https://nhathuocngocanh.com/

AUROZAPINE OD
(Mirtazapine Orodispersible Tablets 15 mg,
30 mg and 45 mg)

AUROZAPINE OD 15 (Mirtazapine
Orodispersible Tablets 15 mg)
AUROZAPINE OD 30 (Mirtazapine
Orodispersible Tablets 30 mg)

AUROQZAPINE OD 45 (Mirtazapine
Orodispersible Tablets 45 mg)

AR

Boc k) hieimg dan sir dung trece khi ding
Dé xa tam tay tré em
Chi diing thude ndy theo dom ciia bdc 5
Théng ban ngay cho bac sv hodc dirgre 59 nhimg tac dung khing mong muon
gap phai khi s dung thuoc
" T . !

I.  Thinh phlin, him lrgng ciia thube
Mdi vién nén phin thn ¢6 chira
AUROZAPINE OD 1§
Hoat char Minazapine 15 mg
Ta dh'(rr_ Crospovidone, mannitol, microcrystalline cellulose, aspartam,
huong diu tdy, huong bac ha, keo silica khan, magnesium stearat
AUROZAPINE OD 30
- Hoat chat. Minazapine 30 mg
Ta duge Crospovidone, mannitol, microcrystallin cellulose, aspartam,
huwong diu tiy, huong bac ha, keo silica khan, magnesium stearat
AUROZAPINE OD 45
Hoat chat Mintazapine 45 mg
Ta duwyc. Crospovidene, manmitol, microcrystallin cellulose, aspartam,
huong diu tiy, hueong bac hi, keo silica khan, magnesium stearat.
2. M té sdn phim
AUROZAPINE OD 15 Vién nén tron, mau tring, mgt mit khic sé “36"
mit kia khic chir A
AUROZAPINE OD 30 Vién nén trén, miu tring, mt mat khic s§ 37"
mit kia khic chir A
AUROZAPINE OD 45. Vién nén tron, mau tring, mdt mit khic sé “38"
mit kia khdc chix A
3.  Quy cich déng gbi
Hjp 5 vix 6 vién
4. Thube ding cho bénh gi
Diéu tr bénh trim cam.

5. Nén ding thude niy nhir thé nio va lidu luyng
a. Litu lugng
Ngwird Iém
Licu khén diu 14 15 hojc 30 mg/ngdy. Sau vai ngdy dicu tri, bdc s§ cia ban
cd thé ting hiéu dén mirc hiéu phi hop nhit vén ban (tir 15 mg dén 45 mg
mit ngiy)
Nhin chung mirtazapine bit diu phit huy tic dung sau 1 dén 2 win didu tn
Mt liéu dicu try phi hop & c6 dap img tich cyc trong véng 2 dén 4 tudn. Ban
phii théng bao cho bac s§ diéu tr néu ban khéng cam thiy tét hon hodic cam
thiy tinh trang xdu di sau 2 dén 4 win didutny.
D6l véi binh nhin cao tubi:
Litu cho bénh nhin cao tuds ciing gidng héu dung cho nguin lén. Chi ting
liéu cho bénh nhin cao tudi khi duge theo ddi chiit ché cua bac s§ dé dat duoc
két qua an toan va nhu mong muon.
DA v6i bénh nhin suy thin
Liéu diing theo chi dinh cia bic sy.
Dél véi binh nhin suy gan
Liéu diing theo chi dinh cua bic sy.
Tréem
Mirtazapine khong khuyén cdo cho bénh nhin dud 18 twdi do cic vin dé Lign
quan dén d¢ an toan v hifu qua cia thube.
b. Céch diing
Udng mirtazapine vao cling mt thén didm mdi ngdy.
Nén ding liéu duy nhit vio bubi té1 trwgc khi di ngit. Tuy nhién, bac sév ¢ the
chia lidu cho ban thanh 2 lin/ngdy, | liéu udng vio budi sing va 1 lidu ubng
vio budi ti trurdre khi di ngd. Lidu trude khi di ngi cao hem.
Thuéc ding cho duémg udng. Do thue tan nhanh nén c6 thé nuot thuée ma
¥ s

Thude chira i du hode mil ngu nhu I‘H‘ﬂ?ﬂdla.i'cpll'lrlll!ml‘_f tim than
phén 11§t nhur olanzapin, thude d; img nhu cennzin, thudc gidm d.ﬂu nhur
morphin, két hgp vé mirtazapine co thé ting tnéu chimg buon ngy
Thudc didu try nhiém tring thude diéu ) nhiém trung do vi khuin
{nhu erythromycin, thut cho cic bénh nhidm ndm (nhu ketoconazol)
vit thube chira HIV/ AIDS fchiing han nhw thudc te ché HIV-protease)
Vit thutc cho viem loét da day (nhu cimetidin). Khi két hop vén nhimg
loai “1"“? cd thé 1am ting |UC"'LB mirazapine trong mau Théng bdo cho
bic 5§ néu dang sir dung thudc niy Dibu nay cin thiét dé giim lidu
:‘;:‘"‘P“‘lﬂ» hode ting ||5u trér ljn khi ngimg sir dung nhimg loai thubc
Thudc tr) dong kinh nhu carhamazepin va phenytoin, thude cho bénh
lao nhut nfampicin. Két hop cing mirtazapine cd thé lim giam ligng
mirtazapine trong mau. Théng bdo cho bic 5§ néu dang sir dung nhimg
thuoc niy Dréu nay cin thiét d& ting liéu mirtazapine, hodc gidm liéu tro
a1 khi ngimg sir dyng nhimg logi thuéc trén

