Théng tin danh cho can bo y té
PATCHELL

THANH PHAN

Mbi vién nén bao phim chua:

Paroxetin hydroclorid hemihydrat

tuong duong Paroxetin ..................ooeeenine 20 mg

Ta duoc: Cellactose 80, copovidon, natri starch glycolat, magnesi stearat, HPMC EB, talc, titan
dioxyd, PEG 4000, polysorbat, dau thau dau.

Dang bao ché: Vién nén bao phim.

Mb ta san pham: Vién nén tron, bao phim mau tring, mot mat dap Iogo | mat kia dap gach
ngang.

Quy cach dong géi: Hop 6 vi x 10 vién.
Hop 10 vi x 10 vién.

PAC TiNH DUQC LUC HOC:

Nhém duoc ly: Chdng tram cam, ma ATC: NO6ABO5.

Paroxetin, dan xuét caa phenylpiperidin, 13 mot thuéc chéng tram cam thuoc nhém thuée @c ché
chon loc tai hap thu serotonin tai synap truéc cua céc té bao thén kinh serotoninergic, lam tang
nong d6 serotonin dén synap sau, tir d6 cai thién cac trigu chiing tram cam & bénh nhan tram cam.
Gibdng nhu cac thudc chéng trim cam ciing nhém e ché chon loc tai hip thu serotonin (SSRls)
(fluoxetin, sertralin, citalopram, fluvoxamin), paroxetin c6 tac dyng lam ting nhanh nong do
serotonin tai khe synap cua té bao than kinh serotoninergic nhung hi¢u qua cai thi¢n cac tri¢u
chang lam sang ve tram cam trén bénh nhan lai rat cham, thuong phai tir 3 - 5 tuan, do vay
truong hop tram cam nang khong thé thuyén giam ngay khi dung bang thubc nay.

Khoéng nhu céc thudc chong tram cam 3 vong cii hoac mot vai cac thue chdng tram cam khac,

véi lidu diéu tri paroxetin chi c6 tc dung wc ché chon loc trén kénh thu hi serotonin ma it c6 tac
dung trén cac thu thé khac nhu khang cholinergic, chen al-adrenergic hoac khang histamin hoac
khong co tac dong xau dén chirc ning tm 1y - van dong va khdng cé tac dung nhiéu dén tan sb
tim, huyet ap, dai thao duong. Vi vy, nguy co tac dung phu do khang cholinergic (kh6 migng,
mo mét, bi tiéu, tho bon), chen ai- adrenergic (ha huyét ap tu thé dang) hoic khang histamin
(budn ngu) it gap khi str dung diéu tri bang paroxetin.

PAC TiNH DUQC PONG HOQC:

Hdp thu:

Paroxetin hap thu ch4m nhung hoan toan & duong tiéu hoa sau khi ung va dat nong do toi da
sau 5 gio. Thac an khong dnh hudng déng ké dén quéa trinh hap thu cua thuéc.

Phan bo:

Paroxetin phan b rong khap trong cac mo co thé, c6 the gua hang rao mau - ndo, sira va lién két
cao vai protein huyét tuong, xap xi 95%. Thé tich phan bé rat dao dong, tuy chua xac dinh duoc
& nguoi, nhung ¢ dong vat khoang tur 3 - 28 lit/ kg.

Chuyén hoa - thdi tri:

Thudc bi chuyén hda manh bude dau & gan boi enzym CYP2D6 dudi dang oxy-hda va methyl-
hoéa, sau do chat chuyén hoa nay két hop véi acid glucuronic dé thai trir qua phan (khoang 36%)
va nudc tiéu (62%). Mot phan nho 2% paroxetin khong doi thai trir qua nuoce tiéu va < 1% dugc
thai trir qua phén. Thoi gian ban thai cia paroxetin khoang 21 - 24 gio.

Poi twgng dic biét

Ngueoi cao tudi

Trén bénh nhan cao tudi, thoi gian ban thai cua thudc c6 thé tang 1én dén 36 gio.
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Nguroi suy gan

Vi paroxetin chuyén hda rat manh & gan, ton thwong gan c6 thé anh huéng dén thai trir thube nén
nguoi bi suy gan nang can phai khuyén céo dung licu paroxetin thap nhat ban dau va phai than
trong khi ting lidu & ngudi bénh nay.

