R THUGC BAN THEO PON

TO HUONG DAN SU DUNG THUOC
Vién nén
REINAL

Thubc nay chi dung theo don thuoc
bé xa tam tay tré em
Poc ky huwong dan siv dung trwée khi dung

Théng bao ngay cho bac s§ hoic dwgc sy nhimg tic dung khéng mong mudn khi sir dung thuée

1. THANH PHAN CONG THUC THUOC:
Moi vién nén chira:
Thanh phan dwoc chit:
Flunarizin dihydroclorid
tuong duong Flunarizin ................ 10 mg
Thanh phan td dwgc: Cellulose vi tinh thé M101, povidon, natri lauryl sulfat, natri starch
glycolat, magnesi stearat.
2. DANG BAO CHE:
Vién nén dai mau tring, mot mat co dap logo ', mit kia c6 dap gach ngang.
3. CHIi PINH:
Piéu tri dy phong con dau nira ddu trong truong hop cic bién phap diéu trj khac khéng c6
hiéu qua hodc kém dung nap.
4. LIEUDUNG - CACH DUNG:
Liéu dung:
Nguwoi lon < 65 tuéi va nguoi cao tuoz (> 65 tudi):
5 mg (72 vién)/ ngay, ubng Vao bu01 t6i, duy tri trong 4 den 8 tuan.
Trong thoi gian diéu tri, néu xuat hién cac triéu ching tram cam, ngoai thdp hay cac bién
cb bat 1oi nghiém trong khac, can ngimg ding thudc (xem phin CAC TRUONG HOP
THAN TRONG KHI DUNG THUOC).
Néu sau 8 tuan diéu tri khong c6 sy cdi thién, bénh nhan dugc xem nhu khong dap tng véi
diéu tri va nén ngung ding thude.
Thoi gian diéu tri khéng qué 6 thang.
Khuyén c4o chi danh cho bénh nhan < 65 tudi: Néu biéu hién 1dm sang ciia bénh nhan cho
thay déap tng diéu tri khong day du, c6 thé ting liéu 1én dén 10 mg (1 vién)/ ngdy nhung
can can nhic trong kha ning dung nap thudc cta bénh nhan.
Tré em:
Tré em > 12 tudi, dic biét trong truong hop dau nira dau chua duoc chan doan xac dinh: 5
mg (Y2 vién)/ ngay, uéng vao budi téi. Thoi gian diéu tri khong qué 6 thang.
Tré em < 12 tudi: Chua c6 bang chimg day d vé hiéu qua va do an toan cta flunarizin trén
d6i twong nay. Khong khuyén céo str dung flunarizin cho tré em duéi 12 tudi.
Cach dung:
Do nguy co gdy budn nga va an than, t6t nhat nén ding thude vao budi téi trude khi di nga
5. CHONG CHI PINH:
Man cam véi flunarizin hodc bat ky thanh phan nao cta thude.
Co triéu chimg cta bénh Parkinson tir trude khi diéu tri.
Tién str ¢ céc triéu chung ngoai thap.
Bénh trAm cam hodc tién sir c6 hdi chimg tram cam tai phat.
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CANH BAO VA THAN TRONG KHI DUNG THUOC:

Flunarizin c6 thé gia ting triéu chimg ngoai thdp, trAm cam va bdc phdt hoi chimg
Parkinson, dac biét & nhitng bénh nhan dé c6 nguy co nhu ngudi gia. Do vay nén dung than
trong trén cac bénh nhan nay.

Khong sir dung thudc qua liéu khuyén cdo. Can theo di nguoi bénh thuong xuyén, dinh ky,
déc biét trong thoi gian diéu tri duy tri dé phat hién sém cac biéu hién ngoai thap, tram cam
va ngimg diéu tri kip thoi.

Thoi gian khoi phat triéu ching ngoai thap c6 thé dai (khoang 1 nim). Triéu chung noi
chung thuong khong nang nhung co thé dai dang nhiéu thang sau khi ngimg diéu tri (thoi
gian dé khoi tridu chimg trung binh 3 thang). Sy cai thién c6 thé khong hoan toan va can
phai su dung thubc diéu tri Parkinson. Trong mét s truong hop, triu chimg c6 thé dai
dang mic du da diéu tri.

Hoi ching tram cam di dugc béo cao thudng xuyén. Cac truong hop nay xuat hién trong 5
- 8 thang sau khi khoi dau diéu tri, n6i chung khong nghiém trong, tuy nhién trong mot sO
truong hop, ¢6 thé can phai sir dung thudc chdng tram cam va/ hodc nhap vién.

C6 thé xay ra tang can khi diéu trj vai flunarizin.

Mot s6 truong hop mét moi véi muc do nang tang dan da dwoc ghi nhan khi sir dung
flunarizin. Néu tinh trang nay xay ra, cin ngimg diéu tri v6i flunarizin.

Pé xa tim tay tré em.

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

Phu nir cé thai:

Chua c6 thong tin vé sir dung flunarizin cho phu nit mang thai. Nghién ctru trén dong vat
khong cho thay bat ky tdc dung c6 hai truc tiép hodc gidn tiép ndo trén phy nit mang thai,
su phét trién cua phdi/ thai nhi, sy phat trién cua tré khi sinh va sau sinh.