Thudc d¢ ngan ngira ddng miu nhir warfann. Mirtazapine co thé lim
ting tic dung cua warfarin vdo méiu Théng bie cho bic 5T néu dang sir
dung thude nay dé c4 bi¢n phép kiém tra miu phi hop

n'f"ﬁ‘ ¢ thé dnh huémg dén nhjp dip cia tm nhu m@t so khing sinh
nhat dinh vA mdt 36 thube chéng loan thin

Mirtazapine vér thirc dn vi rugu

Co6 thé xult hign tnigu chimg budn ngu neu udng nugu trong khi dang ding
mintazapine. Khong uong nrgu bia khi dang diing thube. Cé thé sir dung thube
cung hofe khéing cing thire in

9. Chnlam gi khi 1 1hn quén khing ding thube

Néu thudc ding | lan mét ngay

B qua liu da quén vi tiép tyc sir dyng thude theo lich trinh thong thuomg.
Khdng ding héu gip déi dé bu cho hiéu di bs 13

Néu thude diing 2 lan mit ngay

Néu quén ubng hiéu buds séng udng b dong thén vén liéu budi té

Neu quén udng libu budi 18i: Bé qua lidu dii quén va tiép tye sur dyng thude
theo lich trinh théng thutmg. Khéng udng bl liéu vio ngay hém sau

Neu quén udng ci 2 lidu BS qua ¢d 2 ldu 43 quén va udp
tyc st dung thubc theo lich trinh théng thuémg cua ngiy hém
Sau.

10. Ciln bio quan thubc nay nhir thé nao
Khdng bao quan & nhiée dé trén 30°C.

11. Nhimg diu hifu vi tri¢u chimg khi ding thube qui litu

Céc tnéu chimg khi diing mirtazapine qué liéu thuémg 14 nhg, tc ché hé than
kinh trung wong kém mét djnh hutng, gy ngu keo dai c6 the xdy ra, cung vén
nhip tim nhanh, ting hojc gram huyet ap nhe

12. Ciin phai lhm gi khi ding thubc qui lifu khuyén cdo
Trong trutmg hop qua héu hiy hén lac ngay von béc sy dé duge wr vin

13. Nhimg diéu chn thin trong khi ding thube nay

DI véi tré em

Khéng nén st dung thude trong diéu tr cho bénh nhin dudn 18 tuds Hanh v
lién quan dén ty (co ging ty tr v ¥ nghi ty tir), sir thu dich (chi yéu 13 gy
hitn, hinh vi chéng d61 vi tirc giin) di duge quan sit thiy thuomg xuyén hon
trong cac thir nghigm ldm sing & tré em duge diéu trj bing thude chéng trim
cm. Néu edn cir vao nhu chu lim sing cin sir dung thude dé didu ) thi bénh
nhian phii duge gidm sit chit che cac bicu hién cia tnéu chimg ty ir. Chua
b dit ligu nghién ciru an todn 1iu dii & tré em lién quan dén sy phit tnén,
truémg thanh va phat tmén vé mat nhin thire va hanh vi

Ty ti/ § nghi tyr tir hodic biéu hign lim sing xdu di
Néu ban dang chin nin, ddi khi cd thé co nhimg suy nghi lim tén hai hojic nr
tr. Nhimg bieu hién niy co thé ting lén khi bit diu sir dung thude ching trdm
cim, vi nhimg thude ndy cin thén gian dé phat huy tie dung, thutmg 14 khoang
hai tufin nhung 461 khi 1du hon. Biéu ndy thutmg xdy ra trong tneemg hop
Ban 41 timg c6 v dinh ty tir hodc lam t6n thuong chinh minh
Nguén tré . Cie nghién ciu 1im sing cho thiy dicu tn bing thubc
chéng trim cdm lim ting nguy co cua hanh vi ty i véi nguin lém dud
25 tudi cb cie vin dé vé tim than
Néu ban cb g nghi ty tr hay lim hai chinh minh bat cir luc ndo, hiy lién hé
vin bic s§ dé duge twr viin hodic di dén bénh vién ngay lip tirc.
Bon nén noi chuygn vén ban bé, ngudn thin néu ban dang chin nin va yéu ciu
ho doc tdi li¢u ndy. Ban c6 thé yéu ciu ho cho ban biét néu ho nghi ring tnéu
chimg trim cim cia ban ngdy cang td1 1¢ hon, hodic néu ho dang lo ling vé
nhimg thay d&1 trong hanh vi cua ban.
Clin edn trong diie biét khi ding thu's r éu ban cé, hodc 43 timg cd mdt trong
cfic tinh trang «a diy My thong bdo chio bac si cua ban vé nhimg tinh trang
nay trude khi dung thuoe
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6. Khinio khing nén ding thube niy

Qué min véi hoat chét hodie bit ki ta duge ndo ciia thube.

Khing ding mirtazapine khi dang diing cic thude ire ché monoamine oxidase
(MAO-Is) hoic 44 sir dyng céc thube re ché monoamine oxidase (MAO-[s)
trong vong hai tuin qua.

