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(ViGn n6n mirtazapin 30 mg)

Dd xa tim tay trd em

Doc lO hudng ddn s* dqng truoc khi ditng
Thu6c ndy chi ditng theo don thtt6c

Th6ng bdo ngay cho bdc s! hofic dtgc si nhiing tdc &tng kh6ng *ong *16,
Sdp phdi khi s* dtlng thu6c

1. THANH PHAN coNc THITC THU6C
tr,t5i vi6n ndn bao phim c6 chria:

Thdnh phin hoqt chil; Mirtazapin 30 mg.

Thdnh phtin td duqc: Lactose monohydrat, hydroxypropyl cellulose, tinh b6t ng6, keo silica khan,

low substituted hydroxypropyl cellulose, magnesi stearat vi opadry 20A56788 brown.

2. DANG BAO CHE

Vi6n n6n bao phim.

3. lrro rA sAN pnAvr

Vi6n n6n bao phim mdu nAu <t6, hinh vi6n nhQng, hai m4t l6i, mgt m4t c6 mQt iluong k6 d giira hai

s6 0 va 9 vd m4t cdn l4i c6 khlc chir A.

4. CHi DINH
Thutic clugc sri dgng d€ di6u tri b€nh trim c6m

5. LMU DUNG, CACH DUNG

Li6u dtng
Ngudi lon:bit <t6u di€u tri v6i li6u l5 mg/ngdy. NOn xem lai liAu vd diAu chinh ni5u cAn thi5t sau 2

- 4 tuAn di6u tri AC Aat dugc <l6p img ldm sdng t5i uu. Li,5u t6i da le 45 mg/ngdy.

Oifi va b€nh nhdn cao tudi: Li€u cho b€nh nhdn cao tu6i cflng giting li6u dtng cho ngudi lon. Chi

tnng li6u cho bQnh nhdn cao tu6i khi dugc theo d6i chat chE d€ tl4t itugc d6p rmg mong mu5n vd an

toin.

OAt vA b€nh nhdn suy gan vd suy thqn: Thanh thii cira mirtazapin c6 th6 bi gi6m o benh nhin suy

gan/thfn. CAn luu ), khi ke don mirtazapin cho c6c bQnh nhdn ndy. C6 the phdi giim li6u dtrng

mirtazapin tuy theo mric d0 suy gan/thfln.

Mirtazapin c6 thoi gian b6n hty ld 24 - 40 gio, do d6 c6 th6 dtrng viOn nen mirtazapin I lAn/ngiy.

Dirng li6u duy nh6t vio bu6i ttii tnrOc khi di ngtr. Cflng c6 th6 chia li6u ldm 2 l6n/ngdy, u5ng vdo

bu6i s6ng vd budi ttii trudc khi <Ii ngri.

ViQc di6u tri phni dugc duy tri li€n tgc t6i khi bpnh nhdn hodn todn hiit c6c triQu chimg trong 4 - 6

th6ng. Sau ct6 ngrmg thu6c dAn din. Di6u tri li€u pht hqp sE mang lai hiQu qui trit hon sau 2 - 4

tuAn. Ntiu th6y <t6p ring kdm, c6 th6 t6ng dan li6u l6n tdi li6u t6i da. N€u tti€u tri li6u ttii cla trong

khoang thoi gian 2 - 4 ndnmd kh6ng c6 tt6p tmg thi cAn ngimg thu6c.
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Cdch ding
Thui5c dugc dtng tlulng uiSng. Uting thui5c nguydn vi6n ctng voi nudc, kh6ng ctugc nhai.

6. CHONG CHi DINH
MIn cim voimirtazapin hay U6t cri thanh phin nio cria thu6c.
Php nt mang thai vd cho con bf.
Tr€ em du6i l8 tutii 1vi an todn vd hiQu qu6 chua ctuqc d6nh gi6).

7. cANu nAo vA rHAN TR9NG KHr DUNG rHU6c
Rdi loan bach cAu trOi phpc clugc bao g6m gi6m b4ch cAu, m6t ho4c gi6m bach cAu hpt hi6m khi
gpp vdi mirtazapin. HAu ht5t ch0ng xu6t hi6n sau khoing 4 - 6 tuAn didu trivd thudng ptrpc hOi t<tri

ngtng di€u tri. Vd chung m6t b4ch cAu h4t, b6c si cAn c6nh b6o cho bQnh nh6n nhirng bi€u hiQn nhu
s5t, viem hgng, vi6m miQng hodc c6c d6u hiQu nhi6m trtng kh6c, khi c6c d6u hiQu ndy xiy ra thi
phni ngrmg thu6c vd xdt nghiQm m6u. BQnh nhdn cin <Iuo. c bii5t tim quan trong cta c6c triQu chimg
tr6n.

