T HUGNG DAN SU DUNG

THUOC NAYCHI DUNG THEO DON THUOC.

Rx
Flunarizin 5-BVP
DE){A TAM TAVTRE EM.

DOC KV HUONG DAN SU'DUNG TRUGC KHI DUNG.
THANH PHAN: : MG vién nang cting chda

Thanh phan dugc chdt:
Flunarizin 5mg
(dudi dang flunarizin dihydroclorid. 5,9 mg)

Thanh phdn td dugc: Lactose monohydrat, Tinh bt ngd, colloidal snllcon dioxyd, magnesi stearat vifa dd 1 vién.

DANG BAO CHE:

V|en nang cting s6 4, nap mau den, than mau o, bén trong chifa com mau tréng dén tréng nga.

(HIDINH PIEV TRI:

Diéu tri dy phong con dau nifa dau trong truong hgp cac bién phap diéu tri khac khong co hiéu qua hodc kém dung nap.

LIEU LUONG VA CACH DUNG:

Ngudi Ién < 65 tudi va ngudi cao tudi (> 65 tudi):

- 5 mg/ngay, udng vao budi t8i, duy tri trong 4 dén 8 tuan.

- Trong thoi gian diéu tri, néu xudt hién cdc triéu ching trdm cdm, ngoai thap hay cc bién ¢d bat lgi nghiém trong khac, can ngimg dung
thudc (xem Muc Canh bdo va than trong khi st dung).

- Néu sau 8 tuan diéu tri khdng c6 sy cai thién, bénh nhan dugc xem nhu khong dap ting véi diéu trj va nén ngimg dung thudc.

- Thai gian diéu tri khong qua 6 thang.

- Khuyén cdo chi danh cho bénh nhan < 65 tugi: Néu biéu hién [am sang cdia bénh nhan cho thdy dap tng diéu trj khong day dd, cd thé ting
liéu 1&n dén 10 mg/ngay nhung can can nhic trong kha nang dung nap thudc cta bénh nhén.

Tréem

-Tré em > 12 tudi, dac biét trong trutng hgp dau nlta dau chua dugc chdn dodn xéc dinh: 5 mg/ngay, udng vao budi ti. Thai gian diéu tri
khong qua 6 thang.

-Tré em < 12 tudi: chua c6 bang ching ddy da vé hiéu qua va do an toan cla flunarizin trén ddi tugng nay. Khéng khuyén céo sit dung
flunarizin cho tré em dudi 12 tudi.

CHONG CHi DINH:

- Mén cdm véi flunarizin hay bat c( thanh phén té dugc nao cda thudc.

- (0 triéu chl’Ing ctia bénh Parkinson tir trudc khi diéu tri.

- Tién st c6 cac triéu ching ngoai thap.

- Bénh tram cdm hodc tién sif 6 hdi chiing trdm cdm tdi phat.

CANH BAO VA THAN TRONG KHI U DUNG:

- Khong st dung thusc qud liéu khuyén cdo. Can theo ddi nguai bénh thuting xuyén, dinh ky, dac biét trong thai gian diéu tri duy tri dé phat
hién sém cac biéu hién ngoai thap, trdm cdm va nging diéu tri kip thoi.

- Mgt s6 truong hgp mét méi véi mtc do nng tang dan da dugc ghi nhan khi st dung flunarizin. Néu tinh trang nay xay ra, can ngiing diéu
tri v6i flunarizin.

- Diéu tri vdi flunarizin c6 thé 1am téng triéu ching trdm cdm, ngoai thap va lam boc phat hi chiing Parkinson, dac biét & nhitng bénh nhan
dé co nguy co nhu ngudi cao tudi. Do vay, nén dung than trong & nhitng bénh nhan nay.

-Vi buén ngdi ¢6 thé xéy ra, ddc biét ltc bat dau diéu tri nén phéi than trong trong cac hoat dong nhu 1ai xe hodc van hanh may moc.

- Do s&n pham nay cd chifa ta dugc lactose monohydrat, khéng nén ding cho nhitng bénh nhan 6 vén dé di truyén hiém gap vé khéng dung
nap galactose, thiéu lactase, hodc kém hap thu glucose-galactose.

TRU%NG HOP CO THAI VA CHO CON BU:

Phu ni ¢ thai

Chua cd nghién ctu xac nhan su an toan cla flunarizin khi dung trén phu nit mang thai. Do d6 khong st dung thudc nay trén phu nit mang
thai, trir khi Igi ich vugt trdi so v6i kha nang nguy ca cho thai.

Phu ni cho con bi

Khang biét flunarizin c6 phan bd vao sita ngudi hay khong. Nén can nhac hodc tranh st dung thudc trong thai gian cho con bi hodc dung
thudc va ngiing cho con bi.

ANH HUGNG COA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Vi budn ngi c6 thé xdy ra, ddc biét ltic bit dau diéu tri nén phai than trong trong céc hoat ddng nhu I4i xe hodc vén hanh méy moc.
TUONG TAC, TUGNG KY! le CAC THU6( KHACVA CAC DANG TUONG TAC KHAC:

ANH HUGNG COA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Vi budn ngi c6 thé xdy ra, ddc biét ltic bit dau diéu tri nén phai than trong trong céc hoat ddng nhu I4i xe hodc van hanh méy moc.
TUONG TAC, TUGNG KY le CACTHUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Viéc dung dong thai rugu, thudc an than va thudc ngd véi flunarizin 1am téng tac dung phu budn nga. Flunarizin khdng bj chdng chi dinh
@ bénh nhan dang dung thudc chen beta.

- Dugc dong hoc ctia flunarizin khong bi anh hudng béi topiramat. Trang thai dugc ddng hoc 6n dinh cla topiramat khdng bi anh huéng béi
flunarizin.