Nguroi suy thagn

Trén bénh nhan suy than co Cler < 30 ml/ pht, ndng d6 trung binh paroxetin trong huyét tuong
tang khoang 4 1an so véi trén nguol khée manh, & nguoi benh co Cler tir 30 - 60 ml/ phat, nong
do dinh paroxetin huyet tuong va tri & AUC cao hon gap khoang 2 lan so voi ¢ ngu:ol khoe
manh. Vi vay, can khuyén co phai ding paroxetin vai liéu thap nhat ban dau cho ngudi bi suy
than nang.

CHI PINH:

Bénh tram cam.

R&i loan &m anh cudng buc.

R&i loan hoang so.

Am anh x& héi (rdi loan lo au x& hoi).
R&i loan lo au toan thé.

Réi loan cang thang hau chan thuong.

LIEU DUNG - CACH DUNG:

Liéu ding:

Bénh tram cam ¢ nguoi lon: Liéu bat dau thuorng dung la 20 mg/ ngay, uong 1 1an vao budi sang.
Liéu duy tri duoc thay d6i theo dap ung lam sang cua moi nguoi. O mot s6 bénh nhéan dap ung
kém vai lidu 20 mg, Ileu c6 thé tang dan mdi lan 10 mg, lieu cao nhat 50 mg/ ngay. Thong
thuong sau mot vai tuan méi dat dugc hiéu qua diéu tri day du, do vay khong nén tang qué lidu
quy dinh. Can diéu trj it nhat 6 thang dé dam bao bénh nhan hét triéu ching. .
Roi logn &m danh cuong burc ¢ nguoi lon: Liéu khuyén cdo 40 mg/ ngay. Bénh nhan nén khaoi dau
& lidu 20 mg/ ngay va ting dan mdi lan 10 mg toi liéu khuyén cao. Néu sau vai tuan diéu trj ¢
licu khuyén c4o ma bénh nhan dap rng kém, ¢ thé tang dan téi lidu cao nhat la 60 mg/ ngay.

Réi logn hodng so ¢ nguoi lon: Liéu bat d¢au khuyén céo 10 mg/ ngay, UOng 1 1an vao budi sang
Sau it nhat 1 tuan diéu tri co thé tang liéu 1én 10 mg/ ngay, cho téi liéu diéu tri duoc khuyén cao
40 mg/ ngay. Hi¢u qua cua thudc da duoc chang minh trong thir nghiém lam sang dung 10 - 60
mg/ ngay. Phai dicu tri trong 1 thoi gian da dé bénh khong tai phat. Thoi gian nay cé thé kéo dai
vai thang, c6 khi con lau hon.

Am anh xa héi: Khoi dau khuyén cao 20 mg/ ngay, sau d6 ting mdi tuan 1én 10 mg, dén 60 mg/
ngay.

Roi logn lo &u toan thé ¢ ngueoi 1on: Liéu khuyen cao dung ngay 20 mg/ ngay, uéng 1 lan vao
bUOl sang, sau do tang mdi tuan 1én 10 mg, dén 50 mg/ ngay. Thoi gian diéu tri it nhat phai 8
tuan diéu tri.

Roi logn cang thang hdu chdn thwong ¢ nguwoi lon: Liéu khuyén cdo 20 mg/ ngay, sau d6 néu
khong c6 dau hiéu cai thién, mdi tuan ting thém 10 mg, dén 40 mg/ ngay. Theo dbi danh gia
bénh nhan dinh ky trong qué trinh diéu tri lau dai.

Nguoi cao tudi: Liéu ban dau 10 mg/ ngay, udng 1 1an vao budi sang. Néu khong dd, cd thé ting
lieu t6i da 40 mg/ ngay.

Suy gan hogc suy than ning: Liéu ban dau 10 mg/ ngay, uéng 1 1an vao budi sang. Néu khdng
dd, c6 thé tang liéu t6i da 40 mg/ ngay.

Tré em: Khong su dung thudc cho tré em dudi 18 tudi. Tinh an toan va hiéu qua cua thube voi
tré em (< 18 tudi) chua duoc xac dinh.

Cach dung: Paroxetin thuong dugc diung theo duong udng. Thac an khong anh huéng dén hap
thu, nhung nén udng cing thirc an dé giam thiéu ADR trén dudng tiéu hoa.

CHONG CHI PINH: , ‘ ,
Quéa man vai paroxetin hoac bat ctr thanh phan caa thudc.
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Khong phoi hop véi IMAO. Bit dau ding thude sau khi da ngung IMAO trén 2 tuan hogc it nhat
24 gio sau khi ngung thuoc IMAO.

Khoéng phdi hO’p Véi cac thude ic ché CYP450 2D6 nhu pimozid, linezolid, methylen blue (tiém
tinh mach) va thioridazin do kéo dai khoang QT, xoén dinh.

CAC TRUONG HQP THAN TRONG KHI DUNG THUOC:

Than trong dic blet

Tranh dung thude ddng thoi véi cac chat tc ché monoamin oxydase (MAO) vi c6 thé gay ra hoi
chung cuong serotonin.

Bat dau diéu tri véi paroxetin sau khi di ngung thubc wc ché MAO khong hdi phuc trén 2 tuan
hoac it nhat 24 gio sau khi ngung thudc tc ché MAO hdi phuc. Nén ting liéu paroxetin tir tir cho
dén khi dat hiéu qua tbi wu.

Tré em dudi 18 tudi

Khéng sir dung thudc cho tré em duéi 18 tudi do chwa du bang ching chimg minh tinh an toan
va hiéu qua cua thudc.

Tu ti/ y twéng tu tir hodc trAm trong hon biéu hién 1am sang

Tram cam lam tdng nguy co c6 ¥ tudng tu tir, tu 1am hai ban than hodc tu tir. Nguy co nay van
con ton tai cho dén khi bénh thuyén giam dang ké. Bénh khéng thé cai thién trong vong mot vai
tuan du sau khi udng thudc, theo ddi chat che bénh nhan trong thai gian nay. Theo kinh nghiém
1am sang, khi diéu tri chdng trdm cam, nguy co tu tir thuong ting 1én vao giai doan dau cua su
hoi phuc.

Khi chi dinh paroxetm dé diéu tri cac bénh tam than khac, nguy co ty tir cling tang 1én. Ngoai ra,
c6 thé la do cac b¢nh kem theo voi réi loan tram cam chinh. Do d6, khi diéu tri réi loan tram cam
chinh, can phai xem xét cac rdi loan tam ly khéac kém theo.

Bénh nhan c6 tién st da tu ti/ y tuong ty tar, hodc trude khi diéu tri cho thdy cé diu hiéu c6 y
tuong tu tir, cac doi twong bénh nhan nay cd nguy co cao ¢ ¥ tudng ty tu/ tu tir, nén theo ddi
chit ché trong suét thoi gian diéu tri.

Theo ddi chat ché ¢ bénh nhan c6 nguy co cao, dac bi¢t trong thoi gian diéu chinh liéu. Bénh
nhan hoic than nhan bénh nhan nén theo ddi vé viéc tinh trang bénh nang hon, hanh vi/ y tuong
tu tr va thay di bat thuong trong hanh vi va thdng béo ngay cho bac sy khi phat hién biéu hién
bat thuong & bénh nhan.

Chwng bt riet khéng yén

Khi str dung paroxetin, bénh nhan co thé bi chang but rat khong yen dic trung boi cam giac bon
chdn va tinh than kich dong nhu khong thé ngdi hozc dung yén va do d6 lam bénh nhan mét moi.
Viéc tang liéu cd thé c6 hai & nhitng bénh nhan phat trién chung nay.

Hoi chirng cwong serotonin

Khi diéu tri véi paroxetin, hiém khi xuat hién hoi chimg cudng serotonin hodc hoi chitng an than
kinh 4c tinh, dc biét khi ding chung véi cac thudc an than/ serotonergic khéac. Do cac hoi ching
nay cd thé gay de doa tinh mang, nén ngirng paroxetin khi xuat hién cac tinh trang nay (dic trung
bai c4c triéu chimg nhu st cao, co cing, co giat co, rdi loan than kinh thuc vat véi cac dau hiéu
sinh ton bién dong nhanh, thay doi trang thai tam than bao gdm nham Ian, d& bi kich thich, kich
dong tién toi mé sang va hon mé) xay ra, nén bat dau diéu tri hd trg. Khong nén st dung
paroxetin véi CAc tién chat cua serotonin (nhu L-tryptophan, oxitriptan) do nguy co giy hoi
chung cuong serotonin.

