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TO HUONG DAN SU DUNG

RX Thuéc nay chi ding theo don thuc

NDP-MIRTA 15

Cic dau hiéu lwu y ¥y va khuyén co khi dang thudc:
* Doc ky hudng dan sir dung trude khi ding.
s Déxatim tay tré em.

1. THANH PHAN CONG THUC THUOC:
MB3i vién chira:
Thanh phan hoat chat: Mirtazapin 15 mg
Thanh phan td dugc: Lactose monohydrat pregelatinized starch, natri croscarmellose,
colloidal silicon dioxyd, magnesium stearat, hypromellose 606, macrogol 6000, bot talc,
titan dioxyd, oxyd sit vang.

@ 2. DANG BAO CHE:
Vién nén hinh oval, hai mat khum, bao phim mau vang.

3. CHIPINH:
Diéu tri cac dot tram cam n3ng & ngudi 16m.

4. LIEU DUNG, CACH DUNG:
Liéu ding
Liéu hang ngay ¢6 hi¢u qua thudng tir 15-45 mg. L1eu khoi dau 15 mg hodc 30 mg/ ngay.
Mirtazapin bét dau ¢6 tac dung thudng sau 1-2 tudn diéu tri. Lleu diéu tri thich hop dap img
trong khoang 2-4 tuan. Neu dap {mg khong diy du c6 thé tang dén liéu téi da, néu khong cé
dap ung trong vong 2-4 tudn tiep theo, nén ngimg diéu tri.
Bénh nhén can dugc diéu tri day du it nhit 6 thang dé chéc chin khong con céc triéu ching.
Céan giam liéu mirtazapin tir tir truéc khi ngimg thudc dé tranh hoi chung cai thudc.
Nguoi cao tudi: Gibng nhu liéu khuyén cdo, ‘tuy nhién & ngudi cao tudi viéc tang lidu nén
dugc giam sat chat ché dé dam bao dap img day dd va an toan.

C; Suy thdn: D thanh thai cua mirtazapin c6 thé giam & bénh nhan suy than trung binh va ning
(Cler < 40 mL/ phut). Diéu nay nén dugc tinh dén khi ké don mirtazapin cho nhitng bénh
nhan nay.

Suy gan: D thanh thai cua mirtazapin c6 thé giam & bénh nhan suy gan. Diéu nay nén duogc
tinh dén khi ké don mirtazapin cho nhimg bénh nhén nay, dac bi¢t nhimg bénh nhan suy gan
ndng vi chua dugc nghién ciru. ]

Tré em: Mirtazapin khong duoc sir dung cho tré em va thanh thiéu nién duéi 18 tudi vi hiéu
qua chua duge ching minh va lo ngai vé tinh an toan.

Cach dung:

Thoi gian bén thai cua mirtazapin 1a 20-40 gid, do d6 mirtazapin dugc dung 1 lan/ ngay.
Nén uong trudce khi di nga hogc chia lam 2 lan (1 lan budi sang, 1 14n liéu cao hon vao budi
t01 trude khi di ngu).

Ubng tron vién thude cling véi nude va nudt, khdng nhai.

5. CHONG CHI PINH: ‘ ,
Qua mén véi mirtazapin hogc bat ky thanh phan nao ctia thude.
Ding ddng thoi mirtazapin véi chit tc ché monoamin oxidase (IMAO) hodc di sir dung
IMAO trong vong 10 ngay trude do.
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6. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Néu c6 thé, khdng nén sir dung mirtazapin cho bénh nhén dudi 18 tudi do c6 nguy co cao tyr
sat hogc céc hanh vi chéng déi. Trong trudmg hop bét buc phai dung, phai theo ddi chat
bénh nhén. Nguy co tu sat ciing c6 thé xuat hién & nguoi lon bi trdm cam dleu tri bang
mirtazapin. Nguy co nay kéo dai cho téi khi bénh thuyén giam va phai mét vai tuan diéu trj.
Kinh nghi¢ém 14m sang cho thdy nguy co tu sat tang trong nhimg ngay dau diéu tri do d6
phai theo doi chit bénh nhan (1 - 2 thang dau diéu tri). Can thong béo cho gia dinh bé¢nh
nhan dé theo doi nhimg hanh vi bét thudng cua bénh nhén (kich dong, céu gat chong déi).
Phai theo ddi chit bénh nhéan c6 tién sir hung cam hoic bénh ludng cuc (hung/tram cam)
trong khi diéu tri giai doan tram cam vi bénh co thé chuyén sang giai doan hung cam. Phai
ngung mlrtazapln khi hung cam.