Phy nir mang thai va cho con b

Tré em durdi 18 tudi.

7. Tic dyng khing mong mudn
Cic tac dyng khong mong mudn duge ligt ké dudi diy theo che hé oo quan va
tin sudt. Tan sudt duge xdc dinh nhir sau:
Rt thuomg gip: co thé xdy ra véi it nhilt 1 ngudi trong sé 10 ngudi sir dung.
Thudmg gdp: ¢d thé xdy r véi tr | dén dudi 10 ngudi trong sb 100 ngudi
sir dung.

[t gap: c6 thé xay ra vién tir 1 dén duéi 10 ngui trong sb 1.000 nguii sir dyng.
Hiém gdp: co thé xdy ra véi tir | dén dudi 10 ngudi trong sb 10,000 ngudi
sir dyng.

Riét hiém g3p: ¢b thé xay ra v&i it hom | ngudi trong 56 10,000 ngwin sir dyng.
Chura xde dinh: khong thé dy dodn tir 56 lidu sin cb.

Réi loan mau va hé bach huyét

Hiém gap: mit bach ciu hat hdi phue duge,

Roi loan dinh dwimg va chuyén hoa:

Hay gip: thém dn va ting cin s& quay trd lai.

Rai logn tam thr:

Hiém ggp: dc mgng/gide mo diy mau sic, tim thin bin chén kém ngdi nim
khing yén.

Roi loan hé than kinh:

it giip: dau déu, chong mit.

Ri loan tim:

Hiém gp: Ha huyét &p thé dimg.

Réi loan gan-mgt:

it gip: Tang néng d¢ enzym gan.

Réi logn da vd md duwdi da:

Hiém gip: ban da.

Roi loan co xwong. mé lign két vd xiromg.

Hiém gip: bubn byc & chin, dau co va dau khép.

Cac roi loan chung:

Hay gip: Phii todn than hay khu tri, mét méi, ngi gd, budn ngl thuimg xdy
ra trong vai tudn ddu diéu tri. Giam liéu thutmg khong 1am gidm budn ngi ma
lai anh huémg dén tic dung chéng trdm cam.

“Thing bdo cho bde s§ nhimg tdc dung khong mong muén gdp phii khi
ser dung thude”

8. Nén trénh ding nhimg thubc hofic thye phiim gl khi dang sir dyng
thube niy

Hay théng bdo cho bic sy néu bénh nhin dang sir dung, di sit dung gin ddy

hodic 6 thé ding bat ky mdt loai thude ndo khac.

Khing ding Mirtazapine:

Bbng théi véi cic thube e ché monoamin oxidase (thude e ché MAO) hodc
trong vong hai tudn sau khi ngumg diéu trj v6i thube e ché MAO. Tuong ty,
sau hon 2 rudln ké tir khi diéu trj v&i mirtazapine bénh nhin méi duge diéu
bing thube irc ché MAO.

Vi dy vé cic chit irc ché MAO li moclobemide, tranylcypromin (cé hai déu
13 thude chong trim cim) va selegilin (duge sir dung cho bénh Parkinson).

Ciin trong khi sir dyng mirtazapine véi:

- Cic thude chéng trim cim khic nhu SSRIs, venlafaxin vA L-tryptophan
hodic triptans (duge st dung dé diéu trj dau nira diu), ramadol (giam dau),
linezalid (khdng sinh), lithium (duge si dung dé didu trj mdt sgbenh tim
thin), xanh methylen (dugc sir dyng dé dicu trj ndng ¢ methemoglobin
cao trong mau) va che phim St. John's Wort - Hypericum perforatum
(mjt phueng thude thao duge cho bénh trdm cam). Trong traémg hop
rit higu mirtazapine két hgp véi cac loai thudc ndy cb thé din dén hii
chimg serotonin. Mt sb trigu chimg cia hgi chimg ndy I4: sét khong thé
giai thich, 45 md héi, nhjp tim ting lén, tiéu chay, co thit co (khong kidm
soit), run, phan xa hoat déng qué mirc, bbn chdn, thay déi tdm trang. Néu
gip d&ng théri nhimg tri¢u chimg ndy, hdy thong bao vdi bic s¥ ngay lip
tire.

- Cic thubc chéng trim cim nefazodon, c6 thé lam ting lugng mirtazapine
trong méu. Thing bdo cho bic sy néu dang sit dung thude ndy. Didu ndy
can thiét d¢é giam liéu mirtazapine, hofic ting lidu tré lai khi ngimg sir
dyng nefazodon.