Huwng cam

Nhu dol véi cac thude chong tram cam khéc, than trong khi st dung paroxetin cho cac b¢nh nhan
¢ tién sir bi hung cam. Néu bénh nhan c6 pha hung cam, nén ngimg diéu tri véi paroxetin.

Gay xuong

Nghién cizu 1am sang cho thay bénh nhan si dung cac thudc chdng tram cam c6 nguy co bi gay
xuong, bao gdbm ca SSRIs. Nguy co nhiéu nhat khi bat dau diéu tri. Do d6, can than trong khi sir
dung.

Suy gan/ suy than

Than trong khi stir dung cho bénh nhén suy gan/ suy than.

Pai thao dwong
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O bénh nhan déi thdo duong, diéu tri véi SSRIs c6 thé lam thay d6i kiém soat duong huyét. Co
thé can diéu chinh liéu lwong insulin hoic thudc ha dudng huyét sir dung duong udng. Ngoai ra
con ¢d nghién ctu cho thiy cd thé ting glucose huyét khi st dung két hop paroxetin véi
pravastatin.

Pong kinh

Than trong khi stir dung cho bénh nhén bi dong kinh.

Co giat

Phai than trong khi dang thudc cho ngudi ¢ tién st co giat, phai ngung thudc néu xuit hién co
giat.

Tang nhan ap

Paroxetin ¢ thé gy ra gidn ddng tir nén can than trong st dung cho bénh nhan ting nhin ap goc
dong hodc tién sir glaucoma.

Bénh tim mach

Than trong khi stir dung cho bénh nhan bi bénh tim mach.

Ha natri huyét

ThUOC c6 thé gay ha natri huyét, dic bi¢t ¢ nguoi cao tudi va ngudi bénh dang dung thudc loi
tiéu. CAc triéu chung ha natri huyet gom dau dau, mat tap trung, suy giam tri nhg, 10 Ian du:ng
khong viing. Vi vay can thiét khi bat dau sir dung & liéu thap nhat roi ting lieu dan, néu c6 dau
hiéu ha natri huyét thi nén ngimg diéu trj va hoi y kién bac sy.

Huyét 4p

Thudc c6 thé gay chong mat hodc nhirc dau, nén khong dimng day dot ngot khi dang ¢ tu thé nam
hoac ngoi.

Xuit huyét

Di ¢ bao céo xuat huyét bat thuong dudi da nhu mau bam va xuit huyét khi sir dung SSRils.
Céc biéu hién khéc cua xuét huyét nhu xuat huyét tiéu hoa ciing duoc bao cio. Nguoi cao tudi ¢o
nguy co cao hon.

Than trong khi s dung SSRIs cling voi céc thudc chéng dong duong uong, cac thude tre ché két
tap tiéu cau hoic céc thude lam tdng nguy co chay mau (vi du thudc Chong loan than khéng dién
hinh nhu clozapin, phenothiazin, hau hét cac thude chong tram cam 3 vong, acetyl sallcyllc acid,
NSAIDs, chat ic ché COX-2) cung nhu & bénh nhan c6 tién sir réi loan chay méau hoic céc tinh
trang c6 thé anh huong dén chay mau.

Twong tac voi tamoxifen

Paroxetin, chét co kha nang uc ché CYP2D6, c6 thé lam giam ndng do cua endoxifen, mot trong
nhitng chat chuyén héa cé hoat tinh quan trong nhét cua tamoxifen. Do dé, nén tranh st dung
paroxetin trong thoi gian stir dung tamoxifen.

Triéu chieng cai thudc khi ngirng diéu tri véi paroxetin

Triéu ching cai thudc khi ngimg diéu tri kha phd bién, dic biét néu ngumg dot ngot. Trong céc
thir nghiém 1am sang, tac dung khéng mong mudn khi ngimg diéu tri xay ra & 30% bénh nhan
diéu tri paroxetin so v&i 20% & bénh nhan diéu tri bang gia duoc.

Nguy co bi hoi ching cai thudc dya trén cac yéu t6 nguy co bao gom thoi gian ding thudc, licu
diéu tri va muc do giam liéu.

