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CONTRAINDICATIONS, DOSAGE-
COMPQOSITION: USAGE , INTERACTIONS AND OTHER
Each tablet contains: INFORMATION:

- Flunarizine Please read the leaflet in the box.

(as Flunarizine dihydrochioride). 4q mg STORAGE: Place dry cool place, away
Qs 1 tablet from light, temperature below 30°C.
' SPECIFICATION: Manufacturer
VISA:

- Exciplents: ..........

INDICATIONS:

- Provision for migraines. KEEP OUT THE REACH OF CHILDREN
- Treatment of dizziness due to vestibular ~ READ CAREFULLY THE INSTRUCTION
dysfunction vestibular system. BEFORE USE

Pharmaceutical Joint Stock Company
\ ME 1 521 An Loi, Hoa Loi, Ben Cat, Binh Duang
Tel: (0650) 3589 036 - Fax: (0650} 3589 297
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Rx Thubc bén theo don
Huéng din sir dung danh cho cén bj y té
MIRENZINE 10
Flunarizin: ........... 10 mg

Thanh phén:

Mai vién nén chira:

Flunarizin (dudi dang Flunarizin 2HCI): ...........ccovveeivinncreriiesesessssnssessscsssnens 10 mg

- Ta dugc: Tinh bot mi, Lactose, PVP K30, Natri starch glycolat, Talc, Magnesi stearat, Avicel
vira da 1 vién.

Dang bao ché: Vién nén.

Quy cach dong goi:

Hop 10 vi x 10 vién nén

Cac dic tinh dwge Iyc hoc:

- Flunarizin 14 thudc ¢6 hoat tinh chen kénh calci, khéng histamine va an thin. Thubc ngin chin
su qué tai calci & té bao, bing cach lam giam calci tran vdo qué mic qua mang té bao.
flunarizin khong téc dong trén sy co bép co tim, khong e ché nit xoang nhi hodc nhi thét,
khong 1am ting tin s tim, khong c6 tac dung chéng tang huyét ap.

Cic dic tinh dwgc dong hoc: ;
- Hap thu: Flunarizin dugc hdp thu qua dudng tiéu héa <80%, dat ndng do Mg huyét

twong trong vong 2 dén 4 gidr sau khi udng va dat trang théi 6 dinh & tudn tht 5 — 6. Trong diéu
kién d acid dich vi da day giam, sinh kha dung ctia flunarizin cé thé thip hon.

- Phén bé: Flunarizin gin véi protein huyét trong > 99%. Thé tich phan bd 16n, khoang 78 lit/kg
& nhitng ngudi khoe manh va khoang 207 lit/kg & nhitng bénh nhan dong kinh, c6 mirc d6 phan
bé cao ngoai mach. Thubc nhanh chéng qua hang rio mau — ndo, ndng do thudc & ndo gip
khoang 10 14n so v&i ndng do trong huyét tuong.

- Chuyén héa: Flunarizin dugc chuyén héa qua gan thanh it nhat 15 chat chuyén héa. Puong
chuyén héa chinh 12 qua CYP 2D6.

- Thai trir: Flunarizin dugc thai trir chii yéu qua phén theo dudng mat qua dang thude goc va cac
chét chuyén héa. Sau khi udng 24 — 48 gid, c6 khoang 3 — 5% liéu dugc thai trlr qua phan dudi
dang thubc gbc va céc chit chuyén hoa, va < 1% dugc bai tiét qua dudng tiét nigu. Nira doi
thai trir thay d6i nhiéu tir 5 — 15 gio & hau hét cic bénh nhan sau khi dung liéu don. G mét s6
ngudi, ndng do trong huyét tuong cia flunarizin c¢é thé do dugc (0,5 nanogam/ml) trong thoi
gian kéo dai (cho dén 30 ngay), diéu nay c6 thé do sy phéng thich thudc tir cic md khac.

- Dung liéu nhéc lai:

Nong d6 trong huyét twong ctia flunarizin dat dugc trang thai én dinh trong khoang 8 tudn
dung lidu nhic lai, mot 1dn m3i ngay va khoang 3 14n cao hon so véi liéu don.

Chi dinh:

- Dy phong chimg dau nira dau.

