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R Thuée ndy chi ding theo don thube

TO HUONG DAN SU DUNG THUOC

Vién nén bao phim

GOTORAT 50

Trazodone hydrochloride 50 mg

»  Doc k¥ huéng dén sit dung trude khi ding

* D¢ xatam tay tré em
* Théng bao ngay cho bac si hodc dugce sy nhitng tic dung khong mong mubn gip phai
khi str dung thuéc

THANH PHAN CONG THUC THUOC
M&i vién nén bao phim cé chira:
Thanh phan duge chit: Trazodone hydrochloride ............c...vceeen... 50 mg

Thanh phin ti dwoe: Lactose monohydrate, maize starch, dicalcium phosphate anhydrous,
microcrystalline cellulose 102, povidone k30, sodium starch glycolate, magnesium stearate,
hydroxypropyl methylcellulose 606, polyethylene glycol 6000, titanium dioxide.

DANG BAO CHE

Vién nén bao phim.,

MO td: Vién nén tron, bao phim mau tri'lng, hai mét khum, tron, canh va thanh vién lanh lan.

CHi PINH

Chi dinh dé diéu tri hoi chitmg trdm cam & ngudi I6n.

LIEU DUNG, CACH DUNG

Cich ding

Dung dudng ubng.

Udng thube ciing v6i nude. Nén udng thube ngay sau khi #n.

Liéu dung

Liéu khoi ddu: 150 mg/ngay, chia thanh nhidu lin. Nén bét dau didu tri v6i lidu thp va ting lidu
tir tir dya vao dép (mg ldm sang va tinh trang khéng dung nap ciia bénh nhan. Thudc géy budn
ngt, do do ti 1¢ 16n cha liéu ding hang ngay nén dugc ding truée khi di ngi hogc giam lidu,

C6 the tang li€u thém 50 mg/kg mdi 3-4 ngay. Lidu ti da cho bénh nhén ngoai tri thudng khong
qué 400 mg/ngay chia thanh nhiéu lan, Bénh nhén ndi trii (bénh nhén bi trdm cam ning hon) c6
thé dugc chi dinh liéu cao hon nhung khéng qua 600 mg/ngay chia thanh nhiéu 14n.

Khi dat dugc dép img dicu trj dich, c6 thé giam lidu tir tir, sau d6 viéc didu chinh lidu phu thudc
vao dap g di€u tri cuia bénh nhén.

Hoi vé tién siz roi loan lwdng cue trwde khi didu tri bing Gotorat

Trude }fhi bit d‘?m ‘diéu trj bang Trazodone hydrochloride hodc bét ky thudc chdng trdm cam néo
khac, can hoi vé tién sir rOi loan ludng cuc, hung cam hodc hung cam nhe cia bénh nhén hogc gia
dinh.
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Bénh nhan dang ding Trazodone hydrochloride chuyén sang dung MAOI (Monoamine
oxidase inhibitor) va nguwgc lai

Phai ch it nhat 14 ngay sau khi ngimg Trazodone hydrochloride méi duoc tiép tuc dung MAOI
va nguoc lai.

Diing dong théi véi cdc thubc gay ikc ché hodc cim ing manh CYP3A4

Cdc thudc ke ché manh CYP3A44

Cén nhéc giam liéu Trazodone hydrochloride dua vao kha ning dung nap clia bénh nhan khi ding
ddng théi véi cac thube irc ché CYP3A4,

Cdc thube cam tmg manh CYP3A4

Can nhéc tang liéu Trazodone hydrochloride dua vao dap dmg diéu tri ctia bénh nhéan khi ding
ddng thoi véi cée thude cam (mg manh CYP3A4.

Khi ngieng ding Gotorat

C6 thé xay ra tée dung khéng mong mudn khi ngimg diing Gotorat. Can giam liéu tir tir néu c6
thé thay vi ngimg thudc d8t ngét.

CHONG CHI PINH

- Qua min v6i Trazodone hodc bit ky thanh phén nao cia thudc.

- Ngé doc rugu va ngd ddc thube nga.

- Nhéi méu co tim cép tinh.

- Bénh nhén dang ding, hodic trong vong 14 ngay gan diy c6 ding MAOL bao gdm ca cdc MAOI
nhu linezolid hodc xanh methylen ti€m tinh mach (do lam ting nguy co gdy ra héi chimng
serotonin).

CANH BAO VA THAN TRONG KHI DUNG THUOC

Y dinh va hanh vi tir sat & tré em va ngudi lém tré tudi

Theo céc phén tich gbp céc thir nghiém 14m sang c6 dbi ching véi gia duge ctia cdc thude chdng
trdm cAm (SSRI va c4c thude chéng trdm cam nhém khéc, gdm 77000 bénh nhan 1a ngudi 16n va
4400 bénh nhén 1a tré em), ti 1& xudt hién ¥ dinh va hanh vi tu sat & tré em va ngudi 6n tré tudi
cao hon & nhém diing thude chéng trAm cam so véi nhom diing gia dugc.

