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1. Bao bi trwc tiep:
- Vi 10 vién nén.

2. Bao bi ngoai:

- Hop 3 vi x 10 vién nén.
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MAU NHAN THUOC
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Flunarizine,
(as Flunarizine dihydrochloride 5.9 mg)
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Chi nhénh Céng ty CP Dugc phém Agimexpharm
Nha méy san xuit Dugc phdm Agimexpharm
Branch of Agimexpharm Pharmaceutical JSC.
Agimexpharm Pharmaceutical Factory

WHO-GMP

_/

TL. TONG GIAM BOC
D. Quan Ly Ch

|
asnalojaq . Bunp 1y} 2onn !
suoj3onisuj ay3 Ajjnjased peay 6unp ps uep bugny £y >0 ‘
ua1piy> Jo yoeau jo Ino dasy wa 13 Aej wey ex 2@ i
*asnoy uj :uopesypads 'SDDL uenyd n1L Iz0 "
D40€ Mojaq “Bues yue o g x |
‘61| pue Apiuiny woly 1093014 :3beiols A WE yue1 “3,0¢ 1onp Op 13IYN :ugnb ogg O |
*}49sUl }3|je3| 3Y) peay *bunp ps uep Buony 1 o 5 =3 |
:uOjJeWIOU| 1430 PUR SUOlIEd|pUlRUO) D01} J0P Ul 28y upl Buey) 283 BA Yuip 1yd = Q =< ‘
-abesoq - |wpy - suopedipul  Bugy) - Bunp n1 - Bunp Yy>ed - Yuip 14> XXX ‘
PBigE) [P Y sbsuaidpxy  UdA L pAdONp EL g g o \
(Bui 6'g~=~3pLI0|y>0IpAYIp duizieunjyse) (B 6's™pLIOJ20IPAYIP UizieUN|4 Buep 1onp) § ]
bw g 3ujzeunty bwg uizueunjy §<< |
1sujeju0d 33|qe) Yoe3 :uopisoduio) YD UPU UIA QW sueyd yueyy x 1
6nup uondudsalg g a“laaqls ’
® = () Xu J
YOOXXXXXXXX “ON B34 /MES
WweualA ‘adulnold Buein uy ‘A1) uakny buo
‘paep 10y AW ‘I9jwel uy yuey] 13315 bunyg Guoi) nA
yoeaew Kioypoey jedy |d wey 16y
*IS[ 19¥; id uuey 16y Jo youeag saIny: m
o weujaIA adutaold Buels uy ‘A1) uakny Buo
‘pieM yuig AW 1925 20H ley | uaAnbN £Z
D %2035 Julor [edF id Y v
FIUNariziN..mne..5 Mg ;
(duéi dang Flunarizin dihydroclorid 5,9 mg)
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Céng ty CP Dugc phdm Agimexpharm
27 Nguyan Théi Hoc, P. My Binh, TP.Long Xuyén, An Giang, Viét Nam
Ca's& sdn xudt: Chi nhanh Céng ty CP Dugc phém Agimexpharm
Nha may san xuét Dugc phdm Agimexpharm
Pudng Vi Trong Phung, K. Thanh An, P. My Théi, TP. Long Xuyén, An Giang, Viét Nam
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2. Bao bi ngoai:

MAU NHAN THUOC

- HOp 5 vi x 10 vién nén.
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Céng ty CP Dugc pham Agimexpharm

Nha may san xuit Dugc pham Agimexpharm

FIUNarizin...mmne
(dudi dang Flunarizin dihydroclorid 5,9 mg)

WHO-GMP
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27 Nguyén Théi Hoc, P. My Binh, TP. Long Xuyén, An Giang, Viét Nam
Co's¢'sdn xudt: Chi nhanh Céng ty CP Dugc pham Agimexpharm

Buong Vi Trong Phung, K. Thanh An, P. My Thdi, TP. Long Xuyén, An Giang, Viét Nam
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2. Bao bi ngoai:

MAU NHAN THUOC

- Hop 10 vi x 10 vién nén.

Chi dinh - Cach dung - Liéu
dung - Chéng chi dinh va céc
théng tin khéc: Xin doc trong t&
huéng dan st dung.

Bao quan: Nhiét do duéi 30°C,
tranh 8m va énh sang.

Tiéu chudn: TCCS.