- Didu trj triéu chirng chéng mit tién dinh do rdi loan chirc niing h¢ thong tién dinh.

Liéu ding va cich sir dung:
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Du phong dau nira dau:

Diéu tri ban dau: Ubng vao budi tbi.

- Bénh nhén < 65 tudi: 10 mg (2 vién)/ngay

- Bénh nhén > 65 tudi: 5mg/ngay.

- Néu trong giai doan diéu trj nay xay ra cac triéu chim g trAm cam, ngoai thap hoiic céc tic dung
khéng mong mudn khéc, nén ngung diéu tri. Néu sau 2 thang khéng c6 sy cai thién déng ké,
bénh nhan dugc xem 13 khong dép (g va nén ngirng diéu tri.

Diéu tri duy tri:

- Néu bénh nhan dap tng t6t va néu cin diéu tri duy tri thi nén giam lidu xudng 5 ngay véi lidu
hang ngay nhu nhau va 2 ngay nghi mdi tuan.

- Néu diéu tri duy tri phong ngira thanh cong va dung nap t6t thi c6 thé diéu tri trong 6 théng va
chi bit ddu diéu tri lai néu tai phat.

Chéng mat:

- Liéu hang ngay tuong tu nhu ding cho dau nira du , nhung didu tri khéi ddu chi kéo dai cho
dén khi kiém soat dugc triéu chimg thuong 13 duéi 2 thang. Néu khong c6 su cai thién déng ké
sau 1 thang ddi v6i chéng mat man tinh, 2 thang cho chéng mit tur thé, bénh nhan dugc xem 1a
khéng dap (g va nén ngimg diéu tri.

Liéu luong & bénh nhén suy gan:

- Vi thuéc duge chuyén héa véi mirc dd 16n & gan nén cin diéu chinh liéu lugng & cdc bénh
nhén ndy. Lidu khéi diu: Smg/ngiy, udng vao budi tdi.

Chéng chi dinh:

- Khong dung flunarizin & bénh nhan c6 tién sir trdm cam hodc triéu chimg Parkinson ho%c) ¢4
ri loan ngoai thép khac.

Thén trong:

— Dilu tri v6i flunarizin c6 thé 1am ting triéu chimg trdm cim, ngoai thap va lam bdc phét hoi
chimg Parkinson, dic biét & nhitng bénh nhan dé cé nguy co nhu ngudi cao tudi. Do viy, nén
dung than trong & nhitng bénh nhén nay.

—  Trong mét sb trrdng hop hiém, sy mét moi c6 thé ting 1én trong khi diéu trj v6i flunarizin,
Trong truong hgp ndy nén nging didu tri. Khong dugc vuot qué lidu quy dinh. Bénh nhén
phai duge kham déu din theo dinh ky, diic biét trong giai doan diéu tri duy tri, dé c6 thé phat
hién sém triéu chimg ngoai thép hay trAm cam va ngung diéu trj. Néu trong diéu tri duy tri
khong dat hiéu qua thi ngung diéu tri.

— Canh bao v& t& dugc Lactose: Bénh nhén c6 vin dé di truyén hiém gip khong dung nap
galactose, cc Lapp thiéu lactase hogic kém hép thu glucose-galactose can tham khao y kién
bac sy khi ding thudc nay.

Sir dung cho phu nif ¢6 thai va cho con bu:

- Thoi ky mang thai : Chua c6 nghién ctru xac nhan sy an toan cua flunarizin khi dung trén phu

nit mang thai. Do d6, khong str dung thudc nay trén phy nit mang thai, trir khi lgi ich vuot troi
so vGi kha n@ng nguy co cho thai.
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- Thoi ky cho con bi : Khong biét flunarizin c6 phan b6 vao sita ngudi hay khong. Nén cn nhic
hodc tranh sir dung thudc trong thdi gian cho con b hoic ding thudc va ngung cho con bi.

Anh hwéng dén kha niing ldi xe va vin hanh may méc:

— Thubc c6 thé giy bubn ngu dbi véi bénh nhan, dic biét trong giai doan diéu tri ban déu, do

d6 cén than trong khi lai xe hodc van hanh may méc.

