I{ THUGC BAN THEO PON
L ¢

TO HUONG DAN SU DUNG THUOC
Vién nén

OLIVEIRIM

Dé xa tim tay tré em
Dgc ky hwéng dan s dung trude khi dung
Chi dung thuéc nay theo su ké don caa bac sy

Thong b&o ngay cho bac sy hoiic dugc sy nhitng tac dung khéng mong mudn khi sir dung thudc

1. THANH PHAN CONG THUC THUOC
MJi vién nén chira:
Thanh phan dwoec chit:
Flunarizin dihydroclorid
tuong duong Flunarizin ............ 10 mg.
Thanh phén td dwec: Cellulose vi tinh thé, natri lauryl sulfat, natri starch glycolat,
magnesi stearat.
2. DANG BAO CHE: Vién nén. _,
Vién nén dai mau trang, mot mat c6 dap logo 77, mat kia c6 dap gach ngang.
3. CHI PINH
Diéu tri dy phong con dau nira dau trong truong hop céc bién phap diéu tri khac khong co
hiéu qua hoac kém dung nap.
4. LIEU DUNG - CACH DUNG
Liéu dung:
Nguwoi lon < 65 tuéi va ngwo’l cao tual (> 65 tudi)
5mg (%2 V|en)/ ngay, uéng vao bum t6i, duy tri trong 4 den 8 tuan.
Trong thoi gian dicu tri, néu Xuat hién cac tri¢u ching tram cam, ngoai thap hay cac bién
cb bét loi nghiém trong khac, can ngimng dung thudc (xem phan CANH BAO VA THAN
TRONG KHI DUNG THUOC).
Néu sau 8 tuan diéu tri khong co su cai thién, bénh nhan dwoc xem nhu khong dap ang Vi
diéu tri va nén ngirng dung thudc.
Thoi gian diéu tri khdng qua 6 thang.
Khuyén céo chi danh cho bénh nhén < 65 tu6i: Néu biéu hién 1am sang cua bénh nhan cho
thay dap ing diéu tri khong day du, co thé ting liéu 1én dén 10 mg (1 vién)/ ngdy nhung
can can nhic trong kha nang dung nap thudc caa bénh nhan.
Tréem
Tré em > 12 tudi, dac biét trong, truong hop dau ntra dau chua duogc chan doan xac dinh: 5
mg (%2 vién)/ ngay, uéng vao budi téi. Thoi gian d1eu tri khéng qué 6 thang.
Tré em <12 tudi: Chua c6 bang chimg day du vé hiéu qua va do an toan cua flunarizin trén
dbi twong nay. Khdng khuyén céo st dung flunarizin cho tré em duéi 12 tudi.
Cach dung:
Do nguy co gdy budn ngu va an than, tét nhat nén ding thudc vao budi tbi trude khi di ng.
5. CHONG CHI PINH:
Man cam véi flunarizin hodc bat ky thanh phan nao cta thude.
Co triu chung ctia bénh Parkinson tir truge khi diéu tri.
Tién st ¢ céc triéu chung ngoa1 thap.
Bénh tram cam hodc tién sir c6 hoi ching tram cam tai phat.
6. CANH BAO VA THAN TRONG KHI DUNG THUOC:
Flunarizin c6 thé gia tang triéu chung ngoai thap, tram cam va boc phat hoi chang
Parkinson, dic biét & nhitng bénh nhan dé c6 nguy co nhu nguoi gia. Do vay nén ding than
trong trén cac bénh nhan nay.
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Khong sir dung thuéc qua liéu khuyén céo. Can theo ddi nguol bénh thudng xuyén, dinh ky,
déc bigt trong thoi gian diéu tri duy tri dé phat hién sém céc biéu hién ngoai thap, tram cam
va ngumg diéu tri kip thoi.

Thoi gian khoi phat tri¢u chiing ngoai thap co thé dai (khoang 1 nim). Triéu chting noi
chung thuong khong nang nhung c6 thé dai dang nhiéu thang sau khi ngimg diéu tri (thoi
gian dé khoi triéu chung trung binh 3 thang). Su cai thién cd thé khdng hoan toan va can
phai sir dung thubc diéu tri Parkinson. Trong mét sé trudng hop, triéu chiing c6 thé dai
ding mac du da diéu tri.

Hoi chitng tram cam da dugc bao céo thudng xuyén. Cac trudong hop nay xuat hién trong 5
- 8 thang sau khi khoi dau diéu tri, ndi chung khéng nghiém trong, tuy nhién trong mot sb
truong hop, ¢ thé can phai s dung thudc chong tram cam va/ hoic nhap vién.

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

Mot s6 truong hop mét moi véi mie d6 nang tang dan dd duoc ghi nhan khi sir dung
flunarizin. Néu tinh trang nay xay ra, can ngimg diéu tri véi flunarizin.