Thdn trgng khi chinh li6u vd gi6m s6t ch4t ch€ithuong xuy€n cho c6c b6nh nhdn sau:

- BQnh ctQng kinh vd hQi chimg n6o thgc th€: C[ng gi6ng nhu c6c thu6c ch<ing trAm c6m kh6c,

dr)ng thfn trgng mirtazapin cho nhirng ngudi c6 tiAn sri clQng kinh. Ngirng dtng mirtazapin n6u

xu6t hi€n co gift hay c6 t[ng tAn su6t co gi4t. Kh6ng dtng c5c thu6c ch6ng trAm c6m cho nhirng

bQnh nhdn b! dQng kinh/co giflt chua 6n ilinh vd thfln trong khi dtrng cho nhtng bQnh nh6n ifQng

kinh <tE ctuoc ki6m so6t.

- Suy gan hodc suy th4n.

- BQnh v6 tim nhu r6i lo4n d6n truydn, clau thit nggc hay nh6i m6u co tim m6i <t6y: cAn 6p dpng

c6c thfn trgng th6ng thuong vd girim s6t ch[t chE c6c thu6c dirng <l6ng thoi.

- Huytit 6p th6Lp.

- Benh ti6u duong: OOi vOi nhirng bQnh nhdn ti6u duong, c5c thu6c ch6ng trAm cim c6 thti lim
6nh huong d6n viQc ki6m sodt duong huy6t. C6 thC cAn cti€u chinh li,iu Insulin hay circ thu6c ha

ctuong huylit ducrng udng, ph6i giSm s6t bQnh nhdn ch{t chE.

Cfing giiing nhu c6c thu,Sc chting trAm cim kh6c, cin th4n trgng khi dtng mirtazapin cho c6c

bQnh nhdn sau:

- R6i lo4n titiu tiQn hay phi tlai tuy6n ti€n liQt (m{c dir r6t it khi ning c6 v6n d6 vdi mirtazapin do

t6c dgng kh6ng cholinergic ciramirtazapin ld r6t th6p).

- Bgnh Gl6c6m g6c hgp c6p vd ting 6p luc nQi nhSn (m4c dir r6t ft khe ndng c6 v6n il6 v6i

mirtazapin do t6c dpng kh6ng cholinergic ciamirtazapin ld r6t thdp).

Ngting <Ii€u tr! n6u xiy ra ving da. Ngodi ra, nhu c6c thu6c chting trAm c6m kh6c, c6c bqnh nhdn
:..

can luu y:

- Circ triQu chtng tdm thAn c6 th€ tdng l6n khi dtng thutic ch5ng trdm cim cho nhirng bQnh nh6n

tdm thAn phdn liQt ho{c cdc r6i lo4n tdm thAn kh6c; tdng f nghT hoang tu&ng.

- Khi tlang didu tri giai <to4n trAm cim cria bQnh t6m thAn hung trAm cim, benh nhdn cO tle
.:.

chuy€n sang giai do4n hung cim.
- Nhu vdi t6t ci c6 thu6c chiSng trim cim, thuiSc c6 thiS chua c6 tbc dgng trong vdi tuAn <liu cli6u tri,

do v4y bQnh nhdn cAn dugc theo d6i chit chE trong thdi gian ndy. Y Ainn tg ffi gin li0n vdi bQnh

trim cdm vi k6o dii cho t6i khi b6nh c6 ti6n trii5n 16 r€t.
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M[c dt c6c thu6c ch6ng trAm cim khdng gdy nghi€n nhtmg ntlu ngimg thuric rtQt ng6t khi dtng
thoi gian ddi c6 th6 gAy <tau dAu, bu6n n6n vi kh6 o.

8. STI NVNC THUoC CHo PHU NIT Co THAI vA CHo CoN BU
Phg nfr c6 thai
Kh6ng dtng mirtazapin trong thdi ky mang thai.

Phg nii cho con bri
Kh6ng dtng mirtazapin trong thdi k, cho con bti.

9. ANU srIoNG cuA THUOc ltN xHA NANG LAr xE, vAN HANH MAy Moc
O mQt si5 Uenn nhdn, d{c biet ld AOi vOi nhirng benh nhan cao tuoi, mirtazapin c6 the c6 t6c dpng
gdy budn ngfr nhg vi c6 th6 ldm suy giAm sp tinh t6o vd kh6 ning t{p trung. Do vdy, khi dirng

mirtazapin bQnh nhdn cin thfn trgng khi l6i xe hay vdn hinh m6y m6c.

