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HUONG DAN SU DUNG THUOC CHO NGUOT BENH

RICHPOVINE

THUOC BAN THEO PON
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG
DE XA TAM TAY TRE EM
THONG BAO NGAY CHO BAC SI HOAC DUQC ST
NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC

1. Thanh phén, ham lwong ciia thudc:
Paroxetine hydrochloride ..........cccccoeveviuiiciiieeiieeeeeeen, 22,21 mg
(Trrong tng Paroxetine ..................ceeeeeeeeeeveveevereeeeeeeeeeesesenn, 20 mg) H

Ta duogc: Lactose, Tinh bt ngd, Povidon, Magnesi stearat, Silicon dioxid, Natri croscarmellose,
Hydroxypropyl methycellulose, Polyethylene glycol 6000, Titan dioxid, Talc.

2. Mo ta san phim:

Vién nén bao phim hinh oval, mau tra‘ing, trén mot mit vién c6 mot vach nam gitta, canh va thanh
vién lanh lan.

3. Quy cach dong goi:

Hop 03 vi x 10 vién nén bao phim kém t& huéng din str dung thude.

4. Thubc dang cho bénh gi?

Diéu trj trAm cam

Réi loan 4m anh cudng ché (OCD).

Tinh trang hoang loan ¢6 hay khong kém theo chiing s¢ khoang tréng.

Ri loan lo 4u xa h¢i/ Am anh s x3 hoi.

Réi loan lo Au toan thé.

Réi loan sau chan thuong tam ly.

5. Nén dung thudc nay nhw thé nao va lidu lrong?

Cich ding: Paroxetin thuong dugce ding theo dudong udng. Thirc dn khong anh hudng dén hép
thu, nhung nén udng cing thirc #n dé giam thiéu ADR trén duong tiéu hoa. Phai nudt, khong
nhai vién giai phong kéo dai. Vién thong thudng paroxetin hydraoclorid va paroxetin mesylat
khong tuong duong sinh hoc nén liéu dung dugce tinh theo paroxetin.

Liéu ding:

Diéu tri tram cam ¢ nguoi lom: Liéu bét ddu thuong ding 1a 20 mg/ ngay, udng 1 1an vao budi
sang. Liéu duy tri dugc thay doi theo dap ung lam sang ciia moi nguoi. Tinh trang ¢ nhitng bénh
nhan bat dau cai thién sau 1 tudn, va trd nén rd rang hon tir tuan thir 2 cia li€u trinh di€u tri. Nhu
céc thude chdng trdm cam khac, lidu dung nén dugce xem xét va diéu chinh trong vong 3 — 4 tudn
khi bét ddu diéu tri khi can thiét va duoc danh gia 1am sang. O mot sb bénh nhan khong dap tng
du vai liéu dung 20 mg/ ngay, c6 thé tang lieu dan dan moi 10 mg/ ngay 1én dén liu toi da 1a 50
mg/ ngay tuy theo dap Ung ctia bénh nhan. Thong thudng sau mdt vai tuan mai dat duge hig¢u
qua diéu tri ddy du, do viy khong nén ting qué lidu quy dinh. Ngudi bénh trdm cam phai dwoc
di€u tri trong mot thoi gian du, it nhat 6 thang.

Diéu tri chimg dm anh cudng bitc ¢ nguoi lom: Lidu khéi ddu khuyén cdo 1a 20mg/ ngay. Néu
khong d3, c6 thé tang thém 10 mg cach nhau it nhat mot tuan cho téi liéu khuyén céo 1a 40 mg/




ngay. Hiéu qua cta thudc dd duoc chimg minh trong thir nghiém 1am sang dung liéu 20 — 60
mg/ngdy. Vi viy khong nén vuot qua lidu 60 mg/ ngay.

Diéu tri fzéi chﬁ'ng hodng so ¢ nguoi Ion: Liéu bat ddu khuyén cdo 10mg/ ngay hodc 12,5 mg,
uong 1 lan véf) buc“)i séang. Sau it nh,ét 1 tuan diéu trj c6 thé tang lidu 1én 10 mg/ngay hodc 12,5
mg, cho t6i lidu diéu tri dugc khuyén céo 40 mg/ngay hoic 50 mg/ngay. Hiéu qua cua thube da
dugc c}‘u’rng minh trong thir nghiérp lam sang dung 10 — 60 mg/ngay hodc {2,5 — 75 mg/ngay.
Phai diéu tri trong 1 thoi gian du dé bénh khong tai phat. Thoi gian nay cé thé kéo dai vai thang,
c6 khi con 1au hon.

