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Ry Th ubc bin theo don
Dé xa tam tay tré em
Doc ki hwéng dén sik dung truwde khi ding
Néu cén thém thong tin xin hoi y kién bdc st
Dang bao ché: Vién nén bao phim
MEDI - PAROXETINE

TRINH BAY: Hop 3 vi x 10 vién nén bao phim

CONG THU'C: M3di vién nén bao phim c6 chira:

Paroxetine e er e R e A TS

T4 duge (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 LUC HQC

Hiéu qua cua Paroxetine trong viée diéu tri cac ri loan trdm cam chu yéu, r6i loan lo au xd hoi ,
réi loan 4m anh cudng ché, rbi loan hoang sg, rdi loan lo &u tong quat, va rbi loan cing thing sau
chin thuong dugc cho 1a co lién quan dén tiém luc hoat dong cta serotonin trong hé théng than
kinh trung wong do Uc ché thin kinh tai hdp thu serotonin (5-hydroxy-tryptamine, 5-HT).
Paroxetine 12 mot chit trc ché manh va co tinh chon loc cao trén té bao than kinh serotonin , déng
thoi né ¢6 tac dung réat yéu trén norepinephrine va dopamine ctia té bao than kinh.
DUQC PONG HOC

Hdp thu va phan ba:

Paroxetine hydrochloric dugc hip thu hoan toan 1 lidu sau khi uéng. Khi dung mdi ngay 30mg
Paroxetine trong 30 ngay. Dat dugc trang thai bn dinh, gid trj trung binh cia Cmax, Tmax, Cmin,
vaT Y% 1a 61,7 ng / ml (CV 45%), 5.2 gio. (CV 10%), 30,7 ng / ml (CV 67%), va 21,0 gio (CV
32%) tuong tmg. Nhimg anh hudng cua thuc phdm trén sinh kha dung cia paroxetine da dugc
nghién ciru khi ding mot liéu duy nhat co va khong co thic &n. AUC chi tang nhe (6%) khi thude
duge ding véi thire &n nhung Cmax 14 16n hon 29%, trong khi thoi gian dé dat ndng d6 dinh trong
huyét tuong tir 6,4 gio giam xudng 4,9 gio.

Paroxetine phin phdi khép co thé, bao gdm ca hé than kinh trung wong, chi ¢6 1% con lai trong
huyét tuong.

Khoang 95% véa 93% paroxetine dugc két hop véi protein huyét twong twong tmg ¢ 100 ng / ml
va 400 ng / ml.

Chuyén héa va thai trie:

Khi ding 30mg Paroxetine mdi ngay trong 30 ngay thoi gian ban thai cua thudc 1a 21 gio (CV
32%).

Paroxetine dugc chuyén hoa béi CYP2D6 va cac chat chuyén hoa duge bai tiét trong nude tiéu va
mat phf;in trong phan. Khoang 64 % thude duge thai trir qua nudce tidu, 36 % thudc sé dwge thai
trir qua phén.
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- Cac giai doan trdm c4m nang. DUGCC PHAM | _"

- Réi loan hoang so. SVE DI SUN/&

- Réi loan lo 4u téng quat.

- Hbi chimg loan than kinh 4m &nh.

- Réi loan lo du x4 hoi.

Réi loan do stress sau chin thuong.
CHONG CHI DINH
Quéa min véi bét ky thanh phin nao cta thudc.
Bénh nhin dang va da dung trong vong 14 ngay thude trc ché MAO, thubc Thioridazine.
Diéu tri bing tiém xanh methylen.
Khong ding Paroxetine cho ngudi dudi 18 toi. 2
LIEU DUNG VA CACH DUNG |l

- TrAm cam: Nguoi I6n uong 1 vién /lan/ngay liéu t6i da 2 vién /1 lan/ngay.

- Réi loan hoang so: Ngirdi Iom lidu khéi ddu udng % vien/l lan/ngay, lidu diéu tri 2 vién/1
lan/ngay, liéu téi da 3 vién/1 lan/ngay.

- Réi loan lo au téng quéat: Nguoi lém ubng liéu khoi dau la 2 vien/ 1 lan/ ngay.

- Hi chimg loan thin kinh 4m anh: Nguoi l6n udng liéu khoi dau 1 vien / 1 lan/ngay. Liéu
didu tri 2 vien/ 1lan /ngay. Liéu téi da 3 vién/1 lan/ngay.

- Réi loan lo du xa hoi: Nguoi lon liéu khoi dau 1 vien/ 1 lan/ ngay sau cé thé tang liéu lén 3
vién/ 1 lan/ ngay.

- Réi loan do stress sau chin thuong, ngudi cao tudi, ngudi suy gan than: Ngwoi lon dung
lidw khéi ddu ¥ vién/lan /ngay, sau ting liéu theo chi dinh ciia bdc s liéu t6i da 2
vién/1lan/ngay.

Nén udng 1 lidu /ngay vao budi sang, cé thé udng ciing hoic khong cung vdi thire an. Ubng ca

vién khong nén nhai.

Khi ngimg thudc giam lidu tir tir khéng ngung thudc dot ngdt.

Hoic theo su chi din cua thay thude.

TUONG TAC THUOC

- Tht ca cac SSRI, ké ca paroxetine, déu khéng nén ding cing véi nhom thude chng trdm cam (e
ché monoamin oxidase (IMAO): Isocarboxazid, Phenelzin, Tranylcypromin va Procarbazin.
Nhing phdi hop nay ¢6 thé dan dén I 14n, cao huyét ap, run va ting hoat dong. Loai tuong téc
nay ciing xay ra vdi Selegillin, Fenfluramin va Dexfenfluramin.

- Thube chépg loét Cimetidin 1am ting lwong Paroxetine trong mau, c6 thé din t6i ting tic dung
phu cuia thudc.

- Paroxetine lam ting nguy co xuit huyét & bénh nhan dang uéng Warfarin méc du chua rd co ché
tuong tac.

- Trytophan c6 thé gay dau dau, budn ndn, ra mé hoi va chong mit khi ding cling véi SSRIL

- Phenytoin ‘fé phenobarbital c6 thé 1am giam lugng Paroxetine trong co thé, ddn dén giam tac
dung cua thudc.



hodc chay mau dé dang.

- Paroxetine rc ché dic hiéu men CYP450 2D6 men tham gia phén huy th
va Sparteine. Can giam lidu cia ca Paroxetine va thudc phdi hgp nhu thuocch
vong(nhu Nortrnptyllme, Amltnptyllme‘ Imipramine va Despiramine), cac thuoc QQRI (nhu
Fluoxetin) thudc an than dan chit Phenothiazine (nhu Perphenazine) va thudc chéng loan nhip
nhém 1 C ( nhu Propafenone va Flecainide) va Metoprolol.

- Paroxetine dung chung v&i thuéc Cimetidine s€& lam tang ndng do clia Paroxetine trong mau vi

vay can giam lidu Paroxetine.

- Paroxetine 1am tang dang ké sinh kha dung cua Procyclidine. Nén giam lidu cta Procyclidine
néu xuét hién tac dung khang Cholinergic.

- Nong d6 Theophylline ting cao khi diéu tri voi Paroxetine hydrochlorlde

- M6t s6 trudong hop ¢6 hién tugng ting tac dung khong mong muén cia thudc nhi mét moéi, budn
nén , ting phan xa hoat bat khi phai dung thuéc SSRI véi thude Sumatripan,

- Udng ruou c¢6 thé lam ting mét s tac dung phu cua Paroxetine.

THAN TRONG
- Thén trong khi ding thude cho ngudi suy giam chirc nang gan than. i)
- Khéng udng ruou khi dang dung thude. T

- V&1 bénh tim mach, bénh dong kinh, tién sir am anh cudng ché.

