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| B % Prescription medicine

SILUM

Box 10x 10's

FLUNARIZINE UNCOATED TABLETS 5mg

Ham lugng: mdi vién nén chia
Flunarizine dihydrochloride
tuong ducing 5mg Flunarizine
Manufactured by/Sén xuflt bdi:

O

e —

PHARMACEUTICALS PVT. LTD.
Kh. No. 400, 407, 408, Karondi
Roorkee Uttarakhand, An B¢

& Thufc ban theo dan

SILUM
Vién nén Flunarizine 5mg

Hép 10x10 vién nén

. No. 400, 407, 409, ; - PLI_SE=__ nsw mig date:
J HD/ Exp date:
1 | I N [

' Chi dinh, Cach dung, Chéng chi dinh,

| Liéu ding va cdc thong tin khdc:

| Xin xem t& huong din sir dung kém theo.
Bdo qudn noi kho mét, nhigt 4 duwéi 30°C.
Trdnh anh sdng.
D thufic tranh xa tim vdi cla tré.
Boc kj hubng din sif dyng trudc khi ding.

|
Mfg. Lic. No.: 80/UA/2007
SDK/ Visa No.: VN-XXKXX-XX

O

S8 16/ Batch No.:
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HUONG DAN SU DUNG g (7(’)’

Thude ban theo don ’64; Gé

Doc ky huong dan sie dung trude khi dimg.
Théng bdo cho bdc sy cdc tdc dung khdng mong mudn gap phai khi sir dung thudc.
Dé xa tam tay tré em.
Néu cdn thém théng tin xin hoi y kién bdc sy

SILUM

(Vién nén Flunarizin 5 mg)

THANH PHAN: MGi vién nén khong bao chira:

Hoat chat: Flunarizin 5 mg (dudi dang flunarizin dihydroclorid)

Ta dugc: lactose, cellulose vi tinh thé, tinh bt ngd, polyvinyl pyrolidon K30, ponceau 4R, natri
starch glycolat, talc tinh khiét, magnesi stearat.

DANG BAO CHE: vién nén khong bao.

DUQC LUC HQC

Nhom dugc 1y: Thude chen kénh calci

Ma ATC: NO7CAO03

Flunarizin thudc nhom thude chen kénh calci va tac dung diéu tri duge st dung la tac dung giin
mach. Flunarizin la thudc e ché dong calci vao chon loc véi dic tinh gin calmodulin va ¢ ché
histamin H1. Hiéu qua cua flunarizin trong dy phong dau nira dau cha yéu lién quan dén giam tan
suat con dau, mic do dau dugc cai thién it hon, trong khi rét it hodc khdng ¢6 anh huong dén do dai
cua con dau.

1-[Bis(4-fluorophenyl) methyl]-4-[(2E)-3-phenylprop-2-enyl] piperazine dihydrochloride, mdt mudi
dihydroclorid cua flunarizin duge goi la flunarizin dihydroclorid ¢6 dang bt mau tring hodc gin nhu
tring va rit dé hut am. N6 tan khong déng ké trong nudc, it tan trong methanol, it tan trong alcol va
trong methylen clorid. Flunarizin dihydroclorid c6 cong thic thuc nghiém la CygHosCoFaN,, khdi
lugng phén tir 1a 477.4, diém nong chiy khoang 208°C, kém theo su phan huy. Ciu trac hoa hoc la:

e HC O
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Co ché tic dung ' W
Flunarizin rc ché sy vin chuyén calci qua cic kénh calci phu thude dién ap & mdng|te-bao va co tron
mach mau, lam gidn mach ngoai vi.

DUQC PONG HQC

Céc thong s6 duge dong hoe dudng ubng cta Flunarizin duge tom tét trong bang bén duoi:
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Bing cic thong sé duge djng hoe cia Flunarizin trén bénh nhén tinh nguyén khoe manh

S6 lwong | Liéu | Cmax | Tmax AUC th/2p Cl; ik
liéu ding ding | (ng/ml) | (gid) ( ng/mL) ( giv) ( mL/phut) ( ngay trung
(mg) binh)
[khoang]
hghisn 5 30.5 133° 2.4
= 10 81.5 615 2.8 4
don 20 7o |4 1091¢ 3.6 S [2-8
3 R ' 2-6 : o]
licu 30 | 816 1169° 5.5
Nghién | 14 5 18.1°
ciu da | 14 10 38.8° 1264
s " 4 301.2 19
licu 14 15 68.4 1678
[4-19]
57 10 114.5
* dién tich dudi dudng cong tir 0-8 gidr. ® ndng dd trong huyét thanh & 2 gior
¢ dién tich dudi dudng cong tir 0-168 gid.  dién tich dudi duomg cong tir 0-24 gidr

Flunarizin duoc hép thu tt, ndng dé dinh dat duoc tir 2-4 gidr sau khi ubng & nguoi tinh nguyén khoe
manh. Nong dé dinh trong huyét tuong ting dan khi diéu tri kéo dai liéu 10 mg mdi ngdy, dat ndng
do can bing tinh sau 5-6 tuan diéu tri. Nong do can bing tinh duy tri hing dinh trong qua trinh diéu
tri kéo dai mac du c6 su bién thién, chu yéu gitra cac truong hop dac biét. Khoang néng dd trong
huyét twong 1a 39-115 ng/ml.