Thén trong véi bénh nhan c6 bénh mach vanh, bénh mach ndo hogc cac bénh ly khéc, 6 thé
gdy tut huyét ap do nguy co ha huyét ap tu thé xuit hién trong qua trinh didu trj bing
mirtazapin.

Thén trong v6i bénh nhén suy gan do kha néng tang ddc tinh cla mirtazapin va ton thuong
gan. Can nglmg thube ngay néu xuét hién vang da trong qua trinh diéu tri.

Than trong véi bénh nhén suy than trung binh va ning do kha ning ting doc tinh cua
mirtazapin.

Can nghi it nhét 2 tudn ké tir khi ngimg diéu tri bang mirtazapin trude khi bat dau diéu trj
bang thuoc trc ché monoamino oxidase (IMAO) dé tranh xuat hién hoi ching serotonin.
Tuong ty can nghi it nhat 2 tudn ké tir khi ngimg diéu trj bing IMAO truéc khi bat ddu didu
tri bing mirtazapin.

Thén trong v6i nhitng bénh nhén c6 tién sir hung cam hoac hung cam nhe do nguy co kich
hoat céc trang thai nay c6 thé xdy ra khi dung mirtazapin.

Thén trong véi bénh nhan cé tién sir dong kinh.

Tuy c6 hoat tlnh doi khdng muscarinic yéu nhung can than trong khi sir dung mirtazapin cho
bénh nhan c6 rbi loan tiéu tién, glocom géc md hodc cé ting nhan ap.

Cén canh bao bénh nhan vé cac diu hleu cta \rc ché tuy xuong nhu sét, dau hong, viém
mi¢ng hoZc cac triéu chimg khéc cia nhidm khuin. Néu xuit hién céc déu hiéu nay trong
qua trinh diéu tri nén ngimg thuoc ngay va lam xét nghiém cong thirc mau cho bénh nhén.
Triéu chimg chéng mit ¢ thé xuét hién trong giai doan déu diéu tri mirtazapin, vi vy nén
tranh lai xe va van hanh may méc trong giai doan nay.

Can giam liéu tir tir khi dimg diéu tri bang mirtazapin, tranh ngimg thudc dot ngdt dé tranh
hoi ching cai thuoc

Bénh nhan mic cac rbi loan di truyén hiém gap vé dung nap galactose, chimg thiéu hut
lactase Lapp hay rbi loan hap thu glucose - galactose khong nén sir dung thudc nay do thanh
phan thudc c6 chira lactose.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Sir dung thudc cho  phu nir ¢6 thai:

Dix liéu lién quan dén viéc sir dung mirtazapin cho phu nir mang thai con han che chua thiy
thudc lam tang nguy co di tit bAm sinh. Nghién ctru trén dong vét cling chua thdy tac dung
gdy quai thai c6 y nghia lam sang nhung c6 dgc tinh déi véi su phat trién cua bao thai. Can
thén trong khi k&€ don cho phy nir mang thai, déc biét & thoi diém sinh hoic trudc khi sinh
mot thoi gian ngén @é dé phong hdi chimg cai thudc & tré so sinh.