Chéng mit, roi loan cam gic (bao gom dj cam va cam giac soc dién), réi loan giac ngu (bao
gom ac mong), kich dong hay lo au, budn nén, run, 10 1an, v md héi, nhirc dau, tiéu chay, danh
trong nguc. Cam xuc bat 6n, d& bi kich thich, rbi loan thi gidc da duge béo cdo. Thong thuong
c4c triéu chiing nhe dén trung binh, tuy nhién, mot sé bénh nhan cé thé bi nang. CAc triéu ching
nay thuong Xay ra trong vong vai ngay dau sau khi ngung thudc, ‘nhung ciing c6 truong hop
hiém gap bénh nhan gap triéu chung nay sau khi vo y quén uong thUOc 1 lieu.

Thong thudng c4c triéu chung nay ty giGi han va hét sau 2 tuan, mac di & mot sé ngudi co thé
kéo dai (2 - 3 thang trs 1én). Do d6 khi mudn nging paroxetin, can phai giam liéu dan dan trong
thoi gian vai tuan hoac vai thang, tuy theo nhu cau cua bénh nhan.

Ché pham c6 chira lactose, bénh nhan bi rdi loan dung nap galactose, thiéu hut Lapp lactase hozc
réi loan hap thu glucose-galactose khdng nén str dung.

Sir dung cho phu nir ¢6 thai va cho con bu
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Thoi ky mang thai

Cac nghién ctru da chirng minh khi st dung paroxetin véi lidu trén 25 mg/ ngay cho phu nit c6
thai trong 3 thang dau thai ky cd kha néng tang nguy co dj tat bam sinh cua thai nhi, dac bigt trén
hé tim mach. Sir dung thubc vao thoi diém 3 thang cudi thai ki, tré so sinh c6 thé xuét hi¢n cac
triéu chung nhu suy ho hap, tim tai, ngung thd, co glat ha duong huyét, lién tuc khoc, réi loan
giAc ngu, tang ap luc phOI Vi vay, paroxetm khong nén dung cho phu nir ¢6 thai, chi duoc chi
dinh khi khong con thubc khac thay thé va can can nhac loi ich/ nguy co cua thudce.

Thai ky cho con bu

Thudc tiét lugng nho vao sita me, khong thiy gay ra tac dung nao trén tré nén can nhic sir dung
khi cho con bu.

Hé¢ sinh san

Dit liéu & dong vat cho thay paroxetin c6 anh huong dén chét lwong tinh tring. Nghién ciu in
vitro cho thay thudc co tac dong trén chat lwong tinh tring. Tuy nhién, mot sé béo cao véi cac
SSRIs (bao gom paroxetin) cho thay tac dung trén hé sinh san c6 thé hdi phuc. Téac dung trén kha
ning sinh san cua ngudi van chua duoc nghién cuu.

Anh hwéng caa thude ddi véi cong viéc (ngudi van hanh may méc, dang lai tau xe, nguoi lam
Viéc trén cao va cac truong hop khéc):

Thudc cd thé gay budn ngu, giam kha ning suy xét, phan doan, suy nghi hoic kha ning van dong,
nén phai than trong khi lai xe, van hanh may hoac nhirng cng viéc can tinh tao.

TUONG TAC CUA THUOC VGl CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC:

CA4c thudc serotonergic

Nhu cac SSRIs khac, st dung chung vai céc thude serotonergic khac ¢ thé lam ting tan suit bj
tac dung khdng mong muédn caa 5-HT (hoi ching cudng serotonin, xem “Cac trudng hop than
trong khi dung thudc™). Than trong va theo ddi chat ché khi sir dung cac thuéc serotonergic (L-
tryptophan, triptan, tramadol, linezolid, methylen blue, SSRIs, lithi, pethidin va St. John’s Wort -
Hypericum perforatum) cung vai paroxetin. Than trong khi st dung fentanyl trong gay mé hoac
diéu tri dau man tinh.

Chéng chi dinh ding ddng thoi paroxetin voi cac chit ¢ ché monoamin oxidase nhu
moclobemid va selegilin (xem phan Chéng chi dinh), vi c¢d thé gay i Ian, kich dong, ADR ¢
duong tiéu hda, sét cao, co giat nang hogc con tang huyet &p. Paroxetin c ché manh cac enzym
gan cytochrom P450 2D6. Diéu tri ddng thoi voi cac thude chuyén hoa nhe enzym nay va co chi
sO tri ligu hep (thi du flecainid, encainid, vinblastin, carbamazepm va thUOc chéng tram cam 3
vong) thi phai bat ¢au hoic diéu chinh cac thuoc nay ¢ pham vi liéu thap. Piéu nay ciing ap dung
neéu paroxetln da dugc dung trong vong 5 tuan trude do.

Nong do cac thudc chdng traim cam 3 vong, maprotilin hoac trazodon trong huyet tuong co thé
tang 1én gap doi khi ding ddng thoi vai paroxetin. Mot sé thay thube khuyén nén giam khoang
50% liéu cac thude nay khi dung dong thoi véi paroxetin.

Dung paroxetin ddng thoi véi lithi co thé hodc 1am ting hodc giam ndng do lithi trong mau, va
da co trudng hop ngd doc lithi xay ra. Do dé, can theo ddi ndng do lithi trong méu.

Pimozid

Paroxetin c6 tac dung tc ché CYP2D6, chéng chi dinh dung dong thoi paroxetin véi pimozid, vi
c6 thé 1am tang 2,5 1an ndng d6 pimozid, ting doc tinh trén tim caa pimozid, c6 thé gay kéo dai
khoang QT.

Thioridazin

Chong chi dinh phéi hop ciing véi thioridazin, vi ¢6 thé 1am tang doc tinh cua thioridazin trén
tim nhu kéo dai khoang QT, xoan dinh, ngimng tim.

Cac enzym chuyén héa thuéc

Chuyén héa va duoc dong hoc cua paroxetin ¢ thé bi anh huéng béi su cam ung hoic wc ché
cuia cac enzym chuyén hoa thuéc.

Khi paroxetin dugc ding chung vai cac chat tc ché enzym chuyén hda thude, can nhac sir dung
licu thap nhat paroxetin. Khong can diéu chinh liéu khai dau khi sir dung chung véi cac thube da

5/8 0212.T1



biét co tac dung cam ing enzym (carbamazepin, rifampicin, phenobartbital, phenytoin) hoic véi
fosamprenavir/ ritonavir. Bat ky viéc diéu chinh liéu (sau khi bat dau diéu tri hoic sau khi ngung
chat cam wng enzym) nén tly theo hiéu qua 1am sang (dung nap va hiéu qua).

Fosamprenavir/ ritonavir

Dung chung véi fosamprenavir/ ritonavir 700/ 100 mg 2 lan/ ngay vai paroxetin 20 mg hang
ngay ¢ nguoi tinh nguyén khoe manh trong 10 ngay cho thay giam khoang 55% nong do huyét
tuong cua paroxetin. Nong do huyet tuong cua fosamprenavir/ ritonavir khi stt dung chung véi
paroxetin tuong ty nhu gia tri & cac nghién ctru khéc, cho thay paroxetin khdng dnh huong dén
tac dung cua fosamprenavir/ ritonavir. Chua c6 dir liéu 1am sang vé viéc sir dung fosamprenavir/
ritonavir vai paroxetin trén 10 ngay.

Procyclidin

Dung chung hang ngay véi paroxetin lam ting dang ké ndng d6 cua procyclidin. Néu tac dung
db6i giao cam xay ra, nén giam liéu procyclidin.

Thudc chéng co giat

Sir dung chung véi carbamazepin, phenytoin, valproat khdng gay anh huong dén duoc dong hoc,
duoc luc hoc ¢ cac bénh nhan bi dong kinh.

Kha nang rc ché CYP2D6 cua paroxetin

Nhu céac thude chdng tram cam khac, bao gém SSRIs, paroxetin tc ché cytochrom P450 cua gan,
enzym CYP2D6. Viéc trc ché CYP2D6 c6 thé lam ting néng do huyét trong cua cc thude duing
chung duoc chuyén héa bai cac enzym ndy. Bao gdm céc thudc: thude chong tram cam 3 vong
(clomipramin, nortriptylin, despiramin), thuéc an than nhoém phenothiazin (perphenazin va
thioridazin), risperidon, atomoxetin, thuéc chéng loan nhip typ 1c (propafenon, flecainid) va
metoprolol. Khéng khuyén céo sir dung paroxetm véi metoprolol trong diéu tri suy tim, do chi s6
tri liéu hep ctia metoprolol trong tredng hop nay.