Khéng c6 trudmg hop tur sat nao xdy ra trong céc nghién ctu tién hanh trén tré em. Da c6 trudng
hop ty sat ¢ céc nghién ciru tién hanh & ngudi én, tuy nhién con s6 nay chua di dé két ludn ring
thudc chéng trAm cam la nguy€n nhan gay tu sét.

Chura biét nguy co xuét hién y dinh va hanh vi ty sat & tré em va ngudi lon c6 tang 1én khi ding
thube trong thoi gian dai (nhu kéo dai trong 4 thang) hay khéng. Tuy nhién, bang chimg tir cdc
thir nghiém trong dai han c6 déi chimg véi gia duge & ngudri 1én mic réi loan trdm cam ning cho
thdy céc thudc chdng trdim cam lam cham t4i dién trim cam.

Can theo doi tét ca bénh nhan duge didu trj bing thubc chéng trdm cam v& hanh vi va ¥ nght tu
sdt tr& nén ning hon va khén cp trén lam sang, dic biét 1a trong vai thang ddu tién cta dot didu
trj va khi thay ddi liéu. Cin khuyén ngudi nha theo dai vé nhitng thay ddi hanh vi cia bénh nhan
va thong béo cho cén bd y té chim séc bénh nhan. Can nhéc thay ddi ché do didu tri (bao gdm ca
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viéc ngimg ding Trazodone hydrochloride) & bénh nhdn c6 tinh trang trim cam nang kéo dai
hodc bénh nhan ¢6 hanh vi hay y nghi tu sat.

H@i chimg serotonin

Thude Gic ché tai hdp thu serotonin-norepinephrin (SNRIs: Serotonin-norepinephrine reuptake
inhibitors) va thuéc trc ché chon loc tai hfip thu serotonin (SSRIs: Selective serotonin reuptake
inhibitors) (bao gém ca Trazodone hydrochloride) cé thé géy ra hoi chirng serotonin — tinh trang
¢6 thé de doa dén tinh mang. Nguy co ndy tang 1én khi ding cing v6i céc thubc tac dung 1én
serotoniergic khac (bao gdm céc triptan, thudc chong tram cam ba vong, fentanyl, lithi, tramadol,
tryptophan, buspiron, amphetamin va cdy ban (St. John’s Wort)) va ciing véi cdc thubc giy giam
chuyén héa serotonin nhuy MAOIL Hoi chimg serotonin ciing c6 thé xay ra khi cac thude nay dugc
dung don ddc.

DAu hiéu va triéu chimg ciia hi chimg serotonin c6 thé bao gdm nhiing thay déi vé tdm than
(nhu kich ddng, a0 gidc, mé sang, hon mé), mét én dinh cdc chitc ning tu tri (nhu nhip tim nhanh,
ha huyét 4p, chéng mit, toat mé héi, do bimg, ting thin nhiét), cc tridu chimg thin kinh co (nhu
run, cling co, giat rung co, ting phan xa, mét phdi hop ddng tac), co giat va céc tridu chimg &
dudng tiéu héa (nhu budn nén, ndn, tiéu chay).

Chéng chi dinh ding ddng thoi Trazodone hydrochloride v6i MAOL Ngoai ra, khong bit déu
dung Trazodone hydrochloride cho bénh nhin dang ding MAOI nhu linezolid ho#c xanh
methylen tiém tinh mach. Chua c6 bao cdo vé viéc ding cling voi xanh methylen dudng ding
khéc (nhu dang vién nén dé udng hodc tiém vao cac mo tai chd). Néu cin thiét phai dung MAOI
nhu linezolid hodc xanh methylen dudng tiém tinh mach cho bénh nhén dang ding Trazodone
hydrochloride, can ngimg duing Trazodone hydrochloride trude khi cho bénh nhan ding MAOL

Theo doi tit ca bénh nhén vé tinh trang cdp cua hoi chimg serotonin. Ngimg ngay Trazodone
hydrochloride va bat ky thude tac dung 1én serotonergic diing déng thoi néu xay ra céc tridu
chiing da néu & trén va bit ddu diéu trj triéu ching hd trg ngay. Néu cin phai ding ddng thoi
Trazodone hydrochloride véi céc thude téc dong 1én serotonergic khéc trén 1dm sang, cin théng
béo cho bénh nhén v& sy tang nguy co xay ra hdi chirg serotonin va theo ddi céc triéu chimg.
Réi loan nhip tim

