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Ry Thubc bdn theo don
Dé xa tam tay tré em
Doc kT hueéng din sir dung trude khi ding
Néu cn thém thong tin xin hoi y kién bdc st
Dang béo ché: Vién nén bao phim
MEDI - PAROXETINE

TRINH BAY: Hop 3 vi x 10 vién nén bao phim
CONG THU'C: M3i vién nén bao phim cé chira:
Paroxetine ....
Ta dwge (Tinh bot mi, Avicel 101, PVP K30, Sodium starch Glycolate, Magnesi stearat, Lactose,
HPMC 606, HPMC 615, PEG 6000, Talc, Titan dioxyd, Allura red vira du 1 vién.)

DUQC LYC HQC

Hiéu qui cia Paroxetine trong viéc diéu tri cic rdi loan trdm cim chi yéu, rdi loan lo du xa héi ,
réi loan &m anh cudng ché, rdi loan hodng sq, di loan lo du tong quat, vil rdi loan ciing thing sau
chén thuong duge cho la c6 lién quan dén tiém lyc hogt dong cda serotonin trong hé thong thin
kinh trung wong do rc ché thin kinh tii hip thu serotonin (5-hydroxy-tryptamine, 5-HT).
Paroxetine 12 mot chét trc ché manh va cé tinh chon loc cao trén té bo thén kinh serotonin , dong
thési né ¢6 tic dung rét yéu trén norepinephrine va dopamine clia té bao than kinh.

DUQC PONG HQC e~
Hap thu vé phan bo: \
Paroxetine hydrochloric duge hip thu hoan toan 1 liéu sau khi udng. Khi diing mdi ngay 30mg
Paroxetine trong 30 ngay. Dat dugc trang thii on dinh, gid tri trung binh cia Cmax, Tmax, Cmin,
vi T % 14 61,7 ng / ml (CV 45%), 5,2 gitr. (CV 10%), 30,7 ng / ml (CV 67%), va 21,0 gi& (CV
32%) tuong img. Nhimg anh hudng cia thye pham trén sinh kha dung clia paroxetine da duogc
nghién ciru khi diing mot lidu duy nhét ¢6 va khéng ¢6 thire an. AUC chi tang nhe (6%) khi thude
duge diing v6i thirc an nhung Cmax la 16n hon 29%, trong khi thisi gian dé dat nong 46 dinh trong
huyét twong tir 6,4 gid giam xubng 4,9 gio.

Paroxetine phin phéi khiip co thé, bao gdm ca hé thin kinh trung wong, chi ¢ 1% con lai trong
huyét twrong.

Khoding 95% vi 93% paroxetine dugc két hgp vai protein huyét tuong twong img ¢ 100 ng / ml
va 400 ng / ml

Chuyén hoa va thai tric:

Khi diing 30mg Paroxetine mdi ngay trong 30 ngay thi gian bén thai cua thude 1a 21 gid (CV
32%).

