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Rx — Thudc nay chi dimng theo don thudc

VIRTIZIN 10

(Vién nang cimg flunarizine 10mg)

(dwdi dang flunarizine dihydrocloride............ 11,8mg)
Thénh phdn td diege: Lactose monohydrate, magnesi stearate, vo nang ¢& s “4” (thanh phan vé
nang: gelatin, purified water, sodium lauryl sulphate, titanium dioxide, erythrosine, brilliant blue
FCF, quinoline yellow).

DANG BAO CHE

Vién nang cung.

Mb té dang bdo ché: Vién nang climg c& s6 “4”, thAn mau vang ndu, nip mau xanh duc, trén nip co
in hang chir “Navana” mau den, bén trong chiia chit b6t mau tring.

CHI PINH

Du phong chimg dau nira ddu & nhitng bénh nhén mic cdc con dau nira diu thuong xuyén va
nghiém trong, nhiing bénh nhéan gip cac tic dung khéng mong mudn khé chiu hodc khong dap tmg
céc phuong phap diéu tri khéc.

Didu tri triéu ching chéng mit tién dinh khi méc réi loan chirc nang tién dinh.

LIEU DUNG, CACH DUNG

Liéu diing

Dy phong chitng dau niva dau:

Liéu khéi diu: Bt ddu didu tri v6i liéu 10 mg/ngdy (vao bubdi tdi) & bénh nhan dudi 65 tudi va
5 mg (*)/ngay & bénh nhan trén 65 tudi. Néu x4y ra cc triéu chimg trdm cm, hoi chimg ngoai
thap, cac tac dung khong mong mudn khé chiu trong qua trinh diéu tri thi nén ngimg diéu tri.

Vi thori gian ban thai dai nén chi can ding 1 liéu duy nhdt mi ngay.

Néu khong cé su cai thién déng ké nao xay ra sau hai thang ké tir khi bit dau didu tri, thi viée diéu
tri duoc coi 14 khéng hiéu qua va nén dt‘mg lai.

Liéu duy tri: Néu bénh nhan dap ung diéu tri tt va mudn duy tri thi nén giam liéu hang ngay hoac
ding thude 2 ngay/lin hodc ding 5 ngay lién tiép, sau d6 la 2 ngay khong diéu trj mdi tudn. Phai
ngimng diéu trj duy tri sau 6 thang.

Néu bénh nhén tai phat ¢6 thé bt dau diu trj lai.

Choéng mat:

Liéu tuong tu nhu dbi véi ching dau nira dau, khéng dwoc diéu tri dai hon thoi gian can thiée dé
kiém soét céc tridu chimg, thuomg khong kéo dai qué 2 théng.

Néu khéng c6 cai thién ddng ké sau 1 thang dbi véi chong mat man tinh va 2 thang véi chéng mit
kich phat, viéc diéu trj s& duge coi 1a khong ¢ hiéu qué va nén nglmg didu tri bang flunarizine.
Cich ding: Ding dudng udng.

(%) St dung san phim khdc c¢6 ham lieong phis hop.

CHONG CHI PINH

Nhitng bénh nhan hién dang méc trAim cam hoic cé tién sir trim cdm téi phat. Nhiing bénh nhan ¢6
sin cdc triéu chimg cia bénh Parkinson hodc mic cdc rdi loan ngoai thép khic. Qua min véi
flunarizine hodc bat ky ta duge nao ¢ trong cong thirc.
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CANH BAO VA THAN TRONG KHI DUNG THUOC

Flunarizine c6 thé gay ra hdi ching ngoai thép va trim cam, gdy ra biéu hién bénh Parkinson, dic
biét & ngudi 16n tudi. Vi vay nén than trong khi str dung flunarizine & nhitng bénh nhan nay.

Khong nén sir dung vugt qua liéu khuyén ¢d0. Bénh nhdn can duge kham thudng xuyén, dic biét la
trong qué trinh didu tri duy tri dé c6 thé phat hién sém hoi chimg ngoai thap hodc trim cam. Néu
cdn, c6 thé ngimg diéu tri.

Trong mdt sb {t trudng hop, tinh trang mét moi ¢o thé tang din trong qua trinh diéu tri bing
flunarizine. Viéc diéu tri sau d6 phai gian doan.

Néu hiéu qua diéu tri giam trong qua trinh diéu tri duy tri thi ciing nén dung dicu tri.

Cén than trong & nhiing bénh nhan méc rdi loan chuyén héa porphyrin.

Flunarizine khéng nhim muc dich ngan chin ngay con dau nira du hojc con chéng mit.