7. SUDUNG CHO PHU NU CO THAI VA CHO CON BU:
Phu nir 6 thai
Chua c6 thong tin vé st dung flunarizin cho phu nit mang thai. Nghién ctru trén dong vat
khong cho thay bat ky tac dung cd hai truc tiép hoac gian tiép nao trén phu nitr mang thai,
su phét trién cua phoi/ thai nhi, su phat trién caa tré khi sinh va sau sinh.
Do khong gay qudi thai ¢ dong vat nén flunarizin dugc dy doan la khong gay quai thai trén
ngudi. Tuy nhién, dé phong ngtra, tét nhat nén tranh sir dung flunarizin trong thai ki.
Phu nér cho con bu
Chua 13 flunarizin c6 tiét qua sita me hay khong. Nghién ciru trén dong vat cho thay
flunarizin tiét qua sira.
Nén quyét dinh ngirng cho con bi hoic ngirng st dung flunarizin dya trén loi ich caa viéc
cho con b va loi ich cua thudc véi ngudi me.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Budn ngii ¢ thé xay ra, dac biét lic bit dau diéu tri. Nén than trong trong céc hoat dong
nhu lai xe hoac van hanh may mac.

9. TUONG TAC, TUONG KY CUA THUOC:
Twong tic nén tranh
Ruou
Ruou lam ting tac dung an than cua thudc. Sy tinh tao bi thay d6i c6 thé gay nguy hiém
néu lai xe hoac van hanh may moc. ;
Tréanh sir dung cac d6 udng chira con va cac ché pham c6 con khi dung thudc.
Tuong tic can cha y
Thude ¢6 tac dong glong atropin (atroplnlc)
Dung chung véi cac chat atropinic c6 thé 1am cho cac tac dung khdng mong muédn nhu bi
tiéu, tang nhan ap cap, t4o bon, khd miéng.. de Xay ra hon.
C6 nhiéu thubc atropinic nhu thudc chong tram cam nhom imipramin, hau hét cac thudc
khang histamin H, thubc diéu tri Parkinson, thuéc khang cholinergic, thudc chdng co that
atropinic, disopyramid, thuc an than phenothiazin ciing nhu clozapin.
Thudc an than
Nén can nhic vi viéc str dung chung cd thé gay tang tac dung tc ché than kinh trung wong
va giam tinh téo. Nhiing thuoc ndy bao gom dan chat cua morphin (giam dau, giam ho va
diéu trj thay thé), thubc an than, barbiturat, benzodiazepin, thudc giai lo au khac khong phai
benzodiazepin (vi du nhu meprobamat), thudc ngu, thudc chdng trdm cam co tac dung an
than (amitriptylin, doxepin, mianserin, mirtazapin, trimipramin), thudc khang Hi co tac
dung an than, thuc chdng ting huyét ap tac dung trung wong, baclofen va thalidomid.
Twong tac khac
Topiramat
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10.

11.

12.

Duoc dong hoc flunarizin khéng bi thay doi boi topiramat. Dugce dong hoc & trang théi 6n
dinh cua topiramat khéng bi anh huong bai flunarizin.
Twong ky: Khdng ap dung.

TAC DUNG KHONG MONG MUON

Rat thuwong gép, 1/10 < ADR

Xeét nghi¢m: Tang can.

Thuwong gdp, 1/100 < ADR < 1/10

Nhiém trung va nhiém khuan: Viém miii.

Chuyen hoa va dinh dudng: Tang cam giac ngon miéng.

Tam than: Tram cam, mat ng.

Than kinh: Budn ngu.

Tiéu hoa: Tdo bon, dau thuong vi, budn non.

Co xuong va mo lién két: Pau co.

Hé sinh duc va tuyén vi: Kinh nguyét bt thuong, dau vi.

Toan than: Mét moi.

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

Mién dich: Qua man.

Tam than: Hoi ching tram cam, réi loan gi4c ngu, tho o, lo au.

Than kinh: Bat thuong phdi hgp, mat phuong hudng, hdn mé, di cam, néng nay, cham chap,
U tai, veo co.

Tim: Panh tréng nguc.

Mach méu: Ha huyét &p, nong bing.

Tiéu hoa: Kho tiéu, tic rudt, khd miéng, rdi loan tiéu hoa, non.

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

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

H¢ sinh duc va tuyén vu: Xuat huyet réi loan kinh nguyét, kinh nguyét khong déu, phi dai
tuyén vad, giam ham muén tinh duyc.

Toan th&n: Phu toan than, phu ngoai bién, suy nhugc.

Chua 6 tan suat

Than kinh: Chiing ngdi nam khong yén, van dong cham, diu hiéu banh xe rang cua, loan
van dong, run, hoi ching ngoai thép, Parkinson, an than.

Gan mat: Tang transaminase gan.

Da va mé dudi da: Phil mach, ngira, hong ban.

Co xuong va md lién Kkét: Cimg co.