Sir dung thudc cho phu nir cho con bu:

Mot lugng nhd mirtazapin dugc bai tiét vao sira va c6 thé gdy ra céc tac dung khong mong
muén cho tré bu me sau mot thoi gian dai phoi nhiém véi thude. Vi vay cén hét sirc than
trong khi sir dung mirtazapin cho phu nit dang cho con bu. Viéc cén nhic c6 sir dung thude
trong thoi ky cho con bd hay khong can dua trén lgi ich cua viéc tré dugc bu sira me vdi loi
ich ctia viéc me dugc diéu trj bang thube chong trdm cam.
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ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
ertazapm anh huéng it hogc trung binh dén kha ning lai xe, vdn hanh _mdy
moc. Mirtazapin ¢4 thé 1am giam sy tap trung va tinh tdo (déc bit trong giai doan diéu tri
ban dau). Bc;nh nhan nén tranh céc cong viéc c6 kha nang gy nguy hiém, doi hoi sy tinh tao
va tap trung tdt, ch’c'mg han nhu lai xe, van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC:

Trdnh khéng phéi hop: Khéng dugce phdi hop mirtazapin véi cac thude e ché monoamino
oxidase (IMAO) (tang huyet ap kich phat, truy mach, doc tinh trén than kinh trung uong),
véi linezolid (nguy co xuat hién hoi chung serotonin voi biéu hién sbt cao, tang phan xa, giat
co, bién ddi trang thai tdm tri), v6i metoclopramid (nguy co phan mg ngoai thap). Bénh
nhan khdng dugc sir dung thude e ché monoamino oxidase trong vong 14 ngay trudc khi
ding mirtazapin.

Tang tac dung va dic tinh cua mirtazapin: V&i venlafaxin, tramadol, olanzapin, fluoxetin,
fluvoxamin, procarbazm (nguy co xuat hién hdi chimg serotonin voi biéu hién st cao, tang
phan xa, giat co, bién dbi trang thai tdm tri), voi dlazepam (e ché céc ky nang véan dong),
v6i rugu ({rc ché tdm than - van dong), véi céc thude trc ché enzym chuyén héa thudc
CYP3A4, CYP2D6 va CYP1A2 (cimetidin, cac dan chét azol chéng nim, cac thubc khang
protease cua virus HIV, erythromycin (lam ting ndng d9 trong mau va c6 thé lam ting doc
tinh cua mirtazapin).

Gidam tdc dung cua mirtazapin hodc cia thuéc khdc: Véi clonidin (lam giam téc dung ha
huyét ap cua clonidin), véi cac thudc cam g enzym chuyén héa thubc nhu carbamazepin,
phenytoin (lam glam ndng dd trong mau din dén giam hiu qua diéu tri cia mirtazapin).
Tang tdac dung va djc tinh cdc thuéc dung chung: cac thudc benzodiazepin va céc thudc an
than khac (thubc chdng loan than, thuoc d6i khang histamin Hj, opioid), voi warfarin liéu
mirtazapin 30 mg/ ngay 1am téng chi s0 INR, nén theo doi chat ché chi 50 INR trong truomg
hop nay, céc thudc du'qc biét lam kéo dai khoang QTc c6 thé din dén trAm trong hon kéo dai
khoang QTc va/hodc rdi loan nhip thét.

Mirtazapin ¢ thé lam ting tac dung tc ché than kinh trung uong cla rugu. Nén tranh db
udng cd con trong khi dung mirtazapin.

TAC DUNG KHONG MONG MUON CUA THUOC:

Rdt thuong gap, ADR > 1/10

Chuyen héa va dinh dudng: tang cén, tang cam gidc thém &n.
Hé than kinh: ngu ga, an than, dau dau.

Réi loan tiéu hoa: khd miéng.

Thuong gap, 1/100 <ADR < 1/10

Réi loan tam than: gidc mo bét thuong, nhan 13n, lo 4u, mit ngu.
Hé than kinh: ngt lim, chéng mét, run.

Mach mau: ha huyét ap thé dimg.

Réi loan tiéu hoa: budn ndn, ndn, téo bén, tiéu chay.

