Lo ;/ZO%

RN

0 Uy ‘PuBUeIENN 3941004

:ayep dx3 /4
:31ep BN /XSN - EARS

U3u UgIA 0L X A 0L dOH ‘|puosey 60Y ‘20% ‘00v ON UMl EEHN! S.01L X0} xo8
iSO
; I 1Jeun|d ugu ugl W -9SUa2]0SP
b 0t o 810 15 08 %ﬁﬂﬁhﬂv buigl wMNmﬂ mz le.> | oL= 10SPA
206 10 09 10w e olL- JOSPOA N wol $1319V.L G3LVOINN INIZIHYNNTS
094} Way Bunp s ugp Bugny Q1 WAKLIX uy aujzireuni3 Bwo} Gupnp Buony apLIoY20.PAYIP
Bugu} 980 BA um% nar] “yuip 4o 6ugud “uip 19 upp 03y} UBQ 20Ny % auizueUN4 BAYD UBU URIA 1w :Bupn weH auoipaw uondudsalgd %
FLUNARIZINE UNCOATED TABLETS 10mg
ww gy X 9L X €€ Vasotense-10
Each uncoated tablet Store in a dry place.
contains: Keep out of reach of children
Flunarizine Di-HCI B.P. Store below 30C
Eqv to Flunarizine 10 mg. carefully before use
. Indications, contraindications
Excipients Hro and administration:
Dosage: Please refer to the
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As directed by the Physician.  pack insertinside.
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Thudc ban theo don. To hwéng dén sir dung thude. / '
Doc k§ hwéng dan sir dung trwée khi dung. o/ a
Théng bao cho bac si tac dung khong mong mudn gip phai khi sir ¢ung thuoc

Pé thudce xa tAm voi tré em. \© \ CANE CUA VIET /)

VASOTENSE 10 ) x4

(Vién nén Flunarizine 10 mg )

Thanh phin:

M3i vién nén chira: Flunarizine dihydrochloride tiéu chuin BP: 10 mg

Ta dugc: Microcrystalline Cellulose, Lactose, Maize Starch, PVP- K30, Sodium Starch Glycolate,
Purified Talc, Magnesium Stearate.

Dang bao ché: Vién nén
Cac dac tinh dworc lv.

ATC Code: NO7CAO03

- Dwgc lwe hoc: Flunarizine 1a thudc (rc ché dong canxi vao chon loc véi dic tinh gén

calmodulin va trc ché histamin H1.

- Co ché tac dung : Flunarizine (rc ché van chuyén dong canxi ngoai bao qua cac kénh calci
phu thudc dién ap & té bao mang co tim va co tron mach mau. Sy giam canxi ndi bao s& trc ché
qué trinh co bép ctia té bao co tron, giy gidn né dong mach vanh va dong mach toan than, tang
van chuyén oxy dén cac mé co tim, giam tdng stc can ngoai vi, giam huyét ap toan than va giam
héau génh.

Dic tinh dwoc dong hoc
- Thude dugc hip thu tét, dat ndng do dinh trong huyét twong trong vong 2-4 gi®va/dat trang
thai can bang tinh & 5-6 tuan.

- Hap thu: Flunarizine dugc hap thu tt (> 80%) qua dudng tiéu hoa, dat ndng do dinh trong

huyét tuong trong vong 2-4 gio sau khi udng thudc. Trong trudng hop giam acid da day (pH da

day cao hon), sinh kha dung trung binh cé thé thip hon.

- Phén bd: Flunarizine gin két voi protein huyét tuong > 99%. Thudc c6 thé tich phan bd rong

khoang 78 L / kg & ngudi khoe manh va khoang 207 L / kg & bénh nhan dong kinh cho thdy thudc

duoc phan bd rong rdi vao cac md ngoai mach. Thude nhanh chéng qua hang rao méu nio, nong

do thudc trong ndo cao hon so véi trong huyét twong khoang 10 lan.

- Chuyén hoa: Flunarizine dugc chuyén héa & gan thanh it nhat 15 chit chuyén héa. Con

dudng chuyén hoa chinh 1a CYP2D6.

- Thai trir: Flunarizine chu yéu thai trir & dang thudc gdc va cac chét chuyén héa trong phan

thong qua mat. Trong vong 24 dén 48 gid sau khi udng, khoang 3% dén 5% litu ding cua

flunarizine duoc thai trir trong phan dudi dang thudc gdc va cac chat chuyén hoa va <1% dugc bai
1
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tiét dudi dang khong ddi trong nude tiéu. Thoi gian ban thai cua thudc 1a rét khac nhau, dao dﬁn
tir 5 dén 15 gio v6i hau hét cac déi twong bénh nhan sau khi dung mot heu de TRt "Mqtf
trudng hop cho thay ndng do do dugc trong huyét tuong cua flunarizine (> O\Kg /- ml) ch}/mot
khoang thoi gian kéo dai (1én dén 30 ngay), ¢6 thé do tai phan bd cua thude tir cac 'md Khac.

- Nong d¢ trong huyét tuong cua flunarizine dat trang thai 6n dinh sau khoang 8 tun dung lidu
mot 1an mdi ngay lap lai va cao hon khoang 3 1an so véi nhitng quan sat sau khi dung liéu duy
nhat. Nong do flunarizine & can bang tinh ty 1& tuyén tinh trong khoang lidu tir 5 mg dén 30 mg.

Chi dinh:

Vién nén VASOTENSE 10 dugc chi dinh trong du phong dau nira dau, bénh tic mach mau ngoai
vi, chéng mit c6 ngudn gdc trung wong va ngoai vi va nhu 1a mot thude bd tro trong liéu phap
diéu tri bénh dong kinh.

