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Rx

MOVASILE
Vién nén bao phim Mirtazapine 30 mg
CANH BAO
Thuéc bdn theo don
Doc k3 hutdng dén sit dung trude khi ding.
Néu cén thém thong tin, xin hoi ¥ kién bdc st.
Xin théng bdo cho bdc sT biét cdc tdc dung ngoal ¥ xdy ra trong qud trinh sit dung.
Dé thudc xa tam tay tré em.
Khong dung thude da qud han sit dung.

THANH PHAN:

Ma&i vién nén bao phim c6 chita:

Hoat chit: Mirtazapine 30,0 mg

T4 _dugc: Tinh bdt ngd, lactose, hydropropyl cellulose, silic oxide keo, magnesi stearate,
hydroxypropylmethyl cellulose, polyethylene glycol 400, titan dioxide, oxyd sit vang, oxyd
sdt dé.

DUQC LUC HOC:

Mirtazapine 1 thudc chong trim cdm dugc dung d€ diéu tri cdc giai doan trim cdm néng.
Mirtazapine 12 thuSc d6i khdng o2 tién synap, 1am tdng din truyén thin kinh qua trung gian _
noradrenalin va serotonin trung wong. Sy ting cudng din truyén than kinh qua trung gian (ﬂ.f'
serotonin cu thé 1a théng qua céc thu thé 5-HT1 bdi thu thé 5-HT2 va 5-HT3 bi chen bdi 7
Mirtazapine. C4 2 ddng phan clia Mirtazapine déu dugc cho 12 tham gia vao hoat tinh chong
tram cam., Pdng phan S (+) e ché o2 va thy thé 5-HT?2, ddng phan R (-) e ché thy thé 5-
HTH;

Téc dung d6i khdng histamine H1 cfia Mirtazapine ¢6 lién quan tdi tdc dung an than cla
thude,

DUGC PONG HOC:

Sau khi udng, Mirtazapine dudgc hap thu nhanh va 6t (sinh kha dung khodng 50%), dat nong
dd dinh trong huy€t twong sau khodng 2 gid. Thic dn khong lam dnh hudng (6i hap thu cla
thude.

Khodng 85% Mirtazapine lién két véi protein huyét tuong.

Thdi gian ban thai cia Mirtazapine trung binh tir 20-40 gids, d6i khi thdi gian ban thai c6 thé
bi kéo dai 1én t6i 65 gid, trong khi & nam gidi tré, thdi gian ban thai c6 thé ngin hon.

Nong do thudc dat trang thdi 6n dinh sau 3-4 ngdy, sau d6 khong tich liy thém.

Mirtazapine dugc chuyén héa manh chi yéu qua con dudng khit methyl va oxy héa. Chat
chuyén héa khir methyl ¢6 hoat tinh dude 1§ va ¢ nhilng dic diém dudc déng hoc nhu
Mirtazapine.

Mirtazapine thdi trlr qua nuée tiéu va phén trong vii ngdy

CHI PINH:

Giai doan trAm cidm chi y&u.

LIEU LUONG VA CACH DUNG:

Diing theo sy chi din cda bac s diéu tri.

Vién nén bao phim Mirtazapine diung dudng udng, uéng vdi nudc va nudt cd vién, khong
nhai nit. Thoi gian b4n thdi cia Mirtazapine dai nén Movasile thich hgp dung | 14n mdi
ngay, 16t nhat 1a trude khi di ngd. Ciing c6 thé chia thanh 2 liéu bing nhau (mdt 1an budi séng
va mot 1an budi t61)

Nén tiép tuc diéu tri trong vong tir 4-6 thdng dén khi bénh nhin hoan toan hét cdc triéu
ching. Sau d6 ngimg thudc dan dan. Nhin chung, Mirtazapine bdt diu c6 tic dung sau 1-2



tuin diéu tri. Diéu tri v4i li
tudn. Néu khong ¢6 ddp tng n
Nguai lon:

B4t ddu diéu tri vdi lidu 15mg mdi ngay. N6i chung, can ting liéu dén khi triéu chiing duge

c4i thién trong thdy. Liéu hiing ngay c6 hiéu qua thudng tir 15 dén 45 mg.

Nguoi gia:

Liéu khuyén dung ciing giéng nhu véi ngudi 16n. G nhitng bénh nhan cao wdi, khi ting liéu

cin theo déi cuc ky thin trong d€ thu dugce dép ung thich hgp va an toan.

Tré em va thanh thiéu nién dudi 18 tudi:

Khéng nén diing Mirtazapine cho bénh nhén dudi 18 wdi.

Bénh nhdn suy gan, thdn:

Trén nhitng d61 twrgng b&nh nhéan niy, do thanh thai ciia Mirtazapine ¢6 thé gidm (dudi 40m/

phit), nén cin can nhic viéc ké don Mirtazapine trén nhitng d6i twong bénh nhéan nay.

