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TO HUONG DAN SU DUNG THUOC
R«
PANESTA

Vién nén bao phim

T]qmﬁc nay chi ding theo dom thube
Dé xa tim tay tré em
Poc k§ hwémng dan sir dung trwée khi ding

THANH PHAN, HAM LUQNG CUA THUOC:
Méi vién nén bao phim chita:
Thanh phrjn hoat chat:
Paroxetin (duéi dang Paroxetin hydroclorid hemihydrat) ......20 mg
ﬂ:anh phdn 16 duoe:

Po]yethylene glyeol, Tltan dloxyd_ Polydextrose Ery'lzhrosm Iake Ponceau 4R.
MO TA SAN PHAM:
Vién nén dai bao phim mau hé‘mg, mdt tron - mét ¢ chir DNP. JANTT P VR
CHI PINH: "
Bénh trdm cam.
R&i loan 4m anh cudng ché (OCD).
Réi loan hoang sg.
Am anh so x4 hdi (réi loan lo du xa héi).
R&i loan lo Au.
R&i loan sau sang chin tim 1y.
LIEU DUNG, CACH DUNG:
Céch dung:
Diing dudng ubng. Ubng 1 14n vao budi séng.
Thitc an khong anh hudng dén hip thu, nén ubng cling thirc in dé gidm thiéu ADR trén dudmg tiéu hoa.
Liéu ding:
Ngudoilon
Diéu tri tram cam. 1idu bét dﬁu thuong dung 12 20 mg/ngay. Li 1eu duy tri dugc thay ddi theo dép tmg 1am
sang ctia moi ngum Sau mdi tudn didu (ri c6 thé ting thém mdi 10 mg dén khi dat 50 mg/ngay. Thong
thudng sau mot vai tudn m&i dat duge hidu qua didu tri ddy du, do vay khong nén téng qua liéu quy dinh.
Ngudi bénh trdm cam phai duoc diéu tri trong mat thoi gian, it nhét 6 thang dé dam bao bénh khong tai phat.
Didu iri chzmg am anh curong ché (OCD): Liéu khoi dau 1a 20 mﬂ/ngay, c6 thé tang thém 10 mg cach nhau it
nhat mét tudn cho téi I1eu khuyén cdo 40 mg/ngdy. Néu sau vai tudn khong dap img cé thé ting liu t4i da 60
mg/ngdy. Bénh nhén mic chimg OCD nén dwoe diéu tri trong vai théng hodic 1au hon, dé dam bao bénh
khéng tai phat.
Diéu 1 hji chimg hoang so: Liéu bét dau 1a 10 mg/ngay. Sau it nhat mot tuan diéu tri c6 thé ting thém 10
mg mdi ngay, cho t&i lidu diéu tri duge khuyén cdo 40 mg/ngay. Néu sau vai tuan khéng dép g ¢d thé tang
lidu thi da 60 mg/ngay. Phai diéu tri trong mét thdi gian dii dai dé bénh khéng tai phat. Théi gian nay c6 thé
kéo dai vai thang, ¢6 khi con 1&u hon.
zfm cmh 50 xd hoi: Liéu khuyén cdo 20 mg/ngay. Néu sau vai tudn khong ¢ dap tng 6 thé tang thém 10 mg
mdi tudn den t6i da 50 mg/ngay. Thén trong khi st dung lau dai.
Diéu tri ro: loan fo du. Liéu khuyén cdo 14 20 mg/ngay. Néu sau vai tufin khéng c6 dép ting c6 thé ting thém
10 mg mm tudn dén toi da 50 ‘mg/ngay. Than trong khi st dung lau dai.
Ching réi logn sau sang chcm tam ly: Lidu khuyén cdo 20 mg/ngay. Néu sau vai tuan khong ¢6 ddp tmg c6
thé tang thém 10 mg m&i tudn dén tdi da 50 mg/ngdy. Thén trong khi sir dung l4u dai.
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Céc trigu chimg cai thuéc khi ngung paroxetin :

Chong mat, roi loan cam gidc (bao gdm di cam, cam giac séc dién va i tai), rbi loan glac ngu (bao gom ca 4c
mong), kich dong hoac lo lang, budn nén, bdi I‘Dl dé md hoi, dau dau, tiéu chay, danh trong ngye, roi loan
cam xtic, kho chiu va rdi loan thi gide da duoc béo cdo.