C4c nghién ciru 1am sang chi ra rang Trazodone hydrochloride c6 thé 12 tic nhan gdy loan nhip
tim & bénh nhan méc bénh tim tir truée. Loan nhip tim duge xéc dinh gdm ngoai tim thu thét,
ngoai tdm thu that cap, nhip tim nhanh kém theo ngét, xofn dinh. CAc bién ¢6 sau khi thudc hu
hanh trén thi truomg (bao gdm ca xodn dinh) da dugc bdo cdo v6i lidu < 100 mg dbi véi
Trazodone hydrochloride dang vién nén giai phong ngay. Tranh ding Trazodone hydrochloride
cho bénh nhén ¢ tién sir loan nhip tim ciing nhu cac tinh trang khac c6 thé lam ting nguy co xay
ra xoan dinh va/hodc (i vong bao gdm ca chim nhip tim c6 triéu chimg, ha kali méu hodc ha
magnesi mdu, kéo dai khoang QT bim sinh. Khang khuyén céo ding thuée ndy khi bét diu phat
hién tinh trang nhdi méu co tim. Cén than trong khi dung Trazodone hydrochloride cho bénh
nhan mdc bénh tim va theo dai nhitng bénh nhan nay cin thin do céc thude chéng trim cam (bao
gdm ca Trazodone hydrochloride) ¢6 thé gdy loan nhjp tim.

Trazodone hydrochloride gdy kéo dai khoang QT/QTe. Tranh ding Trazodone hydrochloride cho
bénh nhén dugc biét c6 khoang QT kéo dai hoic ding két hop véi cdc thube khac gy trc ché
CYP3A4 (nhu itraconazol, clarithromycin, voriconazol) hoc duoc biét giy kéo dai khoang QT
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bao gom ca thube chéng loan nhip tim nhém 1A (nhu quinidin, procainamid) hoic nhédm 3 (nhu
amiodaron, sotalol), cac thudc chéng loan thin (nhu ziprasidon, clopromazon, thioridazin) va céc
khang sinh (nhu gatifloxacin). Viée dung dong thai cac thude nay co thé lam ting nguy co loan
nhip tim.

Ha huyét 4p tw thé dirng va ngit

B ¢6 bo cdo vé tinh trang ha huyét ap, bao gdm ca ha huyét 4p tur thé dimg va ngfit & bénh nhén
dung Trazodone hydrochloride. C4 thé cin giam lidu thuéc chéng tang huyét dp khi ding ddng
thdi v4i Trazodone hydrochloride.

Ting nguy co xuit huyét

Céc thude gy trc ché tai hap thu serotonin (bao gdm ca Trazodone hydrochloride) lam ting nguy
co gdy xudt huyét. Viéc ding déng thoi vai aspirin, thube chéng viém khong steroid (NSAID:
Non-steroidal anti-inflammalory drugs), ce thude chéng két tap tiéu clu khéc, warfarin va cdc
thuée chéng dong mau khéc c6 thé lam tang thém nguy co nay. Céc bdo cdo ca va cdc nghién ciru
dich t€ hoc (nghién ctu thuan tdp, ¢ déi ching) chirng minh ring c6 méi lién quan giita viéc
dung thude c6 tac dung can trd viée téi hép thu serotonin va su xudt hién cua tinh trang xuét
huyét tiéu héa. Bién cb xuht huyét lién quan dén thudc gﬁy can trd tai hdp thu serotonin trong
khoang tir vét bAm méu, tu mau, chay méu cam va dém xut huyét cho dén xudt huyét de doa tinh
mang.

Théng bdo cho bénh nhan vé nguy co gly Xuét huyét lién quan dén vige diing déng thoi
Trazodone hydrochloride va céc thude chéng két tap tidu cdu hodc céc thube chéng déng mau.
Péi véi bénh nhén dang dung warfarin, cin theo ddi chit ché céc chi 6 déng méu khi bit dau
diéu tri, khi thay dbi liéu hodc khi ngung Trazodone hydrochloride.

Cuong cirng dwong vat kéo dai

D 6 béo cdo v& tinh trang cuong cimg duong vt kéo dai (cuong dau kéo dai > 6 gid) & nam
glm dung Trazodone hydrochloride. Tinh trang nay néu khéng duoc diu tri kip thoi ¢6 thé gy
ton thuong khong héi phuc cac mé cuong cimg. Nam gidi ¢6 tinh trang cuong cung dwong vat
kéo dai > 4 gio kem hodc khong kém theo dau nén ngirg diing thube nay ngay va cin duge cép
ciru y khoa.