Dé xa tdm tay tré em
Poc ky hudng dan sirdung
truéc khiding

Flunarizin.... ...5mg
(dudi dang Flunarizin dihydroclorid 5,9 mg)

Céng ty CP Dugc phdm Agimexpharm

27 Nguyén Théi Hoc, P. My Binh,

TP.Long Xuyén, An Giang, Viét Nam

Co'sésan xudt:

Chi nhanh Cdng ty CP Dugc phdm Agimexpharm
Nha mdy san xu&t Dugc phdm Agimexpharm

Hudng Vi Trong Phung, K. Thanh An, P. My Thdi,
TP.Long Xuyén, An Giang, Viét Nam

WHO-GMP

Indications - Administration -
Dosage - Contraindications
and other information:

Read the leaflet insert.

Storage: Protect from humidity
and light, below 30°C.

Specification: In house.

SDK/ Reg. No.: XXXXXXXXXXXX

Flunarizine...
(as Flunarizine dihydrochloride 5.9 mg)

Agii h Ph ical Joint Stock Company
27 Nguyen Thai Hoc Street, My Binh Ward,
Long Xuyen City, An Giang Province, Vietnam

turer.

Keep out of reach of child
Read carefully the instructions
before use

Branch of Agi Ph ical JSC.

At " Ph ical Factory

VuTrong Phung Street, Thanh An Hamlet, My Thoi Ward,
Long Xuyen City, An Giang Province, Vietnam

WHO-GMP

XX/XX/XX :dX3 /QH
XX/XX/XX :BIW /XSN
XXXXXX 107 /XS
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1. Bao bi truc tiép:

- Chai 100 vién nén.

2. Bao bi ngoai:

https://trungtamthuoc.com/

MAU NHAN THUOC

Thanh phan: M3i vién nén chia:
Flunarizin..... —y )l
(duéi dang

Flunarizin dihydroclorid...5,9 mg)
REY [11e7V. F— Y, (-}

Chi dinh - Cich dung - Liéu
ding - Chéng chi dinh va cic
théng tin khac: Xin doc trong t&
hudng dan sirdung.

Tiéu chudn: TCCS.

Bao quan: Nhiét 4o dudi 30°C,
trénh 4m va 4nh sang.

- Hop 1 chai x 100 vién nén.

Chi dinh - Cach dung - Liéu dung -
Chéng chi dinh va cac théng tin khac:
Xin doc trong t& huéng dan st dung.

Bdo quan: Nhiét d6 duéi 30°C, trénh &m
va anh séng.

Tiéu chudn: TCCS.

Dé xa tim tay tré em
Poc ky huéng dén sirdung
trudc khi dung

Yoen ew

|2 (T3 74T, FOS— -5mg
(du6i dang Flunarizin dihydroclorid 5,9 mg)

Céng ty CP Dugc phim Agimexpharm

27 Nguyén Thai Hoc, P. My Binh,

TP. Long Xuyén, An Giang, Viét Nam

Co'sésdn xudt:

Chinhénh Céng ty CP Dugc phim Aglmﬂplurm
Nha méy sin xuit Dugc phim A

Budng Vi Trong Phung, K. Thanh An, P MyThﬂI

TP. Long Xuyén, An Giang, Viét Nam

WHO-GMP

Flunarizin. w5 MG
(du6i dang Flunarizin dihydroclorid 5,9 mg)

Contraindications and other

light, below 30°C.
Specification: In house.

Keep out of reach of children
Read carefully the instructions
before use

SDK/ Reg. No.: XXXXXXXXXXXX

Dé xa tim tay tré em
DPoc ki huéng dan sir dung
trudc khiding

LSX/ Lot: XXXXXX
INSX/ Mfg: XX/XX/XX
HD/ Exp: XX/XX/XX

Cdng ty CP Dugc ph#m Agimexpharm
27 Nguyén Thai Hoc, P. M Binh,
TP. Long Xuyén, An Giang, Viét Nam
Cosdsdn xudt:
Chinhénh Céng ty CP Dugc phdm

i

imexpharm
Nha méy san xuét Dugc phdm
Agimexpharm
‘Budng Vi Trong Phung, K. Thanh An,
P. My Théi, TP. Long Xuyén,
An Giang, Viét Nam

/

Indications - Administration - Dosage -

information: Read the leaflet insert.
Storage: Protect from humidity and

Flunarizing......oswwnn.5 Mg
(as Flunarizine dlhydrod\londe 5.9mg)

Agimexpharm Pharmaceutical Joint Stock Company
27 Nguyen Thai Hoc Street, My Binh Ward,

Long Xuyen City, An Giang Province, Vietnam
Manufacturer:

Branch of h Ph 1JSC.
Agimexpharm Pharmaceutical Factory

Vu Trong Phung Street, Thanh An Hamlet, My Thoi Ward,
Long Xuyen City, An Giang Province, Vietnam

WHO-GMP




1. Bao bi truc tiép:

- Chai 200 vién nén.

