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Doc kD hutmg dan sr dung tried khi ding 

Dé xa tam tay tré em 

Chi ding thude nay theo dom aia bac sp 

Thong bao ngay cho bac sf hode duge sV nhing tac dung khang mong mun 
gdp phdi khi sit dung thuoc 

¥ aoe ; 

1. Thanh phiin, ham lugng cia thude 
M&i vién nén phan tin cé chita 
AUROZAPINE OD 15 

Moat chat Minazapine 15 mg 
Ta due Crospovidone, mannitol, microcrystalline cellulose, aspartam, 
huong dau tay, hyong bac ha, keo silica khan, magnesium stearat 

AUROZAPINE OD 30 
-  Hoat chat: Mirtazapine 30 me 

Ta duge Crospovidone, mannitol, microcrystallin cellulose, aspartam, 
hurong dau tay, huong bac ha, keo silica khan, magnesium stearat 

AUROZAPINE OD 45 
Hoat chat Minazapine 45 mg 
Ta duge Crospovidone, mannitol, muicrocrystallin cellulose, aspartam, 
huong dau tay, huong bac ha, keo silica khan, Magnesium stearal. 

2. Métasdn phim 
AUROZAPINE OD 15: Vién nén tron, mau tring, mot mit khiic 96 "36" 
mat kia khdc chi A 

AUROZAPINE OD 30. Vién nén trén, mau tring, mOt mit khic s6 "37" 
mit kia khac chit A 

AUROZAPINE OD 45. Vien nén tron, mau tring, mot mat khic 6 "38" 
mit kia khdc chi A 

3. Quy cach déng géi 

Hop 5 vi x 6 wien 

4. Thudc ding cho bénh gi 
Diu ty bénh trim cam. 

5. Nén ding thudc nay nhw thé nao va liéu lrgng 
a. Litu lurgng 

Nguoi lén 
Liéu khén dau 1a 15 hoJe 30 mg/ngay. Sau vai ngay dicu try, bac sf cla ban 
co thé tng hu dén mic lieu phi hop nhat ven ban (tir 15 mg dén 45 mg 
mot ngay) 
Nhin chung mirtazapine bat diu phat huy tac dung sau I dén 2 tudn diéu try 

M6t liéu dieu tr phi hgp sé cé dp img tich cyc trong vong 2 dén 4 tuin. Ban 
phai théng bao cho bac s¥ dieu tr) néu ban khong cam thay tét hon hofe cam 

thiy tinh trang x4u di sau 2 dén 4 tuan diéu tr). 

D4i véi bénh nhin cao tudi: 

Liéu cho bénh nhiin cao tudi cing gidng lieu ding cho nguin lon. Chi ting 
héu cho bénh nhiin cao tudi khi duge theo déi chat ché cua bic sy dé dat duge 
két qua an toan va nhu mong muon. 

D4i véi bénh nhan suy thin 
Liéu ding theo chi dinh cua bac sj. 
Di véi bénh nhiin suy gan 
Liéu ding theo chi djnh cua bic sy. 
Tréem 

Mirtazapine khong khuyén c4o cho bénh nhin durén 18 tudi do cdc vin dé lien 
quan dén d@ an toan va hiéu qua cua thude. 
b. Céch diing 
Uédng mirtazapine vao cing mét thén diém mdi ngay. 
Nén ding lieu duy nhat vao budi tdi trrde khi di ngd. Tuy ohién, bac 3 cé the 
chia li¢u cho ban thanh 2 lan/ngay, I liéu udng vao budi sdng va I lieu uong 
vao budi téi trade khi di nga. Liéu true khi di nga cao hon. 

Thudc ding cho duéng udng. Do thudc tan nhanh nén c6 thé nudt thude ma 
4 statis 

Thude chia io au hole mit ngu nh benzodiazepin, thude tim than 
phan ligt nhur olanzapin, thue dj img nhw cetirizin, thudc giam dau nhur 
morphin, két hop ven mirtazapine cd the ting tngu chimg buon ngu 
Thude diéu tr) nhiém tring thude di¢u tr) nhiém tring do vi khuin 
(nhu erythromycin, thude cho cdc bénh nhiém nam (nhu ketoconazol) 
va thude chia HIV/ AIDS (ching han nhu thudc ue ché HIV-protease) 
va thude cho viém loét da day (nhu cimetidin). Khi ket hop vin nhimg loat thud cé thé lam "ng long mirtazapine trong mau. Théng bao cho 
bac sf néu dang sir dung thude nay Didu ndy can thiét dé giim lieu 
or ne, hode ting tik tré lai khi ngimg str dyng nhimg loai thudc 

Thudc try ddng kinh nhu carbamazepin v4 phenytoin, thude cho béenh 
lao nhu mfampicin, Két hop cing mirtazapine cd the lam gidm long 
mirtazapine trong mau. Thong béo cho bic s¥ néu dang sir dung nhimg 
thuoe ny. Diéu nay cin thiét dé ing liéu mirtazapine, hodc giam lieu tro 
fat khi ngumg sir dung nhimg loat thude trén 
Thude dé ngan Ngira déng mau nh warfarin. Mirtazapine cé the lam 
Wing tac dung cua warfarin vao mau. Théng bao cho bic si néu dang sir 
dung thude nay dé cé bign phap kiém tra mau phu hop 
Thude cé thé Anh hudémg dén nhip dap cua um nhu mét sé khang sinh 
nhat dinh va mOt sé thudc chéng loan thin 

