R e nay chi dlng theo don thuoc

MIRENZINE 5

“Dé xa tam tay tré em”
“Doc ky huéng dan st dung trwéce khi dung”
“Théng bao ngay cho béc si hodc dugc si nhing l‘éc dung
khéng mong muon gép phai khi st dung thuoc”

TENTHUOC: MIRENZINE 5

THANH PHAN CONG THU'C THUOC: Méi vién nén chira:

_ Thanh phan hoat chat: Flunarizin (dwéi dang Flunarizin 2HCI): ............... 5mg.

_ Thanh phéan ta duoc: Tinh bdt mi, Lactose, PVP K30, Natri starch glycolat, Talc,
Magnesi stearat, Avicel vira du 1 vién.

DANG BAO CHE: Vién nén

_ M6 ta: Vién nén dai, mau tring, bé mat vién nhan bong, co ranh chia vién, thanh
va canhviénlanhlan.

CHIiPINH: e,

_ Pidu tri dw phong con dau nlra dau trong trwdng hop cac bién phap dieu tri
khac khéng c6 hiéu qua hoac kem dung nap.

CACH DUNG - LIEU DUNG: )

Nguoi I6n < 65 tubi va nguoi cao tudi (> 65 tudi):

_ 1 vién/ngay, udng vao budi tdi, duy tritrong 4 den8tuan.

_ Trong thoi gian diéu tri, néu xuat hién cac trigu chirng tram cam, ngoai thap hay
cac bién co bat i nghiém trong khac, can ngrng dung thuoc (xem Muc Canh
bao va than trong khi str dung).

_ Néu sau 8 tuan diéu tri khdng co sw cai thién, bénh nhan dwo'c xem nhw khong
dap (ng véi dieu tri va nén ngirng dung thuoc.

_ Thoi gian diéu tri khdng qua 6 thang. aY DRSS

_ Khuyen céo chi danh cho bénh nhan < 65 tUEIZ N1eu pleg hlen Iéim sang cua
bénh nhan cho thay dap (rng diéu tri khdng day du, o thé tang lieu Ién Gén 2
vién/ngay nhwng can can nhac trong kha nang dung nap thuoc ctia bénh nhan.

Tréem s e ‘ > s ’
_ Tré em 2 121udi, dac biét trong trwdng hop dau nua dau chwa dwoc chan doan

xac dinh: 1 vién/ngay, udng vao budi toi. Tho' gian dieu tri khéng qua 6 thang.

_ Tré em < 12 tudi: chua c6 bang chirng day du ve hieu qua va d6 an toan cua
flunarizin trén ddi twong nay. Khong khuyéen cao st dung flunarizin cho tré em
dwdi 12 tuoi.

Liéu lwong &bénh nhéan suy gan: : ST

_ Vi thubc duoc chuydn hoa véi mirc do I1on O gan nen can dieu chinh lidy
lwong & cac bénh nhan nay. Liéu khoi dau: 1 vién/ngay, udng vao budi téi

CHANG CHIDINH:




Man cam voi flunarizin hay bat cir thanh phan taduocnao cua thuoc.

- Cob trleu chu'ng clia bénh Parkinson tir truérc khi dieu tri

- Tién s co cactrigu chirng ngoaithap.

Bénh tram cam hodc tién sir c6 hdi chirng trAm cam tai phat.

CANHBAO VA THAN TRONG KHIDUNG THUOC:

- Didu tri v&i flunarizin co thé 1am tang triu ching tram cam, ngoai thap va lam
bdc phat hoi chwng Parkinson, dac biét ¢ nhung bénh nhan de cé nguy co nhw
ngudi cao tudi. Do vay, nén dung than trong 6 nhirng bénh nhan nay.

. Khnng st dung thuoc qua liéu khuyén cao. Can theo déi ngudi bénh thucrng
xuyén, dinh ky, dac biét tmng thoigian didu tri duy tri dé phat hién sém cac biéu
hién ngoai thap, tram cam va ngung dieu tri kip thoii.

- M6t so trwong hcvp mét maoi véi mire dq:s nang tang dan da dwoc ghinhan khi s
dung flunarizin. Neu tinh trang nay xay ra, can ngung diéu trj vé&i flunarizin

- Vibudn ngu co thé xay ra, dac blet liic bat dau diéu trj nén phai than trong trong
cac hoat dnng nhuw lai xe hDElG van hanh may mm:

- Canh bao vé ta duoc Lactose: Bénh nhan co van dé di truyen hiém gap khong
dung nap galactose, cac Lapp thiéu lactase hodc kém hap thu glucose-
galactose canthamkhaoy kién bac sy khidung thudc nay..

SUDUNG THUOC CHO PHU NI THO'I KY MANG THAI VA CHO CON BU:

Thoi kimang thai:

- Chuwa co6 nghién ctru xac nhan sw an toan cua flunarizin khi dung trén phu n
mang thai. Do dé, khéng s dung thudc nay trén phu nir mang thai, trir khi loi
ich vurot troi so véi kha nang nguy co cho thai.

Thoi kichoconba:

~ Khéng biét flunarizin c6 phan b vao sira ngudi hay khdng. Nén can nhac hoac
tranh str dung thudc trong théi gian cho con bl hodc dung thudc va ngung cho
con bu.

ANHHUONG CUATHUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

- Thuuc co thé gay budn ngl doi v&i bénh nhan, dac biét trﬂng giai doan diéu tri
ban dau, do do can than trong khi lai xe hoac van hanh may moc.

TUONG TAC, TUONG KY CUATHUOC:

_ Viéc dung dong thoi rwou, thube an than va thuoc ngl véi flunarizin lam tang
tac dung phu buén ng. Flunarizin khéng bi chong chi dinh & nhirng bénh nhan

dang dung thudc chen beta.

- Dwoc dong hnc cua flunarizin khéng bi anh hwdng boi topiramat. Trang thai
dugc dang hoc on dinh clia topiramat khéng bi anh hwcrng l:n:ﬂ flunarizin.

_ Viéc s dung lau dai flunarizin khéng anh huwong dén nong dé tron huyét
twong cua phenytoin, carbamazepin, valproat hay phenobarbital. Nong dé
trong huyét twu’ng cua Flunarizin thwung thap hon moét it & nhung bénh nhan
dong kinh dang sw dung cac thubc diéu tri dong Kinh loai nay SO VO nhwng
ngwoi khoe manh dung lidu twong tw. Do gan ket voi protein huyét twong cua
carbamazepin, valproat va phenytoin khong bj &nh hudng khi dung dong thoi
flunarizin.

TAC DUNG KHONG MONG MUON CUATHUOC:

Thuong gap,ADR >1/1000

~ TKTW: Buon ngl, mét moi.

- Tiéu hda: Tang ngon miéng, tang can.



jtgap, 1/1000 <ADR < 1/100 ‘

— TKTW: Triéu chirng ngoai thap (van dong cham, cirng do, ngdi nam khéng yén,
loanvan déng, run), tram cam.

- Tiéuhda: Khé miéng

Hiem gap: ADR < 1/1 000

— Tiéu héa: Budn nén, dau da day.

- Khac: Tang tiét siva

Tan suat khéng xac dinh

- TKTW: Lolang

- Da: Phatban

- Coxuwong: Pau co

Hwé&ng dan cach xr tri ADR:

- Khi xay ra cac tac dung khong mong mudn hay ngung dung flunarizin, cac triéu
chirng sé khoi hoan toan hoac giam bdt mot phan. Hay tién hanh viéc diéu tri
triéu chirng va hé tro néu can.

QUALIEUVA CACH XU TR

Triéu chiing:

- Dwa vao tinh chat dwoc ly ctia thude, budn ngtl va suy nhwoc co thé xay ra. Co
vai tredng hop qua liéu cap (liéu cao dén 600 mg udng 1 1an) da dwoc bao céo,
da quan sat thay cac triéu chirng: Budn ngd, nhip tim nhanh, kich dong.

Diéu tri:

- Khong cé thuoc giai ddc dac hiéu. Trong vong 1 gior sau khi udng qua liéu, nén
suc rira da day. Cé thé dung than hoat néu thay thich hop.

PAC TINH DU'O'C LU'C HOC:

- Nhéom dwocly: Thude trj dau nira dau.

- MAATC:NO7CA03

- Flunarizin 1a thuéc cé hoat tinh chen kénh calci, khang histamin va an than.
Thudc ngan chan sw qua tai calci ¢ té bao, bang cach lam giam calci tran vao
qua mkc qua mang té bao. Flunarizin khong tac dong trén sw co bop co tim,
khdng (rc ché nat xoang nhi hodc nhi that, khdng lam tang tan sé tim, khéng cé
tac dung chong tang huyét ap.

DAC TINH DUQ'C DONG HOC:

- Hap thu: Flunarizin dwoc hap thu qua dwong tiéu héa <80%, dat nong do dinh
trong huyét twong trong vong 2 dén 4 gié sau khi udng va dat trang thai on dinh
O'tuan thir 5 - 6. Trong diéu kién d6 acid dich vi da day giam, sinh kha dung cua
flunarizin cé thé thap hon.

~ Phan bo: Flunarizin gan véi protein huyét twong > 99%. Thé tich phan bé 16,
kh?éng 78 lit/kg & nhixng ngudi khde manh va khoang 207 lit/kg & nhirng bénh
nr}an dong kinh, c6 mirc dd phan bo cao ngoai mach. Thude nhanh chéng qua
hang rao Mau - nao, nong do thudc & ndo gap khoang 10 14n so véi ndng do
trong huyét twong.

- Chuyén héa: Flunarizin dwoc chuyén héa qua gan thanh it nhat 15 chat chuyén
hoa. Budng chuyén hoa chinhlaqua CYP 2D6.

- Théﬁi tl'l‘.l’é Flunarizin dwoc thai trlr chli yéu qua phan theo duwdng mat qua dang
thuGc goc va cac chét chuyén hoa. Sau khi ung 24 — 48 gi¢y, c6 khoang 3 —5%
lieu dwoe thai trlr qua phan dwdi dang thude goc va cac chat chuyen hoa, va <
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lleu dugc thai tre qua phan dwol dang thuoc goc va cac chat chuyen hoéa, va <
1% duwoc bai tiét qua duong tiét niéu. Ntra dovi thai triy thay doi nhiéu tir 5 - 15
gi& & hau hét cac bénh nhan sau khi dung lidu don. & mét sé ngudi, néng do
trong huyét twong cla flunarizin cé thé do dugc (0,5 nanogam/ml) trong tho

gian kéo dai (cho dén 30 ngay), diéu nay c6 thé do sy phéng thich thudce tir cac
MmO khac.

- Dungliéu nhéc lai:

- Nong db trong huyét twong cua flunarizin dat dwgc trang thai on dinh trong
khoang 8 tuan dung liéu nhac lai, mot IAn méi ngay va khoang 3 14n cao hon so
v&ilieu don. :

QUY CACHDONG GOI:

- HOp 10vix 10 vién nén

BAO QUAN:

- Noikho thoang, tranh anh sang, nhiét do dwéi 30°C.

HAN DUNG:

- 36 thang ké tir ngay san xuét.

TIEU CHUAN: TCCS
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