HUONG DAN SU DUNG THUOC
Thubc nay chi ding theo don thube

RMIRTMERON

1. Tén thuée: MIRTMERON
2. Cic diu hi¢u lwu ¥ va khuyén cdo khi ding thude:
“Thuée nay chi dimg theo don thudc

DEé xa tam tay tré em
Doc kj huong dén sir dung trieée khi dimg
Théng bdo cho bdc sy nhiing tdc dung khong mong muon gdp phdi khi stk dung thuoe”
3. Thanh phin cong thirc thude:
MGdi vién nén bao phim MIRTMERON chira;
; Thanh phan hoat chat:
I BT RIND s rrsmsmssnimonsmmsmmaviiesss sosssmessens (s sses s RS S s sassaein DRI
Thanh phan té duwoc:
Lactose monohydrat, avicel 101, povidon K30, natri croscarmellose, aerosil, magnesi
stearat, HPMC 606, PEG 6000, talc, titan dioxyd, oxyd sat do, oxyd sét vang.
4. Dang bao ché: Vién nén bao phim
M0 ta: Vién nén hinh oval, bao phim mau cam, mét mat nhan, mot mét ¢6 khiic vach ngang
& gilra, canh va thanh vién lanh lan.
5. Chi dinh:
Diéu trj cac dot trdm cam ning.

6. Cich dung, li¢u diing:

Cdch ding: Dung dudng udng. C6 thé ding thudc cing hogic khong cung thirc dn. Thuong
dung 1 1an truée khi di ngi hoic chia 2 13n (1 1an budi séng, 1 1dn lidu cao budi téi trudc
khi di ngd). Khong bé v& vién trudce khi dung.

Liéu dimg:

- Ngudi 16n: Liéu khéi ddu 15 mg/ngay, néu khong dap mg 14m sang 1o c6 thé ting t6i
liéu t6i da 45 mg, voi khoang céch it nhét 1 - 2 tudn giira cdc 1in thay dbi lidu. Thi gian
t6i wru diéu tri duy tri thudc chdng trim cam chua dugc x4c dinh rd. Can duy tri didu tri it
nhat 6 thing déi voi mot dgt trAm cam cAp. Can giam lidu tir tir mirtazapin trude khi nglmg
thudc dé tranh héi chimg cai thude.

- Ngudi cao tudi: Lidu gidng véi lidu nguai 16n. Khéng cAn hiéu chinh lidu, tuy viy cin
than trong khi st dung thude.

- Ngudi suy than, suy gan: Cin cin nhic giam lidu cho bénh nhén suy gan (d¢ thanh thai
clia mirtazapin gidm 30%) va bénh nhin suy than (d9 thanh théi cia mirtazapin giam tir 30
- 50%).

7. Chong chi dinh:

- C6 tién sir qua man véi mirtazapin.

- Di sir dung thude tre ché monoaminooxydase (IMAOQ) trong vong 10 ngay trudc dé.

8. Cinh béo va thin trong khi diing thudc:

- Néu ¢6 thé, khong nén sir dung mirtazapin cho bénh nhan duéi 18 tudi do c6 nguy co cao
tu sat hogc c4c hanh vi chdng d@bi. Trong trudng hop bit budc phai ding, phai theo ddi cht
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bénh nhan. Cén thong bao cho gia dinh bénh nhan dé theo doi nhitng hanh vi bt thuong
ctia bénh nhén (kich dong, cau git, chéng ddi).

- Thén trong véi bénh nhan co tién str hung cam hoiic hung cam nhe. Phai theo d&i chat
bénh nhan c6 tién sir umg cim hodc bénh ludng cuc (hu'ng!tréim cam) trong khi didu trj
giai doan trim cam. Phai ngimg mirtazapin khi hung cam.

- Thén trong véi bénh nhin c6 bénh mach vanh, bénh mach ndo hode cac bénh ly kKhac, co
thé gay tut huyét ap do nguy co ha huyét ap tu thé,

- Thén trong véi bénh nhan suy gan do kha nang ting doc tinh ciia mirtazapin va ton thuong
gan. Can ngung thudc ngay néu xuét hi¢n vang da trong qua trinh diéu tri.

- Thén trong voi bénh nhan suy than trung binh va nang do kha nang ting ddc tinh cua
mirtazapin.

- Can nghi it nht 2 tudn k& tir khi ngimg diéu tri bing mirtazapin treée khi bat dau didu tri
bing thude irc ché monoamino oxidase (IMAO) d tranh xuét hién hoi chimg serotonin.
Tuong tu can nghi it nhat 2 tudn ké tir khi ngimg diéu tri bing IMAO trudc khi bat dau
diéu tri bing mirtazapin.

- Thén trong véi bénh nhan ¢ tién st dong kinh.

- Than trong khi sit dung mirtazapin cho bénh nhén ¢6 rdi loan tiéu tién, glocom géc md
hogc c6 tang nhan ap.