Nén tranh ngimg thube dot ngot. Phac b giai doan giam dan duge st dyng trong céc thir nghiém 18m sang
lién quan dén viée glam liéu hang ngay 10 mg trong Lchoang thoi gian hang tudn. Néu cacAriey chimg ning
xay ra sau khi giam lidu hoac sau khi ngm:lor dieu tri, 6 thé can nhic ding lai lidu da ke ﬁo:n tr&“écdé Sau de,
béc si ¢6 thé ticp tuc giam lidu, nhvng véi tde do din dan. / TY CO PHAN

Cic dbi twgng ddc bigt ~ NXUAT-THUIN

Ngu6i cao tudi: Nong do paroxetin trong huyét twong & ngudi cao tudi tang, nhu*ng Van ném trong ph@m vi
quan sat duge & nguoi tré tudi. Liéu bat ddu 1a 10 mg/ngay, c6 thé ting lidu nhung khé\ng qual 40 mg@g&v '
Tré em va thanh thiéu nién (7 - 17 ruoz) Khéng nén su dung paroxetin dé didu tri chuirégm \-a’fhanh thiéu
nién vi cée thir nghiém 14m sang cé kiém sodt da cho thdy paroxetin ¢6 lién quan dén VIEC tﬁng nguy co ty
va long thu dich. Ngoai ra, trong cdc thir nghiém ndy, hiéu qua chua duge chirng minh day du.

Tré em dheéi 7 tuéi: Tinh an toan va hu;u qua cua thubc & dbi twong nay chua duge xé4c dinh.

Bénh nhén suy gan hodc suy thian: Nong d6 paroxetin ting & bénh nhén suy thin ning (dd thanh thai creatinin
dudi 30 ml/phiit) hodc & nhitng ngudi bi suy gan. Do d6, nén ding liéu khuyén cdo va khéng vuot qué lidu
quy dinh.

(‘HO\IG CHI PINH: ’

Qué mén véi paroxetin hodic véi bat ky thanh phén nao cua thude.
Paroxetin chdng chi dinh két hop véi céc thude frc ché monoamin oxydase (MAOIS) Trong mro'ng hgp dac
biét, linezolid (khang sinh, 14 mét MAOI khong chon loc ¢6 thé ddo ngwoc) cb thé két hep véi paroxetin
nhung phai duge theo dai chit ché céc tridu chimg cia hdi ching serotonin vé theo doi huyét ap. Pidu tri
bang paroxetin c6 the dugc bt dau:
- hai tuan sau khi ngimg MAOI khéng thé dao nguge, hoc,

- it nhit 24 gid sau khi ngimg MAOT c6 thé ddo nguoe (vi du: moclobemid, linezolid, methylthioninium
clorua (xanh methylen)).
Nén c6 khoang céch it nhat mdt tuén khi ngung paroxetin va bit ddu didu tri véi bat k¥ MAOI nao.
Khong nén két hop paroxetin voi thioridazin, vi cing nhu céc san phém thudc khic, paroxetin c6 tic dung tic
ché men gan CYP450 2D6 c6 thé lam ting ndng do thioridazin trong huyét tuong.
Khong nén két hop paroxetin v6i pimozid.

CANH BAO VA THAN TRONG KHI DUNG THUOC: ‘ ,
Diéu tri bing paroxetin nén dugc bat ddu hai tudn sau khi ngirng MAOT khéng thé dao nguroc, hodic it nhat 24
gi0 sau khi ngimg MAOI co thé dao nguyce. Lidu paroxetin nén dugc tdng dan cho dén khi dat duoc két qua
tt nhat.

Tré em .

Paroxetin khong nén dwroc sir dung & tré em va thanh thiéu nién dwdi 18 tui. Cac hanh vi lién quan dén tu tr
(cd ging tur tit va suy nghf tu ti¥) va su thil dich (chi yéu 13 gy hin, hanh vi di nghich va tic gidn) thudng
duge quan sat trong cac thir nghiém lam sang ¢ tr¢ em va thanh thiéu nién dwc didu tri bang thude chdng
tram cam so vGi didu tri bing gia dugc.

Suy nghi ty tir :

Trdm cam c6 lién quan dén viée ting nguy co suy nghi ti tir, tr lam hai ban than. Nguy co nay van ton tai
cho dén khi bénh thuyén giam. Vi su cai thién c6 thé khong xay ra trong vai tudn diu diéu tri, nén bénh nhan
can duge theo di chit ché cho dén khi tinh trang trén dugc cai thién.

Bénh nhan co tién sir lién quan dén tur tir, hodic nhitng ngudri ¢d biéu hién ¥ nghi tr tir trude khi bat ddu didu
tri2 duoe biét 12 ¢6 nguy co cao ve y nghi ty tir hodc ¢o géng tu t, can duoc theo doi cin thén trong qué trinh
diéu wi.

