Doc ky huwdng dén sir dung triwde khi ding
Néu cdan thém thong tin xin hdi y kién thdy thuoc
Chi dung thudc nay theo sw ké don cua thdy thuoc

SHAKES

(Vién nén bao phim Mirtazapin 30 mg)

THANH PHAN

MBJi vién nén bao phim chra:

Mirtazapin ...........ccceeviiniennnn. 30 mg

Ta dugc: Cellulose vi tinh thé, cellactose 80, magnesi stearat, silicon dioxyd,
hydroxypropylmethylcellulose, talc, titan dioxyd, polyethylen glycol 6000, oxyd sdt do, oxyd sdt
vang, oxyd sdt den.

Pac tinh dwgc luc hoc:

Mirtazapin la mot thudc ddi khang o2 tién sinap c6 hoat tinh trung wong, 1am tang dan truyen
than kinh qua trung gian noradrenalin va serotonin trung wong. Sy tang cuong dan truyen than
kinh qua trung gian serotonin chi thong qua cac thu thé 5-HT1 dic hiéu, boi vi cac thy thé 5-HT?2
va 5-HT3 bi chen boi mirtazapin. Ca hai chat ddng phan d6i quang cua mirtazapin déu duge cho
1a tham gia vao hoat tinh chdng tram cam, dong phan d6i quang S(+) chen thu thé a2 va 5-HT2,
ddng phan d6i quang R(-) chen thy thé 5-HT3. Hoat tinh d6i khang histamin H; cuia mirtazapin
¢6 lién quan dén tinh chat an than cua thudc. Mirtazapin thuong duoc dung nap rat tot. Thude
hau nhu khong c6 hoat tinh khang cholinergic va véi lidu diéu tri hau nhu khong c6 tac dung trén
hé tim mach.

Pac tinh dwoc dong hoc:

Mirtazapin dugc hp thu nhanh va tét (sinh kha dung 50%), dat ndng d6 dinh trong huyét tuong
sau khoang 2 gio. Khoang 85% mirtazapin gin véi cac protein huyét trong.

Mirtazapin duoc chuyén héa manh mé& va duoc bai tiét qua nude tiéu va phan trong vong vai
ngady. Su bién d6i sinh hoc chii yéu 1a khir methyl va oxy hoa, tiép theo 1a phan tGng lién hop.
Chét chuyén hoa khtr methyl c6 hoat tinh duoc 1y va to ra ¢6 cing nhitng dic diém duoc dong
hoc nhu hop chit me.

Thoi gian ban thai trung binh 1a tir 20 - 40 gio. Thinh thoang nhan thiy thoi gian ban huy lau
hon, 1én dén 65 gio, & nam gidi tré tudi thuong thay thoi gian ban hiy ngén hon. Nong d6 thude
dat trang thai on dinh sau 3 - 4 ngay, sau d6 khong tich liiy thém. Sy thanh thai mirtazapin c6 thé
giam do suy than hoac suy gan.

CHI PINH: ,
Giai doan tram cam chu y¢u.

CHONG CHI PINH: , ‘ ,
Man cam voi mirtazapin hoac bat ky thanh phan nao cua thuoc.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

- Ut ché tay xuong thuong duoc bleu hién bang giam hodc mat bach cau hat (hlem gap). Tai
bién nay phan 16n xay ra sau 4 - 6 tuan diéu tri va thudng hdi phuc khi ngung thude.

- Dong kinh va hoi ching néo thue thé, suy gan hoic suy than, bénh tim, huyét ap thap, réi loan
tiéu tién nhu phi dai tuyen tién liét, glocom gbc hep cap va tang nhan 4p, dai thdo duong.
- Nén ngung thudc néu xdy ra vang da, sot, dau hong, viém miéng hodc nhimg nhiém tring
khac.
Dé xa tam tay tré em.
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SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Mic du nhitng nghién ctru trén dong vat khong cho thiy tic dung sinh quai thai, d6 an toan ctia
mirtazapin trén thai nguoi van chua dugce chimg minh. Chi nén dung mirtazapin trong khi c6 thai
néu that sy can thiét. Phy nit c6 kha ning mang thai nén ap dung mot bién phéap tranh thai hiru
hiéu néu dang udng mirtazapin.

Tuy nhing thi nghiém trén dong vat cho thdy mirtazapin dugc tiét qua sita voi mot lugng rat
nho, khong khuyén ding mirtazapin ¢ nhitng phy nit nudi con bang sita me vi hién khéng ¢ sd
li¢u trén sira nguoi.

TAC DUNG KHONG MONG MUON:

Téac dung khong mong mudn thudng duoc bao cdo khi dung mirtazapin 1a téng sy thém &n, tang
can va phu né. Tac dung gay budn ngu hodc an than thuong xay ra trong vai tuan diéu tri dau
tién. Chong mat, nhirc dau, va ting men gan dugc bao cdo it thuong xuyén hon; vang da c6 thé
xay ra. Cac tac dung khong mong mudn hiém gip bao gom ha huyet ap tu thé dimg, phat ban da,
ac mong, kich dong, hung cam, ao gidc, di cam, co giat, run ray, rung giat co, bon choén tam 1y
bao gém hoi chimg ngdi nam khong yén, hoi ching chan tay bon chon, dau khop, dau co, giam
bach cau c6 thé hdi phuc, mat bach cau hat, va giam bach cau hat. Ha natri mau, c6 thé do sy tiét
khong thich hop cta hormon chdng bai niéu, di xay ra khi str dung cac thudc chdng tram cam,
dic biét 1a & nguoi cao tudi.