Can than trong khi diing Trazodone h)dru\hlorade cho nam gidi cé tinh trang co6 khuynh huéng

dan dén cuong clng duong vét (nhu thiéu mau hong cau liém, dau u tiiy, bénh bach céu) hodic &
nam gi6i cé bién dang giai phiu & duong vét (nhu gép goc, xo héa thé hang hoic bénh Peyronie).
Hoat héa sy hung cam hoic hung cim nhe

O bénh nhén rdi loan ludng cuc, viée didu tri giai doan trdm cam biing Trazodone hydrochloride
hoéc céc thudc chéng trdm cam khéc c6 thé gy ra hung cdm/hung trdm cam. Pa c6 bdo cdo vé
sy hogt hoa sy hung cam/hung cam nhe trén mot ti 1é nhd bénh nhén rdi loan cam xtc ning duge
diéu tri bing thude chong trdm cam. Trude khi diéu tri bing Gotorat, cAn kiém tra bénh nhan va
gia dinh v¢ tién st rdi loan ludng cue, hung ¢am hofic hung cam nhe.

Hoi chirng ngirng thubc

Céc tic dung khong mong mudn sau khi ngimg ding thubc chéng trim cam tic dong lén
serotonergic, dic biét 1a sau khi ngirng thudc dot ngdt, bao gdm: budn ndn, ting tiét md hai, tim
trang that thudng, cdu kinh, kich déng. hoa mét, rdi loan cam gidc (vi du: di cdm, nhu cam giac
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soc dién), run, lo ling, It 1n, dau déu, hon mé, réi loan cam xiic, mét ngu, hung cam nhe, U tai va
co gidt). Khuyén céo nén giam liéu tir tir néu c6 thé thay vi ngimg thude dot ngot.

Glaucoma gic déng

Su gian déng tir xdy ra sau khi ding nhiéu thubc chéng trAm cam (bao gdm ca Trazodone
hydrochloride) c6 thé gy ra glaucoma géc déng & bénh nhan ¢é cu tric giai phAu géc hep ma
khéng dugc thye hién thu thuat cit méng mét chu bién (patent iridectomy). Tranh ding thubc
chéng trim cam (bao gbm ca Trazodone hydrochloride) cho bénh nhin ¢6 ciu triic giai phiu goc
hep.

Ha natri mau

C6 thé xay ra ha natri méau do diéu trj bing SNRI va SSRI, bao gdm ca Trazodone hydrochloride.
Di ¢6 bao cdo vé céc trudmg hop ndng do natri huyét twong < 110 mmol/l. Déu hiéu va triéu
chiing cuia ha natri mau gbém: dau déu, khé tp trung, suy giam tri nhd, 14 1an, yéu 6t va khong
dimg vimg c6 thé din dén nga. Cac du hiéu va triéu chimg lién quan dén tinh trang cAp tinh va
ning gdm 4o gidc, ngét, co giat, hon mé, ngimg ther va tir vong. Trong nhiéu truong hop, tinh
trang ha natri médu cé thé xuét hién do héi chimg tiét hormon bai ni¢u khéng thich hgp (SIADH:
Syndrome of inappropriate antidiuretic hormone secretion).

O bénh nhén ha natri méu ¢6 tri¢u chimg, ngimg dung Trazodone hydrochloride va c6 bién phap
can thigp y khoa thich hop. Bénh nhdn cao tudi, bénh nhdn dang dung thubc lgi tiéu va ngudi
giam the tich tudn hoan c6 thé c6 nguy co cao hon tién trién ha natri mau khi dung SSRI va
SNRI.

Tré em

Tinh an toan va higu qua cua thudc trén (ré em chua duge thiét 1p. Céc thuée chéng trim cam
lam tang nguy co xuat hi¢n hanh vi va y nghf tu sét & tré em.

Nguéi cao tubi

Cac béo cdo 1dm sang va kinh nghiém ding Trazodone chua xac dinh duoc sy khéc biét vé dap
tmg v6i thuée giita nhiing bénh nhén cao tudi va bénh nhan tré twdi hon. Tuy nhién, do kinh
nghiém ding Trazodone hydrochloride & ngudi cao tudi con han ché, cin than trong khi ding
thuée ndy cho bénh nhén cao tudi.

Céc thudc chdng trim cim tac déng 1én serotonergic ¢6 lién quan dén céc trudng hop ha natri
mau ngng trén 1dm sang ¢ bénh nhan cao tuéi — nhitng ngudi c6 nguy co cao hon gip phai téc
dung khéng mong mudn nay.

Suy thin

Chua c6 nghién ctru vé viéc diing Trazodone trén bénh nhén suy than. Nén thén trong khi dung
Trazodone cho nhiing bénh nhén nay.

Suy gan

Chura ¢6 nghién ciru vé viée dung Trazodone trén bénh nhén suy gan. Nén thén trong khi ding
Trazodone cho nhing bénh nhén nay.