Paroxetine dugc chuyén héa bai CYP2D6 vi céc chit chuyén hoa duge bai tiét trong nude tidu va
m¢t phin trong phin. Khoing 64 % thuée dugc thai trir qua nude tiéu, 36 % thude sé duge thai
trir qua phén.
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CHi PINH
Cic giai dogn trdm cam ning.
R&i loan hoang sg.
Réi loan lo du tong quat.
Hoi chimg logn thiin kinh 4m anh.
Réi loan lo du xi héi.
- R&i loan do stress sau chin thuong.
CHONG CHI DINH
Qué min v&i bt ky thanh phiin nao cia thude.
Bénh nhiin dang va da ding trong vong 14 ngy thudc tre ché MAO, thubc Thioridazine.
Diéu tri biing tiém xanh methylen.
Khaong diing Paroxetine cho ngudi dudi 18 tudi.
LIEU DUNG VA CACH DUNG |-
- Trhm cam: Nguai lom uong | vién flan/ngay liéu téi da 2 vien /1 ldn/ngay.
- Réi loan hoang sq: Nguai lom liéu khai ddu ubng ¥ vién/] lan/ngay, liéu diéu tri 2 vien/|
ldn/ngay, liéu tdi da 3 view/] ldn/ngay.
Réi loan lo du tdng quét: Ngudi lén ubng liéu khéi dau 1a 2 vien/ 1 lan/ ngay.
Hoi chimg loan thin kinh 4m anh: Nguwoi I6n udng lidu khéi ddu 1 vien / 1 ldningay. Liéu
diéw tri 2 vién/ Han /ngay. Lidu téi da 3 vien/1 lan/ngay.
Réi loan lo &u xa hoi: Neuwdi Iom lidu khoi déu 1 vien/ | 1an/ ngay sau cd thé tang liéu lén 3
vién/ 1 lan/ ngay.
Réi loan do stress sau chin thuong, ngudi cao tudi, ngudi suy gan thin: Ngudi lom ding
lidu khéi ddu % vién/lan /ngay, sau tang liéu theo chi dinh cia bac s, liéu t6i da 2
vién/llan/ngay.
Neén ubng 1 lidu /ngay vao budi sing, ¢6 thé udng cling hodc khong cing véi thirc an. Udng ca
vién khdng nén nhai.
Khi ngimg thude giam liéu tir tir khong ngung thude dot ngdt.
Hodic theo sy chi din cia thiy thube.
TUONG TAC THUOC
- Tt cd céic SSRI, ké ca paroxetine, déu khdng nén diing cling véi nhom thude chéng trim cim irc
ché monoamin oxidase (IMAO): Isocarboxazid, Phenelzin, Tranylcypromin va Procarbazin.
Nhimg phdi hop niy ¢6 thé din dén Ia Idn, cao huyét dp, run va ting hoat ddng. Loai twong tic
nay cling xay ra vai Selegillin, Fenfluramin va Dexfenfluramin.
- Thude chéng loét Cimetidin lam ting lugng Paroxetine trong méu, c6 thé dan i ting tac dung
phuy ctia thube.
- Paroxetine lam ting nguy co xuit huyét @ bénh nhin dang udng Warfarin méc du chua 1o co ché
tuong téc,
- Trytophan ¢6 thé gay dau dau, buén nén, ra mé héi va chong mét khi ding cling véi SSRI.
- Phenytoin va phenobarbital c6 thé lam giam lugng Paroxetine trong co thé, din dén gidm tic
dung cia thuéc.
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- Sir dung mdt thude khing viém khong steroid NSAID (Aspirin, I
Celecoxib, Diclofenac, Indomethacin, Meloxicam) vai Paroxetine ¢ thé [
hoiic chdy mau dé ding.

vi Spartcine. Cn giam liéu ciia ca Paroxctine va thubc phdi hop nhur thude'd

vong(nhu Nortriptylline, Amitriptylline, Imipramine va Despiramine), cic th S
Fluoxetin) thuéc an thin din chdt Phenothiazine (nhu Perphenazine) va thude chong logn nhip
nhém 1 C ( nhu Propafenone va Flecainide) va Metoprolol.

- Paroxetine diing chung véi thuc Cimetidine s& lam tang ndng d¢ cua Paroxetine trong mau vi
vily cin giam liéu Paroxetine.

- Paroxetine 1am ting ding ké sinh kha dung ciia Procyclidine. Nén gidm lidu cua Procyclidine
néu xuat hién tic dyng khing Cholinergic.

- Ndng 6 Theophylline ting cao khi diéu tri v6i Paroxetine hydrochloride .

- Mt s6 trudmg hop c6 hién tugng tang tic dung khéng mong muén ciia thude nhu mét méi, budn
nén , ting phan xa hoat bat khi phai diing thudc SSRI v6i thude Sumatripan.

- Udng nrou ¢6 thé 1am ting mdt sb tic dung phy ciia Paroxetine.

THAN TRONG

- Thin trong khi ding thude cho ngudi suy gidm chirc néing gan thin.

