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Each film-coated tablet contains: Indi Dosage & C indi Refer the pack insert (please read the
Mirtazapine Ph.Eur 30 mg. accompanying instructions before use).
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RX AUROZAPINE 30

(Vién nén mirtazapin 30 mg)

Pé xa tam tay tré em
Doc kj hudng dan sir dung trude khi dung
Thudc nay chi dung theo don thuéc
Théng bdo ngay cho bdc sy hodc duwoc s nhitng tac dung khong mong mudn
gdp phai khi sir dung thuéc

. THANH PHAN CONG THU'C THUOC

MS3i vién nén bao phim c6 chia:

Thanh phan hoat chat: Mirtazapin 30 mg.

Thanh phan té dwoe: Lactose monohydrat, hydroxypropyl cellulose, tinh bt ngd, keo silica khan,
low substituted hydroxypropyl cellulose, magnesi stearat va opadry 20A56788 brown.

. DANG BAO CHE
Vién nén bao phim.

. MO TA SAN PHAM
Vién nén bao phim mau nau dd, hinh vién nhdng, hai mit 16i, mot mit c6 mot duong ké ¢ gitra hai
s6 0 va 9 va mat con lai c6 khéc chir A.

. CHI PINH
Thube dugc sir dung dé diéu tri bénh trdm cam.

LIEU DUNG, CACH DUNG

Liéu ding
Nguoi lom: bt dau diéu tri véi liéu 15 mg/ngay. Nén xem lai lidu va didu chinh néu can thiét sau 2
- 4 tuén didu trj dé dat dugc dap tmg 14m sang t&i wu. Lidu t6i da 1a 45 mg/ngay.

Déi voi bénh nhdn cao tuéi: Lidu cho bénh nhén cao tudi ciing gidng liéu ding cho ngui 1én. Chi
tang lidu cho bénh nhén cao tudi khi dugc theo doi chat chg dé dat dugc dap ing mong mudn va an
toan.

Déi voi bénh nhan suy gan va suy thdn: Thanh thai ciia mirtazapin c6 thé bi giam & bénh nhén suy
gan/than. Cin luu y khi ké don mirtazapin cho cic bénh nhan nay. C6 thé phai giam lidu ding
mirtazapin tuy theo murc d§ suy gan/than.

Mirtazapin c6 thoi gian ban hity 1a 24 - 40 gid, do d6 c6 thé dung vién nén mirtazapin 1 1an/ngay.
Dung liéu duy nhét vao budi téi truéc khi di ngi. Ciing c6 thé chia liéu lam 2 l14n/ngay, ubng vao
budi sang va budi tdi trude khi di ngu.

Viéc didu tri phai dugc duy tri lién tuc téi khi bénh nhan hoan toan hét cac triéu chimng trong 4 - 6
thang. Sau d6 ngimg thudc dan dan. Piéu tri lidu phd hop s& mang lai hidu qua t6t hon sau 2 - 4
tudn. Néu thdy déap tng kém, c6 thé tang dan lidu Ién t&i lidu t6i da. Néu diéu trj liéu tdi da trong
khoang thoi gian 2 - 4 tudn ma khong c6 dap tng thi can ngimg thudc.
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Cach dung
Thudc duge dung dudng udng. Ubng thube nguyén vién cung vdi nude, khong dugce nhai.

6. CHONG CHi PINH
Man cdm vé6i mirtazapin hay bét ct thanh phan nao cta thudc.
Phu nit mang thai va cho con bu.
Tré em dudi 18 tudi (vi an toan va hiéu qua chua dugc danh gia).

7. CANH BAO VA THAN TRONG KHI DUNG THUOC

Réi loan bach céu hdi phuc dugc bao gém giam bach ciu, mét hodc giam bach cau hat hiém khi
gip v6i mirtazapin. Hau hét chiing xuét hién sau khoang 4 - 6 tuan didu trj va thuong phuc hdi khi
ngung didu tri. V& chung mét bach ciu hat, bac si can canh bao cho bénh nhan nhiing biéu hién nhu
sbt, viem hong, viém miéng hoic cac diu hiéu nhiém trung khac, khi cac ddu hiéu nay xay ra thi
phai ngimg thudc va xét nghiém mau. Bénh nhén cin duge biét tim quan trong cua cac triéu chirng
trén.

