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RX 7huéc nay chi dimg theo don thusc

BelumAPC 10

Flunarizin 10 mg

Doc kj hwéng din sir dung truée khi dimg
Dé xa tam tay tré em
Théng bdo ngay cho bdc sy hodc dwoc sy nhiing tic dung khong mong muon gdp phdi khi siv dung thuéc

1. Thanh phin cong thirc thude: Mdi vién nén chia:
Thanh phan hoat chat:

FIUNALIZIN ..o 10 mg
(dudi dang Flunarizin dihydroclorid)

Thémh phan td diroc:

Lactose monohydrat, Microcrystalline cellulose,

Povidon, Natri croscarmellose, Colloidal anhydrous
silica, Magnesi stearat, Talc.
2. Dang bio ché:
Vién nén.
Vién nén tron, mau tring, mot mit c6 logo M2 dap
trén vién, mot mat tron.
3. Chidinh
Bénh nhdn nguoi I6m va bénh nhi (tiv 6 dén 17 tuéi)
Du phong chig dau nira dau & nhiing bénh nhan bj
dau nira dau thuong xuyén va nghiém trong, ting
gip phai tac dung khéng mong muén khéng thé
chip nhén dugc va/ hodc khong dap tGmg day da véi
céc phuong phap diéu tri khac.
Ngueoi lon
Diéu trj tridu chiing chéng mit tién dinh do réi loan
chirc nang ctia hé thong tién dinh.
4. Liéu ding, cich ding
Liéu dimg
1. Dy phong chitng dau nira dau:
— Nguoi I6n va ngudi cao tudi (18 tuéi tré Ién)
Liéu khoi dau:
Didu tri bit ddu voi liéu 10 mg mdi ngay (vao
budi t6i) & bénh nhan ngudi 16n tir 18 dén 64
tudi va véi lidu 5 mg mdi ngay (vao budi tbi) &
bénh nhan tir 65 tudi tré 1én. Hién tai, do thoi
gian ban thai dai nén chi can diing mét liéu duy
nh4t mdi ngay 14 di. Néu cac tridu chiing trim
cam, phan ng ngoai thap hodc cac tac dung
khéng mong muén khac khong thé chép nhén
dugc xay ra trong qua trinh diéu tri, nén ngiing
didu tri.
Néu sau 2 thang ké tir khi bt dau diéu tri ma
khong thdy cai thién dang ké thi xem la
phuong phép diéu tri khong hi¢u qua va nén
ngung lai.
Diéu tri duy tri:
Néu bénh nhén dap lng t6t v6i phuong phép
didu tri va néu can phai diéu tri duy tri, lidu
dung hang ngay s€ dugc gidm xudng hodc
ding thubc cach nhau 2 ngay hodc dung thude

