ht}zfs://trungtamthuoc.com/

én vi

han dung dugc ép chim tr

S6 16,



https://trungtamthuoc.com/

10 Vi

(L (085 00 A dpwcsocka Smg 50 16 5X/lot .
e - = Yvia NSX/MigDate:
cHHE e vl cle
w& i e K Peting Qmmhmwr HD/Ewp. Date
BAc auAN:
| He ks ek e 1 Kying A YT e Ao g Tl orer
o chin: Tocs Q,_'
BUIHO
DK FRANGE VET!
PRESCIPTION 7l
Fix mode ve ean el oy

WO 3 DML
L T o TR H

Eloﬂunazm

Hunarizin (flunarizin dihyoclorid) 5 mg

- B& xa clm cay tré em
-mwm&mmmmm

-

'Lgﬁ‘;x S

=

e e o BAR CODE

Feod fra feaflel iow

STORAGE
Rorein ool dy pexe. Keepunder VPC. Peisct toon ight

Bunp nyy ogns Surp 08 upp Bupny 8 90 -
mm‘mup:aaxm-

Buw g (puojposiyip uZueuny) UZUBUNE

uizeunjjoig

- ':"“D" :gﬁau:} kL X
s AEOS3-Hd

4

PREBCRBTON
Rx mﬂc K Bcin

x ‘19“&“ e

azin

Flurgrin (flunaczin dihyroclond) S5 mg

Eloflun




https://tru ngtar_[\_thug_c.com/

5 vi

DS T 0L

U L AR e

oy \“m 56 1 SXfiLot
et o i~ NSX/MfgDate
m% rc-dcr'lﬂ mmm wong e, o ch HOMExp.Oate
RAS @itin: =
ek khds, ik, i 8 khoing gud TP, hefinn dnsdng Ton
Papins '
i PRESCHISTION 7]
x Rx vusc £ BN eloy,

Elofl unazin

Flunerizin (flunanzin dihyrodorid) 5 mg

- B8 x5 t8m tay tréem
- 8o ky hudng cifin s dung trude kKA ding

=x10ENNES

e

S iriigia o
bgm BOLAS AMD METHOD OF ADMIMSTRATON, BAR CODE

ETORAGE:
Tore in 0 ok diy pAaCs Ssap e T Protect tmm ignt

SPECIRCATIOME: I
Ko cuul of i mich o (riitiee,
R the el Crpmib b Lo

ammwmmcwﬂ-m&vﬂa
S P AED LIS BX BT -

B g (puopoAyip uzueLNg) UZLBUNE

uiZeunjjog

.—D NDG;& HL w
‘ Iy L ND!J.dIH:!*:.BHd

ZI
i
Las

*

PRE:
T

Eloflun

o

R.

Runarizin {furarizr




https://trungtamthuoc.com/

/‘ :

/ q CONG TY 0N

cO PHAN \
LIEN DOANH

DpUgC PHAM

TO HUONG DAN SU DUNG




https://trungtamthuoc.com/

Rx BT, OFLUNAZIN

'o don thubc.

CONG THUC:
Thanh phan dwoc chat: Flunarizin (du6i dang flunarizin dihydroclorid).................. 5mg
Thanh phcfn ta duoc: Lactose monohydrat, tinh bt mi, avicel 101, HPMC E6, tween 80,
natri croscarmelose, aerosil 200, magnesi stearat............vd 01 vién

DANG BAO CHE
Vién nén tron mau tring, hai mit nhin, canh va thanh vién lanh lan.
CHI PINH

. Diéu tri du phong dau nira déu trong truong hop cac bién phép didu tri khac khong c6 hiéu qua

hodc kém dung nap.

CACH DUNG, LIEU DUNG

Nguoi lon va nguoi cao tudi (> 18 tudi):

Lidu khéi diu: ubng vio budi tdi

Bénh nhan > 18 tudi va < 65 tudi: 10 mg (2 vién)/ngay

Bénh nhan > 65 tudi: 5 mg/ngay

Néu trong giai doan didu tri ndy, xay ra cic triéu ching trdm cam, ngoai thap, hoic céc tic dung
khong mong mudn khéc, nén nglng diéu tri. Néu sau 2 thang khong c6 su cai thién dang ké,
bénh nhin dugc xem nhu 1a khéng dap uing va nén ngung diéu tri.

