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: MAU HOP 3 Vi X 10 VIEN BAO PHIM EFTIPINE XIN LUU HANH
Kich thudc thyc: 10,2cm x 5,2 cm x 3,0 cm

i1 oo Hop 3 vi x 10 vién bao-phim

Eftipine
Nimodipin 30mg
—

GMP-WHO
CONG TY CO PHAN DUGC PHAM 3/2 - F.T.PHARMA
i 10 Céng Truang Quéc Té, Quan 3, TP.HE Chi Minh
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CONG THUC: thanh phén khéc clia thude.

* NImOdipin ........ocvvrvrenninsrerssasennnns. 30MQ » Phy ni c6 thaiva cho con bd, tré em.
* Tadugeviadd ............. 1 vién bao phim CACHDUNG - LIEUDUNG:
CHIBINH: Xin doc trong t& hudng din sl dyng.
Dy phéng va diéu trj cac ddu higu tén thuong A0 QUAN:

théin kinh do thi§u mau cuc b6 sau XAt huy8! g ngi kng rao, nhigt dd dudi 30°C, tranh dnh
dudi mang nhén. sdng
CHONG CHIDINH: : /

* Trudng hop qud mén véi nimodipin hoac

®Tm_n — Hép 3 vi x 10 vién bao phim

Eftipine

Nimodipin 30mg

- -
Eftipine
Nimodipin 30mg

GMP-WHO

rérj CONG TY €6 PHAN DUGC PHAM 3/2 - F.T.PHARMA
sumiaswa 10 COng Trudng Quéc T&, Quén 3, TP.HE Chi Minh

Sén xudt tai Nha may GMP-WHO s6 930 C2, dudng C, KCN Cét Lai, Q.2, TP.HCM
PE XA TAM TAY CUA TRE EM
BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
SBK: Tiéu chudn: TCCS

S§ 18 SX:
Ngay §X: HD:

Ngay 27 thang 10 nam 2011
Téng Giam Péc
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MAUTO HUGNG DAN XIN LUU HANH
Kich thudc thuc: 9,2 cm x 14,0 cm

EFTIPINE
VIEN BAO PHIM

CONG THUC: Cho 1 vién bac phim

& NIMOUIIN oo e reomssssssaramemseepssprnisessasess R OMG

+ Té dugc: Avicel 101, Lactose monohydrat, Kollidon CL, Povidon K30, Magnesi Stearat,
Ethanol 96%, Tinh bot ngd, Pharmacoat 615, Polyethylenglycol 6000, B4t Tale, Tween
80 (Polysorbat 80), Titan dioxyd, Vang Quinoleine lake, Vang tartrazin lake, Ethanol
96%, Nudc tinh khigt.

CAC PACTINHDUGC Ly:

Duge lyc hopc:

Nimodipin 12 d&n chét dihydropyridin, cé tdc dung dc ché chon loc déng ion calc di qua

cdgc kénh calcicham phy thuéc dién thé d mang té bao cotim, cotran mach mau va té bao

thdn kinh. So sdnh téc dung gian mach vdi cdc thuéc chen calei khae, nimodipin téc dung
uu tién trén hé mach nao, ¢6 I& vinimodipin ua md nhiéu nén dé dang di qua hang rac mau

-n&ova phan bé réng raitrén md nao. Nimodipin lam gidm tac déng cia thi€u mau cyc bo

va lam gidm nguy co co mach sau chdy mau dudi mang nhén. Tc dyng t&tcla nimodipin

1& do [am giéin cdc mach nao nhé co that va qua tai calci trong t& bao thén kinh bi banh,

Nimodipin dugc ding chil y&u aé diéu trj cho ngudi b&nh cé suy gidm thdn kinh do co thit

mach nao do ch&y méu dudi mang nhén.

Dugec déng hoc:

+ Hép thu nhanh sau khi uéng vé dat ndng d 6n dinh sau 1 gi&. NOa d&i thai tr cusi ciing
x&p x1 8 - 8 gi¢ nhung 8¢ d9 thai tri sém nhanh han nhidu, tuong duang véi mét nita dal
béng 1-2gi¢, vivay phai ding thusc chialam nhidu Idn (cd 4 giss mot 14n).

* Trén 95% Nimodipin lién két véi protein huyét tuong, sy lién k&t nay khéng phu thube
vaonéng dd.

+ Théitri qua nudc tidu

CHIBINH:

Dy phéng va diéu tri cde déu hiéu tén thuong than kinh do thigu mau cyc bd sau xuat

huyé&t dudi mang nhén.

CHONG CHIBINH:

* Trudng hgp qué man vdinimodipin hosic thanh phan khac clathude.

+ Phy nii cé thai va cho con bu, tré em.

TUONG TAC THUGC:

* Tde dyng ddi véi tim mach cla nhiing thudc chen kénh calei khac tang Ién khi ding
thém nimodipin. |

+ Gimetidin ding ddng thdi vdi nimodipin c6 thé 1am tang néng dé nimodipin trong huyst '
tuong. !