Co gidt (dgng kirn): Néu phét trién com co gidt hodc co giat ciia ban trd
nén thutmg xiryn hon, ngung ding thude va lién hé vai bic s ngay lip
firc
Bénh gan, bao gém vang da: néu van i 3 i
lién h§ vin bic s§ ngay I%p tire e de e S L
- Bénh thin
- Bénhtim, hofic hu)’ét ip 1h§'p
- Tam thin phin §iét: néu cac tri¢u chimg loan thin kinh, ching han nhe
nhimg suy nghi hoang tuémg trér nén ning va thuimg xuyén hon, ein lign
hé ngay v bac s¥
- Humgtriim cam (xen k& chc thén ki cam gide ?hﬂn khén/ting djng va tim
trang chén nan): neu ban bit diu cdm thé)f phén chdn hodc qua vin mimg,
ngung ding thude va lién hi vén bic s§ ngay lip tie
Bénh tidu dudmg: ban cé thé cin phai diéu chinh lieu insulin hede thude
trj déi thio dirimg khic
Bégnh vé& mit, chiing han nhur ting nhin 4p
Khé khin trong vige di tidu, c6 thé duoc gdy ra bai tuyén tién Liét ma
ring
Mt 56 logi bénh tim c6 thé thay ddi nhip tim, nhéi miu co tim gin ddy,
suy tim, hofic ubng mit s6 logi thube 6 thé anh huémg dén nhip tim.
Néu ban ¢6 cac ddu higu bj nhidm tring nhu sét cao khong thé gidi thich,
dau hgng va loét migng: ngung ding mugc v tham khao § kién béc 5§ ngay
lip tire dé durge xét nghiém mdu. Trong nhimg trémg hop hiém gip nhimg
rigu chimg ndy ¢6 the |4 diu hi¢u cia ri loan trong sin xuit 1 bio méu
|I'D.I:E“!t':y xuong. Nhimg tridgu chimg ndy xudt hién phé bién nhit sau 4 dén
6 tudn didu ).
I;gubl cao tudi c6 thé nhay cam hom véi tic dung phy cia thude ching trdm
cdm.

Phy nir mang thai va cho con bii:
Khéng diing mirtazapine trong théni ki mang thai va cho con b,

Anh hudmg cia thube 81 v cdng vide (ngutd viin hinh méy méc, dang
ldi tiu xe, ngudr lAm vige trén cao vi cdc trrdmg hyp khéc):

) mot 56 bénh nhin, djc biét 1a d5i véri nhimg bénh nhin cao tudi, mirtazapine
¢t thé ¢ tac dung giy ngii nhe vi cb thé lam suy giam sie tinh tdo va khi ning
tiip trung. Do viy, khi diing mirtazapine bénh nhin ciin thin trong khi lii xe
hay vin hinh may mbc.

14. Khi nio cin tham viin béc s¥, duge s§

Tham vin béc s§, dugc sy khi gip phai cic tic dyng khong mong mudn khi
ding thudc.

Néu cdn thém théng tin xin héi y kién bic 55, duge sj

15. Hsn diing ciia thube
36 thang ké tir ngay san xuit

16. Tén, dja chi cia co sér sdn xufit
San xudt tai An B§ béi

Aurobinde Pharma Limited

Unit I, Survey No. 313 & 314, Bachupally Village, Quthubullapur Mandal,
Ranga Reddy District, Telangana State, India.

17 Ng? xem xét sirm @bi, cip nhit lai nji dung huwéng din sir dyng
thudc

. AN SUT ) LN BC :
1. Cée dic tinh dwge lyc hpe

Nhém duge Iy: Thude chong trdm cim.

M3 ATC: NOGAX1 L

Mirtazapine ld mgt chit déi khing a - 2 tién synap tac dung trung uong, no
lim ting din truyén than kinh noradrenergic va serotonergic trung wong. Sir
ting cdc din truyén thiin kinh serotonergic 13 dic hiéu qua trung gran thy thé
5 - HT1, vl cic thy thé § - HT2 v 5 - HT3 bj irc ché bén mirtazapine. Ca hai
dbi hinh cia mirtazapine déu ¢6 tham gia vio tic dyng chéng trim cam. Déi
hinh S (+) khéa cic thy thé a - 2 va 5 - HT2 con d6i hinh R (=) khoa cac thy
theé 5 - HT3,

Hogt tinh khéng histamin H, ¢lia mirtazapine khién nd ¢ tde dung giy ngu
Nhin chung, minmpineiduvq dung nap t6t. Thye té, né khong co hoat tinh
khing cholinergic va & liéu diéu trj né khong co tic déng lén hé tm mach
2. Cde dic tinh duge djng hge

Hilp thu

Sau khi udng vién nén mirtazapine, hoat chit mirtazapine hip thu
nhanh vi manh (sinh kha dung cia minazapine 14 50%), nong di dinh
trong huyét twong dat duge sau khong 2 gid. Thire in khéng inh
huémg den duge ding hoe cla mirtazapine.

P1517487
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Phiin bi

Mire a8 lién két cna mirtazapine vl protein
huyét tromg khodng 85%

Chuydn hoa sinh hge

Con duimg chuyén hoa chinh 13 qud irinh
khur methyl v qua inh oxy haa, theo sau
bari sy lén ket Dir higu nghién cira in virro Gir
microsomes & gan nguen chi m ring enzym
eviochrom PASO, CY P26 v CYPLAZ ¢ lién
quan dén sie hinh thinh cde chit chuyén haa
K-hydroxy cua mirtazapine, trong khi CYPIA4
dirgre coi 1 chiu trach nhi¢m cho s hinh thinh
cia chat chuyén hoa N-demethyl v N-oxit. Cac chit chuyén hoademethyl co
die tinh dge déng lre hoe va duge ddng hoe rong tr nhur ede hop chi goe

Thai trir

Mirazapine duge chuyén hoa va dio thi qua phin va nundc tieu trong wong
mt vin ngdy. Thin gian bin hay tung binh khodng 20 - 40 gid, d6i kh kéo
din 1n 65 gy hojie by rot ngln di o ngudn nam iré tuor, Thin gan bian hay 14
cho lréu man lan mét ngdy. Trang thi on dinh dat duge sau 3 - 4 ngdy, sag
A6 khong cb tich iy thém