lién tiép trong 5 ngay, sau do la 2 ngay lién
tiép khong dung thude trong mot tudn.
Sau 6 thang, nén ngimg diéu tri duy tri, ngay
ca khi diéu trj duy tri c6 hiéu qua va dugc dung
nap t6t. Chi khi bénh nhén tai phat thi méi c6
thé bat dau phuong phéap diéu tri méi.
Tré em (tir 6 dén 17 tuéi)
Liéu khuyén céo 1a 5 mg mdi ngay (vao budi
tbi).
Liéu dung c6 thé tang 1én 10 mg mdi ngay (vao
budi t6i) néu can thiét & nhitng bénh nhan cén
nang trén 40 kg.
Néu céc triéu ching trAm cam hodic céc tac
dung khéng mong mubn khéng thé chip nhén
duoc xay ra trong qua trinh diéu tri, nén ngimng
didu tri. Néu sau 3 thang ké tir khi bat dau diéu
tri ma khong thay cai thién dang ké thi nén coi
1a phuong phap diéu tri khong hiéu quéa va nén
ngung lai.
Thoi gian diéu tri tdi da dwoc khuyén céo 14 6
thang.
Tré em (3 tudi tré xudng)
Tinh an toan va hi¢u qua cta flunarizin trong
viéc phong ngira chiing dau nira dau & tré em
tir 5 tudi tré xudng chua duge xé4c dinh.
2. Choéng mat:
— Nguoi I6n (18 tudi tré 1én)
Liéu ding hang ngay twong tu nhu liéu ding cho
bénh dau ntra diu, nhung diéu tri khéi ddu chi
kéo dai cho dén khi kiém soat dugc triéu chirng,
thuong khong qua 2 thang.
Tuy nhién, néu sau 1 thang diéu tri chéng mat
man tinh hodc sau 2 thang diéu trj chéng mat tu
thé ma khong thiy cai thién dang ké thi nén coi
1a didu tri khong hiéu qua va nén ngimg lai.
— Tvé em (17 tui tré xudng)
Tinh an toan va hi€u qua cia flunarizin trong
diéu tri chéng mit & tré em chua duge xac dinh.
Véi liéu dimg 5 mg, nén chuyén qua thuéc khdc cé
dang ham lweong phdn liéu phit hop.
Cdach diing
Nén uéng thubc vao bubi tbi, trude khi ngt boi vi
nguy gy co budn ngi va ngi ga.
5. Chong chi dinh
Bénh nhan bi trAm cam hodc ¢6 tién sir trAm cam
tai phat.
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6.

Bénh nhan c6 tién sir bao gdbm céc triéu ching
clia bénh Parkinson hodc cac rdi loan ngoai thap
khac.
Bénh nhan qua man cam véi hoat chat hodc bat
ky ta dugc nao dugc liét ké trong muc 1. Thanh
phén céng thirc thudc.
Cénh bdo va thin trong khi dung thude:
Flunarizin khong thich hop dé vo hiéu héa ngay lap
titc con chong mit. Pidu tri bang Flunal izin c6 thé
gy ra céc triéu chirmg ngoai thép, trdm cam va bénh
Parkinson, dac biét & nhitng bénh nhén c6 co dia dé
méc bénh nhu ngudi cao tudi. Do d6, can than trong
khi str dung thudc cho nhitng bénh nhén nay. Khong
duoc vurot qué lidu khuyén co. Bénh nhéan can dugc
theo doi dinh ky, dic biét 1a trong qua trinh diéu trj
duy tri, d& c6 the phét hién sém céc triéu chimng
ngoai thap hodc trAm cam va c6 thé nglng diéu trj
néu cin thiét. Néu trong qué trinh diéu tri duy tri,
hiéu qua diéu tri giam di, ban cling nén nging diéu
tri (xem muc Lleu dung, cach ding).
Trong mot so truong hop hiém gap, tinh trang mét
moi tién trién c6 thé xdy ra trong qua trinh diéu tri
bang flunarizin. Néu can thiét, nén ngimg didu tri.
Tinh an toan cta flunarizin & nhitng bénh nhan mac
bénh porphyria chua duoc xac dinh. Tim kiém thém
161 khuyén tir chuyén gia vé bénh porphyria.
Ta duoc
Thudc c6 chira lactose monohydrat. Bénh nhén c6
vAn dé di truyén hiém gip cua khong dung nap
galactose, khong dung nap fructose, thiéu hut Lapp
lactase hodc kém hép thu glucose- -galactose, thiéu
sucrase-isomaltase khong nén ding thudc nay.
Thudc nay c6 chira it hon 1 mmol natri (23 mg) trén
vién nén dugc xem nhu “khong c6 natri”
St dung 1 thudc cho phu nir ¢6 thai va cho con bi
Phu nit c6 thai
Tinh an toan cua flunarizin khi st dung cho phu nif
¢ thai chua dugc xac dinh. Khong co6 tac dung cé
hai tryc tiép hoic gian tiép nao ddi véi qua trinh
mang thai, sy phét trién ctia phoi thai hodc thai nhi,
qua trinh sinh nd va sy phat trién chu sinh va sau
sinh duoc bdo céo trong cac nghién curu trén dong
vét & liéu luong lién quan trén 1am sang.
Tuy nhién, do tinh an toan cta flunarizin trong thoi
ky mang thai chua duoc thiét 1ap nén t6t nhat la
tranh st dung flunarizin trong thoi ky mang thai nhu
mot bién phap phong nguia.
Phu nit cho con bu
Ngudi ta van chua biét liéu flunarizin c6 dugc bai
tiét vao sita me & ngudi hay khong. Nghién ctru trén
cho dang cho con bi cho thdy flunarizin dugc bai
tiét vao sita va ndng do clia né trong sita cao hon
trong huyét twong. Khong thé loai trir nguy co dbi
v6i tré so sinh/ tré nhéd. Do do, nén ngling cho con
b trong thoi gian diéu tri bang flunarizin.
Kha ndng sinh san