Twong tic ciia thude véi cic thude khic va cic loai twong téc khac:

- Viéc dung dbng thoi rugu, thudc an than va thude ngu véi flunarizin lam ting tac dung phy
budn ngu. Flunarizin khéng bi chéng chi dinh & nhitng bénh nhan dang ding thudc chen beta.

- Dugc dong hoc cua flunarizin khong bi anh huéng bdi topiramat. Trang thai dugc dong hoc 6n

dinh cua topiramat khong bi anh hudng baéi flunarizin. @

- Viéc sir dung lau dai flunarizin khéng anh huéng dén ndng do trong huyét twong cua =
phenytoin, carbamazepin, valproat hay phenobarbital. Nong d6 trong huyét tuong cia ;d':ii
Flunarizin thudng thip hon mét it & nhitng bénh nhan dong kinh dang sir dung céc thubc diéu ‘aC Py

— tri dong kinh loai ndy so véi nhimg ngudi khée manh dung liéu tuong tu. do gin két véi - DI§

protein huyét twong cia carbamazepin, valproat va phenytoin khéng bj anh huéng khi ding e
dong thoi flunarizin. S

Téc dyng khéng mong muon:

Thuong gap, ADR > 1/1 000

- TKTW: Budn ngu, mét moi.

- Tiéu hdéa: Tang ngon mi¢ng, ting can.

It gap, 1/1 000 < ADR < 1/100

- TKTW: Triéu chimg ngoai thép (vin dong chim, cimg do, ngdi nim khong yén, ldan\vé =
dong, run), trdm cam.

- Tiéu héa: Kho miéng

Hiém gap: ADR < 1/1 000

- Tiéu h6a: Budn ndn, dau da day. _

- Khac: Tang tiét sira S

Tan sudt khong xdc dinh -

« - TKTW: Lo ling

- Da: Phat ban

- Co xuong: Pau co

Huéng diin Cich xir tri ADR

- Khi xdy ra cac tac dung khong mong mudn hdy ngung diing flunarizin, cac triéu chimg sé khoi
hoan toan hodic giam bét mdt phan. Hay tién hanh viée diu tri triéu chimg va hd trg néu can.

Qua liéu va cach xir tri:

Triéu chitng:

- Dya vao tinh chat dugc 1y ciia thude, budn ngi va suy nhuge c6 thé xay ra. C6 vai trudng hop
qué liéu cdp (liéu cao dén 600 mg ubng 1 14n) da duogc bdo cdo, da quan sat thdy céc triéu
chimg: Budn ngu, nhip tim nhanh, kich dong.

Diéu tri:
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- Khéng c6 thubc giai doc dic hiéu. Trong vong 1 gi sau khi ubng qué liéu, nén sic rira da day.
C6 thé dung than hoat néu thdy thich hop.
Cic diu hiéu cin lru ¥ va khuyén cdo:
Nén udng thudc véi nhiéu nude.
Bdo quan:
Bao quan trong bao bi kin, tranh ém, tranh &nh sang, & nhiét d6 dudi 30°C.
Han ding: 3 nim ké tir ngdy san xuét.
Tén, dia chi, biéu twong (néu ¢6) ciia co s& sin xuit.
Cong ty ¢6 phin dwgc phim Me Di Sun
S6 521, khu phd An Loi, phudng Hoa Loi, thi xa Bén Cét, tinh Binh D
Ngay xem xét sira d6i, cip nhit lai ndi dung hwéng din sit dung thude:

Ds.Lé Minh Hoan

| PR N 9 D
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Rx Thudc bén theo don )
TO HUGNG DAN SU DUNG THUOC CHO NGUOI BENH

C Tén thubc: MIRENZINE 10

Doc k§ huéng din sir dung truée khi ding

Dé xa tim tay tré em

Théng bdo ngay cho béc s§ hoic dwgc si nhirng tic dung khong mong mubn

gap phai khi sir dung thude

1. Thanh phén va ham lwgng cia thude:

M3i vién nén chira: ;

Flunarizin (du6i dang FIunarizin 2HCIY: wovvoooooooooeooooeooooooooo 10 M

- Ta dugc: Tinh byt mi, Lactose, PVP K30, Natri starch glycolat, Talc, Ma ¥ stearat,
Avicel vira du 1 vién.

2. M ta sin phim:

Vién nén dai, mau tring, bé mat vién nhin bong, ¢6 rinh chia vién, thanh va canh vién lanh

lan.