- Can cénh béo bénh nhén vé cac dau hiéu cia trc ché tiy xuong nhu sot dau hong, viém
mi¢ng hoéc cac tri¢u uhu’ng khéc ctia nhiém khuan. Néu xudt hién cdc déu hidu nay trong
qué trinh diéu tri nén ngimg thude ngay va lam xét nghiém cong thirc mau cho bénh nhan.
- CAn giam lidu tir tir khi dirng diéu trj bing mirtazapin, tranh ngimg thude dot ngot dé
tranh hoi ching cai thudc.

9. Sir dung thudc cho phy nir ¢6 thai va cho con bi:

- Thoi ky mang thai: $6 1idu con han ché lién quan dén viée st dung mirtazapin cho phu
nir mang thai, chua thay thude lam tang nguy co di tat bim sinh. Nghién ctru trén dong vét
ciing chua thiy téc dung gy quéi thai ¢6 ¥ nghia lam sang nhung c6 dgc tinh déi véi su
phat trién cta bao thai. Can théan trong khi ké don cho phu nit mang thai, dic biét & thoi
diém sinh hogc trude khi sinh mot thoi gian ngén dé dé phong hdi chitng cai thude ¢ tré so
sinh.

- Thoi kp cho con bii: Mirtazapin dugc bai xuét véi mot lugng nho vao sira va cé thé gy
ra céc tdc dung khéng mong muédn cho tré dang bi sau mot thoi gian dai phoi nhiém véi
thude. Vi vy can hét sirc than trong khi sir dyng mirtazapin cho phy nir dang cho con bu.
Viéc can nhéc c6 st dung thude trong thoi ky cho con bi hay khéng cin dwa trén cin bing
giita loi ich ciia viée tré duge bu sita me véi loi fch cia viée me dugc diéu tri bing thude
chéng trim cam.

10. Anh hudng cia thude 1én kha niing 1di xe, vAn hanh miy méc:

Triéu chimg chong mit ¢6 thé xudt hién trong giai doan dan diéu tri mirtazapin, vi viy nén
tranh lai xe va van hanh may maéc trong giai doan nay.

11. Twong tac, twong ky ciia thudc:

- Trdnh khéng phéi hop: Khong duge phdi hop mirtazapin véi cac thude e ché IMAO
(tang huyét dp kich phat, truy mach, doc tinh trén than kinh trung wong), véi linezolid
(nguy co xudt hién hoi chitng serotonin véi biéu hién sdt cao, ting phan xa, gidt co, bién
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dbi trang thai tam tri), v6i metoclopramid (nguy co phén img ngoai thép). Bénh nhin khong
dugc st dung thube tre ché IMAO trong vong 14 ngay trude khi dung mirtazapin.

- Tdng tac dung va djc tinh ciia mirtazapin: Véi venlafaxin, tramadol, olanzapin, fluoxetin,
fluvoxamin, procarbazin (nguy co xuat hién hgi chimg serotonin véi biéu hién sbt cao,
tang phan xa, gidt co, bién doi trang thai tdm tri), v6i diazepam (irc ché céc ky niang vén
dong), véi ruou (e ché tAm than - van dong), véi cac thude e ché enzym chuyén hoa
thuéc CYP3A4, CYP2D6 va CYP1A2 (cimetidin, céc dﬁn chét azol chéng nim, céc thubc
khéng protease cia virus HIV, erythromycin (lam ting ndng d trong mau va ¢6 thé 1am
tang ddc tinh cia mirtazapin).

= Giam tic dyng ciia mirtazapin hodic cia thuéc khae: V61 clonidin (lam gidm tac dung ha huyét 4 ap cua
clonidin), vorl cdc thude cam ing enzym chuyén héa thuée nhu carbamazepin, phenytoin
(lam giam ndng d6 trong mau din dén giam hiéu qué diéu tri cua mirtazapin).

12. Tac dung khong mong mudn ciia thude (ADR):

Thieong gdp, ADR >1/100:

~ - Ngii ga, chong mit, 4c mdng, 11 14n, mét méi.

- Tang cholesterol huyét thanh, tang triglycerid huyét thanh.

- Non, budn non, chan an, dau thugng vi, to bon, khd miéng, ting cam gidc thém in, tin g
cin.

- Tang huyét ap, gidn mach, phi ngoai vi, phu.

- Tiéu tién nhiéu lan.

- Dau co. dau lung, dau khép, run, cam gic yéu chi.

- Kho thé, hdi chimg gia ctm.

Hiém gap, ADR < I/1 000:

Mit bach cau hat. mét nuée, ting transaminase, gidm bach céu trung tinh, ha huyét ap tu
thé, co giét, xodn dinh, gidm can, gidm natri huyét, hoi chimg ngoai thap.

13. Qua liéu va cich xir tri:

it c6 kha nang gy doc ning néu chi sir dung lidu don mirtazapin.

Triéu chimg: Uc ché hé than kinh trung wong gdy mat dinh hwéng, budn ngd; nhip tim
nhanh, ting hodc giam huyét 4p.