Chimg ngoi khong yén (akathisia)/ tam 1 bon chon :

Viée sir dung paroxetin ¢6 lién quan dén sy phét trién cua akathisia, duoe dic trung bod cam gide bén chdn, lo
lang, di chuyén lién tuc, diing ngdi kh ong yén. Biéu néy_rﬁt c6 thé xéy ra trong vai tuan dau diéu tri. O nhiing
bénh nhan ¢6 cdc wri¢u ching nay, ting liéu cb the gdy bat loi.

Héi chitng serotonin/ hgi chng an !hdn kinh a:. tinh :

Trong cdc trudmg hop hiém gdp, su tién trién cta hdi chiing serotonin hogc céc biéu hién gmng nhir héi
chimg an than kinh 4c tinh c6 thé x4y ra lién quan dén didu tri bing paroxetin, ddc biét khi ding két hop véi
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céc thude serotonergic va/hodc thnﬁc an thin kinh khac. Vi cc hoi chiimg nay c6 thé de doa dén tinh mang,
nén ngimg diéu e béng paroxetin néu cac triéu chimg (nhu ting thin nhiét, cung khép, suy nhuge co the,
mét tw chu, thay ddi trang thi tdm than, khé chiu, kich déng cye do dén mé sang va hon mé) xay ra va diéu
tri hd tro nén duoc bat dau. Paroxetin khong nén sir dung két hop véi tién chét serotonin (nhw L-tryptophan).
Réi loan chire nang tinh dyc :

Céc chét e ché chon loc ntﬁi hip thu serotonin (SSRI) va cdc thubc e ché tai hap thu serotonin vé
norepinephrin (SNRI) ¢6 thé gdy ra cédc triéu chimg r(_:;i loan chirc nang tinh dyc. DA cd bdo cdo v& réi loan
chirc néing tinh duc kéo dai trong dé céc triéu chirng vAn tiép tuc mic di da ngumg su dung SSRI/SNRI
Mania (hung cam) : Z -

Nhur véi tat ¢a céc thube chdng trdm cam, paroxetin nén dugc st dung than trong ¢ nhﬁ:;n‘g: enh nhén CQ tién
sir hung cam. Nén ngung sir dung paroxetin & bét ki bénh nhén ndo bude vao giai doan_htmg Caﬂll Ml "_'_'\,
Bénh nhdn suy gan/ suy thin : (f P e gt ]
Thén trong & nhitng bénh nhén suy thin ndng hofc & nhimg ngudi bi suy gan. : - S
Bénh nhdn tiéu duong : \
O nhimg bénh nhin mic bénh tiéu dudmg, didu tr} bcmg SSRI ¢6 thé thay di hm'ng E‘Itto‘ng\ huyét fnqulm
va/hodic thude ha dudng huyét dlr(mg uéng c6 thé can phai duge didu chinh lidu. Ngoai ra, di ¢6 nhimg
nghién ctru cho thiy su gia ting ndng 6 glucose trong méau c6 thé xay ra khi paroxetin va pravastatin duoc
dung dong thoi.

D¢ng kinh :

Nhin chung, ty 1¢ co giét it hon 0,1% ¢ nhimng bénh nhin dugce diéu trj bang paroxetin. Ciing nhu céc thude
chdng tram cam khac, paroxetin nén duoc st dung thin trong & nhitng bénh nhén bi déng kinh. Nén ngung sir
dung thube & bat ky bénh nhan nao bj co giat.

Liéu phap dién di (ECT) .

C6 it kinh nghiém 1am sang vé viéc st dung ddng thoi paroxetin véi ECT.

Bénh tang nhén dp .

Ciing nhu cc SSRI khic, paroxetin khong thudng xuyén giy gidn ddng tir va nén thin trong khi ding cho
bénh nhin mic bénh ting nhin 4p gbe hep hodic ¢6 tidn sir ting nhin ap.

Cdc bénh tim mach :

Nhiing bénh nhan méc bénh tim mach cdn duge theo ddi chit che.

Ha natri mau :

Thudc ¢6 thé gay ha natri mau, chi yéu ¢ ngudi cao tudi. Céc tridu chimg ha natri méu gbm dau dau, mét tap
trung, suy giam tri nhé, la lAn, dirng khéng vitng. Tinh trang ha natri méu giam khi ngung st dung paroxetin.
Xudit huyét :

DA ¢6 bdo cdo vé chay mau bat thuong & da nhu vét bim mdu va ban xudt huyét voi SSRI. Céc biéu hién xuft
huyét khac nhu xuit huyét tiéu héa va phu khoa dd duge bdo cdo. Bénh nhén cao tudi c6 thé ting nguy co
chay mau khong lién quan dén kinh nguyet.