Mirtazapine v4 thire dn va ringu 
Co thé xudt hin ingu chimg budn ngu néu udng nigu trong khi dang dung 
mirtazapine. Khong wong negu bia khi dang dung thudc. Co the sir dung thudc 
cuing hoge khéng cing thire an 

9. Clin tam gi khi 1 tha quén khdng dang thuéc 
Neu thude dung | lan mét ngdy 

BO qua liéw 43 quén vi tiép tyc sir dung thudc theo lich trinh théng thuong. 
Khong ding lieu gp d6i dé bit cho héu di bé Ie 
Néu thude ding 2 lin mét ngay 
Néu quén udng liéu budi sang: udng bi ddng then ven hiéu bud tdi 
Néu quén udng liu budi ti: Bé qua liéu di quén va tp tye su dung thudc 
theo lich trinh théng thuong. Khéng udng bi liéu vao ngay hom sau 
Neu quén uédng cé 2 litu: BO qua ca 2 lidu @i quén va uép 
tye sit dung thudc theo Ich tinh thong thuong cua ngay hom 
sau. 

10. Cin bao quan thude nay nhu thé nao 
Khéng bao quan & nhiét dé trén 30°C. 

11. Nhimg dau higu va trigu chimg khi ding thudc qu li¢u 
Cac tngu chimg khi ding mirtazapine qua liéu thuong la be, ue ché hé than 
kinh trung wong kém mat djnh huong, gay ngu kéo dat co the xay ra, cing von 
nhjp tm nhanh, ting hoje giam huyet ap nhe 

12, Cin phai lm gi khi ding thude qua liéu khuyén cdo 
Trong truémg hyp qué lieu hay lién lac ngay vin bac sj dé duge tu vin. 

13, Nhimg diéu cin thin trong khi ding thude nay 
Déi véi tré em 
Khong nén sit dung thudc trong diéu try cho bénh nhin dum 18 tud: Hanh v1 
hén quan den ty tir (cO ging ty tr va y nghi ne tir), sy thu dich (chi yeu la gay 

han, hanh vi chong d6i va tire gidin) di duge quan sit thay thuong xuyén hon 
trong cic thar nghigm lim sang 6 tré em duge dieu tr) bang thude chéng tram 
cam. Néu can cir v4o nhu cau lim sing cin sir dung thudc dé diéu tr thi bénh 
nhan pha: duge giim sat chit ché cdc biéu hién cla tnéu chimg ty tr. Chua 

06 dit liu nghién cru an toan liu dai & tré em hién quan dén sy phat tnén, 
trudmg thanh va phat tnén vé mat nhan thire va hanh vi 

‘Ty tir/ ¥ nghi ty tir hoc biéu hign lim sdng xdu di 
Neu ban dang chan nan, 461 khi cé thé 6 nhimng suy nghi lim tén hai hodc ty 
tur. Nhimg bicu hign may co thé ting lén khi bat dau sir dung thudc chong tram 
cam, vi nhimg thude ny cdn thin gian dé phat huy tac dung, thuong la khoang 
hai tuin nhumg 441 khi liu hon. Biéu nay thuong xay ra trong trong hop 

Ban di timg ¢6 y djnh ty tir hodc lam tén thuong chinh minh 

Nguoi we tudi. Cac nghién euru lim sing cho thiy diéu tr bing thude 
chéng tram cam lim ting nguy co cua hanh vi ty tir voi nguén lon dui 
25 tuo cd cde van dé vé tim than 

Néu ban cé ¥ nghi ty tir hay lam hai chinh minh bat ov luc nao, hay lién hé 

vén bac s9 dé duge tur vin hode di dén bénh vién ngay lap te. 
Ban nén noi chuyén vin ban bé, nguén than néu ban dang chan nan va yéu cau 
ho doe tai ligu ndy. Ban cé thé yéu cau ho cho ban biét néu ho nghi ring tnéu 
chimg trim cam cua ban ngay cang 161 12 hon, hode néu ho dang lo Ling vé 
nhimg thay déi trong hanh vi cia ban. 
Can cdn trong de biét khi ding thuce réu ban c6, hode di timg cd mét trong 
ede tinh trang sou diy | Ty théng bao chia bac si cla ban vé nhimg tinh trang 
nay truéc khi dung thude
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6. Khi mio khéng nén ding thudc nay 
Qua man véi hoat chat hodc bat ky t4 dunge ndo cia thudc. 
Khong ding mirtazapine khi dang ding cdc thudc tre ché monoamine oxidase 
(MAO-Is) hodc di str dung cdc thude ire ché monoamine oxidase (MAO-Is) 
trong vong hai tuan qua. 
Phy nif mang thai va cho con bu. 

Tré em durdi 18 tudi. 