CHONG CHI PINH:

Man cdm v6i bat cif thanh phin nio cia thudc.

Phu nif mang thai hodc nuéi con b, Tré em va thanh thi€u nién dudi 18 tudi.

Khéng dung dong thdi Mirtazapine véi thudc IMAO.

CANH BAO VA THAN TRONG:

CAn than trong vdi liéu ding va theo dai thudng xuyén va cin thin vdi cic bénh nhén cé:

- Dong kinh va hdi chitng r8i loan tAm thin thue ton.

- Suy chifc ndng thin va gan.

- Bénh tim nhu: r6i logan din truyén, dau thit ngyc va vita bi nhéi mdu cd tim.

- Huyé&t 4p thép.

- R&i loan ti€u tién nhu phi dai tuyén tién liét (mic di vdn @& nay it khi xdy ra vi
Mirtazapine it ¢6 tdc dung khang cholinergic).

- Glaucom géc déng cAp tinh va ting nhan 4p. @]/

- Dii thdo duding.

- Néu c6 vang da xdy ra, cin ngimg diéu tri.

Bén canh d6, cin than trong véi cdc tridu ching sau:

- Lam ning thém cdc triéu ching loan thin kinh khi diing céc thuSc chéng trim cdm cho
cdc bénh nhédn tdm thin phén liét hoic cdc r8i loan thin kinh khic; cdc suy nghi hoang
tuéng ting lén.

- Khi dang diéu tri giai doan trim cdm cda r6i loan ludng cyc c¢6 thé chuyén thanh giai
doan hung cdm.

- Cénh gidc v6i nguy cd tu sdt, dac biét 1a khi bt ddu diéu tri, nén chi dua cho bénh nhan
mot lugng thude Mirtazapine t6i thiéu,

- Mic di Mirtazapine khong gdy nghién, viéc ngitng thudc dot ngdt sau khi diéu tri dai han
c6 thé giy ra céc tridu chiing cai thudc. Phan tng cai thudc chinh thudng nhe va ty hét.
Céc triéu chitng chéng mit, kich ddng, bdi réi, lo lang, dau ddu va budn nén hay gip nhat.
Mic dit vay, nhifng triéu chitng nay c6 thé lién quan dén bénh di kém. Do dé, nén nging
diéu tri bing Mirtazapine tif ti.

- Ngudi gia thudng nhay cdm hon véi thude, dic biét 1a céc tdc dung khéng mong muén clia
cdc thudc chong trdm cam.

- Phién tng vdi cac chit serotoninergic.

- Movasile c6 chita Lactose, do d6 nhitng bénh nhan c6 van dé di truyén lién quan tdi dung
nap galactose, thi€u hut Lapp lactase hay kém hip thu glucose-galactose khdng nén st
dung thudc nay.

Stt dung cho tré em va thanh thiéu nién dudi 18 tudi:

Khéng nén ding Mirtazapine cho tré em va thi€u nién dudi 18 tudi. Nghién cifu 1am sang

cho thdy cdc hanh vi lién quan dén ty sdt (hanh vi va suy nghi oy sdt) va sy thi dich (sy hung