Da va mo duéi da: ngoai ban.

Co xuong va md lién két: dau khép, dau co, dau lung.

Réi loan toan than va tai chd: pht ngoai vi, mét moi.

It gdp, 1/1000 <ADR <1/100

R&i loan tam thin: 4c mong, hung cam, kich dong, ao giac, chimg ngdi khong yén, tang
dong.

Hé than kinh: dj cam, chan khong nghi, ngét.

Mach méau: ha huyét ap.

Réi loan tiéu hoa: giam cam giac & miéng.
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Hiém 8ap, 1710 000 < ADR < 1/1000

Réi loan tim than: gay hén.

Heé than kinh: run glat co.

R4 loan tiéu héa: viém tuy.

Réi loan gan mat: tang transaminase huyét thanh.

Khong biét tan sé:

Mau va hé bach huyét: suy tuy xuong (giam bach cau hat, mét bach cdu hat, giam tiéu cau,
thiéu mau bit san), tang bach cau wa eosin.

Noi tiét: bai tiét hormon chdng bai niéu khong thich hop (STADH).

Chuyen hoa va dinh dudng: ha natri huyét.

Réi loan tan than: y nghi tu sat, tu sat.

Hé than kinh: co giat (kha nang bj chan thuong do tai nan), hi chimg serotonin, di cam
miéng, loan vén ngon.

H¢ tiéu hoa: phu miéng, tang tiét nudc bot.

Da va md dudi da: hoi chimg Stevens-Johnson, viém da bong nuéc, hong ban da dang, hoai
tir biéu bi nhidm ddc.

Co xuong vamo lién ket tiéu co van.

Thaén va tiét niéu: bi tiéu.

Roi loan toan thén va tai chd: mdng du, phu toan than, phi tai chd.

Xét nghi¢ém céan lam sang: tang creatin kinase.

QUA LIEU VA CACH XU TRi:

Tri¢u ching

it c6 kha niing gdy dc nang néu chi sir dung liéu don mirtazapin.

Trigu chimg: Uc ché h¢ than kinh trung wong gdy mét dinh huéng, budn ngu; nhip tim
nhanh, tang hoac giam huyét ap.

Cach xir tri

Chua ¢ phuong phép giai doc dac higu, chi yéu diéu trj triéu chimg va hd trg. Can nhéc
viéc sur dung than hoat va rira da day dé loai bo phan thudc chua duge hap thu trong dudng
ti€u hoa néu bénh nhén con tinh tao. Chdng chi dinh dung ipeca dé giy nén. Xur tri tut huyet
ap (néu c6) bang truyén tinh mach dung dich natri clorid 0,9% (10 - 20 ml/ kg), dung thude
van mach (dopamin hodc noradrenalin). Theo déi tim, huyet ap, chuc néng hé than kinh
trung uong, enzym gan. Theo ddi tinh trang mét nudc, dién giai néu c6 ndn, tiéu chay nhiéu.

THONG TIN VE DUQC LY, LAM SANG:

DPic tinh dwge lwe hoc:

Nhém dugc 1y: Thube chong trim cam. M3 ATC: NO6AX11.

Co ché tac dgng

Mirtazapin la thubc chong tram cam 4 vong vala dan chat cua Jpiperazinoazepin c6 cdu tric
héa hoc khac véi cac thude chong trAm cam ba vong, cac thudc rc ché monoamin oxidase
va céc thude tre ché chon loc tai thu hdi serotonin. Co ché tac dung cua mirtazapin hién chwa
dugc biét rd. C6 nhitng bing chimg tir thuc nghiém cho thay mirtazapin lam téng cuong
hoat tinh noradrenergic va serotoninergic trung uong c6 thé do tac dung dbi khang thu thé
alpha2 adrenergic tién synap & thin kinh trung uong. Mirtazapin khong c6 4i luc véi thu thé
5HT-1A va SHT-1B cua serotonin.