Thén trong khi chinh liéu va giam sat chit ché&/thuong xuyén cho cac bénh nhan sau:

- Bénh dong kinh va hgi chimg ndo thuc thé: Ciing gidéng nhu cac thudc chéng trAm cam khac,
dung than trong mirtazapin cho nhitng nguoi c6 tién sir dong kinh. Nging ding mirtazapin néu
xuét hién co giat hay c6 ting tin suét co gidt. Khong dung cac thudc chéng trAm cam cho nhitng
bénh nhén bi dong kinh/co gidt chua 6n dinh va than trong khi dung cho nhitng bénh nhin dong

kinh da dugc kiém soat. f

- Suy gan hodc suy thén. /
- Bénh vé tim nhu r6i loan dn truyén, dau thit nguc hay nhdi mau co tim méi ddy: cin 4p dung hl
céc than trong thong thuong va giam sat chit chd cac thude dung ddng thoi. I

- Huyét ap thép. 16 (
- Bénh tiéu dudng: Di véi nhitng bénh nhén tidu duong, cac thube chéng trdm cam c6 thé lam N
'\

anh huéng dén viéc kiém soat duong huyét. C6 thé cin diéu chinh liéu Insulin hay céc thudc ha
duong huyét duong udng, phai giam sat bénh nhéan chit ché.
Ciing giéng nhu cac thudc chong trdm cam khac, can than trong khi ding mirtazapin cho cac

L}

bénh nhan sau:

- R&i loan tiéu tién hay phi dai tuyén tién liét (méc du rat it kha nang co van d& véi mirtazapin do
tac dung khang cholinergic ctia mirtazapin 1 rét thap).

- Bénh Glocom gbc hep cip va ting 4p luc ndi nhan (mic du rét it kha nang c6 van dé véi
mirtazapin do tac dung khang cholinergic cuia mirtazapin la rat thap).
Ngimg diéu tri néu xay ra vang da. Ngoai ra, nhu cac thuéc chdng trdm cam khac, cac bénh nhan

e

can huu y:
- Céc triéu ching tam than c6 thé ting Ién khi ding thudc chéng trdm cam cho nhitng bénh nhén
tam than phan liét hodc cac rdi loan tim than khéc; ting y nghi hoang tudng.
- Khi dang diéu tri giai doan trAm cam cta bénh tdm than hung trAm cam, bénh nhan cé thé
chuyén sang giai doan hung cam.
- Nhu v6i tit ca ca thudc chdng trAm cam, thudc c6 thé chua c6 tac dung trong vai tudn dau diéu tri,
do vay bénh nhén can dugc theo doi chit ché trong thoi gian nay. Y dinh tu tir gén lién véi bénh

trAm cam va kéo dai cho t6i khi bénh c6 tién trién 13 rét.

ﬂx@%
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Mic du cic thudc chdng trdm cam khong gdy nghién nhung néu ngimg thubc dot ngdt khi dung
thoi gian dai c6 thé giy dau diu, budn non va khé .

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Phu nit c6 thai

Khéng dung mirtazapin trong thdi ky mang thai.

Phu nir cho con bi

Khoéng dung mirtazapin trong thdi ky cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

O mot s bénh nhan, dic biét la ddi véi nhitng bénh nhan cao tudi, mirtazapin c6 thé c6 tac dung
gay budn ngi nhe va c6 thd 1am suy giam sy tinh tdo va kha nang tép trung. Do vy, khi dung
mirtazapin bénh nhin can than trong khi lai xe hay van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC

Twong tic cia thude

Mirtazapin lam ting tac dung trc ché than kinh trung wong cua rugu, tranh ubng rugu trong khi
dung mirtazapin. Khong diing mirtazapin ciing véi cac thudc irc ché MAO hoic trong vong 2 tuin
sau khi diing cac thudc nay. Mirtazapin c6 thé 1am ting tac dung an than ciia benzodiazepin, do vay
than trong khi ké don mirtazapin ciing benzodiazepin.