A}n anh so xa héi: Khoi dau lidu khuyén cdo l1a 20 mg/ ngay, sau do ting mdi tudn 1én 10'm :
dén 60 mg/ngay.

Diéu tri réi loan lo du & nguoi I6n: Liéu khuyén céo 1a 20 mg/ ngay, ubng 1 14n vao budi sang,
sau d6 ting mdi tuan 1én 10 mg, dén 50 mg/ngay. Thoi gian diéu tri it nhit phai 8 tuan diéu tri.
Réi loan sau chan thwong tdm 1y ¢ nguwoi Iom: Liéu khuyén cdo 1a 20 mg/ ngdy, sau d6 néu
khong c¢6 dau hiéu cai thién, mdi tudn ting thém 10 mg, dén 40 mg/ngay, nhung lidu 40 mg/ngay
khong chéc lgi ich hon liéu 20 mg/ngay.

Bénh nhén cao tuéi: Liéu ban ddu 10 mg/ngay hodc 12,5 mg, ubng 1 lan vao budi sang. Néu
khong dd, c6 the tiang licu toi da 40 mg/ngay hodc 50 mg/ngay.

Tré em va thanh thiéu nién (7-17 tuéi): Cac thir nghiém 1am sang da quan st thdy xuit hién
nguy co tu tr va kich dong khi sir dung paroxetin ¢ tré em va thanh thiéu nién, dong thoi hi¢u
qua diéu tri vAn chua dugc ching minh day du. Do d6, khuyén céo khong sir dung paroxetin dbi
véi tré em va thanh thi€u nién.

Bénh nhdn suy thdn/ gan: Liéu ban diu 10 mg/ngay hodc 12,5 mg ubng mét 1an vao budi sang.
Néu khong da, c6 thé tang lidu t61 da 40 mg/ngay hodc 50 mg/ngay

Tinh an toan va hiéu qua ctia thube véi tré em (< 18 tudi) chua dugc xéc dinh.

6. Khinao khong nén ding thudc nay?

Qué man v6i paroxetin hay voi bat ky thanh phan nao cta thudc.

Nguoi bénh dang dung céac thudc trc ché MAO (dung hai loai thude nay phai cach nhau it nhét 2
tuan).

Phdi hop ciing véi cac thude pimozid, linezolid va thioridazin.

Tré em dudi 18 tudi.

7. Tac dung khong mong muén khi sir dung thudc?

Khi bét diu didu tri tinh trang bdn chdn, lo ling hozc khé ngu 6 thé bi tang 1én (10 — 20% sb
truong hop diéu tri). Phan ung budn nodn lic dau va phu thude vao lidu ciing c6 thé xay ra t&i
10%.

Thwong gap, ADR > 1/100

Toan than: Mét moi, chdng mat, ra md hoi, ngap, suy nhugc, tang can.

TKTW: Chéng mat, run, nhirc dau, giam tap trung, suy gidm chic ning tinh duc.

Tiéu hoa: Budn nén, ia chay, tdo bon, chan an, kho miéng.

Mit: M& mit.

Da: D md hoi.

Tam than: Tinh trang bdn chdn, mat ngu, kich dong, lo so, ngit mo ¢6 4¢c mdng.

Chuyén hoa: Tang ndng d¢ cholesterol.
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It gap, 1/1000< ADR< 1/100

TKTW: Phan ung ngoai thap

Tam than: Lu 14n, 4o giac.

Da: Phét ban da, ngira, chay méau bat thuong duéi da.

Tuén hoan: Nhip tim nhanh, réi loan huyét 4p, ha huyét 4p khi thay ddi tu thé.

Tiét niéu: Bi tiéu tién, tiéu tién khong tu chu.

Mit: Gian dong tir.

Hiém gdp, ADR < 1/1000 ,

Toan than: Phu ngoai vi, dau co, dau khéop. H

Tuén hoan: Giam tiéu cau, nhip tim chim.

TKTW: Hung cam, lo au, rdi loan van dong, co giat, hoi chimg chan khong yén, hdi chirg
serotonin.

Tiéu hoéa: Xuét huyét tiéu hoa.

Noi tiét: Tang prolactin huyét, chimng to vii & nam gi6i, chimg tiét nhiéu sira.

Da: Dét san, phat ban da, hoi chirmg Stevens-Johnson va hoai tir thuong bi nhiém déc.

Gan: Viém gan, vang da r mat.