- Viéc st dung lau dai flunarizin khong dnh hudng dén nong do trong huyét tuong cta phenytoin, carbamazepin, valproate hay phenobarbital.
Nong dd trong huyét tuong cla flunarizin thutng thdp hon mét it & nhitng bénh nhan dong kinh dang st dung céc thudc trj dong kinh loai nay
50 v6i nhiing nguti khoé manh dung liéu tuong ty. Do gén két véi protein huyét tuong cla carbamazepin, valproat va phenytoin khong bi anh
huéng khi diing dong thai flunarizin.

TAC DUNG KHONG MONG MUGN:

Thuong gdp, ADR > 1/100

- TKTW: Budn ngi, mét moi.

- Tiéu héa: Tang ngon miéng, tang can.

it gap, 1/1000 < ADR < 1/100

- TKTW: Triéu chiing ngoai thép (van dong cham, cting do, ng6i ndm khong yén, loan van dong, run), tram cam.

- Tiéu hda: Kho miéng.

Hiém gap, ADR < 1/1000

- Tiéu hoa: Budn non, dau da day.

- Khéc: Tang tiét sia.

Tan sudt khong xac dinh.

-TKTW: Lo ldng.

- Da: Phét ban.

- (o xuong: Dau ca.

Huﬂng dan cac xd tri ADR

Khi xdy ra cac téc dung khong mong mudn, héy nguing dung flunarizin, cac triéu chiing sé khdi hoan toan hodc gidm bét mot phan. Hay tién
hanh viéc diéu tri triéu chiing va hé trg néu can.

THﬁNG BAO NGAY CHO BAC ST HOAC DUGC S NHUNG PHAN UNG CO HAI GAP PHAI KHI SU DUNG THUGC

QUA LIEU VA CACH XU TRIi:

Triéu chiing: Dua vao tinh chét dugc Iy cla thudc, budn ngd va suy nhugc ¢6 thé xdy ra. (6 vai truting hop qué liéu cdp (liéu cao dén 600 mg
udng 11an) da dugc bdo cdo, da quan sat thdy cac triéu chiing: Budn ngd, nhip tim nhanh, kich dong.

Cach x tri:

Khong c6 thudc gidi doc déc hiéu. Trong vong 1 gid sau khi udng qua liéu, nén rita da day. €6 thé dung than hoat néu thdy thich hgp.
DACTINH DUGC LUCHOC:

Nhém dugc Iy: Thudc chen kénh cali.

Ma ATC: NO7CA03

Flunarizin la thudc 6 hoat tinh chen kénh calci, khang histamin va an thén. ThuGc ngan chan su qua tai calci & té bao, béng cach lam gidm calci
tran vao qua mitc qua mang té bao. Flunarizin khong tac dong trén sy co bép co'tim, khong tic ché nit xoang nhi hoac nhi that, khong lam tang
tan s6 tim, khong cd tac dung chdng tang huyét ap.

DACTINH DUGC DONG HOC:

Hap thu: Flunarizin dugc hdp thu qua dutng tiéu héa < 80%, dat ndng do dinh trong huyét tueng trong vong 2 dén 4 giar sau khi udng va dat
trang thai 6n dinh 6 tudn thi 5 - 6. Trong diéu kién do acid dich vi da day gidm, sinh kha dung cia flunarizin c6 thé thap hon.

Phan bd: Flunarizin gén véi protein huyét tuang > 99%. Thé tich phan bd I6n, khoang 78 lit/kg & nhitng ngudi khoé manh va khoang 207 lit/kg
6 nhiing bénh nhan ddng kinh, c6 mc o phan bé cao ngoai mach. Thudc nhanh chéng qua hang rao méu - ndo, nong do thudc 6 nao gap
khodng 10 Ian so véi ndng do trong huyét tuong.

Chuyén héa: Flunarizin dugc chuyén hod qua gan thanh it nhat 15 chat chuyén héa. butng chuyén hod chinh Ia qua CYP 2D6.

Thai trit: Flunarizin dugc thai trir chd yéu qua phan theo duong mat dudi dang thudc goc va cac chat chuyén hod. Sau khi udng 24— 48 gio, c6
khodng 3 - 5% liéu dugc thai trir qua phan dui dang thudc gc va cac chat chuyen héa, va < 1% dugc bai tiét qua duong tiét niéu. Nia doi
thai trir thay dGi nhiéu tir 5 - 15 gid & hau hét céc bénh nhan sau khi diing liéu don. 0 mot s ngudi, ndng do trong huyét tuong clia flunarizin
¢6 thé do dugc (> 0,5 nanogam/ml) trong thdi gian kéo dai (cho dén 30 ngay), diéu nay cd thé do sy phong thich thudc tir cdc mé khéc.

Dung liéu nhdc lai: Nong do trong huyét tuong cda flunarizin dat dugc trang thai 6n dinh sau khoang 8 tuan dung liéu nhac lai, mot lan moi
ngay va khodng 3 lan cao hon so vdi liéu don.

QUI CACH DONG GOI: Hop 10 vix 10 vién.

BAO QUAN: Nhiét o khong qua 30°C.

HAN DUNG 36 théng ké tir ngay san xudt.

TIEU CHUAN: TCCS

NHA SAN XUAT: CONG TY TNHH DUGC PHAM BV PHARMA
Dia chi: 56 18, Duting Lé Thi Soc, Ap 2A, Xa Tan Thanh Tay, Huyén Cii Chi, Thanh Phd H6 Chi Minh, Viét Nam.
Moi thdc mdc va théng tin chi tiét, xin flién hé sd dién thoai: 02822538854
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