Trong 50 bénh nhan ngudi gia (tudi trung binh 61) khap khiéng cach hdi ( dau co rat khi tap luyén va
giam khi nghi ngoi), diéu tri kéo dai (trung binh 6 thang) v&i Flunarizin, liéu 10 mg mdi ngay, nong
do céan b%mg tinh hfmg dinh, mic du ¢6 cin nhic dén su khac nhau gilra cac ca nhan dac biét. Trong
khi nong do Flunarizin huyét twong trong khoang 50-100 ng/ml & 46% bénh nhan, mot sb ¢4 nhéin ¢6
khoang nong do < 20 ng/ml dén 580 ng/ml. Flunarizin khong tang hiéu qua khi lap lai liéu dung.

Do thé tich phan b biéu kién 16n (trung binh 43,2 L/kg, khoang 26,7 — 79,9 L/kg) sau khi udng liéu
30 mg mdi ngay cho nguoi tinh nguyén khoe manh, flunarizin duge phan b rong rai dén cac mo.
Nong do thude trong cic mo, ddc biét cic md md va co xuong, cao hon vai ldn so véi nong do trong
huyét tuong.

Flunarizin gin két 99,1%, khoang 90% véi protein huyét twong va 9% véi hdng cdu, it hon 1% dudi
dang tu do trong huyét twong. Flunarizin duge chuyén héa chi yéu théng qua oxi hoa vi tri N va
hydroxy héa vong thom. Trong vong 48 gio sau khi udng liéu don 30 mg, flunarizin va/ hodc cic
chét chuyén héa cua no duge tim thiy it qua nude tiéu (< 0,2%) va phan ( < 6%). Diéu nay cho thdy
flunarizin va céc chit chuyén héa ciia no duge bai tiét rit chdm va trong mot thoi gian dai. Flunarizin
0 thot gian ban thai chdm, khoang 19 ngay.

CHI DINH ‘\mpg /
B

Diéu tri du phong con dau nira dau trong truong hgp céac bién phap diéu tri khac ki ¢é hi¢u qua
hodc kém dung nap.
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LIEU DUNG- CACH DUNG

Nguoi lon < 65 tudi va nguwoi cao tudi (> 65 tudi):

- 5 mg/ ngay, udng vao budi tdi, duy tri trong 4 dén 8 tudn.

- Trong thoi gian diéu tri, néu xudt hién céc triéu chimg trdm cam, ngoai thap hay bién ¢d bit loi
nghiém trong khac, cdn ngimg dung thude (xem muc Canh béo va thin trong khi st dung}.

- Néu sau 8 tuan diéu tri khong c6 su cai thién, bénh nhan duge xem nhu khong dap ung véi diéu tri
va nén ngimg ding thude.

- Thoi gian diéu tri khong qua 6 thang.

- Khuyén cdo chi danh cho bénh nhan < 65 tudi: Néu biéu hién 1am sang ctia bénh nhan cho thiy déap
{mg diéu trj khong ddy du, c6 thé ting lidu 1én dén 10 mg/ngdy nhung can can nhéc trong kha ning
dung nap thude ctia bénh nhan.

Tré em

- Tré em > 12 tudi, dic biét trong trudng hop dau nira dau chua dugc chén doan xéac dinh: 5 mg/
ngay udng vao budi toi. Thoi gian diéu tri khong qua 6 thang.

- Tré em < 12 tudi: chua c6 bing ching ddy du vé hiéu qua va do an toan cua flunarizin trén doi
tuong nay. Khong khuyén cdo str dung flunarizin cho tré em dudi 12 tudi.

CHONG CHI PINH

- Min cam v&i flunarizin hay bat cir thanh phén ta duoc nio cua thude.
- C6 tri¢u ching cua bénh Parkinson tir trude khi diéu tri.

- Tién st ¢6 céc triéu chimg ngoai thap.

- Bénh tram cam hodic tién sir ¢6 hoi chung tram cam tai phat.

CANH BAO VA THAN TRONG

-Khong str dung thude qua lidu khuyén cdo. Cén theo doi nguoi bénh thuong xuyén, dinh ky, déc bict
trong thoi gian diéu tri duy tri dé phat hién sm cac biéu hién ngoai thap, trdim cam va ngimg dicu tri
kip thoi.