Tamoxifen

Tuong tac duoc dong hoc giira chat wc ché CYP2D6 va tamoxifen, cho thiy nong do huyét
trong cua mot trong nhiing chat chuyén héa c6 hoat tinh cua tamoxifen (endoxifen) giam 65 -
75% trong céac bdo cdo y van. Da c6 nghién ciru vé viéc giam hiéu gua cua tamoxifen khi su
dung chung véi cac thudc chéng tram cam SSRIs. Do do, khong khuyén cao su dung tamoxifen
Véi cac chat trc ché CYP2D6, bao gdom paroxetin.

Ruwou

Gidng nhu cac thubc diéu tri thm than khac, bénh nhan khong nén uéng rwou khi st dung
paroxetin.

Thuéc chong déng mau

Tuong tac dugc dong gnra paroxetln va céc thube Chong dong méau duong udng co thé xay ra. St
dung paroxetin cung véi cac thudc Chong doéng mau duong ubng lam ting tac dung chdng dong
mau va nguy co xuat huyét. Do d6, can than trong khi sir dung paroxetin ¢ bénh nhan st dung
thuéc chdng dong mau duong uéng.

NSAIDs va acetyl salicylic acid, va cac chat chong két tap tiéu cau

Tuong tac dugc dong gilta paroxetin va NSAIDs/ acetyl salicylic acid co thé xay ra. Sur dung
chung paroxetin va NSAIDs/ acetyl sallcyllc acid c6 thé 1am ting nguy co chay mau.

Than trong khi str dung SSRIs cung véi cac chat Chong dong duong udng, céac thubc anh “huong
dén chuc nang tiéu cau hoic lam tang nguy co chay mau (thuoc chéng loan than khong dién hinh
nhu clozapin, phenothiazin, hau hét cac thudc chéng tram cam ba vong, acetyl salicylic acid,
NSAIDs, chat ¢rc ché COX-2) ciing nhu bénh nhan c¢d tién sir bj rdi loan chay méu hoac tinh
trang c6 thé gay chay mau.

Pravastatin

Tuong tac gura pravastatin va paroxetin da dugc nghién ctu. Viéc st dung chung pravastatin va
paroxetin c6 thé lam ting ndng do glucose huyét.

Bénh nhan bj dai thio dudng dang str dung pravastatin va paroxetin c6 thé phai diéu chinh liéu
thudc diéu tri dai thao duong va/ hoic insulin.

Céc thudc lién két nhiéu véi protein huyét twong
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Céc thudc lién két nhiéu véi protein huyét ‘twong nhu thudc chong dong mau, digitalis hoac
digitoxin, dung dong thoi vai paroxetin co the bi day ra khoi vi tri lién ket protein, lam tdng nong
do céc thuoc tu do trong huyét twong va tang tac dung phu.

TAC DUNG KHONG MONG MUON:

Khi bat dau diéu tri, tinh trang bon chon, lo Iang hoac kho ngu c6 thé bj ting 1én (10 - 20% sb
truong hop diéu tri). Phan (mg budn nén lac dau va phu thudc vao lidu ciing co thé xay ra téi
10%.

Rat thiwong gap, ADR = 1/10

Than kinh trung wong: Mét tap trung.

Tiéu hoa: Budn ndn.

Sinh duc: Suy giam chirc nang tinh duc.

Thuong gap, 1/100 < ADR < 1/10

Toan than: Mét moi, chéng mat, ra mo hoi, ngap, suy nhugc, tang can.

Than kinh trung uong: Chong mit, run, nhirc dau, suy giam ham muén tinh duc.

Tiéu hoa: Ia chay, tdo bon, ndn mia.

Mat: M& mat.

Da: B6 mo hai.

Tam than: Tinh trang bon chdn, mét ngu, kich dong, lo s, ngi mo ¢6 4c mong.

Chuyén hoa: Tang nong do cholesterol, giam ngon miéng.

it gap, 1/1.000 < ADR < 1/100

Than kinh trung wong: Phan ng ngoai thap.

Tam than: LU lan, a0 giac.

