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MEDISUT

Hop 10 vi x 10 vién nén

CHONG CHI BINH, LIEU DUNG-CACH
DUNG, TUONG TAC THUOC VA CAC
THONG TIN KHAC:

THANH PHAN:
M&i vién nén chira:

- Flunarizin ) (dwéi  dang  Flunarizin Xin doc ky t& huéng dén st dung thuée.
difydroglofd)s s e 5MG BAQ QUAN: Noi kho thoang, tranh anh

= TARGES worvmmcasmmpmasmiss Vira da 1 vién. séng, nhiét dé dudi 30°C.

CHI DINH: TIEU CHUAN: TCCS

P . 5 SBK:
- Dieu tri du phong con dau nura dau trong

truong hop cac bién phap diéu tri khac
khong ¢o hiéu quahoac kém dung nap.
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NSX: dd/mm/yy  HD: dd/mmlyy
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COMPOSITION:

- Prophylactic treatment of migraine in
the case of other treatments are not
effective or poorly tolerated.

S ANIZNA

Each tablet contains:
- Flunarizine )
(as Flunarizine dihydrochloride): 4o mg
- Excipients: .........c.cceceeeeeenn... Qs 1 tablet.
INDICATIONS:

DE XA TAM TAY TRE EM
DOC KY HUONG DAN SU' DUNG
TRUOC KHI DUNG

Cong ty CP Dugc Pham ME DI SUN
il S6 521, khu phd An Loi, phutng Hoa Lo,

Tx.Bén Cat, T.Binh Duong
BT: {0650) 3589 036 - Fax ’OQSU) 3589 297

Bnip uonduossid X

CONTRAINDICATIONS DOSAGE-
USAGE, INTERACTIONS AND OTHER
INFORMATION:

Please read the leaflet in the box.
STORAGE: Place dry cool place., away
from light, temperature below 30°C.
SPECIFICATION: Manufacturer

VISA:

KEEP OUT THE REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTION
BEFORE USE

Pharmaceutical Joint Stock Company
DIGLT 521 An Lol, Hoa Loi, Ben Cat, Binh Duong
Tel: (0650) 3589 036 - Fax: (0650) 3589 297
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Rx Thudc ban theo don
Huwéng din siv dung danh cho c4n bd y té
MIRENZINE 5
Flunarizin: ........... 5 mg

Thanh phén:

M3i vién nén chira:

Flunarizin (dudi dang Flunarizin 2HCI): ........oocoeveveeereeeeeeeeeoeoeoeooooo 5 mg

- Té duogc: Tinh bot mi, Lactose, PVP K30, Natri starch glycolat, Talc, Magnesi stearat, Avicel
vua du 1 vién.

Dang bao ché: Vién nén.

Quy cach dong goi:

Hop 10 vi x 10 vién nén

Cac dic tinh dwoc lye hoc:

- Flunarizin 1a thudc ¢6 hoat tinh chen kénh calci, khdng histamin va an than. Thubc ngan chdn
su qué tai calci ¢ té bao, bang cach lam giam calci tran vao qud mic qua mang té bao.
Flunarizin khong tac dong trén su co bop co tim, khong e ché nat xoang nhi hodc nhi that,
khong lam tang tan sb tim, khong c6 tac dung chdng tang huyét ap.

Céc dic tinh dwoce dong hoc:

- Hap thu: Flunarizin duoc hip thu qua duong tiéu hoa <80%, dat ndng do dinh trong huyét
tuong trong vong 2 dén 4 gio sau khi ubng va dat trang thai n dinh & tun tht 5 — 6. Trong
diéu kién do acid dich vi da day giam, sinh kha dung ctia flunarizin c¢6 thé thap hon.

- Phan bé: Flunarizin gin véi protein huyét twong > 99%. Thé tich phan b 16n, khoang 78 lit’kg
0 nhiing nguoi khée manh va khoang 207 lit/kg & nhiing bénh nhan dong kinh, c6 muc do phan
bd cao ngoai mach. Thuoc nhanh chéng qua hang rao méu — ndo, néng do thudc & nio gap
khoang 10 14n so véi ndng do trong huyét tuong.

- Chuyén héa: Flunarizin duoc chuyén héa qua gan thanh it nhit 15 chét chuyén héa. Duong
chuyén héa chinh la qua CYP 2D6.