7. Tic dyng khéng mong mudn 
Cic tée dung khong mong mudn duge ligt ké dui day theo cde hé co quan va 
tn sudt, Tan sudt duge xdc dinh nhw sau: 

Rat thudng gap: cé thé xdy ra vdi it hit | ngudi trong sé 10 ngudi sir dung. 
Thuemg gap: c6 thé xay ra voi tir 1 dén didi 10 ngudi trong sé 100 ngudi 
su dung. 

ft gap: c6 the xay ra vou bir 1 dén dudi 10 ngudi trong sé 1.000 ngudi sir dung. 
Hiém gap: 06 the xay ra voi ti | dén dudi 10 ngudi trong sé 10,000 ngwdi 
sur dung. 

Rat hiem gap: cd the xay ra von ithon | ngudi trong 56 10,000 ngwdi sir dung. 

Chwa xc dinh: khéng thé dy dodn tir sé ligu sin ed. 
Roi loan mau va hé bach huyét 
Hiém gap: mit bach cau hat hdi phy duge, 
Roi loan dinh divimg va chuyén haa: 

Hay gap: thém dn va tang c4n sé quay tré lai. 

Réi Joan fare thetres 

Hiém gip: dc mong/gidc mo day mau sic, tim than bin chan kém ngdi nim 
khéng yén. 

Réi loan hé than kinh: 
It gap: dau dau, chong mat. 
Réi loan tim: 
Hiém gap: Ha huyét dp thé dimg. 
Réi loan gan-mdt: 

it gap: Tang ndng 46 enzym gan. 

Roi loan da va m6 dudi da: 
Hiém gap: ban da. 

Rai loan co xwrong, mé lién ket va aireng: 
Hiém gap: bun bye & chan, dau co va dau khop. 
Cac réi loan chung: 

Hay gap: Phi todn than hay khu tri, mét moi, ngi ga, budn ngu thudng xdy 
ra trong vai tudn dau dieu tr). Gidm liéu thueng khong lim giam budn nga ma 
lai anh huémg dén tac dyng chéng tram cam. 
“Théng bdo cho bac sf nhitng tac dung khéng mong mudn gap phdi khi 
sir dung thuoc” 

8. Nén trinh ding nhimg thudc hoic thye phim gl khi dang sir dung 
thudc nay 

Hay théng bdo cho bac sj néu bénh nhan dang sir dung, da str dung gan day 
hodc cé thé ding bat ky mot loai thudc nao khac. 

Khéng ding Mirtazapine: 

Dong thoi y6i cac thudc tre ché monoamin oxidase (thude tre ché MAQ) hodc 
trong vong hai tuan sau khi ngung diéu tr] voi thude te ché MAO, Tuong ty, 
sau hon 2 tuan ké tir khi dieu tr voi mirtazapine bénh nhan méi duge diéu tr 
bang thude tre ché MAO. 
Vi du vé cdc chat tre ché MAO la moclobemide, tranyleypromin (ca hai déu 
14 thudc chéng tram cam) va selegilin (duge str dung cho bénh Parkinson). 

Cain trong khi str dyng mirtazapine véi: 

- Cac thud chong tram cam khac nhu SSRIs, venlafaxin va L-tryptophan 
hodc triptans (durge sir dung de dieu tr] dau nira dau), tramadol (giam dau), 
linezolid (khang sinh), lithium (duge sit dung dé diéu tr mét ob béah tim 

than), xanh methylen (duge sir dung dé dieu tr nong d6 methemoglobin 
cao trong mau) va che phim St. John’s Wort - Hypericum perforatum 
(mét phuong thudc thao duge cho bénh trim cém). Trong tradng hgp 
rat hiém mirtazapine két hop véi cdc loai thudc nay 6 the din dén héi 
chimg serotonin. Mot so trigu chimg cua hdi chimg nay la: st khdng the 
gidi thich, dé mé h6i, nhip tim ting lén, tiéu chay, co that co (khong kiem 
soat), run, phan xa hoat d6ng qué mite, bon chén, thay d4i tam trang. Néu 
gap déng thé nhimg triéu chimg nay, hay thang bao vidi bac sf ngay lip 

tire, 

-  Cf4c thude chéng trim cdm nefazodon, cé thé lam ting hgng mirtazapine 
trong mau. Thong bao cho bac s¥ neu dang sit dung thudéc nay. Dieu nay 
can thiet dé giam liéu mirtazapine, hodc ting liéu tro lai khi ngimg sir 
dung nefazodon. 

Co giat (dong kin): Néu phat trién con co giat hodc co giat cia ban tra 
nén thuémg xuycn hon, ngumg diing thudc va lién hé voi bac s¥ ngay lap 
tire 

Bénh gan, bao gém vang da: néu van 4 ‘ ae 
tiga hé vi bic 59 ngay lap tir Sia ee Seneca 

-  Bénh than 

-  Bénh tim, hoac huyét dp thip 

- Tam than phan ligt: néu cdc trigu chimg loan than kinh, ching han nhu 
nhing suy nghi hoang tuimg tro nén nang va thurmg xuyén hon, can lién 
hé ngay voi bac sy 

- Hung trim cam (xen ké cdc thir ky cam gide phan khév/tang dng va tam 
trang chin man): néu ban bat dau cam thay phan chan hodc qua vui mimg, 
ngung ding thudc va lién hé véi bac s¥ ngay lap tire 
Bénh tiéu dudmg: ban cé thé can phai dieu chinh lieu insulin hodc thudc 
tr) dai thdo duimg khac 

Bénh vé mit, chang han nhu ting nhan 4p 
Kho khin trong viée di tiéu, c6 thé dugc gay ra béi tuyén tien liét ma 
rong 

MOt s6 loai bénh tim cé thé thay d6i nhip tim, nhéi mau co tim gan day, 
suy tim, hode udng mét sé logi thuéde cé thé anh huémg dén nhip tim. 