- Mot sb trudmg hop mét moi véi mire do nang tang dan da duoc ghi nhan khi s dung flunarizin.
Néu tinh trang nay xay ra, cdn ngung diéu tri v6i flunarizin.

Canh bio

Céc nghién ctru 1am sang cho thy liéu phap flunarizin, tham chi & liéu khuyén cdo, c6 thé tao su roi
loan van dong & nhitng bénh nhan khong ¢ tién sir khiém khuyét than kinh. Céc trigu ching trén lam
sang tuong tu véi bénh Parkinson, tuy nhién bénh nhén lai khong dap tng vé6i cac thude dicu tri
Parkinson. Kinh nghiém hién nay cho thdy phén 16n céc truong hop cé hdi chiing ngoai thap déu dén
dén tai phat bénh sau khi ngimg li¢u phép flunarizin.

Céc nghién ctru 1am sang ciing chi ra ring flunarizin, thdm chi & lidu khuyén cdo, cé thé gay ra trim
cam, dic biét voi bénh nhn tré tudi.

Than trong
Do tac dung lam diu va’hodc budn ngu xay ra & mot s6 bénh nhan trong khi diéu t%W'izin.
bénh nhan can than trong vai cée hoat dong can sy tinh tdo hodic cén phan Ung nhanh, ¢hilh xac (nhu
van hanh may moc hodc lai xe).

Do thanh phén thude ¢6 chira lactose, khong dung thude cho bénh nhén rdi loan di truyén khong
dung nap galactose, thiéu hut Lapp lactase hodc kém hap thu galactose-glucose.
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Anh huwong ndi tiét

Hién twong chay nhiéu sita da duoc bdo cao & mdt s6 bénh nhén nit, nhitng ngudi dang st dung thude
tranh thai duong udng, trong vong 2 thang dau diéu tri flunarizin. Hau hét cac truomg hop s& hét hicn
twong nay khi ngimg thude. Liéu phap flunarizin gdy ra su ting nhe néng dé prolactin huyét thanh,
trong khi ndng d6 GH, LH, FSH va TSH khong c6 su thay déi dang ké. 2 trudng hop rdi loan kinh
nguyét cling da duoc bao cao.

Sir dung thude cho bénh nhéin suy gan

Flunarizin duge chuyén héa & gan, do vdy nén than trong khi sir dung flunarizin cho bénh nhan suy
chirc néng gan.

Thén trong diic bi¢t

Flunarizin nén dugc st dung thén trong cho bénh nhan trim cam hodc nhimg bénh nhéan dang st
dung céc thude khac, nhu cac phenothiazin, dong thoi ¢6 thé gay ra cac tac dung phu ngoai thap. Mét
moi ¢6 thé ting dan trong qué trinh diéu tri. Trong trudng hop nay, liéu phép c6 thé ngimg.

Néu trong qua trinh diéu tri duy tri, hiéu qua diéu tri giam, cting nén ngimg thude.

Str dung cho phu niv ¢6 thai

Hién nay, khong c6 céc dir lidu vé viée sir dung flunarizin trong thoi ky mang thai. Do vay thude
khong duge chi dinh cho phu nit ¢6 thai trir khi loi ich 16n hon nguy co rti ro.

Nguwoi nudi con b

Céc nghién ctru trén ché thi nghiém nuéi con b cho thiy flunarizin dwoc bai tiét qua sita me. Nong
do flunarizin trong sira cao hon nhiéu so voi ndng do thude trong huyét twong. Do vay khong nén cho
con bui khi uéng flunarizin.

Anh hwong dén khi niing I4i xe va vin hanh may méc:

Do cic tic dung lam diu va/hodc budn ngl xay ra & mot sd bénh nhan trong khi diéu tri vdi
flunarizin, bénh nhéan cin than trong véi cac hoat dong can sy tinh tdo hodc can phan (mg nhanh,
chinh xéc ( nhu vin hanh may méc hodc l4i xe). Tot nhét ban phai chic chin vé phan (mg cta ban
than véi thude nay trude khi ban 1am nhiing viée twong tu do ¢6 thé gy nguy hiém néu ban khong du
tinh tao.

TUONG TAC THUOC

Béng chimg tir cac nghién ciru 1am sang trén bénh nhan dong kinh cho thdy do flunarizin khong anh
huong dén duge dong hoc cia phenytoin, carbamazepine va valproic acid, khong lam giam nong do
trong huyét tuong ctia mephenytoin. Hon nira, ndng do flunarizin & cén bang tinh giam khi két hop
sir dung cting véi 2 hodc nhiéu hon céc thude chong co giat. Viéc nay la do tang chuyén hoa lin dau
flunarizin do cac thudc chéng co gidt gdy kich thich enzym gan.