Xir tri: Chua c6 phuong phap giai doc ddc hiéu, chi yéu diéu trj tridu chimg va hd trg. Can
nhic viéc sir dung than hoat va rira da day dé loai bé phan thude chua dugc hép thu trong
dudng tiéu hoa néu bénh nhéan con tinh tao. Chéng chi dinh ding ipeca dé giy non. Xt tri
tut huyét 4p (néu c6) béng truyén tinh mach dung dich natri clorid 0,9% (10 - 20 ml/kg),
dung thude van mach (dopamin hodc noradrenalin). Theo d&i tim, huyét ap, chirc nang hé
than kinh trung uong, enzym gan. Theo dbi tinh trang mit nudce, dién giai néu c6 ndn, tiéu
chay nhiéu.

14. Dic tinh dugce lwe hoc:

Nhom duge ly: Thube chdng trdm cam.

Mi ATC: NO6AX11.

Mirtazapin 1a thude chéng trim cam 4 vong va la dan chét cua piperazinoazepin c6 ciu
tric héa hoc khic véi cdc thube chéng trdm cam ba vong, cac thude e ché IMAO va céc
thubce e ché chon loc téi thu hdi serotonin. Co ché tac dung cua mirtazapin hién chua duoc
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biét rd. C6 nhitng bing ching tir thye nghiém cho thdy mirtazapin lam ting cudng hoat
tinh noradrenergic va serotoninergic trung wong ¢6 thé do tac dung déi khang thu thé alpha2
adrenergic tién synap & thin kinh trung wong. Mirtazapin khéng c6 &i luc véi thy thé SHT-
14 va SHT-1g clia serotonin.

Ngoai ra, mirtazapin con di khang manh thy thé SHT-2 va SHT-3 ciia serotonin dong thoi
d6i khang & mirc dd trung binh véi thy thé muscarinic. Mirtazapin c6 tic dung gdy ngu do
dbi khang manh thu thé H ciia histamin vi c6 téc dung gay ha huyét 4p tw thé do déi khang
thu thé alphaj-adrenergic & ngoai vi.

15. Pic tinh dwge djng hoc:

Hép thu: Mirtazapin hép thu nhanh va gin nhu hoan toan qua duong tiéu hoa, sinh kha
dung duong ubng khoang 50%. Nong d6 dinh cla thude trong huyét trong dat duoc khodng
2 gior sau khi dung thude. Thire &n 4nh huéng khong déng ké dén hép thu thude.

Phdn phoi: Ty 1& lién két voi protein huyét twong cila mirtazapin khoang 85%.

Chuyén héa: Mirtazapin duge chuyén héa manh buée diu & gan, chi yéu theo con dudng
demethyl héa va hydroxyl hoa sau dé duge lién hgp véi acid glucuronic. CYP2D6,
CYP1A2 va CYP3A4 la cic isoenzym chinh tham gia vao qué trinh chuyén héa mirtazapin.
Trong cac dan chit chuyén hoa, din chit N-demethy] con giit dugc hoat tinh chdng trim <
Thai trir: Mirtazapin thai trir qua nué6ce tiéu (75%) va phan (15%). Nira doi thai trir trong 1Y
huyét tuong tir 20 dén 40 gio, |
Hé sb thanh thai ctia mirtazapin giam & nguoi suy gan va suy thén.

+ 0 bénh nhan suy gan khi uéng lidu duy nhét 15 mg, hé sé thanh thai ciia mirtazapin gidm
khoéng 35% & bénh nhén suy gan mirc d6 nhe va trung binh so v&i bénh nhin cé chirc ning
gan binh thudng; néng d¢ trung binh ciia mirtazapin huyét tvong ting khoang 55%.

+ O bénh nhan suy than, sau khi ubng liéu duy nhét 15 mg mirtazapin & bénh nhan suy
than vira (Cler < 40 mU/phut) va ning (Cle: < 10 ml/phut), hé sé thanh thai cta mirtazapin
giam theo thir ty khoang 30% va 50% so v6i b¢nh nhén ¢6 chirc ning thin binh thudng;
ndng dé trung binh clia mirtazapin huyét twong ting theo thir ty khoang 55% va 115%.
16. Quy cach déng goi: Hop 2, 3, 4, S, 6, 8, 10, 12 vi x 10 vién nén bao phim. Lo 20, 30,
40, 50, 60, 80, 90, 100, 120 vién nén bao phim.

17. Diéu ki¢n bio quin, han dung, tiéu chuin chit lwvgng ciia thube:

Piéu kién bao quan: Nhiét do khong qua 30°C, noi khd mat, tranh anh sang trye tiép.

Han dung: 36 thang ké tir ngay san xuat.

Tiéu chudn chét lwong: Tiéu chudn co so.

18. Tén, dia chi, biéu twong ciia co s& san xuit:

A

Céng ty C6 phan Dwge Trung wong 3

ouge 115 Ngé Gia Ty - Phuong Hai Chéu 1 - Quan Hai Chau - Thanh phé Da Ning
TRUNG UOKG 5
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