Tuvién tinh/phi tuyén tinh

Mirtazapine hién thy duoe ddng hoe tuyén thih trong khodng licu khuyén cdo
B¢nh nhin suy gan, suy thin

126 thanh thin cta mirtazapme ¢6 thé giam ddi vin bénh nhin suy gan, suy
thjn

3. Chidjnh, li¢u dimg, cach ding. ching chi djnh

a. Chidjnh

Bnéu tr) bénh tram cam

b. Li¢u lugng

Npuii l6m

Lidu higu qui 14 1 15 dén 45 mg/ ngdy: lidu khé ddu 13 15 hojc 30 mg/ngay.
Nhin chung murtazapine bit dau phit huy tie dyng sau | deén 2 uin dicu tr}.
Mt liéu diéu trj phu hop s¢ b dap img tich cye trong vong 2 dén 4 wbn.
Neéu dip img kém thi ¢ thé ting dan liéu Ién, t6i da |3 45mg/ngdy. Néu vin
khong co dap (mg khi ding héu 45 mg/ngdy trong 2 dén 4 wan tiép theo thi
ngimg dicu try vin thuoe

Nhimg bénh nhin trim cam ein dicu tr) it “.hil 6 thang d¢ dam bao hét cie
trigu chimg, Sau do ngimg thuoe dan dan d¢ tranh cde tn¢u chimg do dimg
thuoc dt ngdt /

Piii véi bénh nhin cao tubdi:

Liéu cho bénh nhin cao 11._|-:"n ciing giong liéu dang cho nguii 1én. Chi ting
liéu cho bénh nhin cao tuor ki duge theo ddi chit ché d¢ dat duge két qua
an todn via nhu mong muon,

Di viri bénh nhén suy thin

Thanh thii cia mirtazapine ¢6 thé b giam ¢ bénh nhin suy thin mirc 4o
vira dén ning (40 thanh tha creatinin < 40 ml / phat). Can lwu ¥ khi ké don
mirtazapine cho cac bénh nhin ndy iy theo mire d§ nghiém trong cua benh

Déi voi binh nhin suy gan ] !

Thanh thai cia mirtazapine c6 the by gram & b¢nh nhan suy gan. Cin luu ¥ ki
ké don minazapine cho nhém be¢nh nhan nay dic bigt la vén binh nhin suy
gan ndng do chura ¢6 nghién ciru cho doi twgng nay.

Tré em _
Mirtazapine khong khuyén cdo cho bénh nhin dudi 18 b1 do cae van d¢ hén
quan dén dé an toan va hi¢u qua cia thuoe.

¢. Cach dung k
Mirtazapine c6 thén gan ban hiy 13 24 - 40 gio, do dé cd the dung vien nén
mirtazapine | lin/ngay. Ding héu duy nhit vao buoi 101 trude khi di ngy.
Ciling ¢6 the chia liéu lim 2 lin/ngiy, | hicu uong vao buos sdng vi 1 e
uéng vdo budi 101 truge khi di ngi, Buoi to1 su dung liéu cmllm'n.; i
Thubc ding cho duémg uéng. Do thude tan nhanh nén co the nudt thude ma
khong cin nudc

d. Ching chi djnh i

Quéi min von hoat chit hode bit ky ta duge nio cua thuoe )

C i irtazapine khi dang dung cac thuog it che monoamine oxidase
:{h:'fg?:;l}%c:;c di 55 dyng cic Eluécmf'm ché monoamme exidase (MAO-Is)
trong vong hai tudn qua.

Phy nir mang thai va con b,
Tré em dudn 18 tubi,

4, Cic truimg hgp thin trgng khi ding thude

Db v tré em

2 a. k a'l P RN TS W KRR IR R S

Mic di mirtazapine khong gdy, nghién, kinhi nghi¢m cho 'l]ﬁy‘ ngung
thudic dgt nggt sau kbi ding thén gian dii d1 khi c6 thé dan dén gy
chimg cai ngign. Pa so cac phan (mg deu nh‘c vil trong gidn han. Cac
tri¢u chimg chong mit, kich déng, lo du, dau dau va budn nén 14 thuimg
gip nhit Mic du duge cho 1 cée trigu chimg cai nghign, cic mgu chimg
niy ciing ¢6 thé lién quan dén cac bénh tiem in. Vigc chim dirt diéu tr
véi mintazapine cdn duge tién hinh din dan :
Chn thin trong ¢ bénh nhan co r6i loan tidu 8 nhy phi dai ru:.;én uén
lié va bénh nhiin b ting nhan fp cip tinh géc hep va ting 4p suit trong
mét (mAc di mirtazapine c6. rat it kha ning gdy dnh hudmg vi hoat tinh
khing acetylcholin rit yéu) - ‘
Akathisia / tim thin biit an: Viéce sir dung cdc t‘huént chong trim cdm co
lién quan véi sy ting cudmg ciia akathisia, bitu hﬂ?n |'l P'h.ﬁ C?!H-l-l bon
chéin, phidn mugn va dimg ngdi khong yén. Dicu ndy rat ¢o lheltny ra
trong vong vii twin diu diéu ir) g nhimg bénh nhin xuat hién cac tngu
chimg ndy, vife ting lifu co thé gay hai 4 )