Thén trong & nhitg bénh nhan sur dung déng thei SSRI v6i thude chdng déng dudng uéng, cc thube anh
huéng dén chitc nang tiéu cdu hodc ¢ thé 1am ting nguy co chay mau (vidu: thudc chéng loan thin khang
dién hinh nhw clozapin, phenothiazin, acid acetylsalicylic, NSALDs, thude tre ché COX-2) ciing nhur & nhitng
bénh nhan ¢4 tién sit rdi loan chay mau hode cde tinh trang ¢6 thé din dén chay méu.

Twong tic voi lamoxifen :

Paroxetin, mét chat trc ché manh CYP2D6, c6 thé lam gidm ndng dd endoxifen, la mdt trong nhimg chat
chuyén héa hoat dong quan trong nhdt ctia tamoxifen. Do @6, khéng ding paroxetin trong qué trinh diéu tri
Vol tamoxifen.

Céec tridu chimg gdp phdi khi ngung diéu tri véi paroxetin :

Céc triéu chimg gap phai khi ngimg dleu trj 13 pho bién, dic bigt néu ngimg thudc d6t ngdt. Trong céc thu
nghidm 1dm sang, cAc tic dung phu xudt hién khi ngimg didu tri xdy ra & 30% bénh nhan didu i bing
paroxetin so voi 20% bénh nhén duoc diéu tri bang gia dugc.

Nguy co xuét hién céc triéu chimg cai thude phu thude vao mdt sb yéu t bao gdm thii gian, lidu diéu tri va
tdc @6 gidm l1eu

Chéng mit, rdi loan cam giac (bao gom di cam, cam giac séc dign va 0 tai), rbi loan gidc ngu (bao gom cd 4c
méng), kich dong hogc lo ling, budn ndn, bdi rdi, dd md hoi, dau dau, tidu chay, danh trong nguc, rol loan
cam xic, kho chiu va réi loan thi gidc di dugc bdo cdo. N6i chung céc tridu chig ndy tir nhe dén trung binh,
tuy nhién, & mot sd bénh nhdn, ching cé thé ning hon. Ching thudng xay ra trong vai ngay ddu sau khi
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ngimg diéu tri, nhung d& c6 nhiing bdo céo rat hiém vé cAc triéu chimg nhw vAy & nhitmg bénh nhén v6 tinh
b6 16 mot lidu thube. N6i chung céc tridu chimg ndy thudng tw khéi trong vong 2 tudn, mic di & mdt s bénh
nhén chung c6 thé kéo dai (2 - 3 thang hodc l4u hon).

Do d6, paroxetin nén duge gidm dAn liéu khi ngimg diéu trj trong khoang thoi gian vai tudn hodc vai thang,
theo nhu cau cla bénh nhéan.

Khong dung nap lactose

Thubc ¢6 chira lactose monohydrat, bénh nhan c6 van dé di truyén hiém gip vé khong_ duntr nap galactose,
thiéu hut Lapp lactase hosic kém hép thu glucose-galactose khdng nén diing thuoc nav 20"