Liéu dung va cich dung:

Ngudi 16n va nguoi cao tudi (18 tudi trd 1én):

Liéu khoi déu :

Bénh nhan nguoi 16n tir 18 dén 64 tudi: tri liéu duoc khoi dau vai lidu 10 mg mdi ngay (vao budi
t6i)

Bénh nhan nguoi gia tir 65 tudi tré 1én: 5 mg mdi ngay (vao budi i) (sir dung vién Vasotense-5
mg)

Néu, trong qué trinh diéu tri nay, trim cam, hoi ching ngoai thap hodc tac dung khong mong
mudn nghiém trong khéc xay ra, viéc diéu tri nén duoc ngimg.

Néu, sau 2 thang cuta liéu phap khoi dau nay, khong ghi nhan c¢6 su cai thién bénh dang ké nao,
bénh nhan dugc coi 1a khong cé dép g va liéu phap nén dugc ngirng.

Diéu tri duy tri: /
Néu bénh nhan dugc dap Gmg tot véi thude va viée diéu tri duy tri 1a can thiét, lidu duag nhu/lidu
dung hang ngay dugc sir dung, nhung hang tuan cir 5 ngay sir dung thude thi lai /ngay
lién tiép, vi du udng thudc tir thir hai dén thir su, thir bay va chu nhat ngimg thude.

Tham chi néu diéu tri duy tri dé du phong thanh cong va bénh nhan dung nap thude tdt, nén
ngirng thude sau 6 thang va chi tai diéu tri néu bénh tai phat.

Tré em, tré nho va tré so sinh: khong dé nghi.

Chong chi dinh:
Chéng chi dinh cho nhiing bénh nhan hién tai bi trdm cam hodc c6 tién st trdm cam tai phat.

Chéng chi dinh cho nhitng bénh nhan dang c6 cac tién triéu ching ctia hdi ching Parkinson hodc
ri loan ngoai thap khac.
Vién nén Vasotense 10 duogc chéng chi dinh cho bénh nhan da biét co tién su qua man voi

flunarizine hoc bat ky ta dugc nao chira trong cong thirc.

=
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Thén trong va cinh bao: (& “ y JHAN) T

Flunarizine c6 thé lam tang cac triéu ching ngoai thap va trdm cam va bleu hren hﬁi 'chumg
Parkinson, dac biét la ¢ nhitng bénh nhan ngudi gia. Vi vay, thudc phai duge. dung than. troﬁg
voi nhitng bénh nhan nay. ——

Liéu dung khuyén cao khong dugc vugt qua. Bénh nhan phai dugc kiém tra dinh ky, dac biét la
trong diéu tri duy tri, dé cac triéu chtig ngoai thap hodc trim cam c6 thé dugc phat hién som va
néu c6 xay ra thi ngimg diéu tri.

Bénh nhan nir ¢é tién sir trAm cam c6 nguy co cao bi bénh trim cam khi diéu tri kéo dai voi
thudc nay.

Tich Ifiy thudc c6 thé xay ra néu sur dung cao hon liéu khuyén céo, véi su gia tang cac tac dung
phu.

Hiém cac truong hop, xdy ra mét moéi ting dan trong khi diéu tri véi flunarizine. Trong trudong
hop nay, viéc diéu tri nén ngirng va ¢6 thé bit dau lai véi lidu thap hon.

Twong tic thude, twong tic voi cac thude khac:

Khi sir dung két hop véi cac thude chong tang huyét ap, liéu ding c6 thé can phai diéu chinh .
Tang tiét sita dd duoc bao cdo & mot sb bénh nhén nix dang sir dung vién ubng tranh thai trong
vong hai thang dau diéu tri vdi flunarizine .

Su lam diu qua murc ¢ thé xay ra khi str dung déng thoi flunarizine véi ruou, thude ngu hoac an
than.

Dugc dong hoc cua flunarizine khong bi anh hudng bdi topiramate . Sau khi dung lidu lap lai
cho nhirng bénh nhan dau nira ddu, tich lily toan than flunarizine ting 14%, khi flunarizine dugc
dung chung véi topiramate liéu 50 mg mdi 12 gio, liéu ding lap lai ddn dén tang tich liy
flunarizine toan than 16%. Duoc dong hoc & can bang tinh cua topiramate khong bi anh huong
boi flunarizine. Piéu tri kéo dai flunarizine khong anh huéng dén viéc sir dung phenytoin,
carbamazepine, valproate hodc phenobarbital . O nhitng bénh nhan bi dong kinh dang $tr dung
cac thudc chéng dong kinh (anti-epileptic drug, AEDs ), nong do trong huPd\tupng cia

flunarizine néi chung thap hon so v6i ngudi khoe manh ding liéu tuong tw. Su gén
huyét tuong ctia carbamazepine, valproate va phenytoin khong bi anh hudng khi sir dung dong

thoi vai flunarizine.

Phu nir co thai va cho con bu:

Phu nir ¢6 thai:

Khong c¢6 dir liéu tir viéc sir dung flunarizine ¢ phu nit mang thai. Cac nghién ciru trén dong vat
khong cho thy tac hai truc tiép hodc gian tiép cua thude lién quan dén mang thai, su phat trién
cua phéi thai/ bao thai, qué trinh sinh dé hodc phat trién cua tré sau khi sinh. Nhu mét bién phap

phong ngtra, nén tranh sir dung flunarizine trong khi mang thai.
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Phu nir cho con bu

Khong rd liéu flunarizine c6 dugc bai tiét trong sita me hay khong Cac nghlbn cuwtrén; dgng Vat/)

cho thiy c6 su bai tiét cua flunarizine trong sita me. Quyét dinh vé viée c6 neﬁ\gung cho con‘j)d
hodc tiép tuc/ ngimg diéu tri v6i flunarizine nén duoc thuc hién dua trén loi ich cