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Thanh phin: WM& vign narg aimg 4 chira Tidu chudn: Nna sdn xult —
Flunarzin hydrochlond 5,60 mg 4 xz tAm v sus 18 sm.
leoeng duong Flunarizin 5,00 ma Boc k7 hudng dlfin s dung tredm khi ding
Lidu lwgng va cach dung:
Thae siy on din clia thdy thuse.
Chi dinh, chéng chi dinh, khuyén cae, - e
tac dyng ngoal y v cac théng tin khac. [DNNK: . ... Dia chi:
Xin xam huwdng 38r s dung bén trang hp, Sén xut bdi:
Bao quan: Bdo qudn noi khit mat, dwd 30°C MNavana Pharmaceuticals Lid,,
—— Tranh 4nh sarg va dm Rupshi, Rupganj, Narayangar|, Bang-la-det.

Rx  Frascnption Drug.

@:ﬁ“?@
VIRTIZIN 5

Flunarizine Capsules 5mg

3 x 10 Capsules

VIRTIZIN 5

Flunarizine Capsules 5mg

Rx Prescription Drug

Carnpoaltlon Each I'naﬂl gelahn capsule contains:  SpecHfication: In-house

Flunarizine hiydr e 5.80mg  Keep out of reach cf chidren
uqum-*m to Flunarmna .. 5.00mg Read corelelly the insert bafore use.
Dosage & Administration:

Ag dmaclgd by the Phymuaﬂ Mig. Lic No. =8 & fis

. DAR Mo esftndas

Side-effects and other in!orlnl!iou

Please see the package insert inside. Manufacturad by

Storage: Store in a cool & dry place. balow 3¢°C. MNavana Pharmaceuticals Ltd,,
s Protect from light & moisture, Rupsni, Rupgan;, Narayangan|, Bangladesh. e
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Ryx- Thube nay chi ding theo don thuc
VIRTIZIN 5
(Vién nang cung Flunarizin 5 my)
1. Cac dau hiéu lwu ¥ va kKhuyén cdo khi diang thubc
Thude nav chi ding theo don thude
Doue kv hieong dan s dung trace khi dimg
\Néu edn thém thong tin, xin hot ¥ kién bic si
Khong ding thuoc qud tiéu chi dinh
Khong sir dung thuoce da qua han dimg

£6 v tam fav tre em

2. Thanh phin cong thic thube ‘:DT
Mo vién nang cimg ¢d chia: -
Hoat chat:  Flunarizin dihydrochlorid. ... 5.90 mg

Tuong duong voi flunarizin...................... 5,00 mg
T divore: Lactose monohydrat. silic dioxid dung keo, magnesi stearat, vo nang o ~0 4 3

3. Dang bao ché 5
Vién nang cung

4. Chidinh
Du phong ching dau nua ddu trong truong hop cac bién phip diéu tri khac khong ¢o hiéu qua
hoic kem dung nap. e

5. Cich dung, li¢u dung, ==
Dy phong dau nwa déu
Licu khoi diu: udng vio budi tdi, duy tri trong 4 dén § wan.

Bénh nhdn < 65 tudl: § mg/ ngay.
Bénh nhin = 65 tuoi: 5 mg/ ngay.
Neéu trong gia doan diéu trf nay, xay ra cic triéu chimg trim cam, ngoai thap hoae tic dung

khong mong muon nghiém trong khac. nén ngung diéu tri. Néu sau 2 thang khone co s eal

thién dang ké, bénh nhiin duge xem nhu [d khéng dap rng va nén ngung dicu tri

Dridu tri duy tri:

N&u bénh nhan dip tmg 10t va néu cin didu tri duy tri thi nén giam licu xudng = ngay vai lidu
hing ngay nhu nhau va 2 ngay nghi mdi tuin. Néu sau 2 thang di¢u trj khong co <u cai thién,
bénh nhan duge xem nhu khong ddp mg voi dicu tri va nén ngimg dung thude.

Néu dicu tri duy tri phong netra thinh cong va dung nap tét thi ¢ thé ngimg didu tri trong 6
thang va chi bat ddu diéu tri lai néu tai phat.

Do6i vai bénh nhan < 65 b

Néu bi¢u hién lim sang cua bénh nhin cho thiy dip tmg didu tri khong ddy du. co the ting licu
1&n den 10 mg/ngay nhung cin ¢in nhic trong kha nang dung nap thude cua bénh nlin
Treem

Déi val tre em > 12 tudi, dic biét trong truong hop dau nira dau chua duoe chin doan xac

dinh: 5 mg/ngay vao budi 161, Thot gian dicu tri khong kéo dan qua 6 thang,
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Tre em <12 tudi: chira ¢é bang chimg ddy du vé tinh an toan va hiéu qua cua tlunarizin trén
doi treng nay. Khong khuyén cao sur dung lunarizin cho tre em dudi 12 tuoi.
St dung cho bénh nhin suy gan
Vi thude duge chuyén hoa nhicu o gan nén can di¢u chinh lidu lugng ¢ cac benh nhin nay.
Licu khoi diu thuong 12 5 mg/ngay, udng vao budi toi.