Che truimg hop QT kéo dai, xofin dinh, nhip nhanh tim that, va chet dot
ngot di duge bio cho rong st dyng m'imimpmc, Fhi“. Iém_xéy ra |?o qEn&
liéu, hofic & nhimg bénh nhan cb cde yeu [0 ngu‘y co khac coa QT kéo da,
bao gom vide sit dung ddng the cde loai thude kéo dii QTc. Chn thin
trong khi sir dyng thude & nhimg bénh nhin co tien sir bénh tim nl'l.‘_!('h
hodc lich sir gra dinh vin QT kéo din, vi viée sir dung dang thin véi cae
thudc khac de kéo dii khoang QTe.

Ha natri man

Hia natri miy, cb thé 1 do sy tiét hormon ching bai méu khong phi hop
(SIADH), da duge bio cio rat hiém ki sir dung cic mirtazapine. C.*l_n thin
trong & nhimg bénh nhin co nguy co. ching han nhw bénh nhin cao tudi hode
bénh nhin ding déng thén vén cic thuoe dieu tn gay ha natn méau.

H{i chimg serotonin

Tuomg the vén cic hoat chit serotonin: hii chimg serotonin co thé xdy ra khi
chc chit ire ché 11 hip thu serotonin chon loc (SSRI) duoe sir dung dong thin
véi chc hogt chit serotonin khac, Chc trigu chimg ciia héi chimg serotonin co
thé Ia ting thiin nhigt, co cimg, gidt rung co, bat on dinh 1y tr v& nhimg bicn
ddng nhanh chéng cua cée diu hiéu song, thay do1 trang thér tinh thin md bao
gom sy nhim lan, kho chyu va kjch djng cye doan hén 1o mé sang va hén me.
Cin thin trong v giam sit lim sing chit ché khi cac hoat chat niy duge ket
hop véi mirtazapine. Didu tr bing mirtazapine ngung neu cdc tngu chimg
nhir viiy xdy ra va cin bit diu dicu tn hd tro triéu chimg

Nguriri eao tudi
Nguir cao woi thuéng nhay cam hon, ddc bigt 1a vin cic tac dung khomg
mong mudn ciia thude chéng trim cim. Bio cio ve tic dung khong mong
mudn @ U cao tudi khong dige thuémg xuyén bing bdo cao rén cic
nhom tudi khic.

Aspartam

Vién mirtazapine chira aspartam, mit nguon phenylalanin, No ¢o the ¢o has
cho bénh nhiin bj phenyleeton - migu.

Phy nir mang thai va cho con bi:
Khong ding mirtazapine trong thin ky mang thai va cho con bu.

Anh hwémg ciia thude ddi véd cong vige (ngwii viin hinh may méc, dang
14i tiw xe, ngwrdri lam vige trén cao v cic trirbmg hop khic):

4] mat sb bénh nhin, djc bigt la déivin nhimg b¢nh nhan cao tuoi, mirtazapine
cd thé ¢ thc dung gay ngu nhg va co thé lim suy giam sy tinh tao va kha ning
tip trung. Do vy, khi ding mim.c_apmn: bénh nhin can than treng khi la1 xe
hay vin hinh may moe.

5. . Tuwong tic ciia thube véi cdc thube khic vi cac logi twong tic khic

Twong tic duge lye hge

Mirtazapine khéng ding déng thin von cde thude ire ché MAO hode trong
ving hailtu:m‘ sau khi ngimg diéu trj vén thuoc ire ché MAO. Tuong ty, sau
hom 2 tuan ke tir khi dieu i vién mirtazapine bénh nhin mdi duge diéu tri
bing thude ire ché MAD.

Ngoi ra, nhur vii cde thude SSRI, ding dong thén vén cde hoat chit serotonin
khic (l-tryptophan, tnptans, tramadol, linezolid, xanh methylen, SSRIs,
venlafaxine, lithiim va sSt. John Wort - Hypericum perforatum - Ché pham)
c6 thé din dén cic tic dung lién quan dén serotonin (hdi chimg serotonin).
Cin thin trong vi theo d1 lam sing khi cde hoat chit ndy sit dung két hop
vl mirtazapine

