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Ry Thudc ban theo don

Ipidem tartrat
nén dai bao phim

THANH PHAN: \%
ZOLOTAN 5: M&i vién n
Hoat char:

Zolpideti tartrat. ... ovivviiisnnmn S5mg

Td dugc: Cellulose vi tinh thé, flowlac 100, natri starch glycolat, magnesi stearat, oxyd sit do
opadry II white.

ZOLOTAN 10: Mbi vién nén bao phim chira:

Hoat chat:

Zolpidem tartrat....................... 10mg

Td dugc: Cellulose vi tinh thé, flowlac 100, natri starch glycolat, magnesi stearat, opadry Il white.

4

DUGC LUC HOC:

— Zolpidem tartrat 1a mot thudc an thin gy ngd dn xuat imidazopyridin ¢6 thoi gian tac dung
ngan, cd cau tric héa hoc khic véi cac thuéc an than gdy ngu nhom benzodiazepine,
barbiturate...Mic du Zolpidem tartrat cé ciu tric khac. nhung tic dung tdm than tuong tu
benzodiazepine. Tuy nhién khac véi benzodiazepine la Zolpidem tartrat c6 rét it tac dung giai lo
4u, gidn co va chdng co giat.

kb~

DUQC PONG HOC:

— Zolpidem tartrat hip thu nhanh va hiu nhu hoan toan qua dudng tiéu héa. Thac an lam cham va
giam hdp thu thudc. Sau khi udng thudc tir 30 phit dén 2 gio, thubc dat ndng dd tdi da trong huyét
tuong. Zolpidem tartrat ¢6 nira doi thai trir trung binh 2.5 gio. Lién két voi protein huyét tuong
khoang 92%. Zolpidem tartrat c6 chuyén hoa budc dau & gan khoang 35 %, sinh kha dung tuyét
ddi khoang 70%. Thé tich phan bd khoang 0.54 lit/kg va giam xudng 0.34 litkg & ngudi cao tudi.
Nhing chit chuyén héa khéng con hoat tinh dugc thai trir chii yéu qua nuéc tiéu
(56%) va phéan (37%).

CHI PINH:

— Diéu trj ngén han tinh trang mat ngu lam bénh nhan suy nhugc va lo au.

/

CACH DUNG - LIEU DUNG: //

Ubng thudc ngay truée khi di ngu. Ngudi bénh cin duoc nhéc nho cin phai ubng thudc vao thoi ([

diém nhu nhau m&i ngay trong thoi gian diéu tri. ‘ \
Do thoi gian dao thai ciia zolpidem dai & ngudi cao tudi, ngudi suy gan, suy than, nén phai giam '
lieu d6i v6i nhimg ngudi bénh nay va ho phai dugc theo dai thudng xuyén trong qua trinh di€u tri.

~ Nguwdi Ién: liéu tiy thude vao timg bénh nhén. Liéu khuyén cdo cho ngudi I6n 1a 10 mg, ubng
thudc trude khi ngu. l:(hi that can thiét (rat hiém) c6 thé dung lidu cao hon, tuy nhién ding liéu cao
c6 thé s& lién quan dén viéc tang cdc tac dung khéng mong mubn, bao gbm ca kha nang lam dung
thudc.

~ Ngueoi cao tubi, ngwoi suy nhuge: Licu ding khoi du 5 mg trude khi di ngu: diéu chinh lidu
néu can thiét.

— Nguwdi suy gan, nguwoi suy thin: Liéu ding khoi ddu 5 mg trude khi di ngu; diéu chinh lidu néu
cén thiét.
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- Khong nén dung zolpidem qué 10mg/ ngay, chi dung thudc trong thoi gian ngén (khéng qua 7
dén 10 ngay)

~ Can giam liéu & ngudi bénh c6 ding ddng thoi thudc e ché thin kinh trung wong do ting kha
néng tac dung.

— Sur an toan va hiéu luc cua thube cho tré dudi 18 tudi chua duoc x4c dinh: khong c6 khuyén céo
diing thubc nay cho tré em.

CHONG CHI PINH:

— Man cam véi bat ky thanh phédn nao cia thuéc.
— Chirng ngimg thd khi nga.

— Chung nhuoc co.

— Suy gan, suy than ndng.

~ Suy hd hap cip va/hoic suy ho hép ning.

— Loan than.

— Ngudi mang thai va cho con bu.

LUU Y VA THAN TRONG:

— Thubc nén sir dung thén trong & ngudi bénh suy gidm chirc ning ho hip, boi vi cac thubc an W

thén gay ngii cé kha ning irc ché ho hap.

~ Khéng nén udng ruou hoic ding thube uc ché than kinh trung uong khi dang dung Zolpidem vi
ching lam tang tac dyng khong mong mudn trén than kinh. Ding thudc thin trong & ngudi bénh

cam, ngudi ¢ tién sir nghién thudc, ngudi bi ton thuong chirc ning hd hép, nghién ruou, suy
gan, suy than va ngudi cao tudi.

— Tranh ding thubc kéo dai. Khi dung thudc tir 1-2 tudin tr 18n, phai giam din din lidu thube
trude khi ngimg, dé tranh hdi chimg cai thude.

— Téac dong cita thude khi lai xe va vin hanh may méc: Vi thudc c6 thé gdy ngu ga, vi vdy nén
tranh vdn hanh may maéc tau xe.

TAC DUNG KHONG MONG MUON:

Thiong gap, ADR >1/100
— Budn ngu, ngu lim, nhirc d4u, chong mat, suy nhuoc, lo au, kho tap trung, mét chirc nang phoi
hop. toat md héi, tiéu chay, budn nén, kho tiéu, téo bon, dau bung, chéan &n, dau khop.

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

— Uc ché tam thin, lo 4u, hoi hop, rbi loan gidc ngu, di cam, nhirc nira dau vd cam, dau day than
kinh, viém than kinh, bai ndo, giam duc cam, run, kh6 néi, kho nudt, ri loan vi giac, diy hoi, ho,
kho tha, chudt rat, viém phé quan.

Hiém gap, ADR<1/1000

— Ao giic, kich thich, mat ngu khuynh huéng tu sat, co giat, dau day than kinh toa, choang phan
V¢, di ing da va man cam v&i anh sang, tic rudt, chay mdu truc trang, chdy mau cam, co thit phé
quén, yéu co, viém gan, thoai hoa khop, ting men gan va ha huyét ap.

Théng bdo cho bdc si nhitng tdc dung khong mong mudbn gdp phdi khi si dung thuéc.

TUONG TAC THUOC:

— Céc azol ch(mg nam (ketonazol, floconazol...) tic ché chuyen hoa, lam tang nong do va tang tac
dung cua thudc. Vi vy, khi ding ddng thoi véi cac azol chéng ndm cén glam liéu Zolpidem.

NN

— Rifampicin: 1am ting chuyén héa qua cytochrom Pyso 34A, lam giam ndng do trong huyet tuong
va lam giam tic dung ciia Zolpidem. Vi vy, khi ding ddng thoi voi rifampicin cén tang liéu
Zolpidem.



— Ritinavir va thuéc cing nhém: trc ché chuyép héa qua gan, lam tang néng do cua Zolpidem dén
dén gdy tac dung an thdn manh va trc ché hd hap. Vi vdy khong nén ding dong thoi hai loai thude
nay.

—~ Thubc trc ché thu hdi serotonin (fluoxetin, paroxetin...) tc ché chuyén héa lam tang tac dung
cua Zolpidem.

QUA LIEU VA CACH XU TRi:

Triéu chimg: Bubn nga, ngu lim, budn nén, non nhiéu, suy hd hap, hén mé.

Cdch xir triz Qua liéu zolpndcm cling tudn theo nguyén tic chung nhu khi qué liéu cac thube i che
than kinh trung vong. Néu mai ubng thudc cén dung cac phucmg phap gy non, rira rudt, cho udng
than hoat tinh. Theo d&i hd hép, tim mach va huyét ap dé c6 cac bién phéap diéu tri triéu chimg va
hd tro thich hop. C6 thé ding chét dbi khang la flumazenil dé loai bo tac dung cua zolpidem. Khi
dung flumazenil ciing phai theo d3i ngudi bénh dé tranh bicn chimg. Zolpidem khdng loai b6 duoce
bang loc mau.

TRINH BAY: Hop 2 vi x 10 vién nén dai bao phim.

BAO QUAN: O nhiét d6 dudi 30°C.

HAN DUNG: 36 thang ké tir ngay san xuét. Khong ding thude khi qué han sir dung.
NGAY XET LAI TO HUGNG DAN SU DUNG:...

PE XA TAM TAY TRE EM.
POC KY HUOGNG DAN SU DUNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI
THUOC NAY CHi DUNG THEO PON CUA BAC SI.

Nha san xudt:
CONG TY CO PHAN DUQC PHAM OPV
L6 27, Pudng 3A, Khu Cong Nghiép Bién Hoa II, Tinh Ddng Nai.
BT : (061) 3992999 Fax :(061) 3835088




