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TRACH NHIEM TRON VEN
CONG TY ¢3 PHAN DUGC PHAM SAVI (Sawspharm J.5.C)
L6 Z.01-02-03a KCN trong KCX Tan Thuén,

P. Tan Thuan Bong, Quan 7, TP.H& Chi Minh
DT: (08) 37700142 - 143 - 144 Fax: (08) 37700145

DOBDIA

THANH PHAN: MG vién chaa:

30 mg
Ta dugc vira di 1 vién

CHI BINH, CHONG CHI BINH, LIEU LUGNG, CACH DONG, THAN
TRONG, TAC DUNG PHY VA CAC THONG TIN KHAC: Xem trong
13 hudng dén sd dyng thudc kém theo.

BAO QUAN: Noi kho, nhigt 36 khdng qué 30°C.
Trénh énh séng.

BOC KY HUGNG DAN SU DYNG TRUAC KHI DUNG
BE XA TAM TAY CUA TRE EM

TiEu cHuN: USP 38
DK / Reg. No.:

aujaIpaw Ajuo uondiaseid Xy

DOBDIA

COMPOSITION:
Each film-coated tablet contains:

30mg
q.s. for 1 tablet

$1376V.1 G31VOI-W1id 01 X SH3LSINE | 40 X084

PRECAUTIONS, SIDE EFFECTS, AND OTHER INFORMATION:
See enclosed leaflet.

STORAGE: Keep in a dry place, do not store above 30°C.
Protect from light.

SPECIFICATION: USP 38

READ CAREFULLY THE LEAFLET BEFORE USE
KEEP OUT OF REACH OF CHILDREN

S8 10 SX / Batch No. :
Ngdy SX / Mfg. Date :
Han ding / Exp. Date :
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TO HUGNG DAN SU DUNG THUOC.
Vien nén bao phim DOBDIA

Ry

Thuoc ban theo don

Dé xa tam tay ciia tré em

Doc ky hwdng dan siv dung triede khi ding
Théng bdo ngay cho bdc st hogic dwge st nhitag tic dung khéng mortg mudn gip phai ki siv dun g thuice

A _nubwc DAN SU DUNG THUOC CIQ NGUOI
BENH

THANH PHAN, HAM LUONG CUA THUOC

Mirtazapin .......coooooeoeinioiieeeeeeee e, 30 mg
Ta duoc vira du

v | vién
(Lactose monohydrat, tinh bt bién tinh, silic dioxyd
keo, magnesi stearat, hydroxypropyl methylcellulose
6eps, polyethylen glycol 6000, sdt oxyd do, st oxyd
vang, talc, titan dioxyd)

MO TA SAN PHAM

Vién nén dai, bao phim mau cam, hai mit khum, mot mat
tron, mot mdt vach ngang, canh va thanh vién lanh lin.
QUY CACH BONG GOI:

Hop | vi x 10 vién.

THUOC DUNG CHO BENII Gi:

Mirtazapin thuéc nhom thude chéng wdm cam, dugce dang
dé diéu tri tram cam.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU
LUQNG:

Cich dang:

Ludn dung thudc theo sy hudng dan cua bic sy.

Udng thude | lan/ngay. Nén udng vao moi toi trude khi di

‘ngu, cting c6 thé chia lam 2 lin udng (1 lan vao budi sang,

I lan vao budi toi, licu budi téi cao hon lidu budi sang).
Dung duong udng, trong hay ngoai bt an. Udng nguyén
vién voi nudce, khong nhai, nghién vién thude.

D& voi liéu 15 mg va 45 mg, ¢6 thé bé déi vién thude theo
vach ngang khic trén vién.

Liéu lugng:

Liéu khoi ddu khuyén cao 1a 15-30 mg, licu ¢6 hiéu qua la
15-45 mg/ngay.

Thudc thé hién tac dung sau khoang 1-2 tudn didu tri.
Biéu tri voi lidu thich hop s& cho déap tng tich cuc trong
vong 2-4 tudn; Khi dap tng khong diy du, co thé tang lén
liéu t5i da. Néu sau 2-4 tudn ma khong c6 dap (g thi nén
ngung diéu tri.

Khi ngung diéu tri, nén ngung tir tir dé tranh cdc tricu
ching cai thube.

Nguoi I6n tuéi

Lidu khuyén cdo tuong ty nhu lidu déi voi ngudi 16n.
Nguoi suy thdn

Dung thudc theo hudng din cua béc sy.

Tre em

Khong nén dang DOBDIA & tré em dudi 18 tudi.

K1 NAO KHONG NEN DUNG THUOC NAY:

- Neudi bénh qua min vé6i mirtazapin hay bt ctr thanh
phén nao ctia thude.

- Dung phéi hop voi cic chat e ché monoamin oxidase
(MAO).

TAC DUNG KHONG MONG MUON

Nhu céc thude khac, DOBDIA cling c6 thé gy ra mot sb

tac dung khéng mong muédn.

Néu ngudi bénh xudt hién cac tricu chirng sau thi phai

ngung thudc va bao ngay véi bac sy:

it 9dp (cd thé anh heong dén 17100 nguoi):

- Con hung cam.