Mirtazapine co thé lam ting djc tinh an thin cia benzodiazepin va thude an
thin khic (nhdt 13 thude chong loan thin, thuée khing histamin H1, thube
phi¢n) Cin thiin trong khi cde thude ndy duge ké cling véi mirtazaping.
Mirtazapine ¢ thé lam ting tic dyng trdm cam thin kinh trung wong cua
rren Rénh nhin do di diroe khovén tranh cac dd udne ¢6 con trong khi ding
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¥1TICN Quan den Wy (co gang Wt vay nghT e nr), sg thi djch (chi yeu la
gay han, hinh vi chong din vi tae gin) dd duge quan sal lh-‘ly thudmg xuyén
Iu:m tr:-lng cic |_hu n!;hu'-m lam sang a e em dirge diéw tn bing thude chong
tram cam so \tllzdlulin try bing gid dirge, Néu ¢in cir vio nhu cdu lam sang
cin su !Jung llulr:c de dicu iny thi bénh nhan phis duge gidm sat chit ché cae
h.uu_ hién cua tngu chimg tw i Chua eb dir iy nghién ciru an toan lau din
atre em hén quan dén s phit trien, tneimg thanh va phitt trién vé mit nhin
thire 4 hinh v
Ty tir/ ¥ nghi ty wir hodie bigu hign lm sing vdu di
Tram cam co hen quan von tlng nguy corsay nghi t i, (e gdy 1on thueng va
linb ddme 1w (eae su kién hién quan dén tu i), Nguy co nay vin con ton
tat cho dén khi 6 sy thuyén giam bénh ding k¢ Tuy nhién tién inén bénh co
the khing xdy ra trong nhimg uin diu tién hodc 1aw hom trong qua trinh dicu
ir1, bénh nhin can duge theo dii chiit ché cho dén khi bénh duge can thién
Kinh nghiém lam sing chung cho thdy ring nguy co iy tir ¢6 the 1dng trong
a1 doan dau ena s phye héhs
Bénh nhdn o tidn sir lidn quan dén sy kién g 1 hode the haén mdt mirc o
manh cia ¥ nght tr <l trande khi bit A diéu ) duoe cho 1A ¢ nguy co lém
hom wén v nghi nr i hode hinh dgng tu tir, cin nhin duge giam sét cln thin
trong kb dicu iy Mgt phin tich dng hop cac this nehiém lim sing doi chimg
@i duge cua thude chong trim cam @ benh nhin agwdn Ign bi ron Toan tim
thin cho thiy sir gia ting nguy co cua hanh vi iy 1 vai thude chong rdm cam
so vin g dirge o beal nhian diedn 25 it
Giram s4t chit ché van bgnh nhin, dic bigt vér ahdm cé nguy co cao nén song
hanh cung vai diéu tn bing thude ching tram cam dfic bigt 14 rong dicu tr
simn v thay didi Liéu hegmg. Bénh nhin (v nhitmg ngudi chim séc bgnh nhin)
cin diroe cinh bao vé sir gin thidt cia vide gim sit bat ky tinh trang 1am
<ing 12 hom hinh vi b o hode nhimg sy nghi v nhimg thay ddi bie thuimg
trong hanh vi coa bénh nhdn de tim o van y te ngay lip Ke néu nhimg trigu
chimg ndy xay ra Lién quan den kha ning tyr sit, dde bidt o giai doan dau
dicu try, chi ding hiéu thip nhat di kém von giam sat tot bgnh nhin nhim gidm
nguy co qui lidu.

Roi loan bach esiu hoi phye duge

Rén loan bach cdu hot phuc dwge bao gom giim h;u:h_i.‘.'Llu hat hofic mat bach

ciau hat, da duge bio cio trong qud trinh dicu tr) bing minazapine: Giam

bach ciu hdi phue di duge bao cdo nhw ld mt hign twrong hiém vén vién
mirtazapine. Rat hiém trueemg hop mat bach cau hat d3 duge bio céo, chi yéu
trong cic truomg hop tr vong. Cac tnedmg hep tir vong chi yéu 14 lién quan

161 do twdi trén 63, Cac bac sicanh gide vén cde trigu chimg nhu sdt, dau hong,

viém migng hodic ¢o diu higu nhiém tring khac. Khi cac tnéu chimg nhu viy

xay ra, diéu try phan diroe dimg [ai va tién hanh xét nghidm miu

Ving da i '

Ngimg thuoc néu vang da xay

Cic tririmg hgp cin gidm sat

Dung thude ciin thin cing nhu gidm sat thuong xuyén vi chit ché 14 ein thit

o nhimg bénh nhdn ca bénh djng kinh va hin chimg ndo hin co: co gt dr}ng

kinh hiém gdp rong khi didu tr) mirtazapine, va ciing nhu vén thude chong

trdm cam khic, minazapine duge ding mt cich thin trong & nhimg bénh
nhin co nen sir dgng kinh. Dimg dicu tn ngay lip tirc ki bénh nhan phatinién
dong kinh, hode khi c6 sy gia ting tin s6 co gidt,

Sty gan

Sau khi uong mdt hiéu 15 mg duy nhit cia mirtazapine, thanh thii cia

murtazapine giam khoang 35% & be¢nh nhiin suy gan nhe dén trung binh, so

von nguon ¢o chue ning gan binh thuomg. Nong 4§ trung binh trong huydt

tuong cua murtazapine tng lén khoang 55%

Sty thin

Sur dyng mgt hew |5 mg minazaping, & nhimg b¢nh nhin suy thin vira (d¢

thanh tha creatimin < 40 mi / phit) va pdng (d$ thanh thy creaunin < 10

mi / phit) dp thanh thii cia mirtazapine giam tuong (ng khoing 30% va

50% so vin nguén binh thuémg. Nong 4§ trong huyét nrong trung binh cua

mirtazapine ting twemg img khoang 55% va |15%. Khang thay ¢ sit khac

biét dang ke nao @ nhimg bénh nhin suy thin nhe (46 thank thai creatinin <
80ml / phit) so vén nhém ddn chimg.