Neu ban cé cde dau hiéu bj nhiém tring nhu sét cao khéng thé gidi thich, 
dau hong va loét miéng: ngung ding thude va tham khdo ¥ kién bac s¥ ngay 
lap tie dé duge xét nghigm mau. Trong nhimg truémg hgp hiém gap nhimg 
trigu chimg nay cé thé ld dau hiéu cua roi loan trong san xuat té bao mau 
SOE ti xuong. Nhimg triéu chimg nay xuat hién phé bien nhat sau 4 dén 
6 wan diéu wy, 

Newéi cao tudi cé thé nhay cam hon véi tac dung phy cia thude chong tram 
cam. 

Phy nit mang thai va cho con bi: 

Khéng ding mirtazapine trong thoi ky mang thai va cho con bu. 

Anh huréng cia thudc ddl véi céng vide (nguéi vin hanh m4y méc, dang 
l4i tau xe, nguéi lam vige trén cao va cic truéng hyp khac): 

O méts6 bénh nhin, dic biét 1a. d6i voi nhimg bénh nhn cao tudi, mirtazapine 
c6 the c6 tac dung gay ngu nhe va cé thé lam suy gidm sir tinh tao va kha ning 
tip trung. Do vay, khi ding mirtazapine bénh nhan can than trong khi lai xe 
hay van hanh may méc. 

14, Khi nio cdn tham vin bac sf, durge s¥ 
Tham vin bac s¥, duge s¥ khi gp phai cc tac dyng khong mong muén khi 
dung thudc. 
Néu cdn thém théng tin xin hdi ¥ kién bac sf, duge sf 

15. Han ding cia thuéc 

36 thang ké tu ngay san xuat 

16. Tén, dja chi cia co si san xudt 

San xuat tai An D6 bai: 

Aurobindo Pharma Limited 

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

17. Nedy xem xét sira di, cAp mht lai ni dung huwéng dan sir dung 
thudc 

4 iN str in BO : 

1. Cae dic tinh dirge lye hoc 

Nhém duge ly: Thude chong tram cam, 
Ma ATC: NO6GAX11 

Mirtazapine la mot chat doi khang a - 2 tién synap tac dung trung vong, no 
lam tang dan trayén than kinh noradrenergic va serotonergic trung wong. Su 
Wing cdc din truyén thin kinh serotonergic 14 dic higu qua trung gian thu the 
5- HT1, vi cdc thy thé $ - HT2 va § - HT3 bj te ché ban mirtazapine. Ca hai 
46i hinh cha mirtazapine déu cé tham gia vio tic dung chong tram cam. Boi 
hinh S (+) khéa cdc thy thé a - 2 va 5 - HT2 con doi hinh R (-) khoa cac thy 
thé 5 - HT3, 

Hogt tinh khang histamin H, cia mirtazapine khién nd cé tic dung gay ngi 
Nhin chung, mirtazapine duge dung nap tot. Thye té, né khdng cé hoat tink 
khang cholinergic va & lieu diéu tr) nd khéng cé- tac dong lén he tim mach 

2. Cac dic tinh durge dong hoc 

Hip thu 

Sau khi uong vién nén mirtazapine, hoat chat mirtazapine hip thu 
nhanh va manh (sinh kha dung cua mirtazapine 14 50%), nong do dink 
trong huyét tuong dat duge sau khodng 2 gid. Thic an khéng anh 
hudng den duge dng hoc cla mirtazapine. 
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Phin bé 
Mite dé lién két oda mirtazapine vii protein 
huyét trong khodng 85% 

Chuyén héa sinh hie 

Con dudng chuyén hoa chink 1a qué trinh 
khir methyl wil qua trinh oxy héa, theo sau 
boi sur lien két. Dar liu nghién cir wn vitro tr 
microsomes O gan ngudi chi ra ring enzym 

eylochrom P450, CY P26 vA CYPLA2 c6 lien 

quan dén sy hinh thinh ede chat chuyén ha 

S-hydroxy cla irurtazapine, trong khi CYPIAA 

dirge coi li chiu trich nhiém cho sv hin thanh 
cha chat chuyén hoa N-demethyl va N-oxit, Cae chit chuyén hda demethyl c6 
dac tinh durge déng lyre hoe va duge dong hoe tuang qr nhir cdc hgp chat gic 

Thai trir 

Minazapine duge chuyén hoa va dio thar qua phan va nude ticu trong wong 
mut var ngay. Thon gian ban hay tring binh kKhoang 20 - 4) gic, di khi kéo 

dar 1 65 gad bode by rut ngdin di congudn nam tre tuoi, Thor gian ban hoy la 

cho héu mét hin mot ngdy, Trang thai on dinh dat dirge sau 3-4 ngay, sau 
d6 khong 6 tich Wy them 