T4 dugc lactose

Nhing bénh nhén c6 céc vén dé di truyén hiém giip vé khong dung nap galactose, thiéu hut Lapp
lactase hofic kém hép thu glucose-galactose khong nén ding thudc nay.
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SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Sir dung thuée cho phu ni¥ cé thai

O chudt, Trazodone hydrochloride lam tang sy tai hip thu ctia thai nhi va cdc tic dung khéng
mong mudn khac trén thai nhi khi ding liéu khoang 6-9 lan lidu khuyén céo téi da danh cho
ngudi 1a 400 mg/ngay tinh trén mg/m? & thidu nién. Ciing co tang sy bit thudng bdm sinh & thd
vGi liéu khoang gap 6-17 lan liéu khuyén cdo téi da danh cho ngudi tinh trén mg/m? & thiéu nién.
Chwa c6 céc nghién ciu c6 dbi chimg tét va thich hop trén phu nir cé thai. Trazodone
hydrochloride chi nén diing trong thai ky khi lgi ich diéu tri duoc cho 12 cao hon nguy co tiém 4n
trén thai nhi.

Dit liéu nghién cuu trén dong vat

Chua quan sat thiy anh huong giy di tat khi dung Trazodone cho chuét céng va thé mang thai
trong giai doan hinh thanh cor quan véi lidu 1én dén 450 mg/kg/ngdy. Lidu nay & chudt cong va
thd gép twong tmg 14 9 va 17 1dn so voi lidu khuyén céo tdi da danh cho ngudi 1a 400 mg/ngay
tinh trén mg/m? & thiu nién. Sy tai hdp thu ¢ thai nhi va céc téc dyng khéng mong mudn khac
trén thai nhi tang lén & chudt cong voi lidu gdp 9-16 1in ndng do khuyén céo t&i da danh cho
ngudi; & thd quan sat thdy co su tang bét thuomg bdm sinh ¢ lidu gap 6-17 lan liéu khuyén céo t6i
da danh cho ngudi tinh trén mg/m? & thiéu nién.

Str dung thude cho phu nir cho con bi

Trazodone va/hodc céc chat chuyén hoa cia né dwoc tim thay trong sita & chudt céng, didu nay
cho thy thude c6 thé duge tiét vao sita me & ngudi. Cén thén trong khi ding Trazodone cho phy
nir dang cho con b.

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

Trazodone c6 thé gy budn ngti, an thin va ¢6 thé 1am giam kha ning thé chét va/hodic tm thin
can thiét cho cdc hoat dong tiém 4n médi nguy hiém. Bénh nhén cin duge canh bdo vé viée vén
hanh may m6c nguy hiém (bao gdm ca xe 6 td) cho dén khi biét thude khong gdy ra dnh hudng
x4u dén cac hoat déng nay.

TUONG TAC, TUONG KY CUA THUOC

Twong téc cilia thude

| MAOI

Anh huong Diing dong thdi MAOI va cdc thude anh hudng dén serotonergic (bao gbm
trén ldm sang | Trazodone) lam tang nguy co gdy ra hdi ching serotonin.

Can thiép Chéng chi dinh ding Trazodone hydrochloride cho bénh nhén dang ding
MAOI nhu linezolid hodc xanh methylen tiém tinh mach.

Vi du Isocarboxazid, moclobemid, phenelzin, selegilin, tranylcypromin.

Cdc thuoc tdc dong lén serotonergic khdc

Anh huéng Dung ddng thai cdc thube tac dong 1én serotonergic (bao gdm Trazodone
trén 1am sang | hydrochloride) va céc thube tic dong 1én serotonergic khéc 1dm ting nguy co
géy ra hdi ching serotonin.
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Can thiép Theo d&i bénh nhan vé diu hiéu va triéu chimg cia hdi chimg serotonin, dic
biét la khi bt ddu dung Trazodone hydrochloride. Néu xay ra hdi chiing
serotonin, can nhéc ngimg Trazodone hydrochloride va/hodic cdc thudc tac
dong 1én serotonergic dung ddng thoi.

Vidu Triptan, thubc chéng trim cam (thudc chéng trim cdm ba vong va thude e

ché tai hap thu serotonin), fentanyl, lithi, tramadol, tryptophan, buspiron va
cay ban (St. John’s Wort).

Thuée cho ng két

tdp tiéu cau va thuoc chong dong mau

Anh huéng
trén ldm sang

Su giai phéng serotonin béi tiéu cdu déng vai trd quan trong trong qud trinh
cdm mdu. Ding dong thoi thudc chéng két tip tiéu cdu hodc thubc chbng
déng mau véi Trazodone hydrochloride c6 thé giy ra nguy co chay mau.