2. Bao bi ngoai:

https://trungtamthuoc.com/

MAU NHAN THUOC

Thanh phan: M&i vién nén chifa:
|2 (VT3 T2, R — 5mg
(dudi dang

Flunarlzm dlhydrodorldJ 9 mg)
R Xe V(e TRV H— 1vién

Chi dinh - Cich dung - Liéu
dung - Chéng chi dinh va cic
théng tin khéc: Xin doc trong t&
huéng dan st dung.

Tiéu chudn: TCCS.

Bdo quan: Nhiét d6 du6i 30°C,
tranh &m va 4nh sdng.

\_ -ﬁ-

- Hép 1 chai x 200 vién nén.

Chi dinh - Cach dung - Liéu ding -
Chdng chi dinh va cac théng tin khac:
Xin doc trong t& hudng dan sirdung.

Bao quan: Nhiét do dudi 30°C, tranh &m
va dnh sng.

Tiéu chudn: TCCS.

Dé xa tim tay tré em

Poc ky huéng dan sitdung
trudc khidung

LSX/ Lot: X000

NSX/ Mfg: XX/XX/XX

HD/ Exp: XX/XX/XX

yoeaew

[ (VT 11721, T
(dudi dang Flunarizin dlhydroclond 5,9 mg)

Céng ty CP Dugc phim Agimexpharm

27 Nguyén Thai Hoc, P. My Binh,

TP. Long Xuyén, An Giang, Viét Nam

Co'sdsdn xudt:

Chi nhénh Céng ty CP Dugc phim Agimexpharm
Nha miy sin xuét Dugc phém Agimexpharm
Budng Vi Trong Phung, K Thanh An, P. My Théi,

TP. Long Xuyén, An Giang, Viét Nam

WHO-GMP

Flunarizin..........

IDNTONG GIAM DOE

S— 1 s |
(dudi dang Flunarizin dihydroclorid 5,9 mg)

Contraindications and other

light, below 30°C.
Specification: In house.
Keep out of reach of children

Read carefully the instructions
before use

SDK/ Reg. No.: XXXXXXXXXXXX

én, ngay<d thang ALnam 2023

Dé xa tim tay tré em
Pocky hudng dan sirdung
trudc khi dung

LSX/ Lot: XXXXXX
NSX/ Mfg: XX/XX/XX
HD/ Exp: XX/XX/XX

Cong ty CP Dugc phdm Agimexpharm
27 Nguyén Thai Hoc, P. My Binh,

TP. Long Xuyén, An Giang, Viét Nam
Co'sdsdn xudt:

Chinhénh Cﬁng ty CP Dugc phim
Agimexpha

Nha mﬁy sin xult Dugc phém
Agimexpl

Busng Vu Trqng Phung, K. Thanh An,

P. My Théi, TP. Long Xuyén,

An Giang, Viét Nam Yy,

Indications - Administration - Dosage -

information: Read the leaflet insert.
Storage: Protect from humidity and

Flunarizine............. S— )¢
(as Flunarizine dihydrochloride 5.9 mg)

1 Joint Stock Company
27 Nguyen Thai Hoc Street, My Binh Ward,

Long Xuyen City, An Giang Province, Vietnam
Manufacturer:

Branch of.
Agimexpharm Pharmaceutical Factoi

Vu Trong Phung Street, Thanh An Hamlet, My Thoi Ward,
Long Xuyen City, An Giang Province, Vietnam

tical JSC.

WHO-GMP




1. Bao bi truc tiép:

- Chai 300 vién nén.

2. Bao bi ngoai:

https://trungtamthuoc.com/

MAU NHAN THUOC

(
Thanh phén: M3i vién nén chifa:
[ (VT 17 O, 5mg
(dudi dang
FIunarizln dihydroclorid...5,9 mg)
15 F (s 7 COP— 1vién
Chi dinh - Cich ding - Liéu
dung - Chéng chi dinh va cac
théng tin khac: Xin doc trong t&
huéng dan sirdung.
Tiéu chudn: TCCS.
Bao quan: Nhiét d6 dudi 30°C,
trénh m va énh sang.