Da: Phat ban da, ngtra, chay mau bt thuong dudi da. ‘

Tuan hoan: Nhip tim nhanh, réi loan huyét &p, ha huyét ap khi thay d6i tu thé.

Tiét niéu: Bi tiéu tién, tiu tién khdng tu chu.

Mit: Gidn dong tu.

Chuyén hoa: Khé kiém soat duong huyét.

Hiém gap, 1/10.000 <ADR < 1/1.000

Toan than: Pau co, dau khop.

Tuan hoan: Nhip tim cham.

Than kinh trung wong: Hung cam, lo &u, réi loan van dong, co giat, hoi chitng bt rat khdng yén.
Tiéu hoa: Xuat huyét tiéu hoa.

N@i tiét: Tang prolactin huyét, chimg to vd & nam gidi, chimng tiét nhiéu sira.

Gan: Tang enzym gan (viém gan, doi khi vang da).

Chuyen hoa: Giam natri huyét.

Rat hiém gap, ADR < 1/10.000

Toan than: Phu ngoai vi.

Than kinh trung wong: Hoi chimg cudng serotonin.

Roi loan thi giac: Glaucoma cap tinh.

Noi tiét: Hoi chang | tiét hormon chdng bai niéu khéng phu hop.

Huyét hoc: Giam tiéu cau.

Da: Hoi ching Stevens-Johnson, hoai tir thuong bi nhiém doc, héng ban da dang.

Sinh duc: Cuong ctrng kéo dai.

Khong ré

Tam than: Y tudng tu tir hodc hanh vi ty tir, kich dong.

Tai: U tai.

Hudng dan cach xir tri ADR: . o .7 ‘
Ngutng dung thudc khi bi néi ban da hozc nbi may day. Néu can thiét, c6 thé diéu tri biang cac
thudc khang histamin hogc/ va glucocorticoid.

C6 thé nhai keo cao su hogc keo khong du:ong, hoac chat thay thé nuéc bot dé giam khé miéng;
den bac si kham néu khod ‘mi¢ng kéo dai qua hai tUan )

Tat ca cac ngudi bénh diéu tri bang thudc chdng tram cam do bat ky chi dinh nao ciing phai duoc
giam st chat ché vé tinh trang nang Ién caa tram cam, y dinh tu tr va cac bat thuong vé hanh vi,
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dac biét trong giai doan déu dléu tri va trong giai doan diéu chinh liéu. Bat ky thay d6i hanh vi
nao nhu kich dong, cau gat Xuat hién y dinh ty tir phai thong béo cho bac si diéu tri. Néu dy dinh
ngung thudc, phai ngung dan dan nhung cang nhanh neu co thé, tranh nging thubc dot ngot.
Ngung dung thudc va cho diéu trj triéu chiing khi xuét hién hoi chung cudng_serotonin. Biéu
hién gom c6: Thay doi tinh trang tam tri (nhu kich dong, ao giac, hon mé), than kinh thyc vat
khong 6n dinh (nhu tim dap nhanh, huyét ap dao dong, sét cao), ting truong luc co, rung git
Co...

QUA LIEU VA CACH XU TRI:

Khi udng qué liéu, triéu ching c6 thé xay ra 1a budn ndn, nén, chong mat, ra mo hoi. Ciing thay
triéu chung kich dong, hung cam nhe va cac dau hiéu kich thich than kinh trung wong.

Xz tri: Chu yéu 1a diéu tri triéu chung va hd tro. C6 thé cho dung than hoat va sorbitol. Duy tri
hd hap, hoat dong tim va than nhiét. Néu can, dung thubc chong co giat nhu diazepam. Céc bién
phap tham phan mau, loi niéu bat budc hoic thay mau cé I& khdng cé hiéu qua do thé tich phan
bé 16n va thubce lién két nhiéu vai protein.

Piéu kién bao quan: Noi kho rao, tranh anh sang, nhiét do khong qua 30°C.

Han dung caa thudc: 36 thang ké tir ngay san xuat.

San xuat tai: )

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudce 1, Phuong Thoi Hoa, Thi xa Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

Ngay xem xét stra d6i, cAp nhat lai ndi dung hwéng dan sir dung thuéc: 17/04/2019

Tén san pham: PATCHELL
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