Beénh tim mach

Cén.lhﬁn trong v kiém sodt vige dang thude cho bénh nhin by rdi logn din

truyeén, dau thit ngyc va nhéi mau co im gan diy,

Huyét dp thap

B thae diwong,

B var nhimg bénh nhin uéu dwimg, cic thude ching rim cim c¢6 thé lam

anh huemg dén vige kiem soit duimg huyét. Co thé cin didu chinh lidu wsulin

hay cac thuoc ha dudmg huyct dudmg uong va phai gidm sit bénk nhin chit
ché.

Guong il vin thude chong tram cam khac, can ha v nl rng diem saw déy

Cic tri¢u chumg tam thiin ¢6 thé xdy ra khi thude chong trim cam dge
dang cho bénh nhin tim than phin li¢t hodc réi loan tim thin khac;
nhirng suy nghi hoang tuéng xuit hién nhiéu hon. .
Khi dang di¢u tr] giai doan tram cim cia bnh rdr loan hrimg cue, bénh
nhin ¢o thé chuyén sang g doan lumg cam. Bénh nhin cd ticn sir
mania / hypomania dugce theo ot chiit ché, Mirtazapine ngimg ¢ bit ki
b¢nh nhin bude vao gra doan hung cam.

mirtazapine. Murtazsgne ey ¢ U ME MU DRy (gL 1an gay 18 s aw ge=
ting nhé nhems ot nohia ding ké theo chi so binh thudmg hoa quoc & (INR)
l1én quan den diéu trj vén warfann, o] |1él{¢3° lrom, khéng the logi tnr tdc d':mg
td rét hom cia mirtazapine, do dé khuyéen khich theo ddi INR trong truong
hop diéu tr) déng thin warfarin vi1 mirtazapine :

Tang nguy co hér chimg QT kéo diar v (hodc) roi loan nhip tim that (vi dy
xodn dinh) khi sir dung mirtazapine déing thani vén cic logi thude kéo dai
Khodng QTc (vi du mit sb thude chéng loan thin va thude khing sih)

Twong tic dirge djng hoe

Carbamazepin va phenytoin, chat g:‘ly cam umg CYP3A4, lam ting thanh tha
cia mirtazapine 1én gap déi, din dén 1am giam 45 - 60% nong 45 mirtazapine
trong huyét twemg Khi ding thém carbamazepin hay mdt thubc giy cam img
chuyé!’l hoba d gan (nhur ril"arrlp'ici.n}_ thi car thé phin ting lidu mirtmpinc Khi
ngimg ding thube giy cam {mg, thi chn phai giam Liéu ding mirtazapine

Sir dyng dong thin vin chit (c ché manh CYP3A4 ketoconazol lam ting
mire 43 dinh trong huyét twomg v4 AUC <ia mirtazapine twomg img khodng
40% va 50%,

Khi két hop cing cimetidin (chit e ché yéu cia CYPIA2, CYP2D6 va
CYP3A4) vén minazapine, nong dg trong huyét twomg trung binh cia
mirtazapine ¢& thé ting hon 50%. Cin thin tgng v diéu chinh gam hiéu
lugng khi sir dung mirtazapine vén chit re ché manh CYPIA4, thube irc
ché protease HIV, thuéc khing nim nhém azole, erythromycin, cimetidin
hofic nefazodone

Cic nghién cir vé nrong the khong chi ra bt kv tac dung duge déng hoc lién
quan ndo dén viée ditu irj ddng thin mirtazapine vén paroxetin, amitriptylin,
rispendon hodc lithium

6. Tic dyng khing mong muin

Cic tac dyng khdng mong muédn duge lift ké duti diy theo cic hé co quan
it Lin sudl Tin suat duge xdc dinh nhy sau: rat thudmg gip (= 1/10), thuong
£23p (= 1/100 va <1/10), it gip (= 1/1000 va <1/100), hiém gip ((= 1/10 000
va <1/1000) v rat hiém gip (<1/10 000).

Aol logn mdu va hé bach huyér-

Hiém gip: mit bach cau hat hoi phue duge.

Ron loan dinh dieimg va chuyén héa:

Hay gdp: thém &n vi ting cin s& quay trdr lan

Roi loan tém than:

Hiém gip: dc ml;':ng.-'gl:flc mer d.;.y mau shc, tim than bon chon kém Ilgrfn nam
khang yén,

Rou loan hé than kinh.

ft gap: dau diu, chéng mit

Réi loan tm

Hiém gip: Ha huyét dp the dimg.

Rot logn gan-miit

it gip: Tang ndng d¢ enzym gan.

Réi loan da va md dwen da

Hiém gip: ban da.

Rot loan co xwomg, mé hién két v xuwong:

Hiém gip: bubn byc & chin, dau co va dau khép.

Cde rdi logn chung:

Hay gap: Phu todn thin hay khu tra, mét moi, ngu ga, bun ngu thuémg xay
ra trong vl tudn diu diéu trj: Giam liéu thuémg khéng lam giam budn ngu ma
lat anh hudng dén tic dung chong trim cim

7. Qud litu vi edch xir rri

Cie trifu chimg cia qud lieu

Cic méu chimg khi ding mirtazapine qud lidu thuimg 13 nhe, ire ché hé thin
kinh trung uong kém mét dinh h'uﬁn%. giy ngi kéo dii c6 thé xdy ra, ciing vén
nhip tim nhanh, ting hodc gidm huyét 4p nhe.

Chch xir tri ;

K ding thuéc qua lidu, cin rira da ddy, didu trj hd o va didu tri tnéu
¢himg thich hop
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