Tuyén tinh/phi tuyén tinh 
Mirtazapine hien thy due dong hoc tuyen tinh trong khoang licu khiyén cdo 

Bénb nhan suy gan, suy than 

Do thanh thir cua mirtazapine c6 the giim doi von bénh nbn suy gan, suy 
than 

3. Chi djnh, lidu ding, cach ding, ching chi djnh 

a. Chi djnh 

Pheu try bénh tram cam 

b. Licu lugng 

Newiri lin 
Lidu higu qua ld tir 18 dén 45 me! ngay; liéu khon dau ta 15 hodc 30 mg/ngay. 
Nhin chung mirtazapine bat dau phat huy tac dung sau | den 2 twin dieu tr). 
Mot licu diéu tri pha hgp sé c6 dap img tich cye trong ving 2 dén 4 tan. 
Neu dip img kém thi cé thé ting din liéu len, tdi da la 45mg/ngdy, Neu vin 
khong co dap img khi ding liu 45 mg/ngay trong 2 dén 4 tuan tiép theo thi 
ngimg dicu try vor thuoc 

Nhimg bénh nn tram cam can dieu try it nhat 6 thing dé dim bao hét cic 
ingu chimg, Sau dé ngtmg thude dan dan dé tranh cdc tngu chimg do dimg 
thuoe dot nggr f 

Doi véi bénh nhan cao tudi: 

Licu cho bénh nhin cao wor cing giong licu dang cho ne {on, Chi ting 

licu cho benh nhan cao tuor kh duge theo doi chat ché de dat durge ket qua 

an todn va nhu mong muon, 

Doi véi bénh nhan suy thin 
Thanh that cla mirtazapine c6 the bi giam @ bénh nhan suy thin mirc do 
vira dén ning (d6 thanh thai creatinin < 40 ml / phat), Can lu ¥ khi ké don 
minazapine cho ec bénh nhan nay tiy theo mire dO nghiém trong cua bgnh 

Déi vei bénh nhan suy gan j { 

Thanh that cua murtazapine cé thé bj giam o bénh nhan suy gan. Can lu y khi 

ké don mirtazapine cho ohém bénh nhan nay dic bi¢t la vor bénh nhan suy 

gan nang do chira co nghién ciru cho doi tugng nay. 

Tréem 
ree 

Mirtazapine khong khuyen cao cho bénh nhan duai 18 tuoi do cdc van de hén 

quan dén d6 an toan va higu qua cia thuoc. 

ce. Cach ding : 

Mirtazapine cé théi gian ban hiiy 1a 24 - 40 gio, do dé co the ding vién nén 

mirtazapine | Jan/ngay. Dung lieu duy nhat vao buot tor tnroe khi di ngu. 

Ciing c6 the chia licu lam 2 lan/ngay, | leu uong vao bua sang va 1 leu 

uéng vo budt tor tnrdc khi di nga. Budi tar sur dung lieu cao hon. nied 

Thude dang cho duéng uéng. Do thude {an nhanh nén ed the nuot thude ma 

khdng can nude 
d. Chong chi djnh i 

Qua min voi hoat chat hode bat ky ta duge nio cua thude f 

é i irtazapine Khi dang ding cc thuoe tre che monoamine oxidase 

Perey hod di ot dung cac ‘Rube te ché monoamine oxidase (MAO-Is) 
trong vong hai tudn qua. 
Phy nd mang thai va con bu, 

Tré em duds 18 tub. 

4. Cae trudng hgp than trong khi ding thude 

Doi vei tré em 
= s ak 2a Cel Bom do 

Mae dit mirtazapine khéng gay nghién, kink nghi¢m cho thay ngime 

thude dot ngOt sau khi dung théi gian dai déi khi co the dan den tngu 

chimg cai nghién. Da so cic phan img deu nhe vi trong gitn han, Cac 

tnéu chimg chong mit, kich d6ng, lo du, dau dau va buon nén la thudmg 

wip nuit. Mic di duge cho a cac trigu chimg cai nghi¢n, cde tigu chimg 

nay-cting ¢6 thé lién quan dén cdc bénh tiém An. Vige cham dirt diéu tr 

voi mirtazapine cin duge tién hanh din dan : 

Cin thin trong & bénh nhan c6 rdi loan tiéw fig nh phi dar tuyén tien 

lige va bent nhin bi-tinginhan dp clip tinh gée hep va ting 4p suit trong 
mit (mic di mirtazapine c6.rat it kha nding gay 4nh hong vi hoat tinh 

khiing acetylcholin rat yéu) — : ; 

Akathisia / tam thin bit an: Viée str dung cdc thude chong tram cam c6 

lién quan véi sy ting cuéng cla akathisia, biéu hién |4 khd chiu, bon 
chin, phién mugn va dimg ngot khong yén. Dieu nay rat co thé xay ra 

trong vong vai tudn diu digu try. O nhimg bénh nban xuat hien cdc tnigu 
chitng nay, vide ting liéu cé thé gay hai / ; 

Cae truémg hop QT kéo dai, xodin dinh, nhjp nhanh tim that, va chet dot 
ngOt da duge bao cio wong sit dyng mirtazapine, Phan lon xaly ra do qui 

lieu, hode o nhimg bénh nhan cd cdc yeu to nguy co khae cua QT kéo dat, 

bao gm viée sit dung ding thé Céc loai thudc kéo dai QTc. Cin than 
trong khi sir dung thude & nhimg bénh nhan cé tién sir bénh tim mach 

hode leh sur gra dink voi QT kéo dai, va vide sir dung dong thoi voi cdc 

thude kde dé kéo dai khoang QTe. 