Két qua nghién ctru tr én dong vét cho thay khong co
tac dung co hai truc tlep nio dén kha ning sinh san &
dong vat duc hodc cai ¢ lidu lugng lién quan trén
lam sang.

. Anh hwéng ciia thuoc 1én kha niing ldi xe va van

hanh méy moc
Doi v6i viée lai xe hodc sir dung mdy moc, can
than trong vi tinh trang budn ngu lic bat dau diéu

tri hodc trong sudt qua trinh didu tri c6 thé xay ra.

. Twong tac, twong ky cua thude

Twong tic thubc
Tuwong tdc vdi cde thuoc khdc va cde dang twong tac

khac

C6 thé xay ra tinh trang an than qua muc khi ding
flunarizin ciing lic v6i ruou, thude ngii hodc thude an
théan.

Tinh chat dugc dong hoc cia flunarizin khong bi anh
hudng boi topiramat. Khi flunarizin duge ding dong
thoi véi topiramat 50 mg mdi 12 gio & nhiing bénh
nhan bj ching dau nira diu, nguoi ta quan sat thiy
mitc d6 phoi nhiém toan than véi flunarizin ting 16%,
so voi mite ting 14% & nhiing bénh nhan chi dugc
diéu tri bing flunarizin. Tinh chit duoc déng hoc &
trang thai dn dinh cia topiramat khong bi 4nh hudng
bai flunarizin.

Viée st dung flunarizin 14u dai khéng anh huéng dén
qua trinh chuyén héa phenytoin, carbamazepin,
valproat hodc phenobarbital. Nong d6 trong huyét
twong cta flunarizin thudng thip hon mét it & nhiing
bénh nhan déng kinh dang st dung cac thude tri dong
kinh loai nay so v&i nhitng ngudi tham gia khoe manh
dugc ding cung lidu luong. Su gin két cua
carbamazepin, valproat va phenytom voi protein huyét
twong khong bj anh hudng boi viée dung ddng thoi
flunarizin.

Twong ky ciia thudc

Do khéng c6 cac nghién ciru vé tinh twong ky cia
thubc, khong tron 1an thude nay v6i cac thude khéc.

10.T4c dung khong mong muon (ADR) cuaa thube

Tinh an toan cua flunarizin duoc danh gia & 247 dbi
tuong duge diéu tri véi flunarizin d tham gia hai thu
nghiém 1am sang déi ching gid duogc ¢6 kiém soat,
trong d6 mot nghién ciru ve diéu tri ching dau nira
diu va mot nghién ctu vé chéng mat, va & 476 dbi
tugng dugc diéu tri v6i flunarizin trong 2 thir nghiém
lam sang ddi chidu c¢6 kiém soét diéu trj chiing chéng
mit v&/ hodc dau nira ddu. Dya trén dif liéu an toan
gop tir céc thir nghiém 1&m sang ndy, cac phan (ng bat
loi duoc bao cdo thudng gip nhét (ty 18 > 4%) la:
Tang can (11%), Ngu ga (9%), Tram cam (5%), Tang
su thém an (4%); va viém mili (4%).

