nghién ciru [im sang véi mirtazapin, cde Lie dung khéng mong mudn khéing duoc bio cio thudng hon & ngudi

240 Lubi hon ede nham twédi khie: twy nhu,n kinh m.lmm cho dén béy gid vin ciin han ché.

Canh hda 1 duee:

Thude ndy chira lactose, Cae bénh nhin ¢o v dl‘] A& di truyén vé kkhéing dung nap ealactose, thicu hyi Lapp lactase hofic rdi loan
hip thu glicose-galactase khéng diroe ding thude nay.

7. Sirdung thuie cho phy ni ¢6 thai v cho con bi:
Phu nd miang th l|idJ'

Dt liéu han ché vé viée dimg mirtazapin & phy ntt mang thai khéng cho thiy tang nguy co cde dj Lt bim sinh. Cde nghién el
& dong vit khong cho thily bit ky tde dong gy qudi thai ndo lién quan dén 1am sang, luy nhien, di quan sat thiy su phat trién dac
tinh. Cdin thin trong khi ke don cho phy n@ mang thai, Néu mirtazapin duoe ding dén ]\]n hoge mot than gian ngdn trude khi sinh,
khuyén cio gidm sdtsuu sinh ¢ ird 5o sinh dé Hm cae tie ddng ngung thude ¢o the xay ra.

Dit ligu dich (¢ hoe cho Um\ ring vi¢e dimg cae thude (e 14 bap thu chon loe serotonin (35RIs) trong thai ky, dac biét & gial
dogn cudi e thai ky, cb thé tang npuy e ng ap lue ddng mach phoi dai dmn., e sosinh (PPHN). DO khing cb ede nghién clu
duge thyre hign lién quan gitra ting 4p hiee dong mach phéi dai ding LT (1 0 sinh voi mirtazapin, nauy o tiém ning nay khong thé

&
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duge logi trir khi xem xét co ché tae ddng lién quan (lim tang nong dé serotonin). 29

Phu ni ¢ho con ba: ) Yol K b §

Céc nghign ctru & dfng viit va dir liu han ché & ngudi cho th‘ﬁy s bii tiét cla mirtazapin trong sita véi luéng rit nha, Qﬁﬁ'gv
dinh ¢6 tiép tue/nglmg cho con bt hogie ticp tuc/nglmg dicu tri bang mirtazapin phai duge xem xét Lgi ich cflaf'\*iéc cha con bi ({@Q
vOi e nho va loi ich cha vige diéu tri bing mirtazapin doi véi ngudi me. { '
8. Anh huing cia thude 1én khi niing ldi xe, viin hiinh miy méc: ¥ W e [

Mirtazapin ¢é dnh huéng nhe va vita dén Kha niing lai xe va viin hianh may mée. Mirtazapin o6 thé lam g[ﬂﬁi\ kha ning tip trung
va sir tinh tdo. Bénh nhan diu tri véi nhiing thude chong trdm cam nén tranh lam nhing cong vige ¢d kha niing gdy nguy-hiém yéu
cdu =i tinh tho va p trung o1, nhy 181 xe hogic viin hinh miy maoc, e S

i
i

9. Tuong tie, twvong ky cia thufe:

Cde fwong ide duge lue hpe

Mirtuzapin khdng nén ding dbng thoi vai eac thube fe ché MAO hoc trong vong 2 tufin sau khi ngimg didu tr] véi cae thude
tic ché MAO, Theo edeh nguoc lai, phai qua khoang 2 tudn trude khi bénh nhan duge didu trf voi mirtazapin nén dige didu tri
bdng cdc thude e ché MAQ, Thém vao do, nhu voi cie SSRI, dimg déng thivi vai cde thude hogt tinh serotonergic khic (L-
tryptophan. ¢de triptan, tramadol, linezolid, xanh methylen, cic SSRI, venlafaxin, lithi va cde ché phim - ¢6 St. John's - Hypericum
perforatum) cd thé ddn dén ti 18 méc phdi cie tde dung lién quan dén serotonin (hoi ching serotonin: xem phin “Than rong™). Cin
thén trong vir gidm st [m sdng chiit ¢he khi cde chét hoat tinh ndy dge két hop voi mirtazapin,

Mirtazapin co thé lam tang cie die tinh an thiin ¢tia cac benzodiazepin vi cac thube an thin khic (déng ké nhit 14 che thude
chéng loan than, cde thube khding histamin H,, ede oploid). Can thin trong Ihi cae lhu(}c ndy duge ké don ciing vai mirtazapin,

Mirtuzupin ¢6 thé lam tang tac dung tc ché hé thin kinh trung uong cua con, Vi thé, cac bénh nhin phai duoc khuyén tranh cac
— thire udng ¢6 con trong khi dang ding mirtazapin.