Liéu duy tri:

Neu bénh nhan dap tng t6t va can diéu trj duy tri, nén ding lidu hang ngay nhu cii, nhung trong
mdi tuin diéu tri s& ngimg ding thudc 2 ngay lién tiép, vi du nhu thir bay va chu nhit.

. Ngay ca khi diéu trj duy tri du phong thanh cong va dung nap t6t, nén ngirng diéu tri sau 6 théng
va chi nén bét dau lai néu bénh nhan tai phat.

Tré em, tré so sinh: Khong khuyén céo ding thudc nay.
Bénh nhén suy gan: Vi thuéc dugc chuyén héa manh & gan nén can diéu chinh liéu & nhém

bénh nhan nay. Liéu khéi ddu: 5 mg/ngay, udng vao budi tbi.

CHONG CHI PINH

M3n cam v6i Flunarizin hodc véi bét k}‘; thanh phn ndo cua thube.

Bénh nhén bi bénh trdm cam hodc c6 tién sir bi bénh trAm cam (xem muc canh bao va than trong
khi dung thudc va muc téc dung khong mong mubn).

Bénh nhén c6 triéu chimg ctia b¢nh Parkinson tir tru¢c khi diéu trj hodc cac rdi loan ngoai thap
khéc (xem muc canh bao va than trong khi ding thudc va muc tic dung khdng mong muon).

CANH BAO VA THAN TRONG KHI DUNG THUOC

Flunarizin c¢6 thé lam gla ting triéu chimg ngoai thap, trdm cam va boc phét hoi ching
Parkinson, dic biét & nguoi cao tudi. Vi véy, nén than trong khi st dung trén d6i tuong bénh

nhén nay.
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Khong néf's )t qué liéu khuyén céo vi c§ thé dén dén tich Iy thudc va ting ty 1
gdp phal it dy fﬁ mudn. Bénh nhén cin dugc kham dinh ky dé€u dan, dac bit trong
thoi gian ﬁié\ yithé phét hién sém céc triéu chimg ngoai thap, trim cam va ngimg
diéu tri ki hq1

Bénh nhéin cam c6 thé c6 nguy co cao bi trdm cam khi diéu tri dai ngay bing

flunarizin.
Mot sb truong hop mét méi véi mie d6 ting dan da dugc ghi nhan khi sir dung flunarizin. Néu
tinh trang nay xay ra, cin ngimg diéu tri v6i flunarizin.

Thube ¢6 chira lactose monohydrat, do d6 v6i nhimg bénh nhén c6 véan @& di truyen hiém gip
nhu khong dung nap véi galactose, thiéu men tiéu hoa lactose (Lapp lactase) hogc méc hoi chimg
10i loan hip thu glucose-galactose khéng nén ding thude nay.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu nir ¢6 thai: Chua c6 dir liéu vé viéc sir dung flunarizin trén phy nif c6 thai. Nghién clu trén

dong vt khong chi ra anh hudng c6 hai tryc tiép hodc gian tiép toi viée sinh nd, su phat trién coa

phéi hoac thai, vé& tién trinh sinh n& hodc phét trién sau sinh. Vi viéc sir dung flunarizin la mot
. bién phép du phong, nén tét nhét 14 tranh st dung flunarizin trong thoi ky mang thai.

Phu nir cho con ba: Chua biét dugc liéu flunarizin ¢6 dugc bai tiét qua sita me hay khong.

Nghién ciru trén dong vat dé cho thdy c6 sy bai tiét flunarizin trong sita me. Viéc quyet dinh

nging cho con bu hay tlep tuc/ngimg ligu phap diéu tri bang flunarizin phai duoc tinh dén dua

trén 1oi ich ciia viéc nudi con bing sira me so voi loi ich cua viée diéu tri cho ngudi me.

Tham khdo y kién bdc si truée khi diing thubc.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Tinh trang budn ngt ¢6 thé xay ra, ddc biét trén bénh nhan méi bit dau didu tri. Nén cin than
trong khi dang 14i xe va vin hanh may méc nguy hiém.

TUONG TAC, TUONG KY CUA THUOC

Twong tiac

Céc tuong téc lién quan téi 1am sang cua flunarizin vé6i céc thude chen beta vAn chua duoc ghi

nhén.