Thude ¢6 chira lactose, nhimg bénh nhin méic cc bénh di truyén hiém gip sau day khéng nén dung
thube nay: khong dung nap glucose, thiéu hut Lapp lactase hodc kém hip thu glucose-galactose.

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

Phu nir ¢6 thai: Khong c¢é dir liéu an toan lién quan dén viée st dung flunarizine trong thoi ky
mang thai. Céc nghién ctru trén dong vét khong cho thiy tic dung c6 hai tryc tiép hodc gian tiép dbi
v6i khéa ning sinh san, su phat trién ctia phoi/thai nhi, qua trinh mang thai, sy phét trién ngay trudc
va sau khi sinh. Dit liéu vé d an toan cua flunarizine chua duge thiét ldp, do d6 khong nén sir dung
thube nay trong thoi ki mang thai.

Phu ni cho con bii: Cac nghién cttu trén cho dang cho con bt cho thay flunarizine dugc bai tiét
qua sita va nong dd trong sfia cao hon trong huyét twong. Khong c6 dir liéu vé sy bai tiét qua sita
me & ngudi. Can nhic loi ich cho con ba dbi v6i tré em va loi ich didu tri ¢bi véi ngudi me dé quyét
dinh nén ngtrg cho con bii hay tiép tuc hodc ngimg didu tri bang flunarizine cho ngudi me.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Thuéc c6 thé gy budn ngt, ddc biét khi bt diu diu tri, nén than trong khi lai xe hodc van hanh
may moc.

TUONG TAC, TUONG KY CUA THUOC

St dung ddng thdi rwou, thube an thin hoidc thubc ngd voi flunarizine cé thé gdy bubn ngn.
Flunarizine khong bi chdng chi dinh trong khi dang diéu trj bang thudc chen beta.

Céc thube nhu carbamazepine, phenyltoin, thudc tranh thai hay céc barbiturate ¢6 thé ddy nhanh
qua trinh chuyén héa flunarizine, ¢6 thé 1am giam hiéu qua. Can can nhéc diéu chinh liéu trong mot
sb truomg hop nhit dinh.

Dugc dong hoe cta flunarizine khong bi anh hudng boi topiramate. Sau khi ding lidu lap lai cho
bénh nhan dau nira diu, ndng d¢ flunarizine ting 14%. Str dung flunarizine dong thoi véi 50 mg
topiramate méi 12 gig, lap lai lidu s& lam tang 16% nong do flunarizine. Duge dong hoc & trang thai
on dinh ctia topiramate khong bi anh huéng béi flunarizine.

Str dung flonarizine kéo dai khong anh hudng dén tdc dung cta phenyltoin, carbamazepine,
valproate v& phenobarbital. Nong d¢ flunarizine trong huyét thanh & nhitng bénh nhén méc ddng
kinh ding céc thude chéng dong kinh thuong thap hon so véi nhitng ngudi khoe manh ding céc
lidu gidng nhau. Su lién két voi protein huyét twong cia carbamazepine, valproate va phenyltoin
khong bi anh hudng khi dung dong thoi flunarizine.

Twong ky: Do khong cé cdc nghién ciru vé tinh tvong ky thube, khéng tron 13n thube nay véi céc
thubc khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Tinh an toan cta flunarizine d dwoc ddnh gid & 247 bénh nhén diéu tri bing flunarizine da tham gia
vao hai thir nghiém lam sang ¢6 déi chimg gia duge dé didu tri chong mit va dau nira dau. 476 bénh
nhan duogc diéu tri bang flunarizine d tham gia véo hai thir nghiém 1am sang so sanh tron diéu tri
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chong mét va/hodc dau nira dé.u Dua trén dit liéu an toan téng hop tir cac thir nghiém 1am sang nay,
cdc tac dung khéng mong mubn duge béo cdo nhidu nhat (ty 1& mac > 4%) gom: ting can (11%),

budn ngu (9%), trim cam (5%), ting cam glac thém &@n (4%) va viém mii (4%).

Bao gdm ca nhiing téc dung khéng mong muén & trén, bang duéi day trinh bay céac tac dung khéng
mong mudn da dugc bao céo khi st dung flunarizine trong céc thir nghiém 1am sang hodc sau khi
dua thude ra thi truong. ac tac dung khong mong mudn duge phén loai theo hé co quan va tin suat
gip duoc theo quy ude sau day: Rét thuomg gip (ADR > 1/10); Thudng gip (1/100 < ADR < 1/10);
It giip (1/1.000 < ADR < 1/100); Hiém gap (1/10.000 < ADR < 1/1.000); Rét hiém gip (ADR <
1/10.000); Khong 15 (khong tinh toén duoc tan sudt tir dit lidu sin cé).