\ -

- Hop 1 chai x 300 vién nén.

Chi dinh - Cach dung - Liéu ding -
Chéng chi dinh va cac théng tin khac:
Xin doc trong t& huéng dan st dung.

Bao quan: Nhiét d6 dudi 30°C, tranh dm
va énh séng.

Tiéu chudn: TCCS.

Dé xa tdm tay tré em

DPoc ky hudng dan sitdung
truéc khi ding

LSX/ Lot: X00KXX

INSX/ Mfg: XX/XX/XX
HD/ Exp: XX/XXXX

yoenew

Flunarizin....
(dudi dang Flunarmn dlhydroclond 5,9mg)

Céng ty CP Dugc phim Agimexpharm

27 Nguyén Thai Hoc, P. My Binh,

TP. Long Xuyén, An Giang, Viét Nam

Co'sésan xudt:

ct Congty CP 12 b
Nha may sin xu‘( Dugc phsm Agimexpha
Budng Vi Trong Phung, K.Thanh An, P. My Théi,
TP.Long Xuyén, An Giang, Viét Nam

WHO-GMP

Flunarnizin.....w..5 mg
(dudi dang Flunarizin dihydroclorid 5,9 mg)

Dé xa tim tay tré em
Docky huéng dan sit dung
trudc khidung

LSX/ Lot: XXXXXX
NSX/ Mfg: XX/XX/XX
HD/ Exp: XX/XX/XX

Cdng ty CP Dugc phim Agimexpharm
27 Nguyén Thai Hoc, P. My Binh,

TP. Long Xuyén, An Giang, Viét Nam
Cosdsdn xudt:

Chi nMnh Cbng ty CP Dugc phim
Agimexp|

Nha may sin xuét Dugc phim
Agimexpharm

Budng Vi Trong Phung, K. Thanh An,
P.My Théi, TP. Long Xuyén,

An Giang, Viét Nam

/

Contraindications and other
information: Read the leaflet insert.

Storage: Protect from humidity and
light, below 30°C.

Specification: In house.

Keep out of reach of children
Read carefully the instructions
before use

SDK/ Reg. No.: XXXXXXXXXXXX

Indications - Administration - Dosage -

Flunarizin.........e- -]
(as Flunarizine dihydrochloride 5.9 mg)

Agimexpharm Pharmaceutical Joint Stock Company
27 Nguyen Thai Hoc Street, My Binh Ward,

Long Xuyen City, An Giang Province, Vietnam
Manufacturer:

Branch of Ph ti
Agimexpharm Pharmaceutical Factory
VuTrong Phung Street, Thanh An Hamlet. My Thoi Ward,
Long Xuyen City, An Giang Province, Vietnam

1JSC.

WHO-GMP

ngayld. théng 1< nsm 2023
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HUONG DAN SU DUNG THUOC

Rx - Thudc nay chi dung theo don thube
SIBECINE® 5

Poc ki huéng din sir dung trude khi dung
Dé xa tam tay tré em
Thanh phan c¢ong thite cho 1 vién nén:
Thanh phfm hoat chat:
Moi vién chita 5 mg Flunarizin (dudi dang flunarizin dihydroclorid 5,9 mg).
Thanh phan ta dwgc:
Lactose monohydrat, Tinh bdt ngd, Povidon K30, Polysorbat 80, Microcrystallin cellulose 101,
Natri starch glycolat, Colloidal silicon dioxid, Magnesi stearat.
Dang bao ché: Vién nén tron, mau tring, hai mat tron.
. Chi dinh:
Diéu tri du phong con dau nira dau trong truong hop cac bién phap diéu tri khac khong c¢é hiéu
qua hodc kém dung nap.
Cich dung, liéu dung:
Cich dung: Thube dung dudng ubng.
Liéu dung:
Nguwoi I6n va nguwoi cao tudi (18 tudi tré lén):
Liéu khéi dau: Ubng vao budi tdi.
Bénh nhan tir 18 tudi dén 64 tudi: 10 mg (2 vién)/ngay.
Bénh nhan > 65 tudi: 5 mg (1 vién)/ngay.
Néu trong qué trinh diéu tri, xay ra cac tridu ching trAm cam, ngoai thép hoéc céc tdc dung phu

khdéng mong mudn khac thi nén ngimg thude. Néu sau 2 thang diéu tri khong c6 cai thién déng
ké thi bénh nhan dugc xem la khong dap tmg va nén ngimg diéu tri.

Diéu tri duy tri:
. Néu bénh nhén dap tng t6t va cin diéu tri duy tri thi hang tudn cir 5 ngay dung thube voi lidu

hang ngay nhu nhau thi nghi hai ngay lién tiép, vi du uéng thudc tir thir hai dén thtr séu, thi bay
va chu nhat ngimg thudc.

Ngay ca khi diéu tri duy tri du phong thanh céng va dung nap tot, nén ngimg thudc sau 6 thang
va chi tai diéu tri néu bénh tai phat.

Tré em va tré so sinh: Khong khuyén nghi.

Mt s6 lwu ¥ diic biét vé xir Iy thude trrde va sau khi six dung thube:
Khéng c6 yéu cau dic biét vé xir Iy thubc sau khi sir dung.
Chéng chi dinh:
Mén cam véi flunarizin hay bét cit thanh phén t4 dugc nao cia thube.
C6 triéu chimg ctia bénh Parkinson tir truéce khi diéu tri.
Tién sir ¢6 cac triéu chimg ngoai thép.
Bénh trAm cam hoic tién sir 6 hdi chimg trAm cam tai phat.
Ciénh b4o va thin trong khi dung thude:
Flunarizin ¢6 thé lam phat sinh céc triéu chimg ngoai thap, trdm cam va gy bdc phat Parkinson,
dac biét & bénh nhén cao tudi. Vi vy, nén dung than trong & nhitng bénh nhan nay
Khong sir dung thudc qué lidu khuyén cdo. Bénh nhin nén duoc kham dinh ky déu din, dic biét
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la trong qua trinh diéu tri duy tri dé c6 thé phat hién sém céc triéu chimg ngoai thap hodc tram
cam va néu c6 xay ra thi nén ngimg diéu tri.
Bénh nhan nir ¢6 tién sir trdm cam c¢6 nguy co cao bi tram cam khi diéu tri kéo dai bang thubc nay.
Tich lity thudc c6 thé xay ra néu sir dung cao hon lidu khuyén céo, véi su gia ting céc tac dung phu.
Hiém céc trudomg hop xay ra tinh trang mét moi tang dan trong khi }"Iiéu tri bang flunarizin. Trong
tmﬁmg hop nay. nén nging dicu tri va c6 thé bat dau lai vol liéu tha'ip hon.
Thudc nay c6 chira Lactose monohydrat: Bénh nhén c6 vén dé di truyén hiém gip vé khong (dung nap
galactose thiéu enzym Lapp lactase hodc kém hép thu glucose galactose khong nén dung thudc nay.
Thube nay c6 chira dudi 1 mmol (23 mg) natri trong mdi vién, vé co ban duge xem nhu “khéng
chira natri”.

Sir dung thude cho phu nir ¢6 thai va cho con bi:
Thoi ky mang thai:
Khéng c6 dit liéu tir viéc sir dung flunarizin & phu nit mang thai. Cac nghién ciru trén dong vat
khong chi ra cdc tidc dong c6 hai truc tiep hodc gian tiep cua thuoc lién quan deén thdi ky mang
thai, su phat trién cta phoi thai/thai nhi, su sinh san hodc phat trién sau khi sinh.
Nhu mét bién phap phong ngira, nén tranh sir dung flunarizin trong thai ky.
Thoi ky cho con bii:
Khong 16 liéu flunarizin ¢6 bai tiét vao sita me hay khong Cac nghién ciru trén dong vat da cho
thdy flunarizin duoc bai tlet vao sita me. Quyét dinh ngimg cho con bt hodc ngung diéu tri voi
flunarizin phai dugc céan nhéc, tinh trén loi ich ciia viéc nudi con bang sira me va loi ich cua viéc
diéu tri cho me.

Anh hwéng ciia thudce 1én kha ning 14i xe, vin hanh mdy méc:
Khi bat diu diéu tri, budn ngu c¢6 thé xay ra anh hudéng dén kha ning 14i xe va vin hanh may
moc. Cam giac nay rd rang hon khi dung chung véi ruou.

Twong tic cia thudc véi cac thube khac va cic loai twong tac khéc:
Khi diing két hop véi cac thube ha huyét 4p, lidu ding c6 thé cin phai diéu chinh.
Tang tiét sita da duoc bdo cdo & mdt sb bénh nhan nix ding thudc tranh thai dudong uéng trong
vong hai thang dau diéu tri bang flunarizin.
Khi diing chung flunarizin véi rugu, thube an thin hodc thude ngi ¢6 thé gy ra an than qué mic.
Duogc dong hoc cua flunarizin khéng bi anh huéng boi topiramat. Sau khi diung lidu lap lai &
bénh nhan dau nira dau tich liiy toan thén flunarizin tang 14%. Khi dung d6ng thoi flunarizin véi
topiramat 50 mg mdi 12 gio, viéc dung lidu lap lai lam tang tich luy flunarizin toan théan 16%.
Duoc dong hoc & trang théi on dinh cla topiramat khong bi anh huéng boi flunarizin. Su dung
flunarizin kéo dai khéng anh hwéng dén ndng do phenytoin, carbamazepin, valproat hodc
phenobarbital.
O nhing bénh nhén bi dong kinh dang str dung cac thudc chéng dong kinh (AEDs), ndng d6
trong huyet tuong cta flunarizin néi chung thap hon so véi ngudi khoe manh ding liéu twong tu.
Su gén két v6i protein huyét tuong clia carbamazepin, valproat va phenytoin khong bi anh huéng
khi ding dong thoi véi flunarizin.
Twong ky ciia thude:
Do khong c6 cac nghién ciru vé tinh twong ky ctia thudc, khong trdn 1an thudc nay véi cac thube khac.

Tac dung khéng mong muon:

Céc phan ung c6 hai dugc phan nhom theo tan suét: Réat thuong gap (ADR > 1/10), thuong gép
(1/100 < ADR < 1/10), it gap (/1.000 < ADR < 1/100), hJem gép (1/10.000 < ADR < 1/1.000),
rét hiém gap (ADR < 1/10.000); khong thé uéc lwong tan suét duoc liét ké “Chua rd tan suat”,

Khi diéu tri lau dai, c4c tdc dung phu nghlem trong sau ddy da xay ra:
Tram cam, dic biét 1a & phu nix c6 tién sir trdm cam.
R&i loan van dong khéng tu chi (cac triéu chimg van dong ngoai thip) nhu van dong cham
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(bradykinesia), ting céng co (cung), run, r0i loan vén dong mleng ham va mat, nep sdng it vin
dong ciing nhu khong thé ngdi yén, duge quan sat thiy chu yéu & bénh nhén cao tudi.

R6i loan chuyén héa va dinh dudng

Rét thudng gip: Tang can c6 hoic khong tang su thém 4n (11%, thudng thoang qua).

Céic bénh vé hé than kinh

Rét thuong gap: Budn ngti va/hodc mét moi (20%, thuong 1a thoang qua).

Hiém gip: Mét ngu, lo 4u, dau diu, suy nhuge (thuong yéu).

Réi loan tiéu héa

Hiém gap: O nong, budn ndn, dau bung.

Rét hiém gap: Khd miéng.

Réi loan da va mé duéi da

Rét hiém gap: Ban do.

Co xwong, mé lién két va cdc bénh vé xuong

R4t hiém gap: Pau co.

Cdc bénh vé co quan sinh duc va tuyén vii

. R4t hiém gap: Tang tiét sita - dic biét, didu nay da dugc ghi nhan & phu nir ding ddng thoi thube
tranh thai.

Thong bdo ngay cho bdc si hodc dwoc si cdc tic dung khong mong mubn gip phai kht sw

a

dung thuéc hodc bdo cdo cdc phin ung co hgi cia thuéc vé Trung tdm Théng tin thuéc va

Theo doi phan teng c6 hai ciia thuoe (ADR) Quéc Gia. PP
0
Qui liéu va cach xir tri: =
Mt vai truomg hop qué liéu cp tinh da duge bao céo sau khi udng t6i da 600 mg flunarizin, 3 TY
Cdc triéu chii‘ng clia qud liéu SHAM

Do tinh chit duoc 1y cta flunazirin, an thdn va suy nhuoc c6 thé xay ra. Tang triéu chimg CNS)
xdy ra khi qua liéu flunazirin (xem phdn "T4c dung khong mong mudn") bao gdbm mét moi, %
nhuoe, run, kich dong va nhip tim nhanh. A
Cdc bién phdp diéu tri trong treong hop qud liéu

Khéng c6 thude giai doc dic hiéu nao. Céc hudéng dan diéu tri thong thuong d6i v6i ngd doc nhu
gdy nén va/hodc rira da day, uong than hoat tinh va cac bién phép hd trg khic duoc ap dung.
Flunarizin khéng thé tham tach (gin két md manh, gan két protein huyét twong hon 90%).