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:
Thai ky mang thai: fx! ;
Céc nghién ctru da chimg minh khi sir dung paroxetin cho phu nit ¢6 thai tromg 3 thang dau thaL ky co kha
ning ting nguy co di tit bim sinh ciia thai nhi, dic biét trén hé tim mach. Wias HONG KAY /
Paroxetin khong nén dung cho phl,l nit ¢o thai, chi dl.rf,)c chi dinh khi khong con thuou khcu.-th;ly the va can
cén nhic loi ich/nguy co cua thude. Nen tranh ngimg thube dot ngot l:mng thot gian mang~tha1~
Khi me sir dung thude vao 3 thang cudi thai ky, tré so sinh c6 the xuat hién cic triéu chimg nhu suy h6 hép,
tim tai, ngung tho, co giat, non, ha dudng huyét, ting trwong lic, ha huyét ap, run ry, khoc lién tye, rdi loan
gidc ngi. Nhimng trigu chimg nay cé thé 14 do téc dung serotonergic hogc tridu chimg cai thuéc. Trong phan
16m céc trudng hop, cac bién chimg bét dau ngay ldp tirc hoiic som (<24 gid) sau khi sinh.
Thoi ky cho con bu:
Paroxetin ¢6 kha ning phin bd véo sira me, do vdy c6 thé anh huong dén tré bi me. Khong nén ding
paroxetin cho phy nit dang cho con bt hoic khuyén bénh nhén khéng nén cho con bii khi dang dung thue.
ANH HUQNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Paroxetin khong c6 hodc anh er(mG khong dang ké @én kha nang lai xe va sir dung may moc.
Kinh nghiém lam sang dé chi ra ring dleu tri bing paroxetm khong lién quan dén suy gidm chirc ndng nhan
thire hodc tdm 1y. Tuy nhién, nhur v6i tat ca cdc thude thin kinh, bénh nhén nén thin trong vé kha nang l4i xe
va van hanh mdy moc. Vige sir dung dbng thei paroxetin va nrou khong duge khuyén céo.
TUONG TAC, TUONG KY CUA THUOC:
Céc thude serotonergic
Ciing nhu cac SSRI khac, viée dung chung véi cée thude serotonergic ¢6 thé dan dén céc tac dung lién quan
dén 5-HT (hdi chiing serotonin). Can thén trong va theo dbi l14m sang chat ché khi cac thudc serotonergic
(nhw L-tryptophan, triptans, tramadol, linezolid, methylthioninium clorua (xanh methylen), SSRIs, lithium,
pethidin) duge két hop véi paroxetin. Thén trong véi fentanyl dwoc sit dung trong gdy mé toan than hoac
trong diéu trj dau man tinh. Sir dung ddng thoi paroxetin va MAOIs bi chong chi dinh vi nguy co gy hoi
chirng serotonin.
Pimozid
Trong mdt nghién ctru ndng dd pimozid ting trung binh 2.5 [4n khi dung heu thap duy nhat (2 mg) chung vm
60 mg paroxetin. Diéu nay c6 thé dugc giai thich boi cée dic tinh e ché CYP2D6 ciia paroxetin. Do chi s§
diéu tri hep ctia pimozid vé kha ning kéo dai khoang QT ciia né, sir dung ddng thai pimozid va paroxctin bi
chéng chi dinh.
Enzym chuyen héa thude
Sy trao dbi chit va duoc dong hoc ciia paroxetin ¢6 thé bi anh hudng bdi su cim fing hodc frc ché cdc enzym
chuyén héa thude.
Khi paroxetin duge dung cung voi mot thude tre ché enzym, nén cn nhic sir dung paroxetin & liéu thdp nhit.
Khéng can diéu chinh lidu paroxetin khi thude duge ding chung véi céc thude gdy cam tmg enzym (vi du
carbamazepin, rifampicin, phenobarbital, phenytoin) hodc voi fosamprenavir /ritonavir. Bt ky sy diéu chinh
liu paroxetin (sau khi bt dau hodc sau khi ngimg st dung mét thude gdy cam ting enzym) nén duge hudng
din boi hiéu qua 14m sang.
Thuoe ke ché than kinh co
SSRIs c6 thé 1am giam hoat ddng cholinesterase trong huyét twong din dén kéo dai tac dung tre ché thin kinh
cO cua mivacurium va suxamethonium.
Fosamprenavir/ ritonavir
Phéi hop fosamprenavir/ ritonavir 700/100 mg hai lan mdi ngay voi paroxetin 20 mg mdi ngdy & nhimg
ngudi tinh nguyén khoe manh trong 10 ngay, lam giam déng ké ndng d6 paroxetin trong huyét nrong khoang
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55%. Nong d6 fosamprenavit/ ritonavir trong huyét twong khi dung chung v6i paroxetin turong tw cée nghién

ctu khéc, cho thay pdroxelm khéng ¢ tic dung dang ké trong chuyén hoa fosamprenavir/ ritonavir. Khong

¢6 dir liéu v tac dung ciia viée st dung ddng théi paroxetin va fosamprenavir/ ritonavir trong théi gian dai

hon 10 ngay.

Procyclidine

St dung paroxetin hang ngdy lam ting dang k& ndng dd procyclidine trong huyet tuorng Néu thdy tac dung

khang cholinergic, nén giam ligu procyclidine. A Ree 0220

Thuée chong co gidt Sy N

Carbamazepin, phenytoin, natri valproat. Sir dung dbng thoi khong cho thdy bat ky anh hucmg nag dén duge

dong hoc ¢ benh nhén dong kinh. || [ ouoc prim

Tdc dung irc ché CYP 2D6 cua paroxetin AN -

Ciing nhu céac thudc c:hLonfJ trdm cam khac, bao gom cac SSRI, paroxetin ‘uc,.bhe men c}’tochrom P450

CYP2D6 ctia gan. Su trc ché CYP2D6 c¢o thé dan dén ting nong do tong hu},et tirong cuacac thude ding
chung duoc chuyén héa béi enzym niy. Bao gom mot s6 thubc chéng trAm cam ba vong nhét dinh (nhu

clomipramin, noririptylin, desipramin), thudc an thin kinh phenothiazin (nhu perphenazin, thicridazin),

risperidon, atomoxetin, mdt so loai thuéc chéng loan nhip loai 1. Khéng nén két hop paroxetin véi

metoprolol khi bi suy tim, vi chi s didu tri hep cua metoprolol trong chi dinh nay.