Mirtazapin duge dung ¢ lidu 30 mg | lan/ngdy pdy 1ang nhe nhung ding ké ve Liléng ké trong (i s6 binh thuong hoa qu(‘m 1é
(INR) o nhiing ngudi didu rj voi warfarin, Khi & Liéu eao hon eha mirtazapin, tic dung duge xde dinh thém khang thé bi loaf tri,
nén gidm sat INR trong tridmg hop didu tr] ddng thét warfirin vai mirtazapit.

Cae luong lde duge dong hoe

Carbamazepin va phenytoin, cée chit edm ting CYP3A4, tang do thanh thai cia mirtazapin khoang 2-4 1in, két qua lam giam
nong 4o mirtazapin trong huyét wong trung binh 1an lugt i 60% va 45%. Khi carbamazepin hode bit ki céc thude cam tng
chuyén hoa & gan khie (nhr: rifampicin) duge (hém vio diéu tri vai mirtazapin, ¢d thé tang lidu mirtazapin, Néu ngung diéu tri voi
cac thude nhur vay, eln phdi gidm lidu mirtazapin,

Dung dong thai ede thude 6 kha ning Ge ché manh CYP3A4 ketoconazol 1am ting ndng do dinh trong huyét wong va AUC
ctia mirtazapin [n luot 13 khoang 40% va 30%.

Khi cimetidin (thude (rc ché yéu CYPIAZ, CYP2D6 va CYPIAL) duge diing voi mirtazapin, néng do trung binh trong huyét
tuong et mirtazapin co the tang hon 30%. Can than trong khi duos diing va lidu 6 thé duge giam khi diing ddng thoi mirtazapin
voi cie thude e ché manh CYP3A4, cde thube (e ché protease H1V, cde thude khang ndm azol, erythromycin, cimetidin hojic
nefazadan.

Ciée nghién ettu trong tde khong cho 1hfly bat ky cie the dung duge dong hoe lién quan dén viée didu tj LTfmg thai cua
mirtazapin vai paroxetin, amitriptylin, risperidon hoje lithi.

10. The dung khing mong mudn cia thude:

Bénh nhan trém eam ed mot sé ricu ching hay di kém véi bénh, Do vy déi khi réit kho chic chin dugre trigu chimg ndo 14 hiu
qud ciia bEnh va trigu ehimg ndo 1 hiin qud cia dif‘:q tri voi mirtazapin.

Cie tie dyng khong mong muébn thudng gip nhit duge bdo cio, xay ra ¢ hp‘n 5% bénh nhan didu trj véi mirtazapin trong ¢ac
thir nghignt ngau nhién c6 doi ehimg gia duge (xem dudl day) 1 ngl gd. an thin, khé miéng, ting cén, ting su thém an, chong mit
. v met mai. )

Tt ¢d cée thir nghiém ngdu nhién ¢o déi chimg gia duoe & bénh nhin (bao gém cde chi dinh khac véi rdi loan trim cam ning),
da duge déanh gid dbi voi cae phan img bt loi cda mirtazapin, Phan tich 1éng herp 20 thir nghigm vai thoi gian didu trf 160 161 12
tudin, véi 1501 bénh nhan (134 nam-nguroi) dimg mirtazapin dén 60 mg va 850 bénh nhan (79 nam-ngudi) ding gid duoe. Giai
doan mé rong eda ede thir nghiém nay da duge logi trir dé duy tri kha nang so sinh vai diéu tri gid duge.

Bang | thé hién 1y lé méc cie tic dung khong mong mudn duoc phén logi, xdy ra trong cace thit nghiém 1am sang cé y nghia
déng ké vé 1]16;1:;’ ké voi Lin sufit thuong xuyén hon trong qud trinh didu tr] voi mirlzgupin 80 vOi gid dugre, thém ede tac dung
khéng mong mudn duge bio cdo ty phit. Tin sudt ela cde tiac dung khdng mong mudn (i bio cho tir phat durge dua trén ty 1€ bio
cfo ctia cic bign cb ndy trong cac thir nghiém 1dm sing.