Hiém gap (¢d thé anh huon ¢ dén 1/1000 nguor)

- Vang da, vang mit do rdi loan chirc ning gan. .

Khéng rd tin sut

- Céc triéu ching cua nhiém trung nhu sbt cao dot ngdt,
dau hong, loét mi¢ng (giam bach ciu), mot sb truong
hop o6 thé gdy rdi loan san xuit t& bao mau (suy tiy
xuong). Mirtazapin cé thé gay giam bach cdu, hdng ciu
va tiu ciu hodic gay tang bach ciu ua acid.

- Co giat.

- Xudt hién c‘léng thoi cac triéu chimg nhu sét, 46 md hoi,
tdng nhip tim, tiéu chay, co thit co, run, phan xa qua
mirc, bdn chdn, thay déi tam trang, bét tinh va tang tiét
nuoc bot.

- Co y nght ty tur.

- Phan ang nghiém trong trén da (Hoi chiung Stevens-
Johnson, hoai tir da nhiém déc).

Cac tac dung khong mong mudn khac bao gdm:

Rat thuong gip (cd thé anh hucng dén hon 1/10 nguoi)

- An ngon miéng va ting cén.

- Budn ngy.

- Dau dau.

- Kho miéng.

Thudng gap (¢d thé anh hwong dén 1/10 nguoi):

- Lo mo.

- Chodng vang.

- Run.

- Budn ndn, non.

- Tiéu chay, tao bon.

- Ban da.

- Dau khdp, dau co.

- Dau lung.

Ha huyét ap thé dimg.

- Sung (thudong ¢ mét ca chan va ban chén), phi né.

- Mt moi.

- Nhim lan.

- Lo lang.
- ROt loan gidc ngu. -
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it gap (¢ thé anh hudng dén 1/ 100 nguroi):

- Cam gidc bat thuong trén da nhu nong bimg, cam giac
kim chdam, ngtra ran. ‘

- Chung chan khong yén.

- Ngét xiu.

- Cam giac té mi¢ng.

- Huyét ap thép. ’

- Ac mong.

- Kich dong.

- Ao giac.

Hiém gap (cd thé anh huong dén 1/1000 nguori)

- Co thit co.

- Hung hing.

- Pau bung va budn non, c¢6 thé lién quan dén viem tyy.

Khong 1o tan sudt

- Cam giac bat thuong ¢ miéng.

- Sung miéng.

Phu toan thin, phu cuc bo.

- Ha natri huyét.

Hoi chimg tiét hormon bai ni¢u khong thich hop.

- Cac phan ung da nghiém trong (viém da bong nudc,
hong ban da dang).

- Mong du.

- Kho noi.

- Tang creatinin kinase huyét,

- Kho ticu.

- Pau co, cting khép, suy nhugc, nude tiéu sim mau hay
doi mau (tiéu co van).

Doi voi tré em, co thé xdy ra cac tac dung khong mong

mudn-sau: ting cin nhiéu, tang triglycerid huyét, phat

ban.

NEN TRANiIf DUNG NHUNG THUOC HOAC

THUC PHAM GI Kill BANG SU DUNG THUOC

NAY

Cén thdng bao vai bac st cac thude dang sir dung hodic da

st dung gin day.

Khéng dugc dung chung DOBDIA véi cac chit e ché

* MAO (nhu moclobemid, tranyleypromin dé diéu tri trim

cam va selegilin trong diu tri Parkinson) va khéng duoc

diing DOBDIA trong vong hai tudn sau khi ngung thude

e ché MAO. Néu ngung udng DOBDIA thi trong 2 tuin

tiép theo khong duge udng cac chit tec ché MAO.

Than trong khi dung chung DOBDIA v6i cac thude sau:

- Thude diéu tri rdm cam nhu thude tc ché tai hip thu
chon loc scrotonin (SSRI: Selective serotonin reuptake
inhibitor), venlafaxin va L-tryptophan hoic triptan (diéu
tri dau nua dédu), tramadol (thudc giam dau), linezolid
(thude khang sinh), lithi (diéu tri roi loan tam thi"ln),
xanh methylen (diu trj tang methemoglobin), thao dugc
St. John’s (diéu tri trim cam). Dung chung DOBDIA
voi céc thube nay co thé edy hoi ching serotonin: sot
khong & nguyén nhan, dé md hoi, tang nhip tim, ticu
chay, co thit co, run, phan xa qua mic, bdn chdn, thay

dbi tam trang va bét tinh. Néu ngudi bénh xuat hién céc
tricu chirng nay, can thong bdo ngay voi bac s§.
Nefazodon ¢o thé gdy ting nong d0 mirtazapin trong

1

mau. )
Thubc diéu tri lo 4u va mat ngli nhu benzodiazepin,
thudc diéu tri tim than phan li¢t nhu olanzapin, thude

khang di ang nhu cetirizin, thubc giam dau manh nhu
morphin: C6 thé gy tang tinh trang lo mo, budn ngt do
thude gy nén.

Thudc khang sinh (erythromycin), thudc khang nim
(ketoconazol) va thude diéu tri HIV/AIDS va thude diéu
tri lo¢t da day (nhu cimetidin).

chéng dong kinh nhu  carbamazepin  va

Thube
phenytoin, thuoc khang lao nhu rifampicin.

Thube chdng déng mau nhu warfarin.

Thubc 1am thay déi nhip tim nhu mot sé thuée khang
sinh va thudc diéu tri ri loan tim thin.

Khéng nén uéng ruou trong khi dang ding DOBDIA.
CAN LAM GI KHI MOT LAN QUEN KHONG
DUNG THUOC .

Néu nguoi bénh ubng 1 lin/ngay: Khéng nén ubng gip
doi lidu dé bu lidu da quén. Bo qua lidu da quén va tiép
tuc udng thude theo lich binh thuong.

-

Néu nguoi bénh udng 2 1an/ngay:

- Néu quén lidu budi sang, ubng bu vao lidu budi toi.

- Néu quén li¢u budi tdi, khong udng bu vao lidu budi
sang tiép theo. Bo qua lidu da quén nay va tiép tuc udng
thude theo lich binh thuong.

- Néu quén ca 2 lan trong 1 ngay, bo qua liéu da quén va
tiép tuc thude theo lich binh thuong vao ngay tiép theo.
Khéng dugce tw y ngung thude, chi ngung thube khi c6 chi
dinh cta bac sJ. Néu nguoi bénh dot ngdt ngung thube ¢6
thé cam thdy mét moi, choang vang, lo ling, dau diu.
Nhiing tri¢u ching nay co thé tranh duoc bing cach giam
liGu dan ddn. Thong bao cho bac sy néu ban mudn ngung
thuée va phai dam béo thuc hién ding nhu huéng dan cia

bac s¥.

CAN BAC QUAN THUOC NAY NIIU THE NAO

Noi kho, nhiét do khong qua 30 °C, trdanh dnh sang.

DAU HIEU VA TRIEU CHUNG Kl DUNG THUOC

QUA LIEU

Déu hig¢u qua lidu mirtazapin gdm budn ngu, mit phuong

hudng va tdng nhip tim. Céc triu ching clia qua lidu c6

thé bao gdm thay ddi nhip tim (nhip tim nhanh, khong
déu) va/hoic ng'fll — ¢6 thé 1a triéu chirng cua xodn dinh.

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU

KHUYEN CAO

Trong trudng hop qud lidu, ngudi bénh cin dén gip ngay

bac sT hodc cac cosd y té g?m nhit.

NHUNG DIEU CAN THAN TRONG KHI DUNG

THUOC NAY
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Ciin théng bio ngay véi bic s hay dwge sT néu nguvi

bénl mic phai cdac tinh trang sau:

- Co giaf: Néu ngudi bénh co gidt hogc tinh trang co gidt
tr¢ nén ning hon, phai ngung udng thude va thdng bdo
ngay voi bac 5)7

- ‘Bénh gan: Néu xay ra vang da, ngung L16ng thube va
thong bdo ngay voi bic sy.

- Bénh than.

- Bénh tim, ha huyét ap.

- Tam thin phan li¢t: Néu cdc tricu chimg tam thin (nhu
hoang tuwdng) ngay cang trim trong thi nén thong bdo
ngay voi bac sy.

- Con hung cam: Néu cam thiy phédn khoi hoic qud khich
thi cén thong bdo ngay vai bac sy.

- Dbai thao duong.

- Tang nhan ap.

- Kho tiéu, c6 thé do phi dai tuyén tién liét.

- Thay doi nhip tim, suy tim, con dau tim, dang uéng
thude lam thay déi nhip tim.

- Néu ¢6 ddu hiéu cia nhiém tring hhu st cao khong 1o

nguyén nhéan, dau hong va loét mi¢ng, ngung thudc va

bdo ngay voi bac sy. Trong mot s& trudng hop hiém
gip, diy ¢ thé la ddu hicu cua rdi loan san xudt ¢ bao
mau. Céc tri¢u chimg nay thuong xudt hién sau 4-6 tudn
dicu tri.
Ngudi I6n tudi co thé dé gip cic tic dung khong mong
mudn hon.
Nguoi bénh tram cam ¢6 thé ¢o y dinh hodc hanh vi tu .
Tinh trang nay ¢ thé ning hon khi lin ddu dung thude
chéng trdm cam cho dén khi thude bit diu co higu qua,
khoang sau 2 tuan hodc lau hon. Ngudi bénh da tmg co y
dinh tu tr, nguoi tré i s& dé gdp tinh trang nay hon.
Néu nguoi bénh ¢6 y dinh tr tir nén thdng bdo ngay voi
béc sy.
Do. sy hién di¢n cua lactose trong ché ph'c‘im. thin trong
khi dung ¢ ngudi bénh ¢o vin dé di truyén hiém gip nhu
khong dung nap galactose, thiéu hut Lapp lactase hodc
kém hép thu glucose-galactose.
Tdc dong ciia thudce ki ldi xe va van hanh mdy moc
DOBDIA c¢6 thé anh hudong dén su tinh tdo va tap trung.
Do d6, cin than trong khi lai xe va van hanh may moc.
Chi nén l4i xc va van hanh may moc khi chic chan thude
khong lam anh huéng dén su tinh tdo va tép trung.
Pl niw ¢6 thai va cho con bi
Phu nit ¢6 thai hoiic nghi ngd ¢6 thai hay ¢6 ké hoach
mang thai va phu nir dang cho con bu cén hoi y kién bac
sy trude khi dung,.
Kinh nghiém str dung han ché & phu ni ¢é thai cho thdy
mirtazapin khéng ¢dy nguy co gi. Tuy nhién, cin than
trong khi dung trong thoi ky mang thai. Néu ngudi me
dung mirtazapin trong sudt thoi gian mang thai hodic vao
khoang thoi gian ngin trude khi sinh, tré so sinh nén duoc
thco ddi chat ché cic tac dung khéng mong mudn cia

thude.

Mot s6 thube tuong tu (nhu SSRI) ¢6 thé lam ting nguy
co ting huyét dp phdi lién tuc (Persistent pulmonary
hypertension) ¢ tré so sinh, thuong xdy ra trong 24 gilc‘)'
dau sau sinh. Néu tinh trang nay xay ra ¢ tré so sinh cin
thong bdo ngay véi béc sy.
KIHI NAO CAN THAM VAN BAC SI, DUQC Si
Ngudi bénh sir dung thudc khac khi dang diéu tri véi
DOBDIA.
Phu nir ¢6 thai, nghi ngd ¢6 thai hoic ¢6 ké hoach c6 thai.
Phu nir cho con bu.
Néu cin thém thon g tin

xin hoi y kién biic s hodc duwoc si.
HAN DUNG CUA THUOC:
36 thang ké tir ngay san xut

SAN XUAT TAI:

CONG TY CO PHAN DUGC PHAM SAVI
(Saﬁhg’iiy.’-unt J.S.C)

L6 Z.01-02-03a khu Céng nghiép trong khu Ché xuét Tan
Thudn, phuong Tan Thuan Péng, quin 7, thanh phd H
Chi Minh.

bicn thoai: (84.8) 37700 142-143-144

Fax: (84.8) 37700145

NGAY XEM XET SUA pOI, CAP NHAT LAI NOI
DUNG HUONG DAN SU DUNG THUOC:
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B. HUONG DAN SU DUNG THUOC CliQ CAN BO Y
DUQC LUT 110C

Ma ATC: NO6AXT ]

Loai thubc: Thube chdng trdm cam

Mirtazapin la thudc tc ché thy thé o2 tién synap c6 hoat
tinh trung wong, lam ting dan truyén thin kinh cua

~

noradrenergic va serotonergic. Su tang cuong din truyén
than kinh cua serotonergic chi théng qua cac thu thé 5-
HT! dic hicu, do cic thy thé 5-H1T2 va 5-1113 bi chen boi
mirtazapin.  Ca hai chdt dong phan ddi quang cua
mirtazapin déu duoe cho 1a ¢6 hoat tinh ché)ng rdm cam,
dbng phan S(+) wc ché thu thé «2 va 5-HT2 trong khi
ddng phan R(-) e ché thu thé 5-HT3.

Hoat tinh déi khdng histamin H1 cta mirtazapin ¢6 lién
quan dén tinh an than ca thudc. Thude gan nhu khéng co
hoat tinh khang cholinergic va khong c6 tac dung trén h¢é
tim mach khi diing o li¢u diéu tri.

DUQC BONG HOC

liﬁp thu

Sau khi ubng, mirtazapin duoc hdp thu nhanh chong voi
sinh kha dung khoang 50%, dat 116|1g dd dinh trong huyét
twong sau khoang 2 giv. Thire an khong lam anh huong
dén duoc dong hoc cta mirazapin. .

*udin bd

Mirtazapin gan véi protein huyét twong véi ty 1¢ khoang
85%.

Chuyén hoa

Con dudng chuyén hoa chii yéu la sy khir methyl, oxy hoa
rdi lién hop. Theo dir liéu nghién ctru in vitro & microsom
gan cha ngudi cho thiy cac cnzym cytochrom P450
CYP2D6 va CYPIA2 lién quan dén sy hinh thanh chit
chuyén hoa 8-hydroxy ciha mirtazapin, trong khi d6
CYP3A4 dugc cho la tham gia hinh thanh cac chit
chuyén héa N-demethyl va N-oxyd. Chét chuyén hoa khir
mcthyl cé hoat tinh duge ly va didc tinh duge dong hoc
tuong tur mirtazapin.

Thai triv

Mirtazapin dugc chuyén hoa va thai trir chi yéu qua nudc
tiéu va phan trong vong vai ngay. Thoi gian ban thai trung
binh fa 20 — 40 gio, thoi gian ban thai ¢o thé 1au hon Ién
toi 65 gio. O nam gidi tré wdi, thoi gian ban thai co thé
ngén hon. Néng do thude dat trang thai 6n dinh sau
khoang 3 — 4 ngay va sau do cling khong ¢9 tich Iiy thém.
Sur thai trir cuia mirtazapin giam ¢ nguoi suy thin va suy
gan.

'l‘uyén tinh

Trong khodng liéu dugc khuyén cdo, duoc dong hoc cua
mirtazapin c6 tinh chat tuyén tinh.

CHI DINH BIEU TRI

Piu tri cac dot trdm cam ning,

LIEU LUQNG VA CACIH DUNG

Cach ding:

Thoi gian ban thai cia mirtazapin khd dai, khoang 20-40

9itr vi vy chi cAn dung DOBDIA 1 lin/ngdy. Nén ubng

vao mdi t6i trude khi di ngu, cling ¢6 thé chia lam 2 lan

udng (l lan vao budi sang, 1 ldn vao bubi i, lidu budi tdi

cao hon li¢u budi sang).

Dung dudng ubng, trong hay ngodi bira &n. Udng nguyén

vién voi nuoc, khong nhai, nghién vién thudc.

Péi voi lidu 15 mg va 45 mg, ¢6 thé bé doi vién thube theo

vach ngang khic trén vién.

Liéu lwong:

Liéu khoi ddu khuyén cdo la 15-30 mg, liGu co hiéu qua la

15-45 mg/ngay.

Mirtazapin thé hién tdc dung sau khoang 1-2 tudn diéu tri.

Diéu tri voi liéu thich hop s& cho dap tng tich cuc trong

vong 2-4 tuan. Khi dap Gng khong diy du, c6 thé tang lén

liéu t&i da. Néu sau 2-4 tudn ma khong c6 dap tng thi nén

ngung diéu trj.

Nguoi bénh trdm cam nén dugc didu tri trong khoang thoi

gian thich hop it nhét 1a 6 thang dé dam bao céc triéu

chimg hét hin. .

Khi ngung diéu tri, nén ngung tir tir dé tranh céc trigu

chimg cai thude. V

Nguoi [on huioi

Liéu khuyén cdo twong tu nhu liéu déi véi ngudi 16n. Khi

tang li¢u & nguoi 16n tudi cén theo doi chit ché.

Nguoi suy thdn

DO thanh thai cta mirtazapin c6 thé giam & ngudi suy

thdn ning (d¢ thanh thai creatinin < 40 ml/phat). Than

trong khi ding DOBDIA cho nguoi suy thin.

Nguoi suy gan -

D¢ thanh thai cia mirtazapin c¢6 thé giam ¢ ngudi suy

gan. Thén trong khi ding DOBDIA ¢ nguoi suy gan, ddc

bi¢t [a ngudi suy gan ning.

Tré em

Khong nén dung DOBDIA ¢ tré em dudi 18 tudi vi chua

thiy hi¢u quéa qua 2 thir nghiém lam sang ngén han va mdi

lo ngai vé& tinh an toan cua thudc dbi voi tré em.

CHONG CHI DINH y

- Neudi bénh qua man véi mirtazapin hay bat cir thanh
phdn nao cia thudc.

- Dung phdi hop voi cac chit tc ché monoamin oxidase
(MAO).

CANI BAO VA THAN TRONG K111 SU DUNG

Cic tinds trang cin thin trong khi dimng thuic

Tréem

Khong nén st dung mirtazapin cho tré em dudi 18 tudi.
Pi c6 bao cdo trén 1am sang lién quan dén hanh vi, y dinh
tu tr va thai dé hung hang khi sir dung mirtazapin cho tré
em trong diéu tri chng trdm cam so v&i nhém gia duogc.
Trong truong hop bit budce phai st dung thi bénh nhan
phai duoc theo ddi chédt ché. Chua co déy du dir lidu vé
tinh an toan lién quan dén sy phat trién thé chét, giéi tinh,
nhan thire cua tré khi st dung mirtazapin lau dai.

Y dinh tu ti hodc didn bién xdu di trén lam sang
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- Tram cam lién quan dén ting nguy co ¢6 y dinh tu twr, tw
lam dau. Sau vai tudn didu 1 néu khéng ¢6 su cai thién
thi bénh nhén phai dugc theo doi chat ché, nguy co co y
dinh tu tir thuong xay ra khi bit ddu sir dung mirtazapin.

- Bénh nhén ¢4 tién st xay ra bién cb lieén quan dén tu tu
hoiic ¢6 y dinh tu ta trude khi bit diu dung mirtazapin la
nhiing ngudi ¢d nguy co cao ¢ y dinh tu tu khi ding
mirtazapin. Do viy, déi tuong nay phai dugc theo ddi
chit ché trong sudt qué trinh diéu tri.

- V& nguy co tur tir, diic biét 1a khi bit diu diéu tri, chi nén
cho bénh nhan dung licu thip.

Uc ché ty xuong

Uc ché tiy xuong, thuong ¢6 bi¢u hién giam hodc mét

bach cdu hat,

mirtazapin. Trong cdc¢ nghién ciru [dm sang voi mirtazapin
mat bach cdu hat c¢ thé phuc héi duoc bao cdo 1a mot tink
hudng hiém giip, mot vai truong hop giam bach ciu hat ¢o

da dugc bao cdo trong khi dicu tri voi

thé dan t6i tr vong va hdu nhu cic ca tir vong déu co lién
quan t&i bénh nhéan trén 65 woi. Phai bao cdo véi bac sy
vé nhirng triéu ching nhu sét, dau hong, viém mi¢ng hodc
nhitng nhiém trang khac. Khi xay ra nhiing tri¢u chimg,
nhu vy nén ngung diéu tri va nén xét nghi¢m mau.

Vang da

Nén ngung duing thude néu xudt hién vang da.

Céc trudng hop céin theo doi

Cdn diing thuée can théin cang nhwe can déu déan theo doi

déi voi nhitng bénh nhdn ¢ cdc tinh trang sau:
- bong kinh va héi chirng ndo thuc thé: kinh nghi¢m lam
sang cho thdy nhiing tén thuong nay hiém khi xay ra trén
bénh nhan duoc didu uf voi mirtazapin. Su dung
mirtazapin than trong cho ngudi ¢6 tién sir bi dong kinh.
Ngdng st dung thude néu bénh nhén bi dong kinh hoic
tang tin sudt xay ra con dong kinh.

Suy gan: D6i vai lidu don doe 15 mg mirtazapin, do thanh
thai cua mirtazapin giam khodang 35% ¢ nguoi suy gan

nhe va vira so v6i nguoi binh thuong. Nong do trung binh
cua mirtazapin tdng khoang 55%.

Suy than: B6i véi lidu don doc 15 mg mirtazapin, do
thanh thai cua mirtazapin giam khoang 30% ¢ nguoi suy
than vira (d9 thanh thai creatinin <40 ml/phat) va khoang
50% ¢ nguoi suy thin ning (d¢ thanh thai creatinin < 10
ml/phut) so véi ngudi binh thuong, ndng do trong huyét
twong tang khoang 55% 6 nguoi suy than vira va 115% o

nguoi suy thin ndng.

Bénh tim nhu réi loan din 1ruyén, dau thit nguc va nhdi
mau co tim gin day, la nhing trudng hop thudong phai
than trong va cén than khi dung chung vé&i nhiing thude
Kkhac.

Huyét ap thip.
bai thdo duong;:
huong dén tac dung kiém soat dudng huyét, do vay phai
diéu chinh liéu insulin hodic cac thude chdng dai thio
duong dang udng va phai theo ddi bénh nhan chit ché.

Thude chdng trdm cam c¢6 thé lam anh

Ciing nhu cdc thuéce chong tram cain khdc, cin than trong
doi vai nhitng bénh nhdn:

- Tri¢u chunﬂ tam thén c6 thé dién bién x4u hon khi dung
thude chéng trdm cam cho bénh nhén tam thén phan liét
hodc céc rdi loan tdm thin khac: y nOhl hoang tudng
(paranoid) co thé trdm trong hon.

Khi bit diu didu tr trong giai doan trdm cam cua réi loan
ludng cuc, bénh ¢é thé chuyén sang giai doan hung cam.
Bénh nhén c6 tién sir rdi loan tam than, hung cam phai
dugce theo ddi chit ch&. Nén ngung ding mirtazapin ¢ bat
ky bénh nhan ¢o giai doan bi hung cam.

Tuy thude chéng trim cam khong gdy nghién nhung
ngung thudc dot ngdt sau mot thoi gian dai dung thudc co
thé gdy cac tricu ching cai thube bao gdm chodng vang,
kich ddng, dau ddu va budn non. Cac triéu ching nay
thuong nhe va tu hét. Mic du céce triéu chimg nay dugc
béo cdo la do ngung thudc dot ngdt, van khong thé loai
trir ddy la ddu hi¢u cta cdc bénh tiém 4n. Khi ngung thudc
nén giam liéu din dan.

Than trong khi dung mirtazapin ¢ nguoi phi dai tuyén tién
li¢t hodic tdng nhin dp gdc dong cip hay ting ap luc noi
nhan (van dé nay ciing it khi xdy ra véi mirtazapin, vi
hoat tinh khang cholinergic ctia thude rét yéu).

Tricu chimg khong ngdi yén/bdn chdn tam than: Vide sir
dung thudc chéng trdm cam ¢6 lién quan dén su phat trién
ctia hoi chimg khong ngdi yén, dic trung boi su bdn chdn
kho chiu, budn phién va khién ngudi bénh bude phai di
chuyén lién tuc. Diéu ndy ¢6 thé xay ra trong vai tudn dau
gliéu tri. O nhimg bénh nhan ¢6 nhiing triu chimg nay,
tang lidu co thé gay bit loi.

Cac truong hop kéo dai khoang QT,
nhip that hodc dot quy di duoc bdo cdao khi dung
mirtazapin. Cac bdo cdo nay chu yéu la cac trudong hop
dung qua li¢u & ngudi bénh ¢6 cac yéu td nguy co ciia kéo
dai khoang QT, nhu dang dung cac thude khac lam kéo
dai khoang QT. Than trong khi ding mirtazapin ¢ nguoi
mic bénh tim mach hodc ¢6 tién su kéo dai khoang QT va
ding phéi hop véi cac thude khic lam kéo dai khoing
QT.

Ha natri mau

xoan dinh, nhanh

C6 thé la do hoi chirng tiét hormon chdng bai niéu khong
thich hop (SIADH), dad dugc bdo cdo la rt hiém khi su
dgfng mirtazapin. Can than trong khi dung thudc & nhiing
b¢nh nhan ¢6 nguy co nhu bénh nhén cao tudi hodc bénh
nhan dang diéu tri ddng thoi vai thude c6 thé gy giam natri
mau.

Hoi ching serotonin

Tuong tac voi cac chit chi van serotonin: Hoi ching
serotonin co thé xay ra khi phdi hop SSRI véi cac chit chu
van scrotonin. Cac triéu chirng cua hdi chirng serotonin co
thé 1a tang than nhiét, bdn chdn, o gidc, mat phéi hop, nhip
tim nhanh, budn ndn, nén mra, tiéu chay, dau dédu, co gifit
co, suy nhugc, dau bung, lo 4u, co gidt, hon mé. Cén than
trong va phai thco doi lam sang chit ch& hon khi st dung
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cic chédt chu van serotonin cting voi mirtazapin. Khi cdc
triéu chimg nay xay ra, cin ngung ngay mirtazapin va cé
cac bién phap didu tri hd tro thich hop.
Neuoi lon tudi
Ngudi lon wdi thudng nhay cam hon véi cdc tac dung phu
cuia thude didl ti trdim cam.
Té duoc
Do su hién dién cua lactosc trong ché phﬁm, thin trong
khi dung & ngudi bénh ¢o vén dé di truyén hiém gdp nhu
khong dung nap galactose, thiéu hut Lapp lactase hoiic
kém hip thu glucose-galactose.
Cic kluyén cio ding thude cho pliy niv ¢d thai vio cho con
bii
Triweong hop c6 thai
Céc dit licu han ché cua viée sir dung mirtazapin & phu ni
¢6 thai khong cho thdy gia ting nguy co di tat bdm sinh.
Cac nghién ctru trén dong vat khéng cho thiy bit ky tic
dong gdy quai thai nao, tuy nhic¢n dgc tinh gdy ra dd dugc
quan sat thiy. .
Cac dir liéu dich t& hoc cho thiy viée chung SSRI trong
thai ky dac biét 1a cudi thai ky co thé lam ting nguy co
tang huyét ap phdi lién tuc ¢ tré so sinh (PPH: Persistent
pulmonary hypertension). Mac du vin chua ¢é nghicn ciu |
ndo danh gia wmdi lién quan gita PPHN va mirtazapin,
khong nén loai trir nguy co nay do co ché hoat déng tuong
tv nhau gitra mirtazapin va SSRI (déu lam ting néng do
scrotonin).
Than trong khi ding DOBDIA & phu nir ¢6 thai. Néu
ding trong sudt thoi ky mang thai va truge khi sinh, cin
theo doi cac didu hidu cia phan tng khong mong mudn ¢
tré¢ so sinh.
Triwong hop cho con bi
Cdc nghién clru trén dong vat va cac dit lidu han ché trén
ngudi cho thdy mirtazapin tiét vao sira voi lugng kha nho.
Chi ding DOBDIA ¢ phu nir dang cho con bi néu hi¢u
qua mang lai vuot trdi nguy co.
Tidc dong ciia thube khi lGi xe va vin hanl mdy moc
Mirtazapin ¢6 anh hudng nhe hodc vira dén kha ndng lai
Xe va vén hanh mdy moc. Mirtazapin c6 thé giy anh
huong dén sy tap trung va tinh tdo (dac bict la trong giai
doan diu dicu tri). Do do, ngudi bénh nén tranh lai xe va
van hanh may moéc khi dang dang thube nay.
TUONG TAC CUA THUOC VOI CAC THUOC
KHAC VA CAC LOAI TUONG TAC KIIAC
Twong dc duoc lie hoc
- Tranh phéi hop mirtazapin va cac chét G ché MAO,
tranh dung mirtazapin trong vong 2 tudn sau khi ngirng
str dung cac chit i ché MAO. Nguoc lai, khéng dugc
dung céc chit we ché MAO trong vong 2 tudn sau khi
ngung su dung mirtazapin.
- Cic chit cha van serotonin (L-tryptophan, cdc triptan,
tramadol, linezolid, xanh mecthylen, SSRI, venlafaxin,
lithi va thao duge St. John’s) khi dung phdi hop vai

mirtazapin co thé gdy hoi ching serotonin. Than trong,
khi dung phdi hop nay va phai theo ddi ngudi bénh chat
ché.
- Mirtazapin ¢6 thé lam ting tac dung an thin cua
benzodiazepin va céac thude an than khac (dac biét la cac
thube chéng loan thin, thudc khéng histamin HI, thude
giam dau opioid).
Mirtazapin ¢6 thé lam ting tac dung (rc ché cta ruou.
Do dd, nén tranh dung ruou khi dang udng mirtazapin.
Mirtazapin 6 liéu 30 mg/ngay c6 thé gdy ting nhe INR
(International normalized ratio) ¢ nhiing nguti dang
diéu tri voi warfarin. Nén theo doi INR cua ngudi bénh
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trong truong hop ding phdi hop nay.