Chuyén héa: Giam natri huyét.

Théng bdo cho bdc st hodc dugc st nhitng tdac dung khong mong muon gdp phdi khi sir dung
thuoc.

8. Nén trianh dung chung véi nhirng thudc hoiic thwe phim gi?

Chéng chi dinh ding ddng thoi paroxetin véi cdc chdt tc ché monoamin oxidase nhu
moclobemid va selegilin (néu dung thi phai cédch nhau it nhat 2 tuan), vi c6 thé gay la 14n, kich
dong, ADR & duong tiéu hoa, st cao, co gidt ndng hodc con tiang huyét ap. Paroxetn trc ché
manh cdc enzym gan cytochrom P4502D6. Dicu tri dong thoi véi cac thude chuyén héa nho
enzym ndy va cé chi s6 diéu tri hep (thi du flecainid, encainid, vinblastin, carbamazepin va thudc
chong tram cam 3 vong) thi phai bat dau hodc dicu chinh céc thuoc nay & pham vi liéu thap.
biéu nay cling 4p dung néu paroxetin da dugc dung trong vong 5 tuan trudce do.

Str dung paroxetin véi céc thudc kich thich giai phéng serotonin c¢6 thé gay ra hoi chimg cuong
serotonin nhu kich dong, do gidc, hon mé, tang than nhiét, budén non, non, ia chay.

Chéng chi dinh phdi hop paroxetin véi linezolid, mot chét khang sinh nhung c6 tac dung phu irc
ché khong chon loc monoamin oxidase, gay ra hgi chiig cudng serotonin.

Nong do cac thudc chéng trdm cam 3 vong, maprotilin hodc trazodon trong huyét twong c6 thé
tang 1én gAp doi khi ding ddng thoi véi paroxetin. Mot sb thdy thude khuyén nén giam khoang
50% liéu céc thude nay khi dung dong thoi voi paroxetin.

Dung paroxetin ddng thoi véi lithi ¢6 thé hodc lam ting hodc giam ndng d9 lithi trong méu, va
da ¢o trudng hop ngd ddc lithi xay ra. Do dd, can theo doi nong d lithi trong mau.

Céc thudc lién két nhidu voi protein huyét twong nhu thudc chéng déng mau, digitalis hodc
digitoxin, ding ddng thoi vai paroxetin ¢6 thé bi ddy ra khéi vi tri lién két protein, 1am ting ndng
do cac thude tu do trong huyét twong va ting tic dung phu.

Chéng chi dinh phdi hop cung véi thioridazin, vi ¢6 thé lam tiang ddc tinh cia thioridazin trén
tim nhu kéo dai khoang QT, xoan dinh, nglrng tim.

Chéng chi dinh dung ddng thoi paroxetin v6i pimozid, vi c6 thé lam ting 2,5 ldn nong do
pimozid, tang ddc tinh trén tim cta pimozid.
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9. Cin lam gi khi mét lin quén khong dung thudc?

Ubng ngay 1 liéu khi ban nhé ra minh d4 quén udng thudc. Nhung néu thoi gian nhé ra gan liu
ké tiép thi bo lidu dd quén va ubng nhu theo thoi gian quy dinh. Khong dwoc udng gip doi lidu
trong trudng hop quén ding thude.

10. Cin bdo quén thudc nay nhu thé nao?

Béo quan noi khd thoang, tranh anh sang, nhiét do duéi 30°C. H
11. DAu higu (tri¢u chiing) khi ding qua liéu?

Khi ubng qué lidu, tri¢u chimg c6 thé xay ra 1a budn ndn, ndn, chéng mit, ra md hdi. Ciing thiy
triéu chimg kich dong, hung cam nhe va cac ddu hiéu kich thich TKTW.

12. Cin phii 1am gi khi ding thudc qua liéu khuyén cio?

Chu yéu 1a diéu trj triéu chimg va hd trg. C6 thé cho ding than hoat va sorbitol. Duy tri hd hép,
hoat dong tim va than nhiét. Néu can, dung thudc chéng co gidt nhu diazepam. Céc bién phap
thAm phan mau, loi niéu bét budc hodc thay mau c¢ 1& khong c6 hiéu qua do thé tich phén b6 16n
va thuoc lién ket nhiéu véi protein.

13. Nhirng diéu thin trong khi sir dung thudc nay?

Tranh dung thudc ddng thoi véi cac chit e ché monoamin oxydase (MAO) vi c6 thé gy ra hoi
chimg cudng serotonin. Chi nén bét dau ding cac thude wrc ché MAO khi paroxetin da duoc thai
trlr hoan toan (it nhat 2 tuan).