Mirtazapin trc ché rat yéu cac enzym ctia hé cytochrom P450 1a CYP1A2, CYP2D6, va CYP3A.
Cén than trong khi ding mirtazapin ciing véi céc thude e ché CYP3A4 manh nhu cac thube irc
ché HIV protease, cac thudc khang ndm nhém azole, erythromycin va nefazodon.

Dung mirtazapin cung véi ketoconazol, mot thudc e ché CYP3A4 manh, lam ting nf‘mg do dinh
trong huyét tuong va AUC lén twong img 30 va 45%. Carbamazepin, mot chét gy cam img
CYP3A4, 1am ting thanh thai cia mirtazapin 1én gip d6i, din dén lam giam 45 - 60% ndng do
mirtazapin trong huyét twong. Twong ty nhu véy, phenytoin lam ting thanh thai ciia mirtazapin.
Khi dung thém carbamazepin hay mot thudc gdy cam tmg chuyén héa ciia thudc nhu rifampicin, thi
¢6 thé tang liéu mirtazapin. Khi ngimng dung thubc gay cam img, thi can giam lidu dung mirtazapin.
Sinh kha dung cuia mitazapin ting 1én hon 50% khi dung két hop voi cimetidin. Phai giam liéu cua
mirtazapin khi ding dng thoi voi cimetidin, va tiang liéu 1én khi ngimg diing cimetidin.

Twong ky ciia thude

Do khong c6 cac nghién ciru vé tinh tuong ky cua thudc, khong tron 14n thude nay véi cac thudc
khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Nhitng bénh nhan trdm cam thuong gip mét sé tri¢u ching lién quan dén chinh bénh dé. Do d6 déi
khi kho khin d& xac dinh céc triéu chimg mic phai la do bénh hay do dung mirtazapin. Sau day la
nhirng tac dung khong mong mudn da dugc béo céo: hiém gap (> 1/10 000) it gip (> 1/1000) va
hay gép (> 1/100).

RGi logn mdu va hé bach huyét.‘

Hiém gép: mét bach cau hat hdi phuc dugec.

Réi logn dinh dudng va chuyén héa:

Nm/f@
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Ha}y gdp: thém &n va ting can s& quay tré lai.

Roi logn tam than:

Hi,ém gdp: ac n?éng/giéc mo ddy mau séc, tam than bdn chdn kém ngdi nim khong yén.

Réi logn hé than kinh:

it gap: dau dau, chong mit.

Réi loan tim:

Hiém gip: Ha huyét ap thé ding.

Réi logn gan - mat:

it gap: Tang nong do enzym gan.

Réi loan da va mé dudi da:

Hiém giip: ban da.

Réi loan co xwong, mé lién két va xwong:

Hiém giip: budn buc & chén, dau co va dau khép.

Cdc réi loan chung:

Hay gép: Phu toan than hay khu tri, mét méi, nga ga, budn ngu, thuong xdy ra trong vai tuan diu
diéu tri. Giam liu thuong khong 1am giam budn ngi ma lai anh hudéng dén tac dung chdng trim
cam.

Théng bdo véi bdc sy cdc tac dung khong mong muon gip phii khi ding thuéc.

QUA LIEU VA CACH XU TRi

Qua liéu

Céc trigu ching khi ding mirtazapin qua lidu thuong 1a nhe.

Ut ché hé than kinh trung wong kém mét dinh huéng, gay ngi kéo dai c6 thé xay ra, cing v6i nhip
nhanh, ting hodc giam huyét ap nhe.