Trong céc nghién ciru khac, flunarizin cho thiy khong anh huéng dén hidu qua cta cic thude chong
dong mau nhu wafarin hodic hiéu qua ha dudong huyét cta glybenclamid va insulin. Tac dung lam diu
¢6 thé xay ra khi sir dung flunarizin déng thoi véi alcohol, thude ngt hodic thude an than.

TAC DUNG KHONG MONG MUON
Tinh an toan cua flunarizin (5 dén 10 mg/ngay) dugc danh gia trén 247 nguoi tham gia thir nghiém
lam sang flunarizin véi gia duge trong diéu tri chong mat vi/hodic dau nua dau, va

nira dau. Dua trén dir li¢u an toan tir nhitng thir nghiém 14m sang nay, tic dung khéng mong mudn (ti
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1é > 4%) thudng gap nhit la: ting can (11%), budn ngt (9%), tram cam (5%), ting ngon miéng (4%),

va viém mii (4%).

Bao gom céc tac dung khéng mong mudn néu trén, bang dudi day bao céo tac dung khong mong
mudn cua thube tir thir nghiém 1am sang va trong qua trinh luu hanh thudc véi cac tan sudt theo quy
ude nhu sau: Rat hay gip (>1/10); thuong gap (>1/100 dén <1/10); it gip (=1/1000 dén <1/100);
hiém gip (>1/10.000 dén <1/1.000); rit hiém giip (<1/10.000); chua duge biét (khong thé ude tinh tix

dir lidu ¢6 sin)

H¢ co quan

Rét hay gip
(=1/100)

Thuong gap
(=1/100 dén <1/10)

it giip (21/1000 dén
<1/100)

Chuwa dwge bict |

Céc roi loan hé
mién dich

Qua man

Nhiém khudn va
nhiém ky sinh

Viém miii

trung

Réi loan chuyén Tang ngon miéng

hoa

Réi loan tam Tram cam; mat nga | Triéu chimg tram
than cam; r6i loan gidc

ngu; tho o; lo so.

R6i loan hé than
kinh

Budn ngu

Roi loan diéu phoi;
mat dinh huéng; ué
oai; di cam; bon
chdn; cham chap;
tai; veo cd

Pimg ngdi khong
yén; vin dong
chdm; co cimg
timg con; rdi
loan van dong;
roi loan ngoai
thap; hoi chimg
Parkinson; roi
loan dang di; run
riy

mach mau

Réi loan trén Tim dap nhanh
tim o
Réi loan trén Ha huyét ap

Roi loan tiéu
hoa

Tao bon; dau viing
thuong vi; buon
non

Tac rudt; kho
miéng; roi loan tiéu
hoa; kho tiéu; non

Ro6i loan gan
mat

Tang

Réi loan da va
t0 chirc dudi da

Tang tiét mo hoi;
may day; phat ban

lransaminase gan ‘

an do_shu
|
ach? ngira

R61 loan hé co
Xuong va mo
lién két

Pau co

Co thit co; co gidat
co

ng co
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Réi loan hé Kinh nguyét khong | Rong kinh; réi loan | Tiét nhiéu sira
thong sinh san déu; dau v kinh nguyét; it kinh
vavua nguyét; vu to; giam
ham muén tinh duc
R&i loan chung M¢ét moi Phi toan thé; phu
va theo diéu ngoai vi; suy nhuoc
kién sir dung
thudc
Diéu tra theo hé | Tang can
thong

QUA LIEU VA XU TRIi
Dua trén céac dﬁc tinh dugce Iy cua thude, tic dung an thin va thém #n ¢6 thé xay ra. Mot so mrémg:,
hop qué li¢u cap (liéu 1 l4n 1én dén 600 mg) da duge béo céo va céc tridu chimg bidu hién b 10 gom
cdc anh huong dén hé than kinh trung uong (nhu 16 do, nham 14n va bdi rdi) vasche
mach (nhu nhip tim nhanh). Diéu tri qua liéu cdp bao gdm st dung than hoat, ga
day, va ap dung céc bién phap hd trg khac. Khong 6 giai doe dic hiéu duoc biét.

HAN DUNG: 36 théang ké tir ngay san xuét.

BAO QUAN: Bao quan thude & noi khdé mat, nhiét do dudi 30°C. Tranh anh sang.
Dé xa tam tay tré em.

PONG GOI: Hop 10 vi x 10 vién.
NHA SAN XUAT:

PULSE PHARMACEUTICALS PVT. LTD.
Kh. No. 400, 407, 409, Karondi Roorkee Uttarakhand, An D&.

Ho t% =L
Chirc’danh: Giam déc
CONG TY TNHH Y TE CANH CUA VIET

TUQ.CUC TRUONG
P.TRUOUNG PHONG

Pham hi Vin Hank
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