Cic hé co' quan

Téc dung khing mong mudn va tin suit

Rét thwong

Thuwing

Zip - It gap Khong ro
Nhiém khudn va ky Viém miii
sinh tring
R&i loan chuyén hoa Thém é&n
va dinh dudng
Anh huong tam than Trém cam, | Triéu chimg trdm
mét ngl cam, khé ngu, thy o,
lo l:fmg
RSi loan thén kinh Budn ngl Phéi hop bét thuong, | Hdi chimg chin khéng
thuc vat méat phuong huéng, | nghi (akathisia), cham
hén mé, di cam, kich | cit déng, hién tuong
dong, giam  van | banh ring, r8i loan vin
déng, U tai, ching | déng, ching run vo6
veo ¢b cdn, héi ching ngoai
thdp, bénh Parkinson,
mé man, run
Tim mach banh tl‘éng nguc
Réi loan mach mau Ha huyét 4p
Réi loan hé tiéu héa Téo  bon, | Téc rudt, khoé miéng,
dau  bung, tdi loan tiéu hoa
budn nén
R6i loan da va md Tang tiét md hoi Ban do
dudi da
R6i loan co Xuong Pau co Co thit co, co rutcéc | Co cing co
va mo lién két khéi co
R&i loan co quan Kinh nguyét | Rong kinh, rdi loan | Tiét nhidu sita
sinh san va tuyén vi khéng déu, | kinh nguyét, phi dai
dau va tuyén vi, giam ham
mudn tinh duc
R6i loan toan than M¢ét moi Phii né toan thén,
va tai vi tri dung phtt ngoai bién, suy
thude nhuge co thé
Xét nghiém Téng can

Bio cio cic tic dung khong mong muon

Théng bdo ngay cho bac si hodc duge si khi gip cic tdc dung khéng mong mubn nhu trén khi sir
dung thube hodic bdo cdo cdc phan ing c6 hai ctia thude vé Trung tim Théng tin thudc va Theo di

374

A

-
=<

e S 2 =32
VAN o ]
\D\= =



https://trungtamthuoc.com/

phan g c6 hai ctia thude (ADR) Québc gia. Pia chiz 13 — 15 Lé Thanh Tong, Hoan Kiém, Ha Noi.
Dién thoai: 024.3.9335.618; Fax: 024.3.9335642; Email: di.pvcenter@gmail.com.

QUA LIEU VA CACH XU TRI

Trong truomg hop qua lidu ¢6 thé xay ra budn ngi va suy nhuge co thé. Tinh trang bién mat khi
ngimg diéu tri.

Mot vai trudng hop qué liéu cp tinh (hon 600 mg cho 1 lidu) d& duge bdo cdo. Cac triéu chimg
quan st duge bao gdm: mé man, kich déng va nhip tim nhanh.

Xir tri qué lidu cép tinh c6 thé dung than hoat tinh, gdy nén hodc 1am rdng da day kem theo céc bién
phép hd tro. Khong c6 thude giai doc ddc hidu.

PAC TINH DUGC LUC HQC

Nhém dugce Iy: Thude chéng chéng mit. Ma ATC: NOTCAO03

Flunarizine 14 thubc chen calci ¢6 tic dung chon loc, do dé kha nang co bép, din truyén va kich
thich cta co tim khong bi anh huong. Thube ngan chin tinh trang qua tai calci & t& bao bang céch
lam giam luong calci tran vao mang té bio.

PAC TINH DUQC PONG HQC

Flunarizine duge hip thu tét qua dudng rudt. Nong do tbi da trong huyét trong dat duge tir 2 — 4
gity sau khi uéng. Nong dd trong huyét twong & trang théi én dinh dat duoc sau 5 — 6 tudn. Lidn két
dang ké v&i protein huyét twong (90%) va thé tich phin bd (43,2 L/kg). Thoi gian ban thai cubdi
cung (tin) 1a 18 ngay.

Sau khi chuyén héa & gan, thude dugce bai tiét chir yéu qua phén (bai tiét qua mat), chi c6 mét lugng
rat nho (< 0,1%) dwgce bai tiét qua nude tidu.

QUY CACH PONG GOI: Hop 5 vi x 10 vién.

PIEU KIEN BAO QUAN: Bao quan noi khé mét, & nhiét ¢ dudi 30°C. Tranh dnh sdng va dm.
HAN DUNG: 30 thang ké tir ngay san XUAL.

TIEU CHUAN CHAT LUQNG CUA THUOC: Tiéu chuin nha san xuét.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC

Navana Pharmaceuticals Ltd.

Rupshi, Rupganj, Narayanganj, Bangladesh.
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