MEZAFLUTIN 10mg

Thanh phén: Mbi vién chiia

Flunarizin, 10,0 mg
(dui dang Flunarizin dihydroclorid 11,8 mg)
Té dugc vifa di 1 vién nén

Chi dinh, chéng chi dinh, cach diing, liéu ding va céc théng tin khéc

xem t& hudng dan sir dung bén trong hdp

Bdo quan: Noi khd, trdnh anh sdng, nhiét dé dudi 30°C

Tiéu chudn ap dung: TCCS

©E XA TAM TAY CUA TRE EM. DOC K¥ HUONG DAN SU DUNG TRUGC KHI DUNG

CONG TY CP DUGC TRUNG UONG MEDIPLANTEX

358 Duding Gidi Phéng, Phuang Liét, Thanh Xuan, Ha Néi
SX tai: Trung hdu, Tién phong, Mé linh, Ha néi
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MEZAFLUTIN 10mg

Composition: Each tablet contains
Flunarizi

10,0 mg

{as Flunarizine dihydrochloride 11,8 mg)
Excipi q.sf 1 tablet

Indication, contra- indication, dosage, administration and other information:
See the leaflet enclosed
Storage: Keep in a dry place, protect from light, below 30°C
Speccification: Manufacturer’s
KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE LEAFLET BEFORE USE
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MEZAFLUTIN 10mg

Flunarizine 10,0 mg
(as Flunarizine dihydrochloride 11,8 mg)
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Rx: thudc bén theo don

TO HUONG DAN SU DUNG CHO CANBO Y TE
MEZAFLUTIN 10 MG

Thanh phin cho 1 vién
Dugc chit: Flunarizin dihydroclorid 11,8 mg
(Tuong duong v&i Flunarizin 10,0 mg)
Té duge: tinh bt my, lactose monohydrat, natri croscarmellose, magnesi stearat, talc, aerosil vira du 1
vién
Dang bio ché: Vién nén
Quy cach déng géi: Hop 10 vi x 10 vién, vi PVC/Nhom
Duge lue hoe:

Flunarizin 12 thudc khang histamin, an thin, chen kénh calci. Thudc ngin chan su qua tai calci & té
bao bang céch lam giam calci tran vao qui mirc qua mang té bao. Flunarizin khong tac dong Ién su co
bép co tim, khong tic ché niit xoang nhi hojic nhi that, khong 1am ting tin sé tim, khong c6 tic dung
chéng tang huyét ap. /

Duge dong hoc: J}J//

- Hdp thu: Flunarizin hp thu tét tai dudng tiéu héa, dat ndng d¢ dinh trong huyét tuong trong vong 2 -
4 giv sau khi ubng va dat trang thdi 6n dinh & tuin thir 5-6. Trong diéu kién acid da day giam (ndng d6
pH da day cao), sinh kha dung cua flunarizin c6 thé thip hon.

- Phan bo: Flunarizin gin két protein huyét twong > 99%. Thé tich phan bd 16n, khoang 78 lit/kg &
nhimg ngudi khée manh va khoang 207 lit/kg & nhimg bénh nhan ddng kinh chimg té kha nang phan b
cao & céc md ngodi mach. Thude nhanh chéng qua hang rio mau ndo, ndng dé & nio gip khoang 10 1in
50 v&i ndng do trong huyét twong.

- Chuyén héa: Flunarizin dugc chuyén héa qua gan thanh it nhit 15 chit chuyén héa. Pudng chuyén
héa chinh la CYP2D6.

- Thdi trie: Flunarizin thai trir chil yéu qua phén theo dudng mat duéi dang thuée géc va céc chét
chuyén héa. Trong vong 24-48 gi® sau khi uéng, c6 khoang 3-5% lidu duoc thai trir qua phan dudi dang
thu6c gbe va cdc chét chuyén héa, va <1% dugc bai tiét & dang khong chuyén héa trong nudc tiéu. Thoi
gian bén hiy thay ddi nhiéu trong khodng tir 5-15 gi® & hdu hét cic bénh nhan sau khi ding lidu don. O
mot s6 ngudi cho thdy ndng d¢ huyét tuong ciia flunarizin c6 thé do ludmg duge (> 0,5 nanogam/mL)
trong thoi gian kéo dai (cho dén 30 ngay), diéu nay c6 thé do su téi phan bd thude tir cdc mé khéc.