Cén than trong giam liéu cho nguoi bénh cé bénh vé tim mach, gan hodc giam chirc nang gan.
Paroxetin c6 thé gdy ra gidn dong tir nén cin than trong sir dung cho bénh nhan tang nhan ap goéc
dong.

Thudc ¢6 thé gy chéng mat hodc nhirc dau, nén khong ding day dot ngdt khi dang & tu thé nim
hozc ngoi.

Paroxetin can than trong khi sir dung cho tré em hozc thiéu nién dudi 18 tudi vi thude c6 lién
quan dén hanh vi tu sat (tim cach hodc ¢ y tuong tur sat).

Thudc ¢6 thé gay ha natri mau, dic biét & ngudi cao tudi va ngudi bénh dang ding thubc loi tiéu.
Céc triéu chung ha natri mau gébm dau déu, mét tap trung, suy giam tri nhé, la 1an, ding khong
vitng. Vi vay can thiét khi bit diu sir dung & liéu thdp nhat rdi tang lidu dan, néu c6 déu higu ha
natri méau thi nén ngimg diéu tri va hoi y kién béc si.

Phai than trong khi dung thude cho ngudi c6 tién sir co giét, phai ngimg thude néu xuét hién co
giat.

Phu nir ¢6 thai:

Céc nghién ciru da ching minh khi st dung paroxetin voi lidu trén 25 mg/ngay cho phu nit ¢6
thai trong 3 thang dau thai ky c6 kha ning ting nguy co di tat b4m sinh cua thai nhi, dic biét trén
hé tim mach. Str dung thudc vao thoi diém 3 thang cudi thai ky, tré so sinh c6 thé xuét hién céac
tridu chimg nhu suy hé hap, tim tai, ngung thd, co giat, ha duong huyét, lién tuc khéc, rdi loan
gidc ngu, tang ap luc phdi. Vi vy, paroxetin khong nén dung cho phu nit c6 thai, chi dugc chi
dinh khi khong con thudc khac thay thé va cin can nhic loi ich/ nguy co cuia thude.

Phu nir cho con bu:

Paroxetin ¢4 kha ning phan bd vao sita me, do vay c6 thé anh huong dén tré ba me. Khong nén
dung paroxetin cho ba me¢ cho con bu hodc can khuyén ba me khong nén cho con bu khi dang
dung thude.
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Téac dung ciia thudc khi 14i xe va vin hanh may moc:

Thube c6 thé gay budn ngt, giam kha ning suy xét, phan doén, suy ngi hoac kha nang van dong,
nén phai than trong khi l4i xe, van hanh may hodc nhitng cong viéc can tinh téo.

14. Khi nio cin tham vén béc si?

Khi gip phai nhitng tic dung khéng mong mubn khi sir dung thube va khi dung qué liéu quy
dinh.

Néu cin thém thong tin xin héi y kién béc st hogic duoc si. /
15. Han dung: 36 thang ké tir ngay san xuit. H
16. Tén, dia chi, biéu twong (néu c6) ciia nha san xuit:

Sdn xuit tgi: CHI NHANH CONG TY CO PHAN DUGC PHAM PHONG PHU - NHA MAY
SAN XUAT DUGC PHAM USARICHPHARM

Dia chi: 176 !2, Puong sb 8, Khu cong nghi¢p Téan Tao, Phuong Tan Tao A, Quén Binh Tén,
Thanh pho Ho Chi Minh.

17. Ngay xem xét, sira d6i lai ndi dung huéng din sit dung thudc cho bénh nhén

HUONG DAN SU DUNG THUOC DANH CHO CAN BO Y TE

1. Cic dic tinh dwge lwe hoc, dwge dong hoc :

a) Duwgc lyc hoe:

Nhém diéu tri : Thudc chdng tram cam — Thudc te ché tai hp thu serotonin ¢6 chon loc.

Mi ATC: NO6ABOS.

Co ché tic dung:

Paroxetin, din xuit ciia phenylpiperidin, 1a thuéc chéng trdm cam thudc nhém thude e ché chon

loc tai hap thu serotonin tai synap trudc cia céac t& bao than kinh serotoninergic, 1am ting ndng

d6 serotonin dén synap sau, tur d6 cai thién céc triéu ching trdm cam & bénh nhén trim cam.