- Ngung thudc khi c6 xuat hién cac con co giat.

PHU NU CO THAI VA CHO CON BU:

Thudc c6 thé di qua nhau thai va vao trong sita me vi vy phéi can nhic khi sir dung cho phu nir
¢6 thai hodc dang cho con bu.

Miic d6 D: C6 bang chimg lién quan dén nguy co & thai nhi ngurdi . Chi diing thudc cho phu nit ¢6
thai khi lgi ich thuée dem lai 16n hon nhiéu so véi céc doc tinh c6 thé xdy ra trén thai nhi.

Phu nir dang cho con ba duge khuyén cédo khong nén dung thude trir truong hop béc si khuyén
cdo tré bl me 1a didu cAn thiét, trong trudng hop nay tré cin duge theo ddi chit ché.

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

Khéng ding thudc khi dang van hianh may méc 14i tau xe.

QUA LIEU VA XU LY

Khi st dung qua liéu bénh nhan thuong phuc héi ma khéng dé lai bién chimg nguy hiém tham chi
dung dén 1liéu 2(}00 mg. Céc triéu chimg qué liéu thuong gip nhu: dau déu, budn nén, gidn dong
tur, thay doi huyét ap, co co, kich dong, lo léng, va nhip nhanh.

Hién chua co lhuéf: giai doc dic hiéu ma chi yéu diéu tri qua lidu nhu céc thude chéng tram cam
khac. Duy tri ho hap, dam bao lugng oxy va su thong thoang cho bénh nhan.

Rira ru‘(jt h::)fic gdy nén sau d6 cho bénh nhan uéng 20-30 g than hoat sau khi ding qué lidu trong
24h cén kiém tra dién tim d6 va cac chirc nang tim phong céc bat thuomg xay ra.



TAC DUNG KHONG MONG MUON

Bubn nén, budn ngu, chong mat, kho ngu, chan an, suy nhuge, khé miéng, ra md héi, mo mit,
ngap co6 thé xay ra. Néu bt cir phan (ng van ton tai hodc x4u di, théng bao cho bac si hodc duge
si ciia ban ngay lap tirc.

Bao ngay cho bac si biét néu c6 bat ky tac dung khong mong mudn nghiém trong, bao gom: lic
(run), bon chén, khéng c6 kha nang dé giir yén, giam himg thi tinh duc, thay ddi trong kha ning
tinh duc, cam gidc té, ngira ran, d& bi bim tim, chay méu,nhip tim nhanh bét thudng , yéu co , co
thél, co giat.

Thude nay hiém khi c6 thé gay ra mét tinh trang rit nghiém trong goi 1a hoi chimg serotonin.
Nguy co ting 1én khi thudc nay duoc sir dung véi mot s6 loai thube khac Nhan tro gitip y té ngay
néu gip mét s& cac triéu chimg sau day: 4o giée, bét thuong bdn chdn, mét phdi hop, tim dap
nhanh, chéng mit nang, sét khéng 13 nguyén nhén, budn nén / nén / tiéu chay, co bip co giat
nghiém trong.

Thong bio véi bac si cice tac dung khong mudn gip phai ciia thube.
BAO QUAN: Noi khé thoang tranh anh sang, nhiét dé duai 30°C
HAN DUNG: 36 thang ké tir ngay san xuét. 72
thmg sir dung qua han ghi trén bao bi

TIEU CHUAN: TCCS s6 0650-022-2012
Logo cong ty:  mepieun \3%/

Nha san xuat: Cong ty cé phin Duoc Phim ME DI SUN
Dia chi nha san xuit: $6 521, Ap An Loi, Xa Hoa Loi, Huyén Bén Cat, Tinh Binh Duong.
bién thoai: 0650 3589036 — Fax: 0650 3589297

Binh Dwong, ngay 16 fhang 06 nam 2014
1A