Tuong tac duge dong hoc gifta cac thuéc re ché CYP2D6 va tamoxifen, cho thiy giam 65 - 75% néng do

trong huyét twong cla mdt trong nhimg dang tamoxifen hoat ddng manh, nhu endoxifen, dd dugc béo

cdo. Giam tac dyng cua tamoxifen da duge bao cdo khi sir dung ddng théri mét s thude chéng tram cam SSRI

trong mot s& nghién citu. Khéng nén st dung ddng thoi véi cde thude tic ché CYP2D6 manh (bao gdm ca

paroxetin), vi lam giam (dc dung cia tamoxifen.

Rurcru '

Ciing nhu cac thude hudng thin khéc, bénh nhan duge khuyén cdo nén rdnh st dung ruou trong khi ding

paroxetin,

Thudc chong dong dwomg uong

MOt twong tac duge lyc hoe giita paroxetin Va thube chbng déng duomg uong c6 thé xay ra. St dung dung

théi paroxetin va thubc chéng déng dudng udng cb thé 1am tang tic dung chdng déng mau va nguy co xuat

huyet. Do do, paroxetin nén duge sit dung thin trong & nhitng bénh nhan dang duge diéu tr bang thudc

chéng déng dudmg udng.

NSAID va acid acetylsalicylic, va cde thude chffng két tdp tiéu cau khéc

MGét trrong tac duge lue hoe gifra paroxetin va NSAID hodc acid acetylsalicyiic c6 thé xay ra. Str dung ddng

thori paroxetin va NSAID/ acid acetylsalicylic ¢6 thé tang nguy co xuat huyét.

Thén trong ¢ nhimg bénh nhan dung SSRI déng thei vai thude chéng déng dudmg ubng, cac thude duge biét

la anh huong dén chitc nang tiéu cau hodc lam ting nguy co chiy mdu (vi du nhur thube chéng loan thin

khong dién hinh nhu clozapin, phenothiazin, acid acetylsalicylic, NSAIDs, thube e ché COX-2), & nhimg

bénh nhan cé tién st rdi loan chay mau hodc tinh trang ¢6 thé dén dén chay méu.

Pravastatin

Mot tuong tac giilta paroxetin va pravastatin da duoc quan sét thiy tronrr cdc nghién ciru, cho thdy réng viée

st dung dong thei paroxetin va pravastatin c6 thé din dén su gia tang nong dd glucose trong méu. Bénh nhan

bi dai thao duong dung déng thoi paroxetin va pravastatin ¢o thé yéu cau didu chinh liéu cia thube ha duomg

huyét ubng va/hodc insulin.

TAC DUNG KHONG MONG MUON CUA THUOC:

Rit thwomg gdp, ADR > 1/10

R&i loan tiéu héa: budn nbn

g théng sinh san: rdi loan chire nang tinh duc

Thieong gap, 17100 £ ADR < 1/10

Réi loan chuyen hoa va dinh dudng: tang cholesterol, giam cam giac ngon miéng.

R&i loan tAm thin: budn ngi, mit ngn, kich dong, gific mo bét thudng (gdm ca 4c mong).

R&i loan hé thin kinh: chong mat, run, nhirc dau, gidm kha nang tip trung.

R&i loan mét: m& mét

Réi loan ho hép, 16ng ngue va trung thit: ngép

R&i loan tiéu hoa: tao bon, tiu chay, non mura, khé mi¢ng.