3. Quy cich déng goi:

Hop 10 vi x 10 vién nén.

e 4.Thudc dung cho bénh gi:
- Du phong chimg dau nira dau.
- Piéu trj tridu chung chéng mit tién dinh do rbi loan chirc ning hé théng tién dinh.
5. Nén ding thudc nay nhwr thé nao va lidu lrong:
Du phong dau nira d'au
Diéu tri ban dau: Uong vao budi t6i.
- Bénh nhan <65 tu01 10 mg (2 vién)/ngay
- Bénh nhén > 65 tudi: 5mg/ngay.
- Néu trong giai doan diéu tri ndy xdy ra cic tnf;u chu’ng trAm cam, ngoai thap hoic céc tc
dung khong mong mudn khéc, nén ngung diéu tri. Néu sau 2 thang khong c6 su cai thién
dang k&, bénh nhan dugc xem 1a khong dap tmg va nén ngimg diéu tri.
Piéu tri duy tri:
- Néu bénh nhén déap vmg tdt va néu cin dléu ‘m duy tri thi nén giam liéu xudng 5 ngay véi _
liéu hang ngay nhu nhau va 2 ngay nghi mdi tuan. p
- Néu diéu tri duy tri phong ngira thanh cng va dung nap t6t thi c6 thé diéu tri trong 6 thang ’
va chi bit dau diéu tri lai néu tai phat. :
=g -

Chong mat:
- Lidu hang ngay tuong tu nhu dung cho dau nira dAu , nhung diéu tri khoi ddu chi kéo dai

cho dén khi kiém soat duogc tri¢u ching thuong la dudi 2 thang. Néu khong c6 sy ci thién
dang ké sau 1 thang d6i v6i chéng mét man tinh, 2 thang cho chéng mit tu thé, bénh nhan
duge xem 1a khong dap tng va nén ngimg diéu tri.

Liéu luorng & bénh nhén suy gan:
- Vi thubc dugce chuyen héa véi mic d§ 16n & gan nén can diéu chinh lidu lugng & céc bénh

nhén nay. Liéu khoi dau: Smg/ngay, udng vao budi tdi.

6. Khi nao khong nén ding thudc nay:

- Khong dung flunarizin & bénh nhén c¢6 tién sir trdm cam hodc triéu chimg Parkinson hozc
céc roi loan ngoai thap khac.

7. Tdc dung khéng mong muon:

Thuong gap, ADR > 1/1 000

- TKTW: Budn ng, mét méi.

- Tiéu hoa: Tang ngon miéng, tang cén.

It gap, 1/1 000 < ADR < 1/100
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- TKTW: Tri¢u chimg ngoai thép (van dong cham, ctimg do, ngdi nam khéng yén, loan vén
dong, run), tram cam.
- - Ti€u hoa: Khé miéng
Hiém gdp: ADR < 1/1 000
- Tiéu héa: Budn nén, dau da day.
- Khéc: Ting tiét sira
Tan sudt khéong xdc dinh

- TKTW: Lo ling

- Da: Phat ban

- Co Xuong: Dau co

Huwéng din Cich xir tri ADR

- Khi xay ra cac tac dung khéng mong mubn hay ngung dung flunarizin, cac tri¢u chu'ng s& 634
kh01 hoan toan hogc giam bét mot phan. Hay tién hanh viéc didu trj tridu chig va hd trg T
néu cén. _NGT

8. Nén tranh dﬁng nhimg thudc hodic thwe phim gi khi dang sir dung thudc nay: f’HA

- Viée ding ddng thdi rugu, thube an thin va thudc ngi véi flunarizin 1am ting tic dung [;ng-
budn ngl. Flunarizin khong bi chéng chi dinh & nhitng bénh nhan dang ding thud chen
beta. B5)

- Dugc dong hoc cua flunarizin khong bi dnh hudng béi topiramat. Trang thai duge dong hoc
6n dinh ctia topiramat khong bj anh hudng boi flunarizin.

- Viéc sir dung lau dai flunarizin khong anh huéng dén nong do trong huyet tuong cua
phenytoin, carbamazepln, valproat hay phenobarbital. Nong d6 trong huyét twong cua
Flunarizin thudong thip hon mét it & nhimg bénh nhan dong kinh dang sir dung céc thuoc
diéu tri dong kinh loai ndy so v6i nhitng ngudi khée manh ding lidu tuong tw. Do gin két
v6i protein huyét tuong cia carbamazepin, valproat va phenytoin khéng bi anh hudng khi
dung ddng thoi ﬂunarlzm

9. Cin lam gi khi mjt lin quén khdng ding thubc:

Bo qua va tiép tuc liéu nhu thuong 18 theo sy chi din lidu cuia bac s§.

10. Cin bio quén thudc nay nhw thé nao:

Noi kho, tranh anh sang, & nhi¢t d§ khong qua 30°C.

11. Nhirng déu hiéu va triéu ching khi dung thube qua lidu:

- Dya vao tinh chét dugc ly cua thuéc, bu&n ngl va suy nhuge c6 thé xay ra. C6 vai trudng
hop qué liéu caP (lidu cao dén 600 mg ubng 1 14n) di dugc bio cdo, di quan sat thdy cac
triéu chirng: Budn ngu, nhip tim nhanh, kich dong.

12. Cin phai lam gi khi diung thudc qua liéu khuyén cdo: )

- Khéng c6 thude giai doc dac hiéu. Trong vong 1 gio sau khi ubng qua liéu, nén sic rira da
day. Cé thé dung than hoat néu thay thich hop.

13. Nhirng didu cin thin trong khi ding thudc nay:

— Dibu trj véi flunarizin c6 thé 1am ting triéu chimg trAm cam, ngoai thép va lam boc phét
hoi chlmg Parkinson, dic biét & nhimg bénh nhan d& c6 nguy co nhu ngudi cao tudi. Do
vdy, nén dung than trong & nhu'ng bénh nhan nay.

— Trong mdt sb truong hop hiém, sy mét moéi cé thé ting lén trong khi diéu tri véi
flunarizin. Trong truong hop ndy nén ngimg diéu tri. Khong dugc vuot qua lidu quy dinh.
Bénh nhén phai dugc khiam déu din theo dinh ky, déc biét trong giai doan diéu tri duy tri,
d& c6 thé phat hién sém triéu chimg ngoai thap hay trdm cam va ngung diéu tri. Néu trong
diéu tri duy tri khong dat hiéu qua thi ngung dleu tri.

— Canh béo v& té dugc Lactose: Bénh nhén c6 van @& di truyén hiém gip khong dung nap
galactose, cac Lapp thiéu lactase hodc kém hép thu glucose-galactose can tham khao y
kién bac s§ khi ding thudc nay.

14. Céc khuyén cdo ding thudc cho phu nit ¢6 thai va cho con bi:
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- Thoi ky mang thai : Chua cé nghién ciru xac nhén sy an toan cua flunarizin khi dung trén
phy nit mang thai. Do d6, khong sir dung thudc nay trén phu nit mang thai, trir khi lgi ich
vuot trdi so véi kha nang nguy co cho thai.

- Thoi ky cho con bi : Khong biét flunarizin c¢6 phan bd vao sita ngudi hay khong. Nén cén
nhéc hoic tranh sir dung thubc trong thoi gian cho con bu hodic dung thudc va ngung cho
con bu.

15. Anh hwéng dén vian hanh mdy méc va tau xe:

— Thude c6 thé gay budn nga dbi véi bénh nhén, dac biét trong giai doan

do d6 can than trong khi lai xe hodc van hanh may méc.

16. Khi nao cin tham vin bac sy/dwoc si: .

Tham vén béc s néu giip phai tac dung khéng mong muén khi sir dung thuéc.

Néu can thém théng tin xin héi y kién bdc si hodc dwge st

17. Han dung ciia thudc: 5

36 thang ké tir ngay san xuét.

18. Tén, dia chi ciia nha sin xuit:

Cong ty cb phin dwge phim Me Di Sun iM

S6 521, khu phd An Loi, phuong Hoa Loi, thi x3 Bén Cét, tinh Binh Duongyy

19. Ngay xem xét cip nhit to thong tin cho bénh nhin: dd/mm/yyyy

TUQ.CUC TRUONG
P.TRUONG PHONG

Yé Mink, H 'i?-;z/y