Théng bdo cho thdy thuéc cdc tac dung khéng mong muén gdp phdi khi sir dung thuéc.

LIEU LUQNG - CACH DUNG:

Nguoi 16n: Bit dau diéu trj voi lidu 15 mg/ ngay. Thong thudng can phai ting lidu dé dat duoc
dap tmg 1am sang t6i wu. Liéu hiru hiéu hang ngay thuong 1a tir 15 mg dén 45 mg.

Nguoi gia: Liéu khuyén dung nhu d6i voi ngudi 10n. Trén bénh nhan cao tudi, viéc ting lidu can
duoc theo ddi sat dé tim ra dép tng thoa déang va an toan.

Tré em: Vi chua chiing minh dugc hi¢u qua va do an toan ctia mirtazapin trén tré em, nén khong
khuyén nghi diéu tri mirtazapin cho tré em.

Thoi gian ban thai cua mirtazapin 1a 20 - 40 gio, do d6 mirtazapin rat thich hop dé dung ngay
mot 1an. Nén uong mot 1an duy nhat vao ban dém trudc khi di ngi. Ciing c6 thé chia lidu
mirtazapin dé udng thanh 2 1an bang nhau trong ngdy (sang mét 1an va tdéi mot 1an). Nén tiép tuc
diéu tri cho dén khi bénh nhan hoan toan khéng con triéu chimg trong 4 - 6 thang. Sau do c6 thé
ngimg diéu tri tir tir. Diéu tri du heu s€ co dap Ung tich cyc trong vong 2 - 4 tuan. Vi dap tmg
chua day du, co thé tang dén lidu t6i da. Néu van khong c6 dap ung trong vong 2 - 4 tuan, nén
ngung diéu tri.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Mirtazapin khéng nén dung trong vong 2 tuan sau khi ngimg dung thubc IMAO; It nhét phai
cach nhau khoang 1 tuan khi ngimg mirtazapin va bat dau dung bat ki mot thude nao cé thé gay
nén tuong tac nghiém trong (vi du: Phenelzin). Str dung chung mirtazapin véi con hay cac thude
benzodiazepin c6 thé ting 1én tic dung an than. Cytochrom P450 CYP3A4 c6 lién quan trong
chuyén hoa mirtazapin do d6 nén than trong khi chi dinh mirtazapin véi chit ¢ ché manh
isoenzym nay nhu chat (rc ché HIV-protease, chit khdng ndm azol bao gém ketoconazol,
erythromycin va nefazodon; Nong do huyét twong ctia mirtazapin co thé ting cao khi ding chung
v6i ketoconazol. Nguoc lai, carbamazepin va cic chat cam ung CYP3A4 ting thanh thai
mirtazapin nén lidu mirtazapin c6 thé can phai duogc ting 1én khi ding chung cac thude nay.
Cimetidin, trc ché mot loat cac 1soenzym cytochrom P450, lam tang gap do6i sinh kha dung cta
mirtazapin; Liéu ctia mirtazapin c6 thé can phai duoc giam néu dugc ding véi cimetidin.
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TAC PONG CUA THUOC TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Mirtazapin cé anh hu’O’ng nho hodc trung binh vé kha ning ldi xe va su dung may moc.
Mirtazapin c¢6 thé lam giam sy tip trung va sy tinh tio (ddc biét 1a trong giai doan dau diéu tri).
Bénh nhan nén tranh viéc thyc hién cac nhi€ém vu c6 kha nang gay nguy hiém, doi hoi sy tinh tdo
va tip trung tot, chang han nhu l4i xe hay van hanh mdy moc, bat cir lic nao khi bi dnh huong
bdi thuoc.

QUA LIEU VA XU TRIi:

Do an toan ctia mirtazapin sau khi dung qua liéu chwa dugc chimg minh. Nhitng nghién ctru doc
tinh da chung minh khong x4y ra cac tdc dung doc tim c6 y nghia 1am sang sau khi dung
mirtazapin qua liéu. Trong cac thir nghiém 1dm sang v&i mirtazapin, ngoai tac dung an than thai
qua, khong ghi nhan dugc nhiing tac dung khong mong mudn nao co y nghia 1am sang sau khi
dung qua lidu. Cac truong hop qua lidu can duge diéu tri bang cach rira da day kém véi diéu tri
triéu ching va c6 bién phap hd tro thich hop.

PONG GOI: Hop 4 vi x 7 vién.
Hop 6 vi x 10 vién
BAO QUAN: Noi khd réo, tranh 4nh sang, nhiét do khong qué 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chuin nha san xuat.
HAN DUNG: 36 thang ké tir ngay san xuat.

San xuét tai: _ )

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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