10. Tt/oNG TAC, Tr.IOf{c Ky CUA THUOC
Tucrng t6c cfra thuiic
Mirtazapin ldm tdng t6c dpng rlc ch6 thAn kinh trung uong cfia rugu, tr6nh u5ng ruqu hong khi

dirng mirtazapin. Kh6ng ding mirtazapin ctng vdi c6c thu6c ri'c ctrti URO ho{c trong vdng 2 tuAn

sau khi dtng cdc thu5c ndy. Mirtazapin c6 th6 ldm tdng t6c dqng an thdn cira benzodi azepin, do vfy
thfn trgng khi ke don mirtazapin ctng benzodiazepin.

Mirtazapin uc ch6 rAt ytiu chc enzym cria hQ cytochrom P450 le CYPIA2, CYP2D6,vd CYP3A.

Cin than trqng khi dtrng mirtazapin cirng vdi c6c thu6c fc ctr6 Cyp:a4 m4nh nhu ciic thu6c ric

cnti UfV protease, c6c thu5c kh6ng n6m nh6m azole, erythromycin vh nefazodon.

Dtng mirtazapin cirng vdi ketoconazol, mQt thu6c uc cne Cypga4 mgnh, ldm t6ng n6ng <tQ <tinh

trong huy6t tuong vd AUC l6n tuong ung 30 vd 45%o. Carbamazepin, mQt ch6t gay cim (mg

CYP3A4, ldm tlng thanh thdi ct,r. mirtazapin l6n g6p ddi, d6n cl6n ldm gitm 45 - 60% ndng tIQ

mirtazapin trong huy6t tuong. Tuong tg nhu vQy, phenytoin lim tdng thanh thAi cira mirtazapin.

Khi dirng th€m carbam azepinhay m6t thu6c gdy cim img chuyiSn h6a cria thu6c nhu rifampicin, thi

c6 th€ tdng lidu mirtazapin. Khi ngirng dtng thutic gdy cim img, thi cAn gi6m li6u dtrng mirtazapin.

Sinh khi dpng cira mitazapin tdng l6n hon 50% khi ding k6t hqp vdi cimetidin. Ph6i gi6m li€u cria

mirtazapin khi dtrng d6ng thdi vdi cimetidin, vd tdng li€u l€n khi ngrmg dirng cimetidin.

Tucrng ky cfra thuiic

Do khOng c6 cic nghiOn crtu v,i tinh tuong ky cfia thu5c, khdng trQn l6n thu5c ndy vdi c6c thu5c

kh6c.

11. TAc DUNG KHoNG MONG MUON cu.q. rsu6c
Nhirng bQnh nhdn trAm cdm thuong gap mQt sti trieu chring li6n quan d6n chinh bgnh tt6. Do <16 d6i

khi kh6 khen <ti3 x6c ilinh c6c triQu chimg mic phii ld do bQnh hay do dirng mirtazapin. Sau ttdy ln

nhirng tic dpng kh6ng mong mu6n dd dusc b6o c6o: hi6m gap ( > 1/10 000) it g{p ( > l/1000) vn

haygip(> l/100).

Rdi toqn mdu vd h€ bqch huydt:

Hiiim gap: m6t bach ciu hat h6i phuc dugc.

n6i toqn dinh dudngvd chuydn hda:
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Hay g4p: thdm in vd t6ng c6n s6 quay trd l4i.
R6i loqn tdm thdn:

Hitim ggp: 6c mQnglgilc mo dAy mdu sic, t6m than b6n ch6n kdm ng6i nim kh6ng y6n.
Rdi toqn h€ thin kinh:

it g{p: <lau dAu, ch6ng m{t.
Rdi losn tim:

Hitim g[p: Ha huytit 6p th6 dung.

Rdt toqn gan - mdt:

it g6p: T[ng n6ng d6 enzym gan.

Rdi loqn da vd m6 duoi da:

Hi6m gap: ban da.

R6t loqn co xuong, m6 hAn nlt va xuong:
Hitim g{p: budn buc d ch0n, dau co vd dau kh6p.

Cdc r6i logn chung:

Hay g4p: Phtr todn thdn hay khu trri, m6t m6i, ngri gd, bu6n ngt, thuong xiy ra hong vdi tuin dAu

diAu fi. Ginm lidu thuong khdng ldm gi6m bu6n ngt mi lpi 6nh hu6ng d.5n t6c dung ch6ng trAm
cim.

ThAng bdo vdri btic s! cdc tdc dqrng khilng mong mudn gfu phdi khi ding thu6c.

12. QUA LmU VA CACH XtI rni
Quf fidu

C6c hiQu chimg khi dirng mirtazapin quS li6u thuong ld nhg.

tJc chiS hQ thdn kinh trung uong kdm m6t einn hudng, gdy ngri kdo ddi c6 th6 xiry ra,cirng vdi nhip

nhanh, t[ng ho4c giim huyi5t 6p nhg.