Trong vong 2 thang dau diéu tri bang flunarizin, tinh trang ting tiét sita d3 dwoc béo céo trén mdt
. s6 bénh nhén nit sir dung thudc tranh thai.

Téc dung an than qua mirc c6 thé xay ra khi sir dung ddng thoi rugu, thude nga hoic thude an

than cung véi flunarizin.

Dugc dong hoc cta flunarizin khéng bi anh hudng bdi topiramat. Khi sir dung liéu I3p lai

flunarizin & diéu trj bénh dau nira d4u, ndng d6 Flunarizin trong co thé 13 14%. Trong khi do sur

dung dong thoi Flunarizin va topiramat 50 mg véi liéu 13p lai dé diéu tri dau nira ddu, mi lidu

cach nhau 12 gid, nong do Flunarizin trong co thé ting 1én 16%.

Sir dung flunarizin dai ngdy khong anh huéng dén viéc sir dung phenytoin, carbamazepin,

valproat hoic phenobarbital. Lién két v6i protein huyét tuong cla phenytom carbamazepin,

valproat hodc phenobarbital khong bi anh hudng béi viéc ding két hop véi flunarizin.

Nong do flunarizin trong huyét tuong ¢ nhitng bénh nhén bi dong kinh dang dung cic thudc

chong dong kinh (AEDs) thudng thdp hon so véi ndng db flunarizin trong huyét tuong & nhiing

ngudi khée manh khi ding lidu tuong tu.

Tuwong ky,

Do khéng c6 céc nghién ctru vé tinh tuong ky cua thudc, khoéng tron 13n thube ndy véi cac thude

khac.




Céc tin suat dugce ti t eo quy udc sau:

Rét thuong gap > 1/10;

Thudng gip > 1/100 d&én < 1/10;

ft gap > 1/1000 dén < 1/100;
Hiém gip > 1/10000 dén < 1/1000;
Rét hiém gip < 1/10000;
Khong dugce biét: khong thé uéc tinh tir céc dit liéu sin c6.

Phin ing bat lgi ciia thude

. LA A
Phin loai tan suat

Hé thong co' quan | Rat thudng Thudng gap it gip )
gip (> 1/100 den < < Khoéng dugc biét
© 1/10) 1/10) (= 1/1000 dén < 1/100)
R&i loan hé thong : i
mién dich : et
Nhiém khuan va
nhiém ky sinh - Viém mii - -
trung
Réi loan chuyén A Ting cam gidc
hoa va dinh duong | "84 | them an ’ : 3
Roi loan tim than - Tram cam Roi loan giac ngu, tho o -
Chimg bon chon
ding ngodi khéng
: ) yén, van ddng
Bat thuong phoi hop vén | chim chap, cing co
R&i loan hé thin : , dgx}g, .mat Ei;nh' hucm;g, dang b;\a.nh xe rang
= Buon ngi ngd lim, di cam, bon | cua, roi loan vén

kinh

chon, cham chap, u tai,
A
veo ¢cd

dong, run nguyén
phat, roi loan ngoai

thdp, hoi ching
Parkinson, budn
ngu, run.

Roi loan tim

Hoi hop danh tréng nguc

Roi loan mach

Ha huyét ap

A A r
RO1 loan tiéu hoa

Téo bén, kho chiu
¢ da day, budon non

= A ~ s A T
Tac rudt, khd miéng, roi
loan tiéu hda, bu6n nén

Roi loan gan mat

Téng men gan

Ro6i loan da va mo
dudi da

Tang tiét md hoi

Phat ban

Rdi loan co xuong
va toan than

Pau co

Co thit co, gidt co

Cing co

Réi loan hé théng
sinh san va v

Kinh nguyét khong
déu, dau nguc

Rong kinh, roi loan kinh
nguyét, thua kinh, phi dai
tuyén vi, giam kha ning
tinh duc

Tang tiét sita

R6i loan toan than
va tinh trang tai noi
ding thude

Mét moi

Phu toan thdn va phu
ngoai vi, suy nhugc

Théng bdo ngay cho bdc sj hodc dwgc sy nhitng phén ikng cé hai gdp phdi khi sit dung thuéc.
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QUA LIEU VA

22 s DUGC PHAM
Triéu chu'{:g. * \ EL O FR%I\ £/*
Dua theo tinh cha \ Q¢ céc triéu chimg budn ngi va suy nhuoc c6 thé xay ra.