Ngoai ra, mirtazapin con d6i khang manh thu thé SHT-2 va SHT-3 ciia serotonin ddng thoi
d6i khang & mic do trung binh véi thy thé muscarinic. Mirtazapin c6 téc dung gdy ngi do
déi khéng manh thu thé H1 cua histamin va c6 tac dung giy ha huyet ap tu thé do dbi khéang
thu thé alphal-adrenergic & ngoai vi.

Pic tinh dugc djng hoc

< /L8

N
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Hap thu:' Mirtazapin hp thu nhanh va gin nhu hoan toan qua dudng tiéu héa, sinh kha dung
dudng uong khoang 50%. Nong do dinh cua thudc trong huyét twong dat duoc khoang 2 gio
sau khi dung thude. Thirc an anh hudng khong dang ké dén hp thu thube. Nong dé on dinh
trong huyet twong dat dugce sau 3 - 4 ngay dung thudc. Duge dong hoc clia mirtazapin tuyén
tinh trong khoang diéu trj cua thudc.

Phan bé: Ty 1 lién két véi protein huyét tuong cua mirtazapin khoang 85%.

Chuyén héa: Mirtazapin dugc chuyén héa manh lan dau & gan, chu yéu theo con duong
demethyl héa va hydroxyl héa sau d6 dugc lién hop véi acid glucuronic. CYP2D6, CYP1A2
vé CYP3A4 la céc isoenzym chinh tham gia vao qua trinh chuyén héa mirtazapin. Trong cic
dan chat chuyén héa, din chit N-demethyl con giir dugc tac dung chéng tram cam.

Thdi' trie: Mirtazapin thai trlr qua nuéc tiéu (75%) va phéan (15%). Thoi gian béan thai trong
huyét tuong tir 20 dén 40 gid. Nghién ciru trén dong vt cho thdy mirtazapin qua duoc nhau
thai. Thudc ciing duge bai tiét vao sita me. Hé sb thanh thai cua mirtazapin giam & nguodi
suy gan va suy than.

Duoc dong hoc & nhém bénh nhan dic biét

Suy gan

O bénh nhan suy gan khi udng liéu duy nhét 15 mg, hé s6 thanh thai cia mirtazapin giam
khoang 35% & bénl} nhén suy gan mic d nhe va trung binh so v4i bénh nhan c¢é chirc ning
gan binh thuong; nong do trung binh clia mirtazapin huyét tuong ting khoang 55%.

S"uy than

O bénh nhén suy than, sau khi udng liéu duy nhét 15 mg mirtazapin & bénh nhén suy thén
vira (Clc, < 40 ml/ phut) va nang (Cler < 10 ml/ phut), hé s6 thanh thai cia mirtazapin giam
tuong tmg khoang 30% va 50% so v&i bénh nhén c6 chic ning than binh thuomg; nong do
trung binh ciia mirtazapin huyét tuong ting tuong img khoang 55% va 115%.

DPON VI PONG GOI NHO NHAT, QUY CACH PONG GOI:

Hop 2 vi x 7 vién; Hop 4 vi x 7 vién; Hop 8 vi x 7 vién.

Hop 1 vi x 10 vién; Hop 3 vi x 10 vién; Hp 6 vi x 10 vién; Hop 10 vi x 10 vién.
Hop 1 chai x 200 vién; Hop 1 chai x 500 vién.

HAN DUNG CUA THUOC: 36 thang ké tir ngay san xuét.

PIEU KIEN BAO QUAN, TIEU CHUAN CHAT LUQNG CUA THUOC:
biéu kién bao quan: O nhiét d¢ khong qua 30°C, noi khé rdo, tranh anh sang.
Tiéu chuan chat lugng: TCCS

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

CONG TY CO PHAN DUQC PHAM 2/9

DT: (028) 37422636 FAX: 84.28.37422635

930C4, dudng C, khu cong nghiép Cat Lai, cum 2, phudng Thanh M§ Lei, quéan 2, TP. Hd
Chi Minh.
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