Ho natri mau 

Ha natri mau, c6 thé la do sy tiét hormon chéng bai migu khéng phu hop 

(SIADH), da duge bao cdo rat hiém khi sit dung cic mirtazapine. Can thin 

trong & nhimg bénh nhan cé nguy co, ching han nhu bénh ohan cao tudi hoje 

bénh nhan ding dong théi véi cae thude dieu tr) gay ha natn mau. 

Hi chimg serotonin 

Tuomg tac vai cae hoat chat serotonin: hdi chimg serotonin co the xay ra khi 

cde chat tre ché ti hap thu serotonin chon loc (SSRI) duge si dung déng thé 
vi cic hogt chat serotonin kha, Céc trigu chimg cia hoi chimg serotonin co 
thé la: Hing thin nhiét, co cimg, git rung co, bat on dinh ty tri voi nhimg bien 
dng nhanh chong cua cac dau hi¢u song, thay doi trang thar tinh than ma bao 
gom sy nhim lan, khé chu va kich dong cye doan hen tor mé sang va hon me. 
Can than trong va giam sat lam sang chat ché khi cdc hoat chat nay duge ket 

hop voi mirtazapine. Diéu tr) bang mirtazapine ngumg neu cdc trigu chimg 
nhir vay xdy ra va cdn bat dau dieu ty ho tro trigu chimg 

Newii cao tudi 
Ngudi cao toi thuéng nhay cam hon, dic bigt 1a von cdc tac dung khong 
mong muén cia thude chéng tram cam. Bao cio vé tic dung khong mong 
muén @ ngudi cao tudi khéng duge thudmg xuyén bang bao cao trén cac 
nhoém tudi khic. 

Aspartam 

Vien mirtazapine chira aspartam, mt nguon phenylalanin. No co the 6 hai 
cho bénh nhan by phenylceton — nigu. 

Phy nir mang thai va cho con bu: 

Khong ding mirtazapine trong thai ky mang thai va cho con bu. 

Anh huwéng cia thude déi véi cong viée (nguii vin hanh may moc, dang 
ldi tau xe, ngwéi lim vige trén cao vA cdc truémg hgp khac): 

O m6t so bénh nhan, dic biét la doi von nhimg bénh nhan cao tuoi, mirtazapine 
c6 the cé tac dung gay ngu nh¢ va co thé Lim suy giam sy tinh tao va kha nang 
tap trung. Do vay, khi ding mirtazapine bénh nhan can than trong kha lai xe 

hay van hanh may moc. : 

5. Twrong tic ciia thude véi cde thudc khéc va cdc logi tong tic khdc 

Twong tic durge lye hee 

Mirtazapine khong ding dong thoi vem cac thude ire che MAO hode trong 
vong hai tuan sau khi n igumg diéu tr véi thude tre ché MAO. Tuong ty, sau 

hon 2 tuan ke tir khi digu tr) vén mirtazapine bénh nhin moi due did tri 
bing thude tre ché MAO. 
Ngoai ra, nhur vi cic thude SSRI, ding déng thoi véi cde hoat chit serotonin 
khae (l-tryptophan, tnptans, tramadol, linezolid, xanh methylen, SSRIs, 
venlafaxine, lithium va sSt. John Wort - Hypericum perforatum - Ché phim) 
c6 thé din den cac tac dung lién quamdén serotonin (hi chimg serotonin). 
Cn thin trong va theo dé lam sang khi cdc hoat chat nay sir dung két hop 
wor mirtazapine. 

Mirtazapine c6 thé lam ting dic tinh an than cua benzodiazepin va thuéc an 
than khac (nhat 14 thude chéng loan than, thudc khang histamin HI, thude 
phign) Can than trong khi cdc thude nay duge ké cing véi mirtazapine. 

Mirtazapine cO thé Lim ting tic dyng tram cam than kinh trung yong cba 
cient Rénh nhan do dé dice khuvén tranh ede dé udne c6 con trong khi ding
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vi nen quan den iy tu (co gang tutu va y nghi wear), si tho djch (chi yeu 1a 
gay han, hanh vi chong don va tue gidn) da duge quan sat thay thuremg xuyén 
hon trong cac thir nghiém lim sang é wé em duge diéu try bing thude chong 
tram cam so von dicu try bing gia duge. Neu cin et yao nhu cau lam sang 
can sur dung thuoe de dieu try thi bénh nhan phat duge gidm sat chat ché cac 
bicu hien cua tngu chime tu tir Chua ed dit ligu nghén etru an toan lau dat 

a tre em hen quan den sy phat tricn, treme thanh va phat inién ve mat nhin 
thtre wa hanh v1 