H¢ sinh duc va tuyen vi: Tiét sira bat thuong.

Thuée c6 thé gdy ra cdc tac dung khéng mong muon khdc, khuyén bénh nhdn théng bdo
cdc tdc dung khéng mong muén gap phdi khi ding thubc.

QUA LIEU VA CACH XU TRI

Triéu ching

Duwa vao tinh chét duoc ly cua thude, budn nga va suy nhuoc cd thé xay ra. Mot vai truong
hop qua lidu cap (cao dén 600 mg ubng 1 lan) da duoc bao céo, triéu ching dugc quan sat
la buon ngu, nhip tim nhanh, kich dong.

Xk tri

Khong c6 thubc giai doc dic hiéu. Trong vong 1 gio sau khi udng qué lidu, nén sic rira da
day. C6 thé dung than hoat néu thay thich hop.

PAC TINH DUQC LUC HQC

Nhém duge ly: Thude chen kénh calci. M& ATC: NO7CAO03.

Flunarizin 1a thubc c6 hoat tinh chen kénh calci, khang histamin va an than. Thubc ‘ngan
chin sy qu4 tai calci ¢ t€ bao, bang cach lam giam calci tran vao qua mirc qua mang té bao.
Flunarizin khong tac dong 1én su co bop co tim, khong trc ché nut xoang nhi hoic nhi thét,
khong 1am tang tan sb tim, khong c6 tac dung chdng tang huyét ap.
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13.

14.
15.

16.

17.

PAC TiNH DUQC PONG HOC

Hap thu

Flunarizin dugc hap thu tot qua dufO‘ng ti€u hoa > 80%, dat nong do dinh trong huyét tuong
trong vong 2 dén gio sau khi uéng va dat trang thai 6n dinh & tuan tha 5 - 6. Trong didu
kién acid dich vi da day giam (pH da day cao), sinh kha dung cuia flunarizin cé thé thap
hon.

Phdn b6 ,

Flunarizin gan voi protein huyét twong > 99%. Thé tich phan bo lon: 78 L/ kg & nguorl khoe
manh va 207 L/ kg ¢ nhitng bénh nhan bi dong kinh, c6 muc d¢ phan bo cao ngoai mach.
Thuoc nhanh chdng qua hang rao mau nio; ndng d6 trong nio cao hon gap khoang 10 lan
ndng do huyét twong.

Chuyén héa

Flunarizin chuyén hoa tai gan thanh it nhat 15 chat chuyén hda. Buong chuyén héa chinh 1
CYP2D6.

Thdi troe

Flunarizin dugc thai trir chu yéu qua phan theo dudong mat dudi dang thubc gbc va cac chat
chuyén hoa. Sau khi uong 24 dén 48 gio, ¢o khoang 3 - 5% liéu duoc thai trr qua phan
dué6i dang thudc gbc va cac chat chuyén hoa, va < 1% dugc bai tiét qua dudng tiét niéu.
Thoi gian ban thai thay d6i nhiéu tir 5 - 15 gio' & hau hét cac bénh nhan sau khi ding liéu
don. O mot s6 ngudi, nong do flunarizin trong huyet tuong c6 thé do dugc (> 0,5 ng/ mL)
trong thoi gian kéo dai (1én dén 30 ngay), diéu nay co thé do su phong thich thuoc tir cac
mo khac.

Diing liéu lip lai ‘
Nong d6 trong huyét twong cia flunarizin dat dugc trang thai 6n dinh sau khoang 8 tuan
ding liéu nhac lai, mot lan mdi ngay va khoang 3 1an cao hon so véi liéu don. Nong do
flunarizin dat trang thai 6on dinh tuong Gng trong khodng liéu thay doi tir 5 - 30 mg. :

Thudc chi ¢6 anh huong trén than kinh trung wong khi dung li€u cao hon dang ké so voi
licu to1 da.

QUY CACH PONG GOI: Hop 6 vi x 10 vién.

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

biéu kién bio quan: Noi kho réo, tranh anh sang, nhiét do khdng qua 30°C.

Han dung cia thuéc: 36 thang ke tir NgAy san Xuét.

Tiéu chuan chat lwong cia thudc: Tiéu chuan co so.

TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xuat tai:

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM) ,

L6 M7A, Buong D17, Khu Cong nghiép My Phudc 1, Phuong Thai Hoa, Thi x& Bén Cat,
Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

NGAY XEM XET SUA POI, CAP NHAT LAl NOI DUNG HUONG DAN SU DUNG
THUOC: 10/03/2020

Tén san pham: OLIVEIRIM

M4 s6 toa: 0207.T1

Kiém soét stra doi: - Chuyén file in theo cong vin s6 2742/QLD-PK ngay 08/03/2019 cua
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cuc QLD
- Chuyén mé toa tir TOA263BBB sang 0207.T1 theo SOP Q.DK.1003

Ngay

Nhan vién thiét ké:

5/5 0207.T1