Do khong géy qudi thai ¢ dong vat nén flunarizin dugc du doan la khong gay quai thai trén
nguoi. Tuy nhién, dé phong ngtra, t6t nhat nén tranh st dung flunarizin trong thai ki.

Phu nir cho con bu:

Chua 13 flunarizin c6 tiét qua sita me hay khong. Nghién ciru trén dong vét cho thiy
flunarizin tiét qua sira.

Nén quyét dinh nging cho con bi hodc nging sir dung flunarizin dya trén loi ich cua viée
cho con b va 1oi ich ciia thube voi ngudi me.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Buon ngu c6 thé xay ra, dac biét lic bat dau diéu tri. Nén than trong trong cic hoat dong
nhu l4i xe hodc van hanh may méc.

TUONG TAC, TUONG KY CUA THUOC:

Twong tiac nén tranh

Ruou

Ruou 1am ting tic dung an than cia thudc. Sy tinh tdo bi thay d6i c6 thé gdy nguy hiém
néu 14i xe hodc van hanh mdy mdc.

Tranh st dung cac db ubng chira con va cic ché pham c6 con khi dung thude.

Twong tic can chii v

Thuéc c6 tic dong gzong atropin (atropinic)

Dung chung voi cic chét atropinic ¢6 thé 1am cho cic tic dung khong mong mudén nhu bi
tiéu, tang nhan ap cap, tdo bén, khod miéng.. de xay ra hon.

C6 nhiéu thudc atropinic nhu thudc chong trdm cam nhém imipramin, hau hét cic thubc
khéng histamin H;, thubc diéu tri Parkinson, thuc khdng cholinergic, thudc chéng co thit
atropinic, disopyramid, thudc an than phenothiazin ciing nhu clozapin.

Thuéc an thin

Nén cén nhic vi viéc st dung chung c6 the gdy tang tac dung uc ché than kinh trung vong
va giam tinh tdo. Nhitng thudc niy bao gém dan chét ctia morphin (giam dau, giam ho va
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11.

diéu tri thay thé), thuoc an than, barbiturat, benzodiazepin, thudc giai lo au khdc khong
phai benzodiazepin (vi du nhu meprobamat), thudc ngu, thudc chong tram cam c6 tic dung
an than (amltrlptyhn doxepln mianserin, mirtazapin, trimipramin), thudc khang H; co tac
dung an than, thudc chdng ting huyét dp tic dung trung wong, baclofen va thalidomid.
Tuong tac duoc dong hoc

Viéc sir dung lau dai flunarizin khong anh hudng dén nong do trong huyet tuong cua
phenytoin, carbamazepin, valproat hay phenobarbital. Nong d6 trong huyét tuong cua
flunarizin thudng thap hon mot it & nhirng bénh nhan dong kinh dang st dung cdc thudc tri
dong kinh loai nay so vé6i nhitng ngudi khoe manh diing lidu twong ty. Do gin két voi
huyét tuong ctia carbamazepin, valproat va phenytoin khong bi anh hudng khi dung dong
thoi flunarizin.

Topiramat: Dugc dong hoc flunarizin khoéng bi thay d6i boi topiramat. Sau khi ding
flunarizin ciing véi 50 mg topiramat mdi 12 gio, ting 16% nong do flunarizin da dugc ghi
nhan & bénh nhan dau nira dau so voi tang 14% & bénh nhan chi dung flunarizin. Dugc
dong hoc & trang thdi on dinh cua topiramat khong bi anh huong boi flunarizin.

Twong ky: Khong ap dung

TAC DUNG KHONG MONG MUON CUA THUOC:

Rat thwong gdp, 1/10 < ADR

Xét nghiém: Tang can.

Thuong gap, 1/100 <ADR < 1/10

Nhiém triing va nhiém khuan: Viém miii.

Chuyén hoa va dinh dudng: Tang cam gidc ngon miéng.

Tam than: Tram cam, mat ngu.

Than kinh: Budn ngi.

Ti€u hoa: Tdo bon, dau thuong vi, budn non.

Co xuong va mo lién két: Pau co.

Hé sinh dyc va tuyén vii: Kinh nguyét bat thuong, dau va.

Toan than: Mé&t moi.

It gap, 1/1.000 <ADR < 1/100

Mién dich: Qud man.

TAm than: Hoi ching trAm cam, rdi loan giéc ngu, tho o, lo au.

Than kinh: Bét thuong phdi hop, mat phuong hudng, hén mé, di cam, néng nay, cham chap,
u tai, veo c.

Tim: Panh tréng nguc.

Mach méu: Ha huyet ap, néng bung.

Tiéu héa: Khé tiéu, tic rudt, khé miéng, roi loan ti€u hoa non.

Da va mo dudi da: N6i may day, phat ban da, tang tiét mo hoi.

Co xuong va mo lién két: Co thit co, co co.