Cich xft tri khi dtng thu5c qud fidu

Khi dtng thu5c qu6 li6u, cin rua da ddy, didu tri h5 trq vi cli6u hi triQu chring thich hgp.

13. DaC riNH Drlgc LtIc HQC

Mirtazapin ld mQt ctr6t eOi kh6ng q - 2 tidn synap t6c dpng trung uong, n6 ldm t6ng d6n truy6n thin
kinh noradrenergic vd serotonergic trung uong. Sy tdng cric d6n truy6n thAn kinh serotonergic ld

tlac hiQu qua trung gian thr,r th6 5 - HT1, vi cr{c thp thC 5 - HTz vd 5 - HT: bi rtc ch6 bdi mirtazapin.

Ci hai eOi ninn ctamirtazapin <l6u c6 tham gia vdo t6c dpng chdng trAm c6m. OOi trmfr S (+) kh6a

c6c thp thO q - 2 vd 5- HT2 cdn eOi ninn R (-) kh6a c6c ths th€ 5 - HT3.

Hopt tinh khSng histamin Ht cta mirtazapin khi6n n6 c6 t5c dqng g6y ngfi. Nhin chung, mirtazapin

dugc dung n4p t6t. Thgc t6, n6 khdng c6 ho4t tinh kh6ng cholinergic, vd o li€u di6u tri n6 kh6ng c6

t6c dQng l6n hQ tim m4ch.

14. Dac riNH Drlgc DQNG HQC

Sau khi u6ng vi6n nen mirtazapin, ho4t chdt mirtazapin h6rp thu nhanh vd m4nh (sinh kh6 dqng cria

mirtazapin le 50%), ndng <tQ <tinh trong huy6t tuong <l4t clugc sau khoAng 2 gitt. Mric ctQ li6n ki5t

cta mirtazapin v6i protein huy6t huong khoing 85%. Thdi gian b6n thdi trung binh khoing 20 - 40

gid, <l0i khi k6o dni tdi 65 gio hoac bi rirt ngin <li o nguoi tr6 tu6i. Thoi gian b6n hty ndy phir hqp
,. ..;.vdi li€u dirng ngiy I l6n. Trpng th6i 6n tllnh ilat dugc sau 3 - 4 ngiry, sau d6 thu6c kh6ng c6 tich lfly
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th6m. Mirtazapin c6 dugc tfQng hoc tuy6n tinh trong khoing li€u khuytin c6o. Thuc [n khdng c6

6nh hudng l€n dugc dQng hqc cria mirtazapin. Mirtazapin bi chuyi5n h6a mgnh vd thii tru qua nudc

tiiiu vd phAn trong vdi ngdy. Con dudng sinh chuyiSn h6a chinh Id demethyl h6a vd oxi h6a, sau d6

li6n hqp. Cic enzym cytochrom P450 CYP2D6 vd CYPI ,A2 tham gia vdo qu6 trinh tpo ch6t chuy6n

h6a 8 - hydroxy cia mirtazapin, trong khi CYP3A4 tham gia t4o ch6t chuytin h6a N - demethyl vi
N - oxide. Ch6t chuyiSn h6a demethyl c6 ho4t tinh dugc l;i vd ctrng tfnh ch6t dugc clQng hoc nhu

chAt m9. Kh6ng c6 kh6c biQt v€ c6c thdng sti dugc dQng hqc cta mirtazapin racemic vd ch6t chuy6n

h6a demethyl cria n6 d ci ngudi chuytin h6a thu6c mpnh vi y5u. Thanh thii cria mirtazapin bi gi6m

o nguoi suy gan hoflc suy th{n.

15. QUY CACH DONG GOI
HQp 2 vi x 14 vi6n.

16. Drtu KIEN nAo QUAN
Bio quin d nhiQt <IQ kh6ng qu6 30oC. Tr6nh Am vd 6nh sdng.

17. HAN DUNG CUA THUOC

36 thSng k6 tu ngdy s6n xuAt. Kh6ng dtng thu6c qu6 hgn sri'dqng'

rs. Trou CHUAN cHAr LLfqNG cuA rHUOc
TCCS.

1e. rtN, DIA cHi c0A co so sAN xuAr rHU6c
Co sO s6n xu6t: AUROBINDO PHARMA LIMITED

Dia chi: Unit III, Sy No. 313 & 314, Bachupally, Bachupally Mandal, Medchal - Malkajgiri

District, Telangana State, India (An D0).

Vin Phdng D4i diQn Aurobindo

Pharma Limited t4i thirnh Pn5 ff6
Chi Minh

Trudng Vdn phdng
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