Can thiép Théng béo cho bénh nhin vé su ting nguy co gy chay mau khi ding ddng
thoi Trazodone voi thude chéng két tép tiéu cdu va thudc chéng dong mau.
Péi v6i bénh nhan dang ding warfarin, theo di chit ché INR khi bat déu va
khi ngirng dung Trazodone hydrochloride.

Viduy Warfarin, rivaroxaban, dabigatran, clopidogrel

Cdic thuoc irc ché manh CYP3A44

Anh huéng
trén 1dm sang

Ding ddng thoi Trazodone hydrochloride véi cdc thuéc e ché manh
CYP3A4 1am tang ndng do trazodone so v6i diing Trazodone hydrochloride
don doc.

Can thiép Néu ding ddng thoi Trazodone hydrochloride voi thudc e ché manh
CYP3A4, nguy co gap phai téc dung khong mong mudn (bao gdm loan nhip
tim) ¢6 thé téang 1én, c6 thé cin can nhiic giam liéu Trazodone hydrochloride.

Vidu Itraconazol, ketoconazol, clarithromyein, indinavir

Cac thuoe cam vmg manh CYP344

Anh huéng

trén lam sang

Dung ddng thoi Trazodone hydrochloride véi cdc thude cam (mg manh
CYP3A4 lam gidm ndng dd trazodone so véi khi ding Trazodone
hydrochloride don doc.

Can thiép Cén theo doi bénh nhan chat ché dé biét co cin ting liéu Trazodone
hydrochloride hay khong khi dang ding thude cam img CYP3A4.
Vidy Rifampin, carbamazepin, phenytoin, cdy ban (St. John’s Wort)

Digoxin and phenytoin

Anh huong
trén 1aém sang

Digoxin va phenytoin 14 céc thube ¢6 chi sé diéu tri hep. Diing dong thoi véi
Trazodone ¢6 thé lam ting ndng do digoxin hodic phenytoin.

Can thiép

Do ndng do digoxin hoic phenytoin trong huyét twong trudc khi bat dau
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ding ddng thdi véi Trazodone hydrochloride. Tiép tuc theo dai va giam liéu
digoxin hodc phenytoin khi can thiét.

Vidu Digoxin, phenytoin.

Cdc thudc tke ché hé thdn kinh trung wong

Anh huéng Trazodone hydrochloride c6 thé [Am ting d4p tmg vdi thube dc ché hé than
trén 1dm sang | kinh trung vong.

Can thiép Bénh nhén cin dugc biét ring Trazodone hydrochloride c6 thé lam ting dap
{rng véi ruou, barbiturat va céc thude e ché hé thin kinh trung wong khéc.

Vidu Rugu, barbiturat.

Thubce gdy kéo dai khodng OT

Anh huéng Diing dong thoi céc thube gay kéo dai khoang QT c6 thé 1am ting thém anh
trén ldm sang | hudng cua Trazodone hydrochloride 1én khoang QT va lam tdng nguy co
gay loan nhip tim.

Can thiép Trénh dung két hgp Trazodone hydrochloride véi céc thude khic duge biét
la gdy kéo dai khoang QTc.

Vi du Thudc chong loan nhip tim nhém 1A: Quinidin, procainamid, disopyramid;
Thude chéng loan nhip tim nhém 3: Amiodaron, sotalol;
Thuéc chéng loan thén: Ziprasidon, clorpromazin, thioridazin;

Khang sinh: Gatifloxacin

Twong ky ciia thube

Do khéng ¢6 céc nghién ctu vé tinh trong ky ciia thude, khéng tron 1n thube nay véi cac thube
khac.,

TAC DUNG KHONG MONG MUON CUA THUOC

Céc téc dung khéng mong mubn nghiém trong sau da dwgc mé ta trong phin Céanh béo va than
trong khi diing thuéc:

- Hanh vi va y nghi ty sat & tré em, thiéu nién va ngudi 16m tré tudi.

- Héi chimg serotonin.

- Loan nhip tim.

- Ha huyét ap tu thé dirng va ngét.

- Ting nguy co xudt huyét.

- Cuong ciing duong vét kéo dai.

- Hoat héa con hung cam hoéc hung cam nhe.

- Hgi ching ngimg thude.

- Kha nang suy giam nhén thirc va vén dong.

- Glaucoma goc dong.