Bao gdm c4c phan ting bét lgi néu trén, bang dudi day
cho thdy c4c phan tmg bt loi di dugc bao cdo khi st
dung Flunarizin tir ca thir nghi€ém 14m sang va tir kinh
nghiém sau luu hanh. Tan suét dugc trinh bay theo
quy udc sau: Rét thuong gip > 1/ 10); thuong gép (=
1/100 dén < 1/10); it ggp (> 1/100 dén < 1/100); hiém
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gap (= 1/10.000 dén < 1/1.000); rat hiém gap (=
1/10.000), Chua biét (khong thé w6c tinh tir di ligu c6
san)

toan hodc giam bot mot phan Hay tién hanh viéc
didu trj triéu chimg va hd tro néu can.

11.Qua lidu va cach xiv tri

Rot loan hé mten dich
It gap Qua min cam

Nhiém triing va ky sinh tring
Thuong gdp: Viém miii

Roi loan chuyén hod va dinh duong
7 hu’dng gdp: Tang su thém in

Roi loan tim thin

Thuong gap: Tram cam; mat ngi

It gdp: triéu ching trim cam; rdi loan giic ngi;
thd o; lo ling.

Réi logn hé than kinh

Thuong gap: ngu ga.

It gap: phoéi hop bt thudng; mét dinh huéng; ngt
lim; di cam; bon chdn; cham chap, ué oai; u tai;
veo cb.

Chura biét: bénh ngdi khong yén; cir dong chém;
cting co kiéu banh Xe rang cua; roi loan van dong;
run nguyén phét; ri loan ngoai thap; hoi ching
parkinson; r6i loan déng di; budn ngg; run.

I}(fi logn tim
It gdp: Déanh trong nguc.

Béi logn mach )
It gcjp: Ha huyeét 4p; suy tim sung huyeét.

Roi logn tiéu hod

Thuong gdp: Téo bon; dau bung trén; budn nén

It gdp: Khé tiéu, non, tic rudt, khd miéng, rdi loan
tiéu hoa

Roi loan gan mat
Chua biét: Tang men gan

Roi loan da va mé dwdi da
It gdp: mé day; phat ban; tang ti€t mo hoi.
Chuea biét: phu mach; nglra; ban do.

Roi loan co xwong va mé lién két
Thuong gdp: Dau co

It gdip: Co thét co, co giat co bép
Chuea biét: Climg co

R&i logn hé sinh sin va tuyén vii

Thuong gdp: Kinh nguyet bat thuong; dau nguc

It gdp: Rong kinh; rdi loan kinh nguyét; kinh
nguyét it; va to; gidm ham mudn.

Chuza bids: Tiét sira

Roi logn chung
Thuong gap: Mét moi
It ggp: Phu toan than, phu ngoai bién, suy nhuge.

Xét nghiém
Rat thuong gdp: Tang can.

Iré em

Duya trén dit lidu c6 sén, hd so tac dung khong mong
mubn & tré em twong tu nhu véi bénh nhan nguoi
16n.

Huwéng din cach xir tri ADR

Khi xay ra cic tic dung khong mong mudn, hay
nging dung flunarizin, cac tri€u chirng s& khoi hoan

Triéu chimmg: Dua vao tinh chat duogc 1y cua thudc,
budn ngii va suy nhuge c6 thé xay ra. C6 vai truong
hop qué liéu cip tinh (lidu cao dén 600 mg ubng 1
lan) da dugc béo céo, cac triéu chimg da quan sat
duoc 1a: Budn ngu, nhip tim nhanh, kich dong.

Xir tri: Khong c6 thude giai doc dic hidu. Diéu tri
cép tinh c6 thé ding than hoat néu thdy thich hop va
diéu tri hd tro.