- Thai trir: Flunarizin dugc thai trir chii yéu qua phén theo dudng mét qua dang thude gbe va cac
chat chuyén hoa. Sau khi udng 24 — 48 gio, 6 khoang 3 — 5% liéu dugc thai trur qua
dang thudc gbc va céc chit chuyén héa, va < 1% duoc bai tiét qua dudng tiét niéu. \Nﬁa doi
thai trir thay d6i nhidu tir 5 — 15 gio & hau hét cac bénh nhan sau khi dung liéu don. C? mot sd
ngudi, nong do trong huyét tuong cua flunarizin c6 thé do duoc (0,5 nanogam/ml) trong thoi
gian kéo dai (cho dén 30 ngdy), diéu nay c6 thé do su phéng thich thude tir cac mé khéc.

- Duing liéu nhéc lai:

Nong do trong huyét tuong cua flunarizin dat dugc trang thai én dinh trong khoang 8 tudn
dung liéu nhéc lai, mot 1n mai ngay va khodng 3 lan cao hon so véi lidu don.

Chi dinh:

- Diéu tri du phong con dau nira diu trong trudng hop cac bién phap diéu tri khac khong c6 hidu
qua hodc kém dung nap.

Liéu dung va cach sir dung:




Nguoi Iom < 65 tudi va nguoi cao tudi (> 65 tuoi):

- 1 vién/ngay, ubng vao budi tdi, duy tri trong 4 dén 8 tuln.

- Trong thoi gian diéu tri, néu Xuat hién cac triéu ching trdm cam, ngoai thdp hay cac bién
cb bét loi nghiém trong khéc, can ngimg dung thudc (xem Muc Canh bao va than trong khi str
dung).

- Néu sau 8 tuan diéu tri khdng c6 su cai thién, bénh nhan dugc xem nhu khéng dap ung véi
diéu tri va nén ngirng dung thude.

- Thoi gian diéu tri khéng qua 6 thang.

- Khuyén céo chi danh cho bénh nhan < 65 tudi: Néu biéu hién Iam sang clia bénh nhan cho thay
dap tmg diéu tri khong day du, c6 thé tang liéu Ién dén 2 vién/ngay nhung can can nhéc trong
kha nang dung nap thudc ctia bénh nhan.

Tré em

- Tre¢em > 12 tu01 dédc biét trong truong hop dau nira dau chua duoc chin doan xéac dinh:
1 vién/ngay, uong vao bubi tdi. Thoi gian diéu tr1 khéng qua 6 thang.

- Tré em < 12 tudi: chua c6 béng ching day du v& hiéu qué va d¢ an toan cua flunarizin trén d6i
tuong nay. Khong khuyén céo st dung flunarizin cho tré¢ em dudi 12 tudi.

Liéu leong & bénh nhdn suy gan:

- Vi thude duoc chuyén héa véi muc do 16n & gan nén can diéu chinh lidu lugng & cac bénh
nhan nay. Liéu khoi dau: 1 vién/ngdy, udng vao budi tdi.

Chéng chi dinh:

- Méan cam véi flunarizin hay bét ctr thanh phan ta duoc nao cua thudc.

- Co tri€u ching ctia bénh Parkinson tir truée khi didu trj.

- Tién sir ¢6 céc triéu ching ngoai thap.

- Bénh trdm cam hoic tién st ¢6 hoi chiing trdm cam tai phat.

Cinh bdo va thin trong:

- Diéu tri v6i flunarizin c6 thé lam tdng tridu chimg trdm cam, ngoai thap va la
ching Parkinson, déc biét & nhitng bénh nhan dé c6 nguy co nhu ngudi cao tudi. Do vay, nén
dung than trong ¢ nhitng bénh nhan nay.

- Khéng st dung thudc qua lidu khuyén cdo. Can theo dai nguoi bénh thudong xuyen dinh ky,
dac biét trong thoi gian diéu tri duy tri dé phét hién sém céc biéu hién ngoai thap, trdm cam va
ngimng diéu tri kip thoi.

- Mot sb truong hop mét méi véi muc do ning ting dan da dugc ghi nhan khi st dung
flunarizin. Néu tinh trang nay xdy ra, can nging diéu tri v6i flunarizin

- Vi budn ngii ¢6 thé xay ra, ddc biét lic bit dau diéu trj nén phai thén trong trong céc hoat dong
nhu lai xe hoac vén hanh may mac.

- Canh béo vé ta duoc Lactose: Bénh nhan ¢ vén dé di truyén hiém gap khong dung nap
galactose, cac Lapp thiéu lactase hodc kém hap thu glucose- -galactose can tham khao y kién bac
s§ khi dung thudc nay.

St dung cho phu nir ¢6 thai va cho con bii:
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- Thoi ky mang thai : Chua cé nghién clru x4c nhén su an toan cua flunarizin khi dung trén phu
nit mang thai. Do d6, khong st dung thudc nay trén phu nit mang thai, trir khi lgi ich vuot troi
so voi kha ndng nguy co cho thai.

- Thoi ky cho con bt : Khong biét flunarizin ¢6 phan bd vao sira nguoi hay khong. Nén can nhéc
hodc tranh sir dung thudc trong thoi gian cho con bu hodc dung thudc va ngung cho con bu.

Anh hwéng dén kha nang lai xe va vin hanh may moéc:

- Thubc c6 thé gy budn ngt dbi v6i bénh nhan, ddc biét trong giai doan diéu tri ban diu, do d6
can than trong khi lai xe hodc van hanh may maéc.

Twong tic ciia thube voi cac thude khac va cac loai twong tac khac:

- Viéc dung dong thoi ruou, thude an thdn va thube ngu voi flunarizin 1am ting tac dung phu
budn ng. Flunarizin khong bi chéng chi dinh & nhing bénh nhan dang diing thudc chen beta.

- Dugc dong hoc ctia flunarizin khong bi anh huong béi topiramat. Trang thai duoc dong hoc dn
dinh cua topiramat khong bi anh hudng béi flunarizin.

- Viéc st dung lau dai flunarizin khong anh huéng dén nong do trong huyét tuong cia
phenytoin, carbamazepin, valproat hay phenobarbital. Nong doé trong huyét tuong cua
Flunarizin thuong thip hon mét it & nhitng bénh nhan dong kinh dang ¢ir dung cac thude diéu
tri dong kinh loai nay so véi nhiing nguoi khoe manh dung 11§ ong tu. do gan két véi
protein huyét tuong cia carbamazepin, valproat va phenytoin khong bi anh hudng khi dung
dong thoi flunarizin.

T4c dung khéng mong mudn:

Thuong gap, ADR > 1/1 000

- TKTW: Budn ngii, mét moi.

- Tiéu hoa: Tang ngon miéng, tdng can.

It gap, 1/1 000 < ADR < 1/100

- TKTW: Triéu ching ngoai thap (van dong cham, cing do, ngéi nam khong yén, loan vén
dong, run), trdm cam.

- Tiéu héa: Khé miéng

Hiém gdp: ADR < 1/1 000

- Tiéu hoéa: Budn nén, dau da day.

- Khac: Tang tiét siia

Tan sudt khéng xdc dinh

- TKTW: Lo ling

- Da: Phat ban

- Co xuong: Pau co

Huéng dan cach xir trf ADR:

- Khi xay ra céc tic dung khong mong muén hay ngung ding flunarizin, cac tri€u chung s& khoi
hoan toan hoac giam b6t mot phﬁn. Hay tién hanh viéc diéu trj triéu chting va hd trg néu can.

Qua lieu va cach xir tri:
Triéu ching:



- Dua vao t1nh chat duoc 1y cua thube, budn ngu va suy nhuoc cé thé xay ra. C6 vai truong hop
qué liéu cdp (liéu cao dén 600 mg ubng 1 lan) d duoc bao cdo, dd quan sat thdy céc triéu
ching: Budn ngi, nhip tim nhanh, kich dong.

g qud liéu, nén sic rira da day.
Cé thé dung than hoat néu thdy thich hop.
Céc déu hiéu cin lru y va khuyén cso:
Nén udng thudc véi nhiéu nude.
Bdo quan:
Bao quan trong bao bi kin, tranh 4m, tranh 4nh sang, & nhiét do dudi 30°C.
Han dung: 3 nam ké tir ngay san xuét.
Tén, dia chi, biéu twgng (néu c6) ciia co sé san xuit.
C6ng ty ) phﬁn der’c phﬁm Me Dl Sun

Piéu tri:
- Khéng c6 thude giai doc dic hidu. Trong vong 1 gid sau k% )
\

Ds.Lé Minh Hoan
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