- Khéng ubng rugu khi dang ding thude. i

- Vi bénh tim mach, bénh dgng Kinh, tién sir ém anh cudng ché.

- Ngung thude khi ¢6 xudt hién céc con co gidt.

PHU N €O THAI VA CHO CON BU:

Thude ¢6 thé di qua nhau thai vi vio trong sita me vi viy phai cin nhéc khi sir dyng cho phy nir
¢6 thai hoic dang cho con ba.

Mirc 43 D: C6 bing chimg lién quan dén nguy co & thai nhi ngudi . Chi diing thude cho phu nir ¢6
thai khi 1gi ich thudc dem lai l6én hon nhiéu so véi cic dge tinh c6 thé xdy ra trén thai nhi.

Phu nir dang cho con bit dwge khuyén cio khong nén ding thude trir truong hop bic si khuyén
cdo tré bit me 1a didu céin thiét, trong trudmg hop ndy tré cin duge theo doi chit ché.

TAC PONG CUA THUOC LEN VAN HANH MAY MOC VA LAI XE:

Khong diing thude khi dang viin hanh may méc lai tau xe.

QUA LIEU VA XU LY

Khi sir dung qud liéu bénh nhin thuomg phyc hdi ma khong ¢é lai bién chimg nguy hiém tham chi
ding dén liéu 2000 mg. Cée triéu chimg qua liéu thuomg gdp nhu: dau diu, budn nén, gidn dong
ur, thay déi huyét ap, co co, kich dong, lo ling, va nhip nhanh.

Hién chua c6 thube gidi doc dic hidu ma chi yéu diéu tri qué liéu nhu céc thude chéng trim cam
khdc. Duy tri hé hap, dam bio lugng oxy va sy thong thodng cho bénh nhin.

Rira rugt hoic gdy non sau d6 cho bénh nhin udng 20-30 g than hoat sau khi ding qué lidu trong
24h cén kiém tra dién tam dé va cdc chirc nang tim phong céc bit thudmg xay ra.
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TAC DUNG KHONG MONG MUON

Budn nén, budn ngd, chéng mit, khé ngi, chan an, suy nhuge, khé miéng, ra mé hoi, mo mit,
ngép cb thé xdy ra. Néu bt cir phan (mg van tbn tai hofic xdu di, théng béo cho bac si hodc duge
1 ciia ban ngay 1ap tirc.

Bio ngay cho bic sT biét néu c6 bit ky tic dyng khong mong mudn nghiém trong, bao gom: lic
(run), bdn chén, khéng c6 kha niing dé giir yén, gidm himg thi tinh dyc, thay i trong khd niing
tinh dye, cdm gide 1€, ngira ran, d€ bj bm tim, chiy méu,nhip tim nhanh bit thuimg , yéu co, co
thit, co giat.

Thude nay hiém khi 6 thé giy ra mét tinh trang rit nghiém trong goi la hdi chimg serotonin.
Nguy co tang I1én khi thudc nay duge sir dung véi mdt sd logi thube khic Nhin trg gitp y té ngay
néu gip mdt s6 céc trigu chimg sau ddy: do gidc, bit thuong bén chon, mit phéi hop, tim dip
nhanh, chong mit ning, sot khong rd nguyén nhén, budn nén / nén / tiéu chay, co bip co giat
nghiém trong.

Thong bio véi bic si eic tic dyng khong mudn gip phii cia thube.

BAO QUAN: Noi khé thoang tranh anh séng, nhiét 49 duai 30°C

HAN DUNG: 36 thing ké tir ngay san xudt. e

Khéng sir dung qui han ghi trén bao bi

TIEU CHUAN: TCCS s6 0650-022-2012

Logo cong ty:  mepigun \&/

Nhi san xuét: Cong ty ¢d phin Duge Phim ME DI SUN

Dia chi nha sin xudt: $6 521, Ap An Lgi, Xa Hoa Loi, Huyén Bén Cét, Tinh Binh Duong.

Dién thoai: 0650 3589036 — Fax: 0650 3589297