Hé sinh dyc va tuyén vi: Xuat huyét, ri loan kinh nguyét, kinh nguyét khong déu, phi dai
tuyén v, gidm ham mudn tinh duc.

Toan than: Phu toan than, phut ngoai bién, suy nhuoc.

Chura 1 tan sudt

Than kinh: Ching ngdi nam khong yén, van dong cham, du hiéu banh xe ring cua, loan
van dong, run, hoi chirng ngoai thap, Parkinson, an than.

Gan mat: Tang transaminase gan.

Da va m6 dudi da: Phit mach, ngtra, hong ban.

Co xuong va mo lién két: Cng co.

Hé sinh duc va tuyén vi: Tiét sita bat thudng.

Thubc cé thé gdy ra cdc tdc dung khong mong muén khdc, khuyén bénh nhan théng bdo
cdc tac dung khéng mong muén gdp phdi khi diing thude

QUA LIEU VA CACH XU TRi:
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Triéu chung:

Dua vao tinh chét duoc 1y cla thubc, budn ngu va suy nhuoc cé thé xdy ra. Mot vai truong
hop qua liéu cap (cao dén 600 mg udng 1 1an) di dugc bdo cdo, tridu chimg duoc quan sat
12 budn ngu, nhip tim nhanh, kich dong.

Xur tri:

Khong c6 thube giai doc ddc hiéu. Trong vong 1 gid sau khi udng qud liéu, nén sic rira da
day. C6 thé ding than hoat néu thay thich hop.

PAC TiNH DUQC LUC HOC:

Ma ATC: NO7CAO03.

Nhém duge Iy: Thude chen kénh calci.

Flunarizin 1a thudc c6 hoat tinh chen kénh calci, khang histamin va an than. Thudc ngan
chan sy qué tai calci ¢ té bao, bang cach lam giam calci tran vao qua mirc qua mang té bao.
Flunarizin khong tac dong lén su co bop co tim, khong trc ché nut xoang nhi hoac nhi tht,
khong lam ting tan sb tim, khong c6 tac dung chdng ting huyét ap

PAC TINH DUQC PONG HOC:

Hap thu

Flunarizin dugc hip thu t6t qua duong ti€u hoa > 80%, dat nong do dinh trong huyét tuong
trong vong 2 dén 4 gid sau khi udng va dat trang thai on dinh ¢ tuan tha 5 - 6. Trong diéu
kién acid dich vi da day giam (pH da day cao), sinh kha dung cta flunarizin c6 thé thap
hon.

Phén b6

Flunarizin gin véi protein huyét twong > 99%. Thé tich phan bd 16n: 78L/ kg & ngudi khoe
manh va 207 L/ kg ¢ nhimg bénh nhén bi dong kinh, c6 mirc d6 phan b ‘cao ngoai mach.
Thuoc nhanh chéng qua hang rio méu nio; ndng do trong nio cao hon gip khoang 10 lan
ndng d6 huyét trong.

Chuyén héa _

Flunarizin chuyén héa tai gan thanh it nhit 15 chét chuyén héa. Pudng chuyén héa chinh 1a
CYP2D6.

Thai trir

Flunarizin duoc thai tru chu yéu qua phén theo duong mat dudi dang thube gdc va cac chat
chuyén héa. Sau khi ubng 24 dén 48 gi0, c6 khoang 3 - 5% lidu dugc thai trr qua phan
dudi dang thudc gbc va cac chat chuyén hoa, va < 1% duoc bai tiét qua duong tiét niéu.
Thoi gian ban thai thay doi nhiéu tir 5 - 15 gid' & hau hét cic bénh nhan sau khi dung licu
don. O mot sé nguoi, ndng do flunarizin trong huyét twong cé thé do duge (> 0,5 ng/ mL)
trong thoi gian kéo dai (1én dén 30 ngay), diéu nay c6 thé do su phan bb lai thude tir cac mo
khéc.

Diing liéu lap lai

Nong d6 trong huyét twong cta flunarizin dat duoc trang thai 6n dinh sau khoang 8 tuin
dung liéu nhic lai, mot 1an mdi ngay va khoang 3 1an cao hon so véi liéu don. Nong do
flunarizin dat trang thai 6n dinh twong Gng trong khoang liéu thay ddi tir 5 - 30 mg.

Thuég chi ¢6 anh hudng trén than kinh trung wong khi dung liéu cao hon dang ké so voi
liéu toi da.

QUY CACH PONG GOI:
Hop 6 vi (Nhom - Nhom) x 10 vién
Hop 10 vi (PVC - Nhom) x 10 vién

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC:

Piéu kién bio quan:

Giir thudc trong bao bi gbc cuia nha san xuat, day kin.
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Pé thudc noi kho rdo, tranh anh sang, nhiét do khong qud 30°C, va ngoai tam voi cua tré
em.

Han dung: 36 thang ké tir ngay san xuat.

Tiéu chuin chét lwong: TCCS.

16. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT:

San xudt tai:
DAVIPHARM

CONG TY CO PHAN DUQC PHAM DAT VI PHU

(DAVIPHARM)

L6 M7A, Buong D17, Khu Cong nghi¢p My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cat,
Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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