. Dac tinh dwgc lue hoc:

Nhém duge 1y: Thude chéng chéng miit.

Mi ATC: NO7CAO03

Flunarizin 12 mét dn xuét difluor ctia piperazin.

Co ché hoat dong chinh xé4c clia flunarizin & muc sinh héa ciing nhu tinh dic hidu thu thé va 4i
luc chua duge xéc dinh ro.

Cac md hinh dong vat duge ly khac nhau cho thdy flunarizin c6 thé ttc ché ion calci xuyén qua
mang bi kich thich vao bén trong té bao, dic biét 1a trong té bao co tron mach mau.

Flunarizin thuéc nhém IV chit d6i khang calci theo dinh nghia cia WHO.

Co ché nay c6 thé giai thich sy giam co mach géy ra boi thuc nghiém. Mic d e ché dong calci
phu thude vao ngudn gbe mach mau, loai kich thich duoc ap dung va cac loai dong vat.

C6 thé gia dinh ¢ ngudi tri qua tinh trang bénh 1y c6 kém theo gia tang dong chay ion calci, tac
dung chéng co thit trén thanh mach c6 thé quan trong vé lam sang.

Vé co ché hoat dong ctia flunarizin trén céc chic nang tién dinh, nhiéu gia thuyét da duoc xem
xét dua trén két qua 14m sang thir nghiém trén dong vat.

Ngoai tac dung déi khang calci, flunarizin cho thdy ¢6 céc dac tinh khang histamin, chéng co
gidt va chong loan nhip & dong vit thi nghiém, sy lién quan 14m sang van chua duoc biét.
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Dic tinh dugc dong hoc:

Hap thu: Nong d6 flunarizin ti da trong huyét twong dat dugc 2 - 4 gi0 sau khi uong T\Tt:mg doé
flunarizin trong huyét twong duoc dic trung boi mirc do bién dbi cao. O trang thai 6n dinh, nong
dé trong huyét twong khoang tir 39 dén 115 ng/ml, dat dugc sau 5 - 6 tuan.
Phén bé: Thé tich phan bb 1a 43,2 Vkg. Hon 90% flunarizin gan két véi proteln huyét tuong.
Chuyén héa: Thube bi chuyén héa lan dau cao. Qua trinh chuyén héa & ngudi chua duge biét.
Trong cac thir nghiém trén dong vat, thude duge chuyén héa qua qua trinh oxy héa N-dealkyl
héa, hydroxyl héa nhan thom va glucuromdahon (lién hop vai glucuronic acid).
Thai trie: Qua trinh thai trir & ngudi chua dugc biét. Trong céc thu nghiém trén dong vat, 40 - 80%
liéu dugc thai trir qua mat; 0, 1% flunarizin dang khong ddi duoc tim thiy trong muée tiéu. Duge
dong hoc & nhing bénh nhan bi r6i loan chirc ndng gan va than chwa duoc nghién ctru & ngudi. Nira
doi thai trir & nguoi 1a khoang 18 ngay.
Quy cach dong go6i: Hop 3 vi, 5 vi, 10 vi x vi 10 vién.
Hop 1 chai x chai 100 vién, 200 vién, 300 vién.
Piéu kién bio quan, han dung, tiéu chuén chét lirgng ciia thude:
Pidu kién bao quan: Nhiét do dudi 30°C. Tranh 4m va 4nh séng.
Han ding: 24 thang k& tir ngay san xuét.
Tiéu chuén chit lwgng: TCCS.

Céng ty CP Durge phim Agimexpharm
27 I\guyén Théi Hoc, P. My Binh, TP. Long Xuyén, An Giang, Viét Nam
AGIMEXPHARM Cer 56 san xudt: Chi nhénh Céng ty CP Dirge phim Agimexpharm — Nha mdy san xuéit Dirge phim Agimexpharm
WHO-GMP Pudmg Vil Trong Phung, Khém Thanh An, P. My Théi, TP. Long Xuyén, An Giang, Viét Nam

v
Q‘An Giang, ngay /I St thang AQ. nam-£QI<

TL. Tong Glam doc
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