Cich xir tri khi ding thudc qua lidu

Khi diing thudc qua lidu, can rira da day, diéu tri hd trg va didu trj triéu chimg thich hop.

PAC TiNH DUQC LUC HQC

Mirtazapin 12 mot chat dbi khang o - 2 tién synap tac dung trung uwong, né lam ting dan truyén thin
kinh noradrenergic va serotonergic trung wong. Su ting cac dan truyén than kinh serotonergic la
déc hiéu qua trung gian thu thé 5 - HT), vi céc thu thé 5 - HT, va 5 - HT; bj tic ché bai mirtazapin.
Ca hai d6i hinh ctia mirtazapin déu c6 tham gia vao tac dung chdng trim cam. D4i hinh S (+) khoa
céc thu thé o - 2 va 5 - HT, con ddi hinh R (-) khéa cac thu thé 5 - HT;.

Hoat tinh khang histamin H; ciia mirtazapin khién né c6 tic dung gy ng. Nhin chung, mirtazapin
dugc dung nap tdt. Thuc té, nd khong c6 hoat tinh khang cholinergic, va & liéu diéu tri n6 khong c6

tac dong 1én hé tim mach.

PAC TiNH DUQC PONG HQC

Sau khi udng vién nén mirtazapin, hoat chét mirtazapin hap thu nhanh va manh (sinh kha dung cta
mirtazapin 1a 50%), ndng do dinh trong huyét tuong dat dugc sau khoang 2 gid. Mt d¢ lién két
clia mirtazapin vé6i protein huyét huong khoang 85%. Thoi gian béan thai trung binh khoang 20 - 40
gio, doi khi kéo dai tdi 65 gio hodc bi rat ngén di & nguoi tré tudi. Thoi gian ban hiy nay phu hop
v6i lidu dung ngay 1 1an. Trang thai 6n dinh dat duoc sau 3 - 4 ngdy, sau d6 thudc khong c6 tich lity
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thém. Mirtazapin c6 duge dong hoc tuyén tinh trong khoang liéu khuyén céo. Thirc &n khéng cé
anh hudng 1én duge dong hoc ciia mirtazapin. Mirtazapin bi chuyén héa manh va thai trir qua nudc
tiéu va phan trong vai ngay. Con dudng sinh chuyén héa chinh la demethyl hoa va oxi hoa, sau do
lién hgp. Céc enzym cytochrom P450 CYP2D6 va CYP1A2 tham gia vao qua trinh tao chét chuyén
héa 8 - hydroxy ctia mirtazapin, trong khi CYP3A4 tham gia tao chét chuyén héa N - demethyl va
N - oxide. Chét chuyén héa demethyl c6 hoat tinh dugc ly va cung tinh chét dugc dong hoc nhu
chét me. Khong c6 khac biét vé cac thong s6 dugce dong hoc ciia mirtazapin racemic va chét chuyén
héa demethyl ctia n6 ¢ ca ngudi chuyén hoéa thuéc manh va yéu. Thanh thai cia mirtazapin bi giam
& ngudi suy gan hodc suy thén.

15. QUY CACH PONG GOI
Hop 2 vix 14 vién.

16. PIEU KIEN BAO QUAN
Bio quan & nhiét do khong qua 30°C. Tranh 4m va 4nh séng.

17. HAN DUNG CUA THUOC
36 thang ké tir ngay san xuit. Khong ding thubc qua han sir dung.

18. TIRU CHUAN CHAT LUQNG CUA THUOC

TCCS. 7\
o)

19. TEN, PIA CHi CUA CO SO SAN XUAT THUOC ¢ |2
Co so san xudt: AUROBINDO PHARMA LIMITED HO /Tl

Dia chi: Unit III, Sy No. 313 & 314, Bachupally, Bachupally Mandal, Medchal - Malkajgiri V/
District, Telangana State, India (An D9).
Vin phong Dai dién Aurobindo
Pharma Limited tai thanh phé Hb
Chi Minh
Truorng Vin phong
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