Tu ti ¥ nghi oy ti hode biéu hién Lm sing v4u di 
Tram cam co hen quan von ting nguy co suy nghi tu ty, ty pay ton thuong va 
hanh dong tu nr (eae su kién hén quan den tu tir), Nguy co nay vin con ton 
lai cho den khi co sur thuyén gum bénh ding ke. Tuy mlvén tien tren bénh co 
the khong xay ra trong nhimg tuin dau tién hode liu hon trong qua trinh diéu 
in, bénh nhan can duge theo dia chat ché cho den khi bénh duge cai thién 
Kinh nghém lam sang chung cho thay ring nguy ce ty tu cd the Ling trong 
mai doan dau cia su phue hen 

Reénh nhin cd vén sir lién quan dén su kign tye tir hode thé hign mot mite d6 
manh cia ¢ nghi ty sit trnte khi bit dau dicu try duge cho [4 co nguy co lém 

hon vor y nghi ty tir hode hinh dong ty tt, cin nhin duge giam sat can thin 
trong khi dicu tr). Mot phan tich tong hyp cdc thir nghiém tim sang di chimg 

gia duge cua thude chong tram cam o bénh nhdn ngudén lon bj roi loan tim 
than cho thay sy gia Ling nguy co cua hanh vi yet ven thude chéng tram cam 

so vor gtd duge & béah nhan dun 25 tor 

Gidm sat chat ché ven bénh nhan, dic bigt ven nhom co nguy ca cao nén song 
hanh cing voi diéu try bang thude chéng tram cam dic bigt lA trong dicu try 
som v4 thay dat leu lirgng. Bénh nhin (va nhing nga chim séc bgnh nhan) 
cin dirge canh bao vé sy can thiet cia viée gidm sat bat ky tinh trang lam 
sing t@ hom, hanh vi ty tr hode nhime suy nghi va nhime thay doi bar thuremg 
trong hanh vi cia bénh nhan de tim tu van y té ngay lip tre néu nhimg (rigu 
chime nay say ra. Lién quan dén kha nang ty sat, die bidt o giai doan dau 

dheu try, chiding leu thap ohat di kém wen giam sat tot bénh nhan nhdm gidm 
nguy co qua lieu, 

Roi loan bach eau hoi phye duge 
Ro loan bach cau hor phye due bao gom giim bach ciu hat hofic mat bach 

cau hat, di dirge bao cdo trong qua trinh dicu tr bang mirtazapine: Giam 
bach cau hoi phye da duge bao cdo nhu 1a mét hién tong hiem voi vien 
mirtazapine Rat hicm tnnimg hop mat bach cau hat di durge bag cao, chit yeu 
trong cae trrémg hyp tr vong, Cac trong hep tr vong chi yeu 1a lién quan 
tai do tudr trén 65, Cac bac si canh gide vin cdc trigu chimg nhu sat, dau hong, 
viém migng hoac cd dau hiéu nhiém tring khac. Khi cac tnéu chimg nhu vay 
xay ra, dieu tr) phai dirge ding Iai va tién hanh xét nghiém miu 

Vang da ' f 

Netme thudc n¢u vang da xay ma. 

Cac trurmg hop can gidm sat 
Dung thude can than cing nhy gidm sat thudgng xuyén va chat ché lA can thiet 
@ nhimg bénh nhan cé bénh dong kinh va hoi chimg nao hitu co: co git dong 
kinh hiém gap trong khi diéu tr) mirtazapine, va cling nhu vii thabe chong 
tram cam khac, mirtazapine duge ding mot cach than trong & nhimg bénh 
nhan co tien strdéng kink. Dimg dicu try ngay lip tire khi bénh nhan phat trién 
dong kinh, hoje khi cO sy gia tng tan s6 co git. 
Suv gan 

Sau khi uong mot leu 1S mg duy mhat etal mirtazapine, thanh thai cua 
murtazapine giam khodng 35% & bgnh nhan suy gan nhe dén trung binh, so 
yorngum co chue ning gan binh thuong. Nong d6 trung binh trong huyct 
tong cua murtazapine tang lén khoang 55% 

Suy than 

Sit dung mot lieu 15 mg mirtazapine, o nhimg bénh nhin suy than vita (do 
thanh thai creatinin + 40 mil / phut) va ngng(d6 thanh thai creaunin < 10 
ml) phat) d6 thanh thai cua mirtazapine giam tuong tng khodng 30% va 
50% so voi nguén binh thuéng. Nong do trong huyet nrong rung binh cua 
mirtazapine ting tuong img khoang 55% va 115%. Khong thay ca sy khac 
biét dang ke nao @ nhimg bénh nhan suy thin nhg (46 thanh thai creatinin < 
80 ml / phat) so vai nhém doi chimg. 

Beénh tim mach 

Can thin trong va kiém soat vige ding thude cho bénh nhan bj roi logn dan 
truyen, dau that ngye wa nhoi miu co tim gan day. 

Huyét ap thap 
Dai thao dwang. 