6. Chdng chi dinh
Man cam voi flunarizin hodc bat et thanh phin nao cua thuoe
Bénh nhan co tien st trdm cam hodce tang ¢O trigu chung Parkinson trude do hoac v 01 loan
ngow thap khac. P.Dﬂ

7. Canh bio va thiin trong khi dung thudc I
Pidu tri voi flunarizin ¢6 thé lam tang tricu chimg tram cam. ngoai thip va lam hoe phat hoi
chime Parkinson, dge bict o nhitng bénh nhin dé ¢ nguy co nhu ngudi cao twdr Do vy, nén
dung than trong ¢ nhirng bénh nhan nay,
Trong mot s6 truong hop hiém gap, mét moi ¢o thé tang Ién trong khi diéu tri voi {Tunarizin.
Trong trwong hop nay. nén ngimg diéu tri.
Khong duoc virgt qua liéu quy dinh. Bénh nhin phai duoc khiam déu dan theo kv han. dac biét

wrong giai doan dicu i duy tri, dé ¢o thé phdt hi¢n som cic trnicu ching nhu neews thap hay

tram cam va ngimg dicu tri. Néu trong diéu tri duy tri, khong dat hic¢u qua thi ngung dicu tre. ¥
San pham thude ¢o chia lactose, do do, khong su dung cho nhimg bénh nhan ¢o vin de vé di ®
truyen hiém gap khong dung nap duoe galactose, nguoi thicu hut enzym lactase hoac kém hap
thu galactose.
8. Su dung thude cho phu nir co thai vi cho con bu Fe
I'hoi ky mang thai L
2247 e - -
Chua ¢6 nghién et chimg minh tinh an toan cua flunarizin khi dung trén phu niv mang tha, Cde =
cal ; B i S i 5 . 2 ; % ; , E - g o £ <8,
nghién ciru trén dong vat khdng chimg 1o thay tde dong ¢o hai tric uep hode grin ticp cun thude e
dén sinh san, phat trién cta phéi/ thai, qua trinh sinh va su phat trién sau sinh. Tuy nhicn. dé phong [ F
. . % S N S L i : . A
netrt. khong si dung thude trén phu ni mang thai, trae khi loi ich vugt tron so vor sha ning nguy 1 :
ey
co dor vor thai nhi. N
Thaoi kv cho con bu
' ¥ - o - - —"-
Nghién etru trén cho cho con bu cho thiay flunarizin duge bai tiét qua sira voi nong do rong stta —

cao hon trong huyét twong. Chua xac djnh duge flunarizin ¢6 phan bd vao sita nguoi hay khong,
nén van nhie hode trinh su dung thude trong thor gian cho con bu hode dung thaoe vie ngung
cho con bu.

9. Anh huwong cua thude [én kha nang lai xe, vin hanh miy moc
I'huoe ¢6 kha nang gay budn ngit, dac bigt lue bat diu diéu tri, do dé, than trong trong cic hoat
done 1ar xe hodc van hanh may moc,

10. Tuong tac, tuong Ky, thube
Vide dang dong théi ruou, thude an thin va thuoe ngu voi flunarizin lam tng e dung phu
ey budn ngu. Flunarizin khong chdng chi dinh ¢ bénh nhan dang ding thude chen beta.
Duge dong hoc cua flunarizin khong bi anh huong boi topiramat. Trong thai gian su dung
déng thoi flunarizin va topiramat 50 mg méi 12 gid, ¢6 sy gia tang 16% déi voi Nunarizin o

bénh nhan dau nua diu so voi 14% gia tang ¢ bénh nhan chi dicu tr voi flunarizim Trang thai
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dugc dong hoe on dinh cia topiramal khiéng bi anh hwong bot funarizin,

Viee su dung 1du dai flunarizin khong anb huong dén nong do trong hu e fuony cua
phenytomn, carbamazepin, valproat hay phenobarbital, ,\Gng d¢o trong huvel wong cua
flunarizin thuong thap hon mat it o nhiimg bénh nhdn ddng kinh dang stt dung cic thude tri
dong kinh loai nay so véi nhirng ngudt khoe manh ding liéu twong tw. DO gin két voi protein
huyét tuong cua carbamazepin, valproal vi phenytoin khong bi anh huong khi ding dong thai
var unarizin,

Tac dung khéng mong mudn cua thube (ADR)

Ciing gidng nhu cac thude khie, flunarizin ¢o thé gily ra cie tic dung khéng mong mudn, mic
du khéng phai 14t ca moi nguoi déu gap phai. Cac tic dung khong mong mudn ¢o thé wip phai
trong qud trinh diéu tri véi flunarizin s duge trinh bay duor diy:

hieong aap, ADR ~ 17100

FRTW: Buon ngu. mét moi (20%). fj}’[

éu hoa: Tang cam gide ngon miény. ting can (11%). -

It gap, 170000< ADR < 1/100:

TRKTW: Tricu chang ngoai thap (vin ddng cham, ¢img do. ngdi nim khong vén. loan vin
dong. run). trdm cam.

Ticu hoa; Kho muéng.

Hiém gap. ADR < 17/1000:

Ti¢u hoa: Budn non. dau da day.

Khac: Tang tiét sira.

Tan sudat khang ydc dinh

IKTW: Lo ifm_u.

Da: Phat ban.

Co xuong: Pau co

rona i - » + -
. Qua licu va each s tri

Qui licu

Dua vao tinh chat duge [V cua thude. budn ngu va suy nhuwee ¢o the xay ra. Co o truong hop
qua licu cdp (lidu cao 600 mg uong | lan) da duge bao cao, di quan sat thiy cac tridu chung
nhu budn ngu, nhip tim nhanh, kich ddng.

RO

Khong ¢d thude giai doe die hidu. Trong vong | gio sau khi udng thude qua Livu nén rua da
day. €O thé ding than hogt néu thiy thich hop.

Dac tinh duge hre hge

Nhom duge [v: diéu tri chung chong mat

Ma ATC: N7TCAQ3

Flunarizin 1a thude co hoat tinh chen kénh calei. khang histamin va an than, Thudc nuan ¢han sy
qué tai calei o (& bio. bang cach lam giam calei trdn vao qua mire qua mang (¢ bao | lunarizin
khong tac dong trén sy co bop vi ddn tryén co tim, khong e ché nut xoang nhi ooy ahi that,

khong lim Hing tin 50 tim, khdng 6 tic dung chdng ting huyét ap.

- Dae tinh dwge dong hoc

Hap thi: Flunarizin hip thu tot qua duong tiéu héa, vdi sinh kha dung Khoang 50" ddat ndng

NNE =7 1y N wes,
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10,

d¢ dinh trong huyét tuong trong vong 2 dén 4 gid sau khi uong va dat trang thii on dinh &

twan thir 5 - 6. Trong didu kién acid da day giam (n(‘"mg do pH da day cao). sinli kit dung cua
Munarizin ¢o thé thip hon.

Phan bo! Flunarizin gin véi protein huy€t tuong voi ty 1¢ 131 > 99%, Thé tich phan bo |én,
khoang 78 L/kg ¢ nhimg nguoi khoe manh va khoang 207 L/kg o nhing benh nhin dong
kinh. ¢o mic do phian bd cao ngoai mach. Thude nhanh chong qua hang riao mau - ndo. ndng
dd thude o nio gap khoang 10 an so vai nong d6 thude trong huyét tirong.

Clayvén hda: Flunarizin duge chuyeén héa qua gan thanh it nhat 15 chdt chuyen hoo Duong
chiuvén hoa chinh la qua CYP2D6

Thai trie: Flunarizin thai trir chu yéu qua phan theo duong mit duoi dang thuoe voe va eae
chit chuyén hoa. Sau khi udng 24 — 48 gio, ¢6 khoang 3 -5 % lidu duoe thai tru gua phan
duor dang thude ch vit cac chat chuyén hoa, va < 1% duge bai tiét theo duvne tdu. Thai
gian ban huy thay déi nhicu tir § 15 @il o hiu hét cac benh nhin sau khi duny iéu don, O
mot sO ngudi. nong do huyét twong cua tlunarizin ¢6 thé do luong duge (=0.5 ng 1l ) trong
thoi gian kéo dai (cho dén 30 ngay), dicu niy co thé do sw phong thich thude w vic md khéc.
Ding fieu nhac lai: Néng do trong huyﬁ-l lrong cua flunarizin dat duge trane thai on dinh
sau khoang 8 tuan dung nhac lai mot lin mdi ngay, va cao hon khoang 3 ldn so v licu don
Nong d6 Munarizin dat trang thai on dinh wong tng trong khoang liéy thay dos 0 S5 30 mg.
Quy cach dong goi 6)1

Hop 5 vix 10 vién .,,
Dicu Kkién bao quan, han ding. tiéu chuin chit lugng

Picu kién bao quan: Bao quan not kho mat. o nhiét do dudi 30°C. Tranh danh Sang i

Han dang: 30 thang ké tir ngay san xuit

Licu chuan chat lugng: Nha san xuat

qen - . " ‘ - A A
. Tén via dia chi co so san xuat thuoc

San xudt tai Bang-la-dét boi:
NAVANA PHARMACEUTICALS 1.TD,

Rupshi. Rupganj, Narayanganj. Bang-la-dét

TUQ.CUC TRUONG
PTRUING PHONG

Pham Ghi Vin A ank