uy gidm tity xuong:
Suy gidm tly xudng, nhu gidm bach ciu hat, hay bach ciu khong hat khi diéu tri bing
Mirtazapine dd dugc bdo cdo mac di hi€m gip. Cdc rudng hgp gy tif vong chili y&u lién
quan dé€n bénh nhan c6 do tdi trén 65. Ngodi ra khi xudt hién cdc triéu ching: sét, dau hong,
viém miéng hay cdc didu hiéu nhiém triing khdc nén ngitng s dung thudc va 1dy mau xét
nghiém.
Vang da:
Khi c6 ddu hiéu vang da, nén ngiing st dung thudc.
ANH HUONG PEN KHA NANG LAY XE HOAC VAN HANH MAY MOC
Mirtazapine c¢6 thé dnh hudng dén kha ning tip trung va sy tinh tdo. Bénh nhén diéu tri véi
nhitng thudc chéng trim cdm nén tranh 1am nhitng céng viéc ¢6 kha ning giy nguy hi€ém cin
su tinh tdo va tip trung t6t, nhu 14i xe hodc van hanh mdy méc.
TUONG TAC THUOC:
Tuong tdc duge lue hoc:
Viéc sit dung ddng thdi véi cdc chét e ch&€ CYP3A4 nhu ketoconazol 1am ting ndng dé dinh
trong huy€t twong va AUC clia Mirtazapine 1an lugt khodng 40% va 50%.
Carbamazepin va phenytoin lam tdng dd thanh thdi ciia Mirtazapine 1én khodng 2 lan, k&t
qud 12 1am gidm ndng d6 Mirtazapine trong huyét wong 14n It 45% va 60%. Vi vay, khi
ding carbamazepin hay cdc chdt lam ting chuyén héa qua gan khdc (nhu rifampicin), cin
ting liéu Mirtazapine. N&u ngimg diéu tri véi cdc thudc d6, cdn chi ¥ gidm lidu cla
Mirtazapine.
Cic chat dc ch€ yéu CYPLA2, CYP2D6, va CYP3A4 nhu cimetidin 1am ting nbng d6 trong
huy€t twong cda Mirtazapine hon 50% khi sit dung ddng thdi vdi Mirtazapine.
Than trong khi diing cuing cdc chit e ché HIV protease, chil e ché CYP3A4, thuéc chéng
nidm nhém azol, erythromycin hay nefazodon.
Tiomg tac duge dong hoc:
Khong ding ddng thdi Mirtazapine cling vdi cdc IMAO hodc trong vong 2 tudn sau khi
ngimg diéu tri bing IMAO.
Mirtazapine c6 thé lam tang tdc dung an thin ctia benzodiazepine va cac thudc an thin khéc.
Thén trong khi ding cdc thubc nay vdi nhau.
Mirtazapine lam ting tdc dung tc ché thin kinh trung wong ciia rudu, do dé khdng udng dd
ubng 6 cbn khi ding thuée.
Khi dung dong thdi céc thudc serotonergic (nhu SSRI va venlafaxin) vdi Mirtazapine, c6
nguy cd twong téc dan dén hoi chitng serotonin: ting than nhiét, ciing, thay ddi trang thdi tim
than nhu nhdm 1n, khé chiu va kich dong cuc doan ¢ thé tién trién dén mé sing va hén mé.
Néu sy k&t hgp nay 1a cin thiét trong diéu tri, cin thay d6i liéu va theo d&i thin trong va sét
sao cdc dau hiéu ban dau cia hdi chitng serotonin.
SUDUNG G PHU NU MANG THAI; CHO CON BU.
Mic du céc nghién citu trén déng vat khong cho thiy tdc dung gy dot bién va doc tinh nao
ddng k€, nhung do an toan clia Mirtazapine vdi phu nit ¢6 thai vAn chua dugce thiét lap, do d6
khoéng nén ding Mirtazapine trong thdi gian mang thai. Phu nif c6 khd ning mang thai nén ap
dung mét bién phép tranh thai hitu hiéu néu dang diing Mirtazapine.
Céc nghién ctu trén dong vat cho thdy mic di Mirtazapine chi bai ti€l vao sita me vdi lugng
rat it, nhung khong nén ding Mirtazapine cho phu nif dang cho con bt vi thiéu céc thong tin
chinh xdc. ’
TAC DUNG KHONG MONG MUON
Céc tdc dung khong mong mudn hay gip nhat khi diéu tri biing Mirtazapine gbém c6:

- Chuyén héa: Tang su thém an, ting cin



fnh: 10 md, chéng mat, bubn ngd, dau dau, ring minh;
6a: kho miéng, ndn, budn ndn, ia chdy,phii toan than hay tai chd, budn nén.

- Da, md: ngoai ban

Co xudng khép: viém dau cd khdp, dau lung
Huyét 4p: ha huy&t dp tr thé
Tam ly: thit thudng, gidn dit, mat ngd, 4o gidc, bdn chdn, lo du.

Hiém gip:

Hé bach huyét: gidm bach ciu hat, mit bach cau hat, thi€u mdu bt san, gidm tiéu
cAu; tang bach cdu ua eosin

Tam 1y: 4c mdng, cdm gidc khéc thudng, ting suy nghi va hanh vi ty ta.

Tiéu héa: phu né;

Chuyén héa: r6i loan dién gidi, gan: ting hoat ddng cdc transaminase trong huyét
thanh

QUA LIEU VA XU TRI KHI QUA LIEU:

Qud liéu: cdc triéu chitng nhy c ché than kinh trung uong vdi sy mat phudng hudng va an
than kéo dai dd dugc bdo cdo, kém theo ¢ nhip tim nhanh va ting huyét 4p nhe hodc ha
huyé&t dp. Tuy nhién, néu dung liéu cao hon liéu diéu tri nhiéu ¢6 thé cé cdc bi€u hién nguy
hiém hon (gdm cd nguy cd ¥ vong).

X tri: C4c trudng hop qué liéu cin dude diéu trj bing cdch ria da day kém vdi diéu tri triéu
chitng va diéu tri hd trg.

BAO QUAN:

Bao quédn ndi mat, dudi 30°C, (ranh 4nh sang. @‘/
TIEU CHUAN CHAT LUGNG:

Tiéu chufn cd s&

HAN DUNG:

24 thdng k€ tir ngay san xuit

PONG GOI:

Hop chita 2 vi x 14 vién

San xudt bdi:
MUSTAFA NEVZAT ILAC SANAYII A.S.
Sanayi Cad. No: 13, Cobancesme - Yenibosna, Istanbul, Turkey