Nguy co kéo dai khoang QT hodc xodn dinh s& ting khi
dung chung voi cac thude gdy kéo dai khoang QT (nhu
mot s6 thude chdng loan than va thude khang sinh).

Tuong tdc duwoc dong hoc

- Cac chdt cam (ng CYP3A4 nhu carbamazepin va
phenytoin ¢6 thé gy tang do thanh thai mirtazapin lén 2
ldn, gdy giam ndng do trung binh cla mirtazapin trong
huyét twong tuong Gng 1a 60% va 45%. Khi dung chung
carbamazepin hodic cac chit cam (mg enzym gan (nhu
rifampicin) voi mirtazapin, ¢in ting li¢u mirtazapin. Khi
ngung diéu tri véi cac chdt cam (mg enzym gan, cn
giam li¢u mirtazapin lai.

Dung phdi hop véi cac chit Ge ché CYP3A4 lam ting
ndng do dinh ctiia mirtazapin 1én khodng 40% va AUC
I&n khodang 50%.

Dung phdi hop cimetidin (chit e ché yéu CYP1A2,
CYP2D06 va CYP3A4) voi Ininazapin s& lam ndng do
clia mirtazapin trong huyét tuong tang 1én hon 50%.

Than trong khi dung phdi hop nay va nén giam liéu
mirtazapin khi dung phdi hop véi cac chdt tc ché
CYP3A4, thudc trc ché HIV protease, thube khang ndm
azol, erythromycin, cimetidin hoéc nefazadon.

- Céc nghicn ctu tuong tac thube khong chi ra bdt ky
tuong tac duge dong hoc ndo cua cac phdi hop
mirtazapin voi paroxetin, amitriptylin, risperidon hodc
lithi.

TAC DUNG KHONG MONG MUON (ADR)

Rdt thuong gap, ADR > 1/10

- Chuyén héa va dinh dudng: Ting cén, tang cam gidc
ngon mi¢ng.

- Théin kinh: Budn ngu, an thin, dau dau.

- Tiéu hoa: Khé miéng.

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

- Tam thin: Mo bat thuong, lo lz'ing, nham 1An, mat ngu.

- Thén kinh: Lo mo, chodng véng, run.

- Mach mau: Ha huyét ap thé dimg.

- Tiéu hoa: Budn nén, tiéu chay, nén, tao bon.

- Da: Phat ban.

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

- Khac: Phu ngoai bién, ngit.

it gap. 1/1.000 < ADR < 1/100
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- Tam than: Ggp dc mong, hung cam, kich dong, o giac,
kich thich than kinh van dong.

- Thén kinh: Di cam, chimg chan khéng yén, ngit.

- Mach méu: Ha huyét ap.

- Tiu hoa: T¢ mi¢ng,.

Hiém gap, 1/10.000 < ADR < 1/1.000

- Tam thin: Hung hang.

- Thén kinh: Co thit co.

- Tiéu hoa: Vicm tuy.

- Gan mit: Tang transaminase huyét thanh.

Chua 15 tan sudt ‘

- Mau va hé tao mau: Suy tuy xuong (giam bach ciu hat,
tang bach cdu, thiu mau bit san, giam tiéu cau), tang
bach céu ua acid.

- NOi tiét: Hoi ching tiét hormon bai ni¢u khong thich
hop.

- Chuyén hoa va dinh dudng: Ha natri huyét.

- Tam than: Y dinh va hanh vi tu tu.

- Than kinh: Con co giat, hi ching serotonin, cam gidc
bat thwong ¢ miéng, khé noi. '

- Tiéu hoa: Phu mi¢ng, ting tiét nude bot.

- Da: Hoi chimg Stevens Johnson, viém da bong nudc.
héng ban da dang, hoai tir da nhiém doc.

- Co, xuong, khdp: Tiéu co van.

- Tiét ni¢u: Kho tiéu.

- Khdac: Budn ngu, phu toan than, phu cuc bo.

- Xct nghiém: Ting creatin kinasc.

O tré em c6 thé co cac tic dung khong mong mudn: ting

can, phat ban va ting triglycerid méau.

QUA LIEU VA CACH XU TRI

Cic tri¢u chirg qué liéu mirtazapin thuong nhe. Cac triéu

chimg Ge ché thdn kinh trung wong nhu méit phuong

hudéng va an thin kéo dai da dugc béo céo, ngoai ra con

¢6 cac triéu chirmg nhu nhip tim nhanh, ha hay tang huyét

ap nhe. Tuy nhién, khi dung lidu vuot qua liéu diéu tri c6

thé gdy hiu qua nghiém trong (bao gdm tir vong), cac

triéu chung da duoc bao cdo bao gdm xodn dinh, kéo dai

khoang Q'T.

Xir tri: Ditu tri triéu chimg thich hop va céc lidu phap

diéu tri hd tro chire ning séng. Nén theo doi dién tam do.

C6 thé loai bo thude bing than hoat tinh hodc rira da day.

Tp. H6 Chi Minh, ngay & thang 6 nam20/7
CT. Tong Giam Déc |
SNGidm Doe (KI-CN) /&
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