Réit itiomg gap, ADR > 1410

- Chuyén hida va dinh dudng; Tang edn, tang cam gide ngon mi¢ny

- Than kinh: ngi ga, an than, dau ddu

- Ticu how: kKhd mitng

Thiedng gap, /100 = ADR < 1/11) 2

- Lam thin: nhiim 1dn, o liing, mér ngo

- Thidn kinh: ngu ljm, chéng mét, run

- Mach mau: ha I'ulyél ip thé dirng

- Ticu hoas budn ndn, nén, tidu chiy, tdo bon

- Da va md dudi da: ngoai ban

- Co xuong khép: dau khdp, dau co, dau lung

- Khde: phi) ngoai bidn, mét mai
dtgap, 11000 <ADR < 17100

= Fhm thin: de mong, hung cdm, lo du, kich dong. do gide, rdi logn tdm thin vin diing (bao pdm ching ngéi nim khong
yén, ling vin dbng)
- Than kinh: dj cém, ngat

- Mach mdu: ha huyet dp
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- Tiéu hda: gidm nhay cam & miéng (/’.f/ e =

Hiém gap, 1710000 < ADR < 171000 W ios S uaTY \

- Tam than: hung hang LB

- Than kinh: rung gift co N

- Tiéu hoa: viem tuy ;

Tdie dung phu chuwa biét tan sudt pdp A Wy TR =3

& Miu vit hé bach huyét: e ché oy xwong (giam bach cdu hat, giam tidu cal khéng tai tgo, miit hz_lch"t;eiu hat, thidu mau),
ting bach ciu vy eus'in ) : \'-;-\_ i >

- NGO igl: tict hormon ehong Lo tiéu khdng phit hop B '"__’M,_.-

= Chuyén héa va dinh dudmng: hy natri huyét —

- Tam thén: hanh vi va ¥ onght et

- Thin kinh: co gift, hoi chimg serotonin. di cam, logn vin ngdn

- Da vi md dudi da: hdi chimg Stevens — Johnson, hoai 1 bicu bi nhidm dée, viém da hang rop, ban do da hinh.

- Tiéu héa: phit mi¢ng, ting tiét nude bot

- Ca xuong khdp: tiéu co vin

- Thin va hé tiél nicus bi tidu

- Khae: mgng du, ting creatinin kinase

Tré ey Cie the dung khang mong mudn sau duge quan sat thudng gap trong cic thi nghiém 1am sang & tré em: ting cin, may
day va tang riglycerid huydr. . . )

THONG BAO NGAY CHO BAC ST NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC.
11, Qui lidu vi edeh xir tef:

Kinh nzhiém hién tai lién quan dén qué lidu mirtazapin ding riéng 1¢ chi ra ring cée tridu chimg thuong nhe. Uc ché hé thin
= kinh trung wemg voi sy mdt phuong hudng va an thin kéo dii da duge bio cdo, cling véi nhip tim nhanh va tang huyét ap nhe hoac
ha huyét 4p nhe. Tuy nhizn, ¢6 khi niing cie hiiu qua nghigm trong hon (k¢ ca tir vong) & lidu cao hon lidu didu irj, diic biét vai cde
lidu két hoyp,

Céc wudmg hop qua licu phai duge didu tri hd ro va didu 4 céc tricy chimg phii hop déi véi céc chite ning séng con,

Than hoat tinh hoge ria da day cling nén duoe xem xét,

12, Ciie die tinh duge lye hoe:

Ma ATC: NO6AXI1L

Nhdm duge Iy: T huf::.;: chdng trim cam .

Mirtazapin 1a mét thude déi khang o, tién xi-ndp ¢6 hoat tinh trung vong, lam tang din truyén than kinh qui trung gian
noradrenalin vi serotonin trung uong. Sy ting cudmg din truyén than kinh qua trung gian serotonin chi thong qua cde thy thé 5-
HT, déic hicu, boi vi cic thy thé 5-HT; va 5-HT; bi chen bai mirtazapin. C4 hai chz.‘n ddng phan déi anh ctia mirtazapin déu dige
cho la tham gia vao hoat tinh chéng trdm ¢am, déng phén déi anh S(+) chen thy thé o, va 5-HT,, va déng phan déi anh R(-) chen
thy thé 5-HT;.