- Ha natri méau.
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Céc thir nghiém lam sang

Do céc thir nghiém lém sang duge tién hanh trong cac diéu kién khac nhau nén khong thé so sanh
truc tiép ti 1€ céc tac dung khéng mong mubn quan sat dugc va ti 1é ndy khong phan anh duoc ti
1€ quan sat thay trén thuc té ding thude.
Cac tac dung khéng mudn thudng gip xay ra véi ti 1& > 2% & nhoém ding Trazodone
hydrochloride va c6 ti 1§ cao hon so v&i nhom diing gia duge quan sét duge trong cac thir nghiém

lam sing c6 d6i chimg:

~ Bénh nhan ndi tru Bénh nhan ngoai trii
Trazodone = Trazodone :
hydrochloride %f__%g?c hydrochloride ?}_‘i?gg;
(n=142) _ (n=157)
Di umg
| Phutinh trang vé da [ 3% [ 1% | 7% | 1%
Chire néng nir tri
Nhin md 6% 4% 15% 4%
Téo bon 7% 4% 8% 6%
Kho6 miéng 15% 8% 34% 20%
Tim mach
Tang huyét ap 20% 1% 1% *
Ha huyét 4p 7% 1% 4% 0
Ngit 3% 2% 5% 1%
Hé than kinh Irung wong
La 3n 5% 0 6% 8%
Giam tdp trung 3% 2% 1% 0
Mit phuong huéng 2% 0 * 0
Chong mat/ chodng véng 20% 5% 28% 15%
Hoa mat 24% 6% 41% 20%
M&t moi 11% 4% 6% 3%
Dau diu 10% 5% 20% 16%
Lo léng 15% 11% 6% 8%
Tiéu hoa
Pau bung/ri loan & da day | 4% 4% 6% 4%
Tiéu chay 0 1% 5% 1%
Bu6n nén/ndn 10% 1% 13% 10%
Co xuwong
Nhire méi/dau | 6% 3% | 5% 3%
Than kinh
Mat phdi hop dong téc 5% 0 | 2% *
Run P 3% 1% 5% 4%
Khae
Do/moi/ngira mat 3% 0 0 0
| Nang dau 3% 0 0 0
Mét moi | 3% 0 0 0
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Nghet mili/xoang 3% 0 6% 3%
Tang cén 1% 0 5% 2%
Giam can * 3% 6% 3%

Céc tic dung khong mong mudn khac xay ra véi ti 16 < 2% & nhém ding Trazodone
hydrochloride trong céc thir nghiém ldm sang: chimg ndm-ngdi khong yén, phéan (g di ung,
thiéu mau, dau ngue, cham tiéu, kinh nguyét sém, day hoi, a0 gxacfao twéng, d4i méu, ting tiét
nugc bgt hung cam nhe, suy gidam tri nhd, suy giam kha ning doc, bét luc, giam thém #n, t@ng
ham muon tinh duc, ting tan suét di tiéu, mit kinh nguyét. co git co, t&, di cam, xuét tinh ngugc,
thd ngén va nhip tim nhanh/dénh tréng nguc. Hiém khi xdy ra chdm niit xoang trong cic nghién
ctru dai han.

Kinh nghiém sau khi lru hanh thudc trén thi truong

Cac téc dung khéng mong mubn sau dy da dugc xdc dinh khi dung Trazodone hydrochloride sau
khi thube duge phé duyét. Do céc téc dung khéng mong muén nay duge bdo céo ty nguyén tir
nhém dan s chua xéc dinh duge ¢ mau nén khong thé xéc dinh duoc tin suét ciing nhu méi
quan hé nhan qua véi ndng do thudc.

Méu va hé lympho: Thiéu mau tan mau, ting bach céu

Tim: Co thét tim, suy tim sung huyét, block dan truyén tim, ha huyét 4p tu thé dimng va ngét, dénh
trong nguc, chim nhip lim, rung nhi, nhéi mau co tim, ngirng tim, ioan nhip tim, ngoai tdim thu
that, bao gdm nhip nhanh thét va kéo dai khoang QT. D ¢6 bao cdo vé tinh trang kéo dai khoéng
QT, xoén dinh va nhip nhanh that & liéu < 100 mg/ngay.

Noi tiét: Hoi ching tiét hormon bai niéu khong thich hop (SIADH: Syndrome of inappropriate
antidiuretic hormone secretion).

Mat: Nhin dbi.

Tiéu héa: Tang tiét nude bot, budn nén/nén.

Toan thén: On lanh, phil, tir vong khng ré nguyén nhén, yéu 6t.

Gan mét: U mat, vang da, tang bilirubin mau, thay dbi enzym gan.

Xét nghi¢m: Tang amylase.

Chuyén héa v dinh dudng: Methemoglobin mau.

H¢ than kinh: Khong néi dwoc, mét didu hoa, tai bién mach méu nio, triéu chimg ngoai thap, con
ddng kinh 16m, dj cam, rdi loan vén déng mudn, chéng mit.

Tém than: Gidc mo bat thuong, kich dong, lo lang, 40 gidc, mat ngu, phan img hoang tuéng, réi
loan tém thén, choang vang.

Thén va tiét niéu: Tiéu khong tw chi, bi tiéu.