THAN TRONG:

* Théan trong trong nhiing trudng hop c6 phii ndo v tang dp e ndiso.

* Thén trong khi sif dyng chung vdi thude chen kénh calci, thudc chéng tang huyét 4p, &
ngudi bénh suy chue néng gan, ngudi cao tudi, ngudi14i xe va van hanh méay méc.

+ Antoan va hidu lyc clathudc & tré em chua dugc xdc dinh.

TAC DUNG KHONG MONG MUGN:

* Thuding gép: Toan than: Nhdc ddu; Tim mach: Ha huyé&t &p, nhip tim cham, nhip tim
nhanh; Tiéu héa: Budn ndn; Da: Viém téc tinh mach; Gan: Tang transaminase, ting

94

phosphatase kiém.

« It g#p: Thén kinh trung udng: Chéng mat; Tim mach: Ngoai tam thu, va mé hoi; Mau:
Glam tidu cu; Tiéu héa: Tdo bén; Da: Ngua; Tiét nidu - sinh duc: Tang creatinin huyét
thanh vanitd méau.

« Higm gap: Toan than: D bung mat; Tiéu héa: TAc rudt;
X tri: Cén theo di cdn than huy&t 4p trong khi diing nimodipin, dya trén duge I hoc va
nhilng tdc dung da biét cla thude chen kénh calci.Ddi véi ngusi bénh suy gidm chuc
néng gan va ngudi cao tudi, phai theo dai chat ché huyét 4p va mach, ddng thdi cho lidu
th&p hon. Si dyng than trong khi diéu tri cho ngudi bénh suy tim sung huy&t r8i loan chiic
nang that trdi ndng, bénh ca tim phi dai (d4c biét thc nghén), khi didu trj déng 1hai véi
thudc chen - beta ho#c digoxin, 6 phii hodc tang ap luc ndi so do u so. Khang nging
nimodipin 81 ngdt (cd thé gay dau ngyc).

Théng bdo ngay cho bac sTbiét tac dyung khéng mong mudn gap phdi khi ding thutc.

SUDYNG CHO PHY NO CO THAI VA CHO CON Bi:

Khoéngnén sif dyng.

TAC DONG CUATHUGC KHI LAI XE VA VAN HANH MAY MOC:

Thén treng khi sl dyng.

QUA LIEU VA CACH XU Tri:

Khéng cd thdng tin théng bdo vé quéd liéu do udng nimodipin. Nhiing trigu ching qua lidu

6 thé xdy ralién quan dén tac dyng I&n tim mach nhu gian mach ngoai bién quéd mic vdi

ha huy&t 4p toan than rd rét. XU tri ha huyét ap; cé thé dung norepinephrin hodc

dopamine dé phuyc héi.

CACHDUNG - LIEUDUNG:

Theosy hudng din cliabde ST.

Dy phong: USng 80 mg/1 Idn, cach 4 gid/1 IAn, bt ddu trong vong 4 ngay khi cé xust

huy#&t dudi mang nhén va tiép tyc trong 21 ngay.

Bidu tri: Mot khi da xudt hign thi€u mau cyc bd & ndo (cd thidu hut thén kinh), tiém truyén

finh mach qua 1 8ng thong véo finh mach trung uang. Ligu d4u tién 1 mg/gié trong vang 2

gid, sau d6 tang 1di 2 mg/gis (mi&n 1 huyét p khdng gidm nhidu). Liu khai ddu phai

gi&m 0,5 mg ho#ic It hon mi gid, d8i véi ngudi bénh can nang dudi 70 kg, & ngudicd huyét

&p khdng &n dinh, hodic & ngudi cd chic nang gan gidm. Tiém truyén phai ti€p tuc trong 1

nh&t5 ngay va khdng qué 14 ngay. fidu tr phai bit ddu cang sém cang 51,

QUY CACH BONG GOI: Hop 3 vix 10 viém bao phim.

BAO QUAN: B8 naikho rdo, nhiét dg dudi 30°C, trdnh dnh sang.

HAN DUNG: 24 théng ké tis ngay sdn xust.

- Vién bao phim EFTIPINE dat theo TCCS.

— Thuéc nay chiding theo don ctia bac sT.

~ Dé xatdm lay tré em. Doc kj hudng dén sl dung trude khiding.

- Néu cdn thém théng tin xin hdi y kién béc s,

- Sanxuéittainhd may GMP-WHO, 6930 C2, duéng C, KCNC4tL&i, .2, TP.HCM

Cloy

F.T.PHARMA

CONG TY €& PHAN DUGC PHAM 3/2
10 Coéng Trudng Qudc T&, Quan 3, TP, HCM

Ngay 27 thang 10 nam 2011
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MAU Vi XIN LUU HANH
Kich thudc thuc : 10 cm x 5 cm

Ngay 2:1 thang 12 nam 2010
TONG GIAM DOC
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