Boi ven nhimg bénh nhin udu dudng, cac thude chong tram cam c6 thé lam 
anh huong dén vige kiém soat duomg huyét. Co the can dieu chinh licu insulin 
hay cae thuoc ha duéng huyet duéng uong va phai giam sat bénh nhan chit 
che, 

Gidng nlue ven thuoc chong tram edm khac, can hae ¥ nhiing diém sau déy 
Cac trigu chimg tm than c6 thé xdy ra khi thude chéng tram cam durge 
dung cho bénh nhan tim than phan ligt hode roi loan tim than khac: 
nhimg suy nghi hoang twéng xudt hign nhiéu hon. \ 

-  Khi dang dieu tr giai doan tram cdm cia bénh roi loan hime cue, bénh 
nhan co thé chuyen sang giai doan humg cam. Bénh nhan co ticn str 
mania / hypomania duge theo dét chit ché, Mirtazapine ngumg & bat ky 
bénh nhan bude vao grat doan hung cam. 

mirtazapine. Mirtaryiine licu O Jug mur uyay Hye tan Bay re eve oy Bre 

Ling nho obese nghia ding ké theo chi so binh thong hda qudc té (INR) 
lien quan den dieu tr voi warfann. o lieu. cao hon, khéng the loa tn tac dung 

tO rét hom cia mirtazapine, do dé khuyen khich theo déi INR trong trsong 

hyp diéu try dong thin warfarin vor mirtazapine ; 

Ting nguy co hoi chimg QT kéo dai va (hoje) roi loan nhjp tam that (vi dy 
xoin dinh) khi sir dung murtazapine déng thai voi cdc loai thuoc keo dat 
khong QTe (vi dy mét s6 thude chéng loan than va thuoe khang sinh) 

Twong tic duge dng hoe 

Carbamazepin va phenytoin, chat gay cam img CYP3A4, lam ting thanh thai 
cha mirtazapine lén gap déi, dan dén lam giam 45 - 60% nong dé mirtazapine 
trong huyét tueng. Kht ding thém carbamazepin hay mdt thudc gay cam img 
chuyén héa gan (nhu rifampicin), thi ed thé phar ting li¢u mirtazapine. Khi 

ngimg ding thude gay cam img, thi clin phai giam liéu ding mirtazapine 

Sur dung déng thin vai chit we ché manh CYP3A4 ketoconazol lam ung 
mire d6 dinh trong huyét tong va AUC cia mirtazapine tong img khoang 
40% va 50%, 

Khi két hgp cing cimetidin (chit tre ché yéu cua CYPIA2, CYP2D6 va 
CYP3A4) voi mirtazapine, nong do trong huyet tuong trung binh cua 
mirtazapine cd thé ting bon 50%, Can thin trong va diéu chinh gidm liéu 

lugng khi su dung mirtazapine vén chat tre ché manh CYP3A4, thude tre 
ché protease HIV, thude khang nam nhém azole, erythromycin, cimetidin 
hoje nefazodone 

Cac nghién cizu vé tuong tac khong chi ra bat ky tac dung duge dong hoc lién 
quan nao dén viéc dieu tr déng then mirtazapine vdi paroxetin, amitriptylin, 
nispendon hodec lithium 

6. Tie dung khang mong muén 

Cac tac dyng khong mong muon duge ligt ké durci day theo céc hé co quan 
va lan suat. Tin suat durge xdc djnh nhu sau: rat thuong gap (> 1/10), thuong 

Bip (> 1/100 va <1/10), it gap (> 1/1000 va <1/100), hiém gap ((= 1/10 000 
va <1/1000) va rat hicm gap (<1/10 000). 
Rod loan mau va hé bach huyét: 

Hiém gap: mat bach cau hat hoi phyc duge. 

Rot loan dink duimg va chuyén héa: 

Hay gdp: thém dn va ting can sé quay tro lai. 

Rei loan tam than: 

Hiém gp: ac mOng/gidc mo day mau sac, tam than bon chon kém ngoi nam 
khong yén, 

Rot loan hé than kinh. 

it pap: dau dau, chéng mat. 
Rai loan tim: 

Hiém gip: Ha huyét dp thé dimg. 
Rot loan gan-mat 

it gap: Tang néng do enzym gan. 
Rai loan da va ma dieci da 
Hiém gap: ban da. 
Rét loan cor awong, mo lién ket va xwong: 

Hiém gap: buén bye & chan, dau co va dau khép. 

Cac réilogachung 
Hay gap: Pinu toan thin hay khu tu, mgt moi, ngu ga, buon ngu thuomg xay 
ra trong ya) tuan dau dieu try, Giam héu thuong khéng lam giam buon ngu ma 
jar anh hurong den tac dung chong trim cam 

7. Qué lieu va cach xi tri 

Cac trigu chimg cua qua lieu 

Cac tgu chimg khi ding mirtazapine qu liéu thuemg 1a nhe, tre ché hé than 
kinh trung wong kém mat dinh huréng, gay ngu kéo dai cé thé xay ra, cling voi 
nhjp tim nhanh, ting hodc giam huyét 4p nhe 

Caich xir tri + 

Khi ding thuéc qua liu, cam nia'da day, diéu tr hd mo va diéu tr) gu 
chimg thich hop 

if 
Vin phong Dai difn 
Aurobindo Pharma Limited 
tai thanh pho Hd Chi Minh 
Tring Van phong 
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