HE sinh san: V1 to hodc céing, cuong dau am va, tiét sta, cuong cimg duong V.

H6 hap, 1ong nguc va trung thit: Khé tho.

Da va mé dudi da: Rung tc, chimg rdm I6ng ¢ nir gidi, chimg mong tring, ngia, vay nén, phat
ban, may day.

Mach méau: Gidn mach.

Théng bdo vdi bdc si nhieng tic dung khdng mong muion gip phdi khi siv dung thubc.
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QUA LIEU VA CACH XU TRI

Quid lidu

DA ¢6 trudng hop tir vong khi ding ddng thdi Trazodone hydrochloride va cée thude te ché hé
than kinh trung wong (nhu ruou, rugu va cloral hydrat va diazepam, amobarbital, cloradiazepoxid
hodc meprobamat).

Céc triéu chimg ning nhétxﬁyla khi ding qua liéu Trazodone hydrochloride don d6c da dugc
béo cdo gdm cuong cimg durong vat, ngimg thd, co gidt va thay dbi dién tim do (bao gdm kéo dai
khoang QT). Céc triéu chimg dugc bo cdo thudmg xuyén nhét 1a chong mét va nén. Ding qua
litu Trazodone hydrochloride cé thé lam tang ti & hodc mirec d§ ning cua cic tic dung khong
mong mudn.

Cich xit tri khi diing thudc qud liéu

Chua c6 thude giai doc dac hiéu khi ding qua lidu Trazodone hydrochloride. D¢ kiém soét tinh
trang qua liéu, cAn nhic v& kha ning dung két hop nhiéu thube.

THONG TIN VE DUQC LY, LAM SANG

Pic tinh duge lue hoe

Nhém dwge 1y: Thude chong trim cam khéc.

Ma ATC: NO6AXO0S

Co ché tac dung chdng trAm cam cua Trazodone chua duoc biét ddy du, duoc cho 12 ¢6 lién quan
dén sy tang hoat ddng cua serotonergic & hé than kinh trung uong. Trazodone la chét irc ché t4i
hép thu chon loc serotonin va |2 chét ddi van receptor SHT2, két qua cua tac dong nay lén su din
truyén serotonergic va vai tro cia thudc trong tac dung chdng trdm cam chua duge biét.

Dic tinh dwgce dong hoc

Hap thu

O ngudi, sau khi ubng, Trazodone hydrochloride dugce hép thu khéng chon loc tai bt ky mé nao.
Khi udng thude ngay sau bira an, lugng thudc hap thu ¢ thé tang 1én, ndng d6 thude t6i da giam
v thoi gian tma kéo dai. Ndng d6 dinh trong huyét tuong xay ra sau khoang 1 gidr khi ubng thude
vao lic da day rng hodc sau 2 gid khi ding thude ciing véi thirc an.

Phan bo

89-95% Trazodone lién két véi protein in vitro & ndng do nhur nbng dé diéu tri & ngudi.

Chuyén héa

Céc nghién ciru in vitro trén microsom gan ngudi cho thiy Trazodone dugc chuyén héa thong
qua qua trinh oxy hoa tao thanh chit chuyén héa c6 hoat tinh 13 m-clorophenlpiperazin (mCPP)
bdi CYP3A4. Cic con dudmg chuyén héa khac tham gia vdo qud trinh chuyén héa Trazodone
chwra dugce biét rd. Trazodone dugc chuyén hoa nhiu, < 1% liéu ding dwong udng duge bai xuat
vao nude tiéu dudi dang khong bién dbi.

Thai trir

O mét s& bénh nhén, Trazodone ¢6 thé tich lity trong huyét twong.
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QUY CACH DONG GOI

Hop 3 vi x 10 vién, kém | t& hudng din sir dung.

HAN DUNG CUA THUOC: 36 thang (ké tir ngay san xuit).
PIEU KIEN BAO QUAN, TIEU CHUAN CHAT LUQNG
Bao quan: Noi kho rdo, tranh 4nh sdng, nhiét dd khong qué 30°C.
Tiéu chuén chét lugng: USP 41.

CO SO SAN XUAT THUOC:

CONG TY CO PHAN DUQC PHAM PHONG PHU - CHI NHANH NHA MAY
USARICHPHARM

L6 12, Pudmg sb 8, khu cong nghiép Tan Tao, P.Tén Tao A, Quén Binh Tén, TP. HCM

CO SO PANG KY THUOC:
CONG TY CO PHAN DUQGC PHAM MEDBOLIDE
Phong 09, Lau 10, Toa nha The EverRich 1, s6 968, Duéng 3 thang 2, P.15, Q.11, TP. HCM

Tp. Ho Chi Minh, ngay2? thang A0ndm 2024
Gidm déc

GIAM POC
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