Gibng nhu cic thudc chéng trdm cam cing nhém e ché chon loc tai hdp thu serotonin

(fluoxetin, sertralin, citalopram, fluvoxamin), paroxetin ¢6 tac dung lam ting nhanh ndng do

serotonin tai khe synap cia té bao than kinh serotoninergic nhung hiéu qua cai thién cic triéu

chimg lam sang vé trdm cam trén bénh nhén lai rit chdm, thudong phai tir 3 — 5 tudn, do véy

truong hop trAm cam ning khong thé thuyén giam ngay khi diing bang thudc nay.

Khong nhu céc thudc chéng trAm cam 3 vong cii hodc mot vai cac thude chdng trim cam khac,

v6i lidu diéu tri paroxetin chi c6 tac dung trc ché chon loc trén kénh thu hdi serotonin ma it ¢6 tac

dung trén céc thu thé khac nhu khéng cholinergic, chen a;-adrenergic hogic khong c6 tac dong

x4u dén chirc nang tdm ly — van dong va khong c6 tac dung nhiéu dén tan sb tim, huyét ap, dai

thao duong. Vi vay, nguy co tac dung phu do khang cholinergic (khé mi¢ng, mé miit, bi tiéu, tdo

bén), chen kénh a;-adrenergic (ha huyét 4p tu thé dimg) hodc khang histamin (budn ngt) it gap

khi str dung diéu tri bing paroxetin.

b) Dwgc dong hoc:

Paroxetin hdp thu chdm nhung hoan toan & duong tiéu héa sau khi ubng va dat ndng do tbi da

sau 5 gidr. Thirc #n khong anh hudng déng ké dén qua trinh hép thu cua thude. Paroxetin phan bd

rong khip trong cic md co thé, c6 thé qua hang rao méu-ndo, sira va lién két cao véi protein

huyét tuong, xap xi 95%. Thé tich phan b rit dao dong, tuy chwa xac dinh duge & ngudi, nhung

& dong vat khoang tir 3 — 28 lit/kg. Thubc bi chuyén hoa manh budc dau & gan bédi enzym

CYP2D6 dudi dang oxy-héa va methyl-hoa, sau d6 chat chuyén hoéa nay két hop véi acid
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glucuronic dé thai trir qua phén (khoang 36%) va nudc tiéu (62%). Mot phan nho 2% paroxetin
khong thai trlr qua nudc tiéu va < 1% duoc thai trir qua phén. Ntra doi cua paroxetin khoang 21 —
24 gid. Tuy nhién, trén bénh nhan cao tudi, nira doi cia thudc c6 thé ting 1én dén 36 gio. Vi
paroxetin chuyén hoa rat manh & gan, ton thuong gan c6 thé anh huong dén thai trir thude nén
ngudi bi suy gan ning can phai khuyén cdo dung liéu paroxetin thip nhit ban diu va phai than
trong khi ting lidu & ngudi bénh nay. Trén bénh nhan suy than c¢6 Cl, tir 30 — 60 ml/phiit, ndng
d6 dinh paroxetin huyét twong va tri s6 AUC cao hon gép khoang 2 14n so véi & nguoi khoe
manh. Vi vy, can khuyén céo phai ding paroxetin v&i liéu thip nhat ban dau cho nguoi bi suy
than ndng.

2. Chi dinh, liéu dung, cich dung, chéng chi dinh: H

a) Chidinh:

Diéu trj trAm cam

R&i loan am anh cudng ché (OCD).

Tinh trang hoang loan c¢6 hay khong kém theo chiing so khoang tréng.

Réi loan lo 4u xa hoi/ Am anh so x3 hoi.

Réi loan lo 4u toan thé.

Réi loan sau chin thuong tam ly.

b) Liéu ding — Céch dung:

Cich ding: Paroxetin thuong duoc ding theo dudong udng. Thire in khong anh huéng dén hép
thu, nhung nén udng cing thirc an dé giam thiéu ADR trén dudng tiéu hoa. Phai nudt, khong
nhai vién giai phong kéo dai. Vién thong thudng paroxetin hydraoclorid va paroxetin mesylat
khong twong dwong sinh hoc nén liéu ding dugc tinh theo paroxetin.