- Ding liéu nhdc lgi: Nong do huyét tuong cta flunarizin dat dugc trang thdi 6n dinh sau khoang 8 tuén
diing liéu nhéc lai, mdt 14n m&i ngay va khoang 3 14n cao hon déi vai lidu don.

Chi dinh:

- Diéu tri dy phong con dau nira diu trong trudng hop cdc bién phép diéu tri khic khong c6 hiéu qua
hoédc kém dung nap

Chéng chi dinh:

- Ngudi mén cam véi flunarizin hodc bat cir thinh phin t4 duge nao ciia thude

- Nguoi ¢6 triéu chimg Parkinson trudc khi diéu tri

- Tién sir ¢6 céc triéu chimg ngoai thip



- Bénh trdm cim hofc tién sir ¢6 hoi chimg trim cam téi phét
Cich diing- liéu ding
*Ngudi 16m < 65 tudi va ngudi cao tudi > 65 tudi:

Ubng 5 mg /ngay, ubng vao budi téi, duy tri trong 4 dén 8 tudn. Nén ding dang bao ché khéc dé phan
lidu chinh xéc hon.

- Trong thoi gian diéu tri, néu xudt hién cic triéu chimg trdm cam, ngoai thip hay bién c6 bét loi
nghiém trong khic, cin ngimg diing thudc (Xem muyc canh béo va than trong khi sir dung)

- Néu sau 8 tudn diéu tri khdng c6 sy cai thién, bénh nhén duge xem nhu khong ddp (mg véi diéu tri va
nén ngimg ding thudc.

- Thoi gian diéu trj khong qué 6 thang

- Khuyén céo chi danh cho bénh nhan < 65 tudi: Néu biéu hién 1am sang clia bénh nhan cho thiy dap
img diéu trj khong day du, ¢6 thé tang lidu 1én dén 10 mg /ngdy nhung cn cin nhic trong kha néng
dung nap thudc ctia bénh nhan

*Tré em > 12 tudi: Dfc biét trong trudng hop dau nira ddu chua duge chin doén xéc dinh: Udng 5 mg

/ngdy, ubng vao budi téi. Thoi gian diéu tri khdng qué 6 thing. Nén ding dang bao ché khdc dé phin
liéu chinh xdc hon

*Tré em <12 tudi: chua c6 bing chimg diy du vé hiéu qua va do an toan cua flunarizin trén déi tuong

nay. Khong khuyén cdo sir dung flunarizin cho tré em duéi 12 tudi.

Thén trong: W

*Céc tinh trang cn thin trong khi ding thuée

- Diéu trj v6i flunarizin c6 thé 1am tang triéu chimg trim cam, ngoai thap va lam bdc phat héi chimg
Parkinson, dic biét v6i nhimg bénh nhan d& c6 nguy co nhu ngudi cao tudi. Nén ding than trong Vi
nhiing bénh nhan nay.

- Trong mdt s6 hiém trudng hop sw mét méi c6 thé tang 1én trong khi diéu tri v6i flunarizin, trong
truong hop ndy nén ngimg diéu trj. Khong vuot qué lidu quy dinh. Bénh nhén phai dugc kham dinh ky
déu dan, dc biét trong giai doan didu trj duy tri, dé c6 thé phat hién som triu chimg ngoai thap hay
trdm cam va ngimg diéu tri. Néu trong diéu tri duy tri khong dat hiéu qua thi ngimg diéu tri.

- Khéng sir dung thude qua lidu khuyén cdo. Cin theo doi nguoi bénh thuong xuyén, dinh ky, dic biét
trong thdi gian diéu trj duy tri dé phat hién som céc biéu hién ngoai thp, trim cdm va ngimg didu tri
kip thoi

- Mét s6 trudng hgp mét moéi véi mie do ning ting din da dugc ghi nhan khi sir dung flunarizin. Néu
tinh trang ndy xdy ra, cin ngimg diéu tri véi flunarizin

- Thube ¢6 chira lactose monohydrat. Bénh nhan méc bénh di truyén hiém gap vé dung nap galctose,
thiéu men Lapp lactase hodc kém hép thu glucose-galactose khong nén dung thudc nay.

*Thai ky c6 thai: Than trong khi str dung.

Chua c6 nghién ciru xdc nhén sy an toan cua Flunarizin khi str dung trén phu nir mang thai. Do d6
khong sir dung thudc nay trén phu nir mang thai, trir khi lgi ich vugt tréi so véi kha nang nguy co cho
thai.

*Thoi ky cho con bi: Thén trong khi sir dung.
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Khéng biét flunarizin ¢6 phan bé vao sira ngudi hay khong. Nén cin nhéc hodc tranh sir dung thube
trong thdi gian cho con bid hogc ding thuc va ngimg cho con bu.

*Anh huéng cia thude déi véi cong viée: Vi thube c6 thé gay budn ngi, dic biét lic bat diu didu tri

nén phai thdn trong trong céc hoat dng nhur 14i xe hodc van hanh may méc.

Twong téc thube:

-C6 thé 1am ting téc dung an than khi ding chung véi rugu, thude ngi hay thuée chéng trdm cam.
-Cic thuéc Carbamazepin, phenytoin, valproat lam ting chuyén héa ctia Flunarizin nén phai tang liéu
flunarizin khi ding ddng thoi

Téc dyng khéng mong muén:

- Thuong gap: ADR > 1/100

+TKTW: budn ngi, mét méi.

+Tiéu héa: ngon miéng, ting cén.

- It gap: 1/1000< ADR < 1/100

+TKTW: Tri¢u chimg ngoai thip (nhur vin dong chim, ctimg do, ngdi nim khong yén, loan van dong,
run) hodc nhimg ngudi gia dudng nhu ¢ nguy co.

+ Tiéu héa: Kho miéng

- Hiém gap: ADR< 1/1000

+ Tiéu héa: budn ndn, dau da day.

+ Khic: tang tiét sira

-Tan sudt khéng xdc dinh. }ﬂv\}/ /

+ TKTW: lo ling

+ Da: phét ban

+ Co xuong: Pau co

s as A - ”
Qua liéu xir tri:

- Triéu chimg: Dya vo tinh chét dugc 1y coa thube, budn ngu va suy nhugc c6 thé xay ra. Mot vai \
trudmg hop qué lidu cap (lidu cao dén 600 mg uong 1 14n) da dugc béo céo, triéu chimg dugc quan st lh \\1\
budn ngu, nhip tim nhanh, kich dong. { N
- Diéu tri: Khong c6 thubc giai doc dic hiéu. Trong vong 1 gid sau khi uéng qua liéu, nén sic rira da
day. C6 thé ding than hoat néu thdy thich hop.

Béo quin: Noi khd, trdnh 4nh sang, nhiét do dudi 30°C

Han diing: 36 théng ké tir ngay san xuét

Tén va dia chi co s¢ sin xuidt: CONG TY CP DUGC TW MEDIPLANTEX

Dia chi : 358 Giai Phéng - Phuong Liét - Thanh Xuan - Ha Noi

San xuit tai: Nha mdy Dugc phim s6 2, Trung Hu - Tién Phong- Mé Linh - Ha Noi

Ngay xem xét sira doi cip nhit lai ndi dung to htré'ng din sir dyng thude: / (L &




TO THONG TIN CHO BENH NHAN

Tén thuée: MEZAFLUTIN 10 MG
Khuyén cdo: Thude niy chi ding theo don ciia bic si
Dé xa tim tay ciia tré em.
Poc ky huémg din sir dung truéc khi ding
Théng bio cho béc sy hoijic duge sy tdc dung khong mong muén gip phai

trong khi sir dung thube
Néu cin thém thong tin, xin hoi ¥ kién thiy thuéc
Thanh phin cho 1 vién: Flunarizin dihydroclorid.......... 11,8 mg

(Tuong duong véi Flunarizin... 10,0 mg)
Td dugc: Tinh bot my, lactose monohydrat, natri croscarmellose, magnesi stearat, talc, aerosil vira du 1
vién
M@ ta san phdm: Vién nén tron, mau tring, mot mit c6 vach ngang & giira, thanh va canh vién lanh l1an.
Quy cdch dong géi: Hop 10 vi x 10 vién, vi PVC/Nhom
Thudbe diing cho bénh gi:
Thude diing theo don ctia béc si, dé diéu trj du phong con dau nira diu cho bénh nhan tir 18 dén 65 tudi
trong trudng hop céc bién phap diéu trj khic khdng ¢6 hiéu qua hodc kém hiéu qua.
Nén ding thuéc nay nhu thé nao va liéu lugng:
Diing theo chi din ciia béc st /[;V /
Ngudi 16n tir 18-65 tudi:

- Liéu thudng ding 1 5 mg /ngay, uéng vao budi téi, duy tri trong 4 dén 8 tudn tuy nhién trong mot s6

trudng hop khi biéu hign 1am sang ctia ban cho thdy dép tmg diéu tri khong diy dii, bac sT c6 thé tang
liéu 1én 10 mg (1 vién MEZAFLUTIN 10 MG)/ngy sau khi can nhéc kha nang dung nap thuéc ctia ban
- Trong thoi gian diéu tri, néu xudt hién cdc triéu ching trim cam, ngoai thp hay bién cé bét loi
nghiém trong khac (Xem muyc than trong khi sir dung thuéc) ban phai théng bio cho béc si dé ¢é chi
dén tiép tuc dung thudc hay khong.

- Néu sau 8 tuan didu tri ma ban khéng thdy tét 1&n nén thong béo cho béc st dé dugc thay dbi diéu tri.

- Thoi gian diing thue tuan theo sy hudng dén cua béc si (khdng qua 6 thang)

Tré em duéi 12 tudi: khong ding thude nay

Tré em trén 12 tudi va ngudi cao tudi >65 tudi: nén dung dang bao ché & ham lugng thép hon (5 mg
flunarizin), khong nén ding MEZAFLUTIN 10 MG.
Khi nao khéng nén ding thuéc nay?

Khong nén ding thuéc nay néu ban:

- Man cam véi flunarizin hogc bat ky thanh phén nao ctia thudc dugc liét ké & trén
- C6 triéu chimg Parkinson truéc khi diéu trj

- C6 tién sir ¢6 cic triéu ching ngoai thip

- Mic bénh trdm cam hojc tién sir c6 hoi chimg trdm cam tdi phat



Tdc dung khéng mong muén:

Rt thuong gap (ADR> 1/10), thudng gap (1/10>ADR=>1/100), it gap (1/100>ADR>1/1000), hiém gap
(1/1000>ADR>1/10.000), rét hiém (ADR<1/10.000), chua xéc dinh (khong théng ké duoc tir cac dir
liéu thu duge)

- Rét thudng glip: Tang cén

- Thudng gdp: Tang thém &n; ngat mili hodc chay nudc miii; cam thdy phién mudn hodc trdm cam: ¢6
vén dé& vé gidc ngi hogc cam thdy budn ngu; cam thdy mét; tdo bon, da day khé chiu hodc budn non:
dau co; dau vi, réi loan kinh nguyét.

- [t gap: Cam thiy khong vui hay lo ling, yéu, thiéu nang luong; ngo ngdc; tic rudt; dénh tréng nguc;
ha huyet 4p; co gidt, veo cd; sung v, rong kinh hofc it kinh, giam ham muén tinh duc; sung ban tay,
ban chin hodc cic phin khéc ctia co thé,

- Ngoai ra con mét s6 téc dung khdng mong mudn xuit hién véi tin sb chua xac dinh, néu c6 bat ky déu
higu bat thudng xay ra véi ban trong khi str dung thuéc ban nén théng béo cho béc si.

Can tranh sie dung nhitng thuéc hogc thuc phim gi khi dang sir dung thubc nay:

- Thong béo cho béc si néu ban dang, da hodc s& sir dung bt ky loai thubc nao khéc, bao gbm céc thube
khong ké don va thao dugc. Djc biét phai thong béo cho bic si cua ban néu ban dang udng céc thube
sau

- Thude chong ting huyét 4p, béc st c6 thé phai didu chinh lai lidu luong thuée chéng tang huyét dp.

- Thubc trdnh thai dudmg udng, ban c6 thé bj tiét stra trong vong hai thang dau diéu tri véi
MEZAFLUTIN 10 MG

- Rugu, thube ngit hogic thuée an thin vi MEZAFLUTIN 10 MG c6 thé lam tang budn ng.

Cin lam gi khi mt lin quén thudc:

Khi ban mot lan quén thudc, bé qua lidu d6, uéng liéu tiép theo nhu cii, khong ung gép doi lidu

Cin béo quan thuée nay nhu thé nao?

Pé xa tam tay tré em.
Bao quan & noi khé rdo, tranh 4nh séng, nhiét 46 dudi 30°C.

Khong str dung thudc nay sau khi hét han sir dung.

Nhitng diu hi¢u va trigu chig nhgn biét khi ding thudc qud liéu

- Trigu chimg: Dya vao tinh chét dugc 1y cia thude, budn ngit va suy nhugc c6 thé xay ra. Mot vai
truong hop qud lidu cép (lidu cao dén 600 mg uéng 1 14n) da dugc béo cdo, triéu chimg duge quan sét 14
budn ngu, nhip tim nhanh, kich déng.

Cén phai lam gi khi ding thuéc qud liéu khuyén cdo?

- Cin thong bio ngay cho bac st hogc lién hé véi bénh vién gin nhit

- Diéu tri: Khong c6 thude giai doc dic hi¢u. Trong vong 1 gid sau khi ubng qud liéu, nén rira da day.
C6 thé ding than hoat néu thdy thich hop

Nhiing diéu can thin trong khi diing thuc nay?

Cdc tinh trang cdn thdn trong khi dung thudc
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- Piéu trj v6i MEZAFLUTIN 10 MG c6 thé lam tang trigu chimg trdm cam, ngoai thap va lam bdc phét
héi chimg Parkinson, déc biét véi nhimg bénh nhén d& c6 nguy co nhu ngudi cao tudi.

- Trong mdt s& hiém truong hop sur mét méi ¢6 thé tang 1én trong khi diéu trj véi MEZAFLUTIN 10
MG, trong trudmg hop nay nén ngimg diéu tri.

- Khéng vugt qué lidu quy dinh.

- Ban nén kham dinh ky déu dan, dic biét trong giai doan diéu tri duy tri, dé c6 thé phét hién s¢m triéu
chimg ngoai thap hay trdim cam va ngimg diéu tri. Néu trong diéu tri duy tri khéng dat hiéu qua thi
ngimg diéu trj.

- MEZAFLUTIN 10 MG chira lactose monohydrat. Néu ban ¢6 van dé di truyén hiém gap cua galactose
khong dung nap, céc Lapp thiéu lactase hogc kém hép thu glucose-galactose phai di ng thuéc nay dudi
sur huéng din ctia bic si.

Thoi ky ¢ thai:

Chua c6 nghién ciru xéc nhin sy an toan cta flunarizin khi sir dung trén phu nit mang thai. Do d6 khong
str dung thudc nay trén phy nir mang thai, trir khi 1¢i ich vurot tri so véi kha nang nguy co cho thai. Chi
ding dudi sy huéng dan cua bac si

Thoi ky cho con bii:

Khéng biét flunarizin c6 phan b vao sita ngudi hay khong. Nén cin nhéc hodc tranh sir dung thu

trong thoi gian cho con b hoic ding thuéc va ngimg cho con bi. Ding duéi sy huéng din clia ciia béca

sT. 7
Anh huéng ciia thube déi véi cong viée: Do c6 thé xay ra budn ngt, dic biét lic bét diu didu tri neuJ
than trong trong cic hoat dong nhur 1di xe hodc van hanh may méc, 1am céc con ¢ viéc trén cao.
Khi nao cén tham vén béc si, dwoc si:
- Khi ban ¢6 bénh 1y méc kém S N
- Khi gap phai nhing tic dung khéng mong mudn trong khi sir dung t e
- Khi diing thém mét thubc khéc
“Néu can thém thong tin xin hoi ¥ kién cia bdc st hogc duoc si”

Han diing: 36 théng ké tir ndy san xudt duoc ghi trén bao bi

Tén, dia chi, biéu twpng ciia nha sin xudt
- Nha san xuét: Cong ty CP Dugc TW Mediplantex

- Bia chi try s& cong ty: 358 dudng Giai Phong, Phuong Liét, Thanh Xuan, Ha Noi
- San xuit tai: Nha mdy DP s6 2. Trung Hau- Tién Phong- Mé Linh- Ha Noi
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