(ubng lén dén 600 mg trong mét 1an) da dugc béo cdo va

Mot vai truong horp ; ‘
yc-1a budn ngu, kich ddng, nhip tim nhanh

c4c triéu chimg quan satt
Xir tri:

Trong vong 1 gio sau khi uong qua lidu, nén stic rira da day. C6 thé sir dung than hoat tinh néu
thiy thich hop. Khong c6 thudc giai doc dic hiéu.

PAC TINH DUQC LUC HQC

Nhém duge ly: Thube diéu tri dau nira dau

Mi ATC: N0O7CA03

Flunarizin 14 thubc déi khéng calci 6 chon loc. Tac dung cua n6 trong diéu trj duy tri chimg dau
nira dAu duoc dua trén su d6i 14p cé chon loc céc ion calci vao trong té bao.

Flunarizin khéng tac déng trén kha ning co bop va su dAn truyén co tim.

. PAC TINH DUQC PONG HQC
Thuéc dugce hip thu tét va dat dinh trong huyét twong trong vong 2-4 gitr va dat duge trang théi
hing dinh & tudn thir 5-6.
Hip thu:
Flunarizin hap thu t6t (>80%) tai dudng & bng tidu hoa, dat ndng d¢ dinh trong huyét tuong trong
vong 2-4 git sau khi uong. Trong truong hop tinh acid da day giam (pH da day tang), sinh kha
dung c6 thé thip hon.
Phan bé:
Flunarizin lién két protein huyét tvong khoang 99%. Thé tich phan bd 16n, khoing 78L/kg &
ngudi khée manh va khoang 207 L/kg & bénh nhan dong kinh ching t6 kha néng phan b6 cao o
cac md ngoai mach mau. Thube nhanh chéng qua hang rao méu ndo, ndng do & ndo cao gap
khoang 10 14n so véi ndng d6 trong huyét twong.

Chuyén héa

Flunarizin dugc chuyén héa & gan thanh it nhét 15 chit chuyén héa. Pudng chuyén héa chinh 13
. CYEZDS,

Thai trie:

Flunarizin duogc thai trir chu yéu qua phén theo dudng mét dudi dang thubc gbc va cac chit

chuyen hoéa. Sau khi ubng 24-48 giv, c6 khoang 3- 5% liéu dugc thai trir qua phén dudi dang

thude goc va céc chét chuyén hoa va <1% duogc bai tiét & dang khong chuyén héa qua dudng

nudc tiéu. Thoi gxan ban huy thay dbi nhiéu tir 5-15 g10f g hiu hét cac bénh nhén sau khi ding

lidu don. O mét sb ngudi, c6 thé do c6 sur tai phan bd thubc tir cdc md khac, nén ndng do trong

huyét twong cua flunarizin do ludng duge (>0,5 ng/ml) trong khoang thoi gian kéo dai (dén 30

ngay).

Da liéu:

Nong do flunarizin trong huyét tuong dat dugc trang thai 6n dlnh sau khoang 8 tudn ding da

lidu, mdi ngay mot lan, va cao hon ndng do flunarizin trong huyét tl.rong sau khi dung don lidu

khoéang 3 l4n. Néng d6 flunarizin dat trang théi 6 bn dinh twong mg vé&i khoang lidu thay ddi tir 5

mg dén 30 mg.
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QUY CACH PONG GOI:
Hop 5 vi, 10 vi x 10 vién, kém t& huéng dan sir dung thube.

BAO QUAN: Noi kho, mét, nhiét d6 dudi 30°C, tranh 4nh séng.
HAN DUNG: 36 théng (ké tir ngay san xuét).
TIEU CHUAN: TCCS.

NHA SAN XUAT:
CONG TY CP LIEN DOANH DUQC PHAM ELOGE FRANCE VIET NAM
Pia chi: Khu céng nghidp Qué V5, xa Phuong Liu, huyén Qué V3, tinh Bic Ninh

Bic Ninh, ngay 04 thang 01 ndm 2023
CONG TY CO PHAN LIEN DOANH
O DUQEHHAMERQGE FRANCE VIET NAM
h )
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