Hoat tinh ddi khing histamin H; cta mirtazapin ¢6 lién quan dén tinh chét an thin cta thuée, Mirtazapin thuong duge dung nap
rét o, Thude hiu nhu khéng cd hoat tinh khéng cholinergic, va voi lidu didu trj hdu nhu khéing c6 tac dung rén hé tim mach,

Tré em: )

Hai nghién ¢ ngdu nhién, mt doi, ¢é déi chimg gid duge 6 tré em tir 7 dén 18 tudi véi rdi loan trdm cdm niing (n=259) sir
dung licu linh hogt trong 4 tudn diu tién (15-43 mg mirtazapin , tiép theo 1a liéu ¢b dinh (13, 30 hoac 45 mg mirtazapin) trong 4
tudn khdc (hit byi trong vige chimg minh sy khédce biét ding ké gitra mirazapin va gid duge trén cac didm cudi chinh va 1t ca cic
diém cudi phy. Tang cin ding ké (= 7%) dit duoc quan sat thiy & 48,8% ddi tuong duoc didu trj bang mirtazapin so voi 5,7% &
— nhom gid duge, Néi may day (11,8% 5o voi 6,8%) va tang triglycerid mau (2,9% so vai 0%) ciing thutmg duge quan sat thiy.

13, Cie diie tinh duge ding hoe:

Hep tine: Sau khi udng Lizapam 15, hogt chit mirtazapin duroe [ép thu nhanh va tét (sinh kha dung khoang 50%), dat néng da
dinh trong huyét trong sau khodng 2 gio.

Phén b [Khodng 83% mirtazapin gful véi cde protein huyét tuong,

Chuyén héa: Mirtazapin dirge chuyén hoa manh mé va dirge bai 1iét qua nute tidu va phan trong vong vai ngay. Su bién dbi
sinh hoe chu yéu 14 khi-methyl va oxy-hoa. tiép theo Id phan tng lién hop. Chit chuyén héa khir-methyl ¢6 hoat tinh duge Ly va to
ra e6 cing nhitng die didm duge ddng hoe nhu chit ban dan,

Thai e Thoi gian ban thai trung binh 13 1l 20-40 gior; thinh thoing nhin thiy thoi gian ban hiiy 1au hon, 16n dén 63 gid, va &
nam gid ¢ wdi thudmg thiy thei gian ban hiy ngén hon. Thi gian ban thai nhu (hé da dé ding thube véi licu | lin mdi npay.
N?mg dg thude dat trang thai dHn dinh sau 3-4 ngay, sau do khdng tich 1oy thén.

Tinh tuy én tinh: Trang khadng lidu duge khuyén cao, mirtazapin ¢d tinh chét duge dong hoe tuyén tinh. Thirc in khéng dnh
hudng dén duge dhng hoe eda mirtazapin, -

Sutthanh thal mirtazapin ¢ Mé giam do suy thin hojic suy gan,

14 Quy cieh dong goi:
Hép 2 vix 10 vién
Hdp 3 vix 10 vign
Hép 3 vix 10 vién
Hop 10 vi x 10 vién
Hap4 vix 7 vién
IS, Bicu Kitn bio quin, han dimg, tiéu ehuiin chit luwgng ciia thuoe:
Dicu kign bde gudn: Bao quin noi kho rdo, nhiét dé khong qui 30°C, trdnh dnh sing.
Han dirng: 36 thing k& v ngdly san xudl,
Tiéu clurdn chdt fwong: TCCS

=1
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Trang 5

- T . . o A A
16, Tln, dja chi ciia co' s¢ sin xudt thude:

fg&%% CONG TY CO PHAN S.P.M (S.P.M CORPORATION)

ik WA, SPIM.COIM. VN
& B4 1551, Dudng s6 2, KCN Tén Tgo, P. Tan Tao A, Q. Binh Tan, TP, Hb Chi Mirth,
DT: (028) 37507496 Fax: (028) 38771010

TP Ho Chi Minh, ngay O5théing O2néim 204 ¢
~ Tommgidm dée

‘““‘*QS.‘.N?U}%H Thé KS’