Da: d6 md hoi
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Khdc: suy nhuge, ting can
It gap, 171 000 < ADR < 1/100 ,
Réi loan méu: chay méu bat thudng chit yéu 14 da v& niém mac (bao gdm vét bam méu vi chay mau phu
khoa).
Réi loan chuyén hoa va dinh ddmg: lwong dudng huyét thay ddi ¢ bénh nhéan bi d4i thio duong.
R&i loan tAm than: nham I&n, 4o gidc
R&i loan thén kinh: rdi loan ngoai thap
R&i loan mat: gian dong tir
R&i loan tim: nhip nhanh xoang
Réi loan mach méu: ting hodc giam huyét dp thodng qua, ha huyét ap thé dimg
Da: néi mn, ngira
Thén va tiét nidu: bi tiéu, tiéu khéng tu chi
Hiém gap, 1/10 000 < ADR < 1/1 000 Y e \;'r \
R01 loan chuyen hoa va dinh dudng: ha natri mau (chi yéu & bénh nhén cao t:m;ul va GIQL khi clo th uhung ting
tiét hormon chong bai niéu (ADH) khong thich hop). WO\ shmn mrw /
R&i loan tAm than: hung cam, lo lang, hoang loan, bénh ngdi khéng yén (akath}slafj.
R&i loan hé than kinh: co gidt, hoi chimg chén khong yén (RLS)
R6i loan tim: nhip tim chdm
R&i loan gan mét: ting men gan
H2 théng smh san: ting prolactinaemia /hdi ching da tiét sira (galactorrhoea), 11 loan kinh nguyét (bao gdm
rong kinh, mét kinh, chim kinh nguyét va kinh nguy¢t khong déu)
Réi loan co xuong va mé lién két: dau khép, dau co
Rt hiém gdp, ADR < 1/10 000
Réi loan mau: giam tiéu ciu
R&i loan hé théng mién dich: phan {mg di img nghiém trong va ¢6 kha niing gay tir vong (bao gdm phan tmg
phan v¢ va phu mach).
Rou loan ndi tiét: hoi chiing ting tiét hormon chdng bai niéu ( ADH) khong thich hop (SIADH)
R4i loan hé than kinh: hdi chirng serotonin (tri¢u chung bao gom kich déng, nham l4n, 30 giac, tdng phan xa,
nhwoe co, run riy, nhip tim nhanh va run).
Mit: ting nhén 4p cép tinh
R&i loan tiéu hoa: xuat huyét tidu hoa
R&i loan gan mét: viém gan, d6i khi lién quan den vang da va /hodc suy gan.
Da: phan tmg bat lgi nghiém trong ¢ da (bao g gdm da hdng céu, hoi chimg Stevens-Johnson va hoai tir biéu bi
nhiém déc). ndi mé day, phan ting nhay cam 4nh sing.
Hé théng sinh san: héi chimg priapism (crong clmg kéo dai).
Khac: phu ngoai bién
Tén sudt khong ro
Réi loan tai va mé cung: 1 tai
Cdc triéu chieng khi ngumng didu tri véi paroxetm
Thudng gap: ¢hong mat, rdi loan cam gide, roi loan glac ngy, lo lang dau dau.
It gép: kich déng, budn nén, run riy, nhdm IAn, & md hoi, méat én dinh cam xdc, rdi loan thi gide, d4nh tréng
nguc, tiéu chay, kho chiju.
Nging pamxctm (dzic biét khi dot ngot} thuémg din dén céc tri¢u chimg cai thuoc
Chong mat, roi loan cam gidc (bao gom di cam, cam giac sHc dién va u tai), réi loan gidc ngl (bao gdm 4c
mong), kich dong hodc lo lang, budn nén, run rdy, nhdm I3n, d6 md héi, dau diu, tidu chay, dénh tréng ngye,
rdi loan cam xic, khé chiu va rdi loan thi gidc d3 duge béo céo. “
N6i chung cédc triéu chimg nay tir nhe dén trung binh, tuy nhién, & mot sé bénh nhan, ching c6 thé ning hon
va kéo dai. Do dé, paroxetin nén duoe gidm dan lidu khi ngimg diéu tri trong khodng th¥i gian vai tudn hodc
vai thang, theo nhu cAu ciia bénh nhén.
QUA LIEU VA CACH XU TR :
Triéu chirng:
Ngoai c4c triéu chimg duoc néu ¢ myc Téc dung khong mong mudn, con ¢6 sdt va cac con dau co bip khong
t chi cling dé duoc béo céo. Bénh nhén thuomg hdi phuc ma khéng dé lai di chimg nghiém trong ngay ca khi
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dung liéu don 1én t6i 2000 mg. Hon mé hodc thay ddi dién tim d6 ciing d4 duge bdo cdo va rat hiém khi
nghiém trong, khi paroxetin dung ddng thei v6i cée thube huéng tim than khae, c6 hoac khéng ¢6 ruou.

Cdch xir tri:

Khéng c6 thudc giai doc dac hiéu. Chu yeu la dlBU trj triéu chimg va hd trg. Co thé Can nha@w dung 20-30¢g

than hoat tinh trong vong vai gio dau sau khi udng qua lidu dé giam hap thu pdm)(etm o N