Liéu ditng:

Diéu tri tram cam ¢ nguoi Iom: Liéu bit dau thuong dung 1a 20 mg/ ngay. Liéu duy tri dugc thay
ddi theo dap tmg 1am sang ctia mdi ngudi. Tinh trang & nhitng bénh nhén bét ddu cai thién sau 1
tudn, va trd nén rd rang hon tir tun thr 2 cua lidu trinh diéu tri. Nhu cac thude chéng trdm cam
khac, lidu dung nén dugc xem xét va diéu chinh trong vong 3 — 4 tuan khi bét dau diéu tri khi can
thiét va duge danh gia 1am sang. O mdt s6 bénh nhan khong déap tmg du véi liéu dung 20 mg/
ngdy, c6 thé ting liéu din din mdi 10 mg/ ngay 1én dén lidu tdi da 12 50 mg/ ngay tuy theo dap
ung cta bénh nhan. Thong thudong sau mot vai tudn maéi dat dugce hiéu qua diéu tri dﬁy du, do
vy khong nén ting qua lidu quy dinh. Ngudi bénh trAm cam phai dugc diéu tri trong mot thoi
gian du, it nhét 6 thang.

Diéu tri chimg dm anh cudng bikc ¢ ngueoi Ién: Lidu khoi dau khuyén cdo 1a 20mg/ ngay. Néu
khong d& c6 thé tang thém 10 mg cach nhau it nhit mot tudn cho téi lidu khuyén cdo 1a 40 mg/
ngay. Hiéu qua cia thudc dd dugc chimg minh trong thir nghiém 1am sang dung liéu 20 — 60
mg/ngay. Vi viy khong nén vuot qué lidu 60 mg/ ngay.

Diéu tri hi chimg hodng so & nguoi I6n: Liéu bat dau khuyén cdo 10mg/ ngay hodc 12,5 mg,
ubng 1 14n vao budi sang. Sau it nhét 1 tudn didu tri c6 thé tang lidu 1én 10 mg/ngay hoic 12,5
mg, cho tdi lidu diéu tri dugc khuyén céo 40 mg/ngay hodc 50 mg/ngay. Hiéu qua ctia thube da
duoc chimg minh trong thir nghiém 1am sang dung 10 — 60 mg/ngay hodc 12,5 — 75 mg/ngay.
Phai didu tri trong 1 thoi gian di dé bénh khong tai phat. Thoi gian nay ¢ thé kéo dai vai thang,
¢6 khi con lau hon.

Am anh so xa héi: Khoi dau lidu khuyén cdo 1a 20 mg/ ngay, sau d6 taing mdi tuan 1én 10 mg,
dén 60 mg/ngay.
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Diéu tri roi lo~an l(‘) du & nguoi [on: Lidu khuyén cdo 1a 20 mg/ ngay, uéng 1 1in vao budi séng,
SaI'I d6 tdng moi tuan 1én 10 mg, dén 50 mg/ngdy. Thoi gian diéu trj it nht phai 8 tuin didu tri.
Roi logn sau chdn thiong t6m Iy ¢ nguoi Ién: Liéu khuyén céo 1a 20 mg/ ngay, sau d6 néu
khong c6 ’déu hi¢u cai thi‘én, mdi tudn ting thém 10 mg, dén 40 mg/ngay, nhung liéu 40 mg/ngay
khong chic 1¢i ich hon liéu 20 mg/ngay.

Réi {oan tcimT than tr%m'c fzc‘mh kinh: Liéu bét dau 12,5 mg/ngay, ubng vao budi sang. Sau it nht
1 tudn c6 thé tang liéu c‘ién 25 mg/ngay. Trong thir nghiém 14m sang, liéu 12,5 mg/ngay déu c6
hiu qua chimg minh. Can dinh ky danh gid lai liéu phap.

Bénh nhdn cao’tué’i: Li‘éu ban dau 10 mg/ngay hodc 12,5 mg, udng 1 14n vao budi sang. Néu
khong dd, c6 the tang licu t6i da 40 mg/ngay hodic 50 mg/ngay.

Tré em va thanh thiéu nién (7-17 tuéi): Céc thir nghiém 1dm sang da quan sit thdy xuét hién
nguy co tu tl’{vé kich dong khi sir dung paroxetin & tré em va thanh thiéu nién, dong thoi hiéu
qua diéu tri van chua d’ugc ching minh day du. Do dé, khuyén cao khong sir dung paroxetin di
véi tré em va thanh thiéu nién.

Bé’nh nhan suy thén/ gan: Liéu ban dau 10 mg/ngay hodc 12,5 mg udng mot 1an vao budi séng.
Neéu khong d&, c6 thé tang lidu ti da 40 mg/ngay hodc 50 mg/ngay A
Tinh an toan va hiéu qua cua thudc véi tré em (< 18 tudi) chua duoc x4c dinh. H

¢) Chong chi dinh:

Qua min v6i paroxetin hay véi bt ky thanh phan nao cua thude.

Ngudi bénh dang dung céc thude e ché MAO (dung hai loai thudc nay phai cch nhau it nhét 2
tudn).

Phéi hop cling véi cac thube pimozid, linezolid va thioridazin.

Tré em dudi 18 tudi.

3. Cic truong hop cin thin trong khi diung thudc:

Tranh dung thudc ddng thoi véi céc chét tre ché monoamin oxydase (MAO) vi ¢6 thé gy ra hoi
chimg cudng serotonin. Chi nén bét dau dung céc thudc trc ché MAO khi paroxetin da duoc thai
trir hoan toan (it nhét 2 tuén).

Cén than trong giam liéu cho ngudi bénh c6 bénh vé tim mach, gan hodc giam chirc nang gan.
Paroxetin ¢ thé gay ra gisin ddng tir nén cn than trong sir dung cho bénh nhén ting nhéan ap géc
dong.

Thudc ¢6 thé gy chong mit hodc nhirc dau, nén khong dimg day dot ngot khi dang & tu thé ndm
hoic ngdi.

Paroxetin can than trong khi str dung cho tré em hodc thiéu nién dudi 18 tudi vi thude c6 lién
‘quan dén hanh vi tu sat (tim cach hoic c6 y tudng tur sét).

Thudc c6 thé gy ha natri mau, dic biét & ngudi cao tudi va ngudi bénh dang ding thubce loi tiéu.
Céc triéu chung ha natri mau gdm dau du, mét tap trung, suy giam tri nhé, 1a 1an, dimg khong
vitng. Vi vy can thiét khi bit dau sir dung & lidu thdp nhit rdi tang liéu dan, néu c6 ddu hidu ha
natri mau thi nén ngimg diéu tri va hoi y kién béc si.

Phai than trong khi dung thudc cho ngudi co tién st co giat, phai nging thudc néu xuit hién co
giat.

Phu nir ¢6 thai:

Céc nghién ctru da chimg minh khi sir dung paroxetin véi liéu trén 25 mg/ngay cho phu nit ¢6
thai trong 3 thang dau thai ky c6 kha ning ting nguy co di tat bam sinh cta thai nhi, dic biét trén
hé tim mach. Str dung thudc vao thoi diém 3 thang cudi thai ky, tré so sinh ¢6 thé xuét hién céc
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triéu chimg nhu suy hd hép, tim tai, ngung thd, co git, ha dudng huyét, lién tuc khéc, réi loan
giac ngu, tang ap luc p?l(‘)i. Vi vdy, paroxetin khong nén dung cho phu nit ¢6 thai, chi dugc chi
dinh khi khong con thudc khac thay thé va can can nhic loi ich/ nguy co cua thude.
Phu nir cho con bu:
Paroxetin c6 kha nang phan bd véo sita me, do vy c6 thé anh hudng dén tré ba me. Khong nén
dung par9xetin cho ba me cho con bt hoic can khuyén ba me khong nén cho con bu khi dang
dung thuoc.
TAc dung ciia thuoc khi li xe va vin hanh may méc:
Thudc ¢6 thé gay budn ngu, giam kha ning suy xét, phan doén, suy ngi hodc kha ning van dong,
nén phai théan trong khi lai xe, van hanh may hoéc nhirng cong viéc can tinh téo.
4. Twong tic ciia thude véi cac thude khic va cic loai twong tic khac: H
Chong chi dinh ding dong thoi paroxetin véi cdc chdt tc ché monoamin oxidase nhu
moclobemid va selegilin (néu ding thi phai céch nhau it nhét 2 tudn), vi c6 thé gay 14 13n, kich
dong, ADR & dudng tiéu hoa, sbt cao, co giat ning hodc con ting huyét ap. Paroxetn trc ché
manh cdc enzym gan cytochrom Pys52D6. Piéu tri dong thoi véi cac thudc chuyén hoa nho
enzym nay va c6 chi sé diéu tri hep (thi du flecainid, encainid, vinblastin, carbamazepin va thudc
chdng trAm cam 3 vong) thi phai bt ddu hodc didu chinh cac thubc nay & pham vi lidu thép.
Diéu nay ciing ap dung néu paroxetin di duoc ding trong vong 5 tudn trude do.
Str dung paroxetin v&i cac thude kich thich giai phong serotonin ¢ thé gdy ra hdi chimg cuong
serotonin nhu kich dong, ao giac, hon mé, tang than nhiét, budn ndn, ndn, ia chay.
Chdng chi dinh phéi hop paroxetin véi linezolid, mot chat khang sinh nhung cé tic dung phu tre
ché khong chon loc monoamin oxidase, gay ra hdi ching cudng serotonin.
Nong d6 céc thudc chéng trdm cam 3 vong, maprotilin hogc trazodon trong huyét tuong c6 thé
tang 1én gip doi khi ding dong thoi véi paroxetin. Mot sé thay thude khuyén nén giam khoang
50% lidu céc thude nay khi dung dong thoi véi paroxetin.
Dung paroxetin dong thoi véi lithi c6 thé hodc 1am ting hodc giam ndng d lithi trong méu, va
da c6 truong hop ngd doc lithi xay ra. Do do, can theo doi ndng db lithi trong mau.
Cac thudc lién két nhiéu véi protein huyét twong nhu thuc chdng dong mau, digitalis hodc
digitoxin, diing ddng thdi véi paroxetin c6 thé bi ddy ra khoi vi tri lién két protein, lam ting nong
do cac thude tur do trong huyét trong va ting tac dung phu.
Chéng chi dinh phdi hop ciing véi thioridazin, vi ¢6 thé 1am ting doc tinh cta thioridazin trén
tim nhu kéo dai khoang QT, xodn dinh, ngimg tim.
Chéng chi dinh dung ddng thoi paroxetin véi pimozid, vi c6 thd 1am tang 2,5 1an ndng do
pimozid, ting ddc tinh trén tim cua pimozid.
5. Téac dung khong mong mudn:
Khi bit dAu didu tri tinh trang bdn chdn, lo ling hodc khé ngi c6 thé bi tang 1én (10 — 20% sb
truong hop diéu tri). Phan tmg budn ndn luc dau va phu thude vao lidu ciing c6 thé xay ra t6i
10%.
Thuong gdp, ADR > 1/100
Toan than: Mét moi, chong mdt, ra md hdi, ngap, suy nhugc, ting cén.
TKTW: Chéng mit, run, nhirc dau, gidm tép trung, suy giam chirc nang tinh dyc.
Tiéu hoa: Budn non, ia chdy, tdo bon, chan an, khd miéng.
Mét: Mo miit.
Da: B6 md hai.
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Tam than: Tinh trang bdn chdn, mét ngu, kich dong, lo s, nglt mo ¢6 4c mdng.

Chuyén héa: Tang ndng do cholesterol.

It gap, 1/1000< ADR< 1/100

TKTW: Phan img ngoai thap

Tam than: Li 13n, 4o gidc.

Da: Phat ban da, ngira, chdy mau bat thuong dudi da.

Tuén hoan: Nhip tim nhanh, rdi loan huyét ap, ha huyét ap khi thay doi tu thé.

Tiét niéu: Bi tidu tién, tiéu tién khong tu chu. |
Mit: Gian dong tir. H
Hiém gdp, ADR < 1/1000

Toan than: Phu ngoai vi, dau co, dau khép.

Tuan hoan: Giam tiéu cAu, nhip tim cham.

TKTW: Hung cam, lo 4u, r6i loan vin dong, co git, hoi chimg chan khong yén, hdi chimg
serotonin.

Tiéu hoa: Xuat huyét tiéu hoa.

Noi tiét: Tang prolactin huyét, chimg to vii & nam giéi, chimg tiét nhiéu sita.

Da: Dat san, phét ban da, hdi chimg Stevens-Johnson va hoai tir thwong bi nhiém doc.

Gan: Viém gan, vang da & mat.

Chuyén héa: Giam natri huyét.

6. Qua liéu va xir tri:

Triéu chirng:

Khi uéng qua lidu, triéu chimg c6 thé xay ra 1a budn ndn, non, chong mit, ra md hoi. Ciing thiy
triéu chung kich dong, hung cam nhe va céc dau hiéu kich thich TKTW.

Xir tri:

Chu yéu 1a diéu tri tridu chimg va hd trg. C6 thé cho ding than hoat va sorbitol. Duy tri ho hip,
hoat dong tim va than nhiét. Néu cin, ding thudc chdng co giat nhu diazepam. Cac bién phap
thdm phan m4u, loi niéu bét budc hodc thay mau c6 1& khong c6 hidu qua do thé tich phan b 16n
va thudc lién két nhi€u véi protein.
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