12.Pac tinh dwoe lwe hoe

Ma ATC: NO7CA03

Nhoém diéu tri: Thube tri chdéng mat.

Flunarizin 1a thubc d6i khang calci chon loc do dé
khong anh huéng dén su co bép hodc dan truyén
cua t1m Thubc ngan ngua tinh trang ting qua mic
ctia ndng do calci ndi bao.

Flunarizin 1a thubc dbi khang calci nhém IV (theo
phan loai cia WHO).

13.Pac tinh dwoe dong hoc

Hap thu

Flunarizin dugc ha"lp thu tot, dat néng d¢ dinh trong
huyét twong sau 2-4 gid va dat trang thai 6n dinh sau
5-6 tuan.

Flunarizin dugc hép thu t6t (> 80%) qua dudng tiéu
hoa, dat ndong d¢ dinh trong huyét tuong trong vong
2 - 4 gid sau khi ubng. Trong diéu kién giam do
acid dich vi da day giam (ndng d6 pH da day cao
hon), sinh kha dung cta Flunarizin c6 thé thép hon.
Nong d6 trong huyét tuong cua flunarizin dat dugc
trang thai on dinh sau khoang 8 tudn ding liéu nhic
lai, mot 14n mdi ngy va cao hon khoang 3 1an so
v6i lidu don. Nong do flunarizin & trang thai 6n dinh
thi ty 18 véi lidu ding trong khoang tir 5-30 mg.

Phan bé

Flunarizin gin v&i protein huyét twong > 99%. Thé
tich phan b 16n, khoang 78 lit’kg & nhiing ngudi
khoé manh va khoang 207 lit/kg & nhiing bénh nhan
dong kinh, c6 mic do phén b6 cao ngoai mach.
Thudc nhanh chéng qua hang rao mau - néo, ndng
d6 thubc & ndo gip khoang 10 lin so véi ndng dd
trong huyét twong.

Chuyén hod

Flunarizin dugc chuyén hoa qua gan thanh it nhat
15 chét chuyén hoa. Puong chuyén hoa chinh la
qua CYP 2Dé6.

Thai trir

Flunarizin dugc thai trir chi yéu qua phan duéi
dang thudc gbc va cac chat chuyén hoa. Sau khi
ubng 24 — 48 gio, c6 khoang 3 - 5% lidu duoc thai
trir qua phan dudi dang thubc géc va cac chit
chuyén hoa, va < 1% dugc bai tiét qua dudng tiét
niéu. Thoi gian ban thai thay d6i nhiéu tir 5 - 15 gidr
& hau hét cac bénh nhan sau khi ding lidu don. O
mot s6 ngudi, ndbng dd trong huyét twong cia
flunarizin c6 thé do dugc (> 0,5 ng/ml) trong thoi
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gian kéo dai (1&n dén 30 ngay), didu nay c6 thé do 15.Diéu kién bio quan, han ding, tiéu chuin_chit

su tai phan bd cta thudc tir cac md khac. lrgng ciia thuoc:
14.4Quy cich dong goi: - Diéu kién bao quan: Bao quan & nhiét d6 dudi
- Vi bam nhém — PVDC, 10 vién/ vi. Hop 1 vi, 3 vi,  30°C. Tranh 4nh sang tryc tiép va noi 4m uét.
10 vi. _ Han dimg ciia thude: 36 thang ké tir ngdy san xuét.
~ Vi bam nhém — PVC, 10 vién/ vi. Hop 1 vi, 3 vi, 10 _ Tiéy chudn chat lwong ciia thuéc: TCCS.
vi.

Co s6 san xuét va Co s& phan phi:
CONG TY CO PHAN DUQC PHAM AMPHARCO U.S.A
Khu Cong Nghiép Nhon Trach 3, thi tran Hiép Phudc, Huyén Nhon Trach, Tinh DPdng Nai
Nha may A
bién thoai: 02513-566202
W AMPHARCO U.S.A
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