DAC TINH DUGC LUC HQC: g/ COUG 1Y COMANN e\
Nhém duge [y: Thude chéng trdm cam — thude nhém thuée e ché chon loc ta1 hap ﬂ'llll serotonm
Ma ATC: NO6ABOS e
Paroxetin, d4n xudt cia phenylpiperidin, 14 mot thuéc chéng trdm cam thude nhom ﬂjuoc i (¢ che chon loc tai
hép thu serotonin tai synap trudc ciia cic te bao than kinh serotoninergic, lam 1ang n"&'ﬁg dﬁf Serotonin den
synap sau, tlr 46 cai thign cdc trigu chimg trdm cam & bénh nhan trdm cam. Gidng nhu Tic thude chdng trim
cam cung nhom itc ché chon loc tai hép thu serotonin (fluoxetin, sertralin, citalopram, fluvoxamin), paroxctin
¢6 tic dung 1am tang nhanh ndng 46 serotonin tai khe synap cua té bao than kinh serotoninergic nhung hiéu
qua cai thi¢n céc tri¢u chimg lam sang vé trdm cam trén bénh nhén lai rit chim, thuéng phai tir 3 — 5 tudn, do
vy truong hop trim cam ning khéng thé thuyén gidm ngay khi diing bang thudc nay.
Khdng nhu cac thudc chdng tram cam 3 vong cu hodc mot vai cac thude Lhong trdm cam khac, véi lidu didu tri
paroxetin chi ¢é tic dung tic ché chon loc trén kénh thu hdi serotonin ma it ¢6 tac dung trén cac thu thé khac
nhu khang cholinergic, chen al-adrenergic hodc khang histamin hodc khong co tac dong x4u dén chirc nang
tdm ly — vén dong va khong co tac dung nhiéu dén tan s6 tim, huyét ap, dai thdo dudmg. Vi vdy, nguy co ¢b tic
dung phu do khang cholinergic (khé miéng, m& méit, bi tiéu= tao bon), chen al-adrenergic (ha huyét ap tu thé
ding) hodc khang histamin (budn ngi) ft gap khi sir dung diéu tri bing paroxetin.

PAC TINH DUQC PONG HOQC:
Hdp thu
Paroxetin hép thu tét sau khi uéng va dat ndng do tdi da sau 5 giey. Thirc dn khdng anh hudng dang ké dén qud
trinh hép thu cia thude.
Phdn bé

Paroxetin phin bé rong khap trong cédc mé co thé, c6 thé qua hang rao mau — ndo, sita va lién két cao voi
protein huyét trong, xAp xi 95%. Thé tich phén bé rat dao dong, tuy chwa xac dinh duge & ngudi, nhung &
dong vat khoang tr 3 — 28 livkg.

Chuyén hoa va thai trie

Thude bi chuyén héa manh bude diu & gan boi enzym CYP2D6 dudi dang oxy-hda va methyl-hoa, sau d6 chét
chuyén héa nay két hop voi acid glucuronic dé thai trir qua phén (khoang 36%) va nude ticu (62%). Mot phan
nhd 2% paroxetin khong déi thai trir qua nuée tiéu va < 1% duge théi trir qua phan. Thoi gian ban thai cia
paroxetin khodng 1 ngay.

Ngudi cao tudi v bénh nhan suy gan/ suy thin

O bénh nhan cao tudi, thoi gian ban thai cua thude c6 thé ting 1én dén 36 gidr. Vi paroxetin chuyén hoa rat
manh & gan, ton thurong gan ¢6 thé anh huong dén thai trir thude nén ngwdi bi suy gan ning can phai khuyén
cao dung lidu paroxetin ban dau thz’ip nhét va phai thin trong khi ting liéu & ngudi bénh nay.

O bénh nhan suy thdn ¢6 Cle < 30 ml/phat, néng d9 trung binh paroxetin (rong huyét twong ting khoang 4 lan
s0 voi trén ngudi khoe manh. 0 nguoi bénh ¢o Cle tir 30 — 60 ml/phiit, Cuax va AUC cao hon gép khoang 2 lan
s0 voi & ngudi khoe manh. Vi vy, cén khuyén ¢40 phai ding paroxetin voi liéu ban dau lhép nhét cho nguoi
bi suy thdn ning.
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QUY CACH PONG GOT :
Vi 10 vién; hdp 3 vi, hdp 6 vi va hop 10 vi.
Chai 30 vién, chai 100 vién, chai 200 vién va chai 500 vién.
PIEU KIEN BAO QUAN, HAN DUNG, TTIEU CHUAN CHAT LUQNG CUA THUOC :
Piu kién bao quan: Noi kho, nhiét d dudi 30°C, tranh anh séng.
Han diing: 36 théng ké tir ngdy san xuét.
Thude san xuét theo USP
TEN, PIA CHI CUA CG SU SAN XUAT THUOC :

[~ CONGTY €O PHAN SAN XUAT - THUONG MAI DUGC PHAM BONG NAM
i | Lo 2A, Dubng 1A - KCN Tan Tao, P.Tée Tao A, Q.Binh Téa - TP.HCM
asth DT (028) 3754.1748, {028) 3754.1749; FAX: (028) 3754.1750.

CONG TY CO PHAN SAN XUAT THUONG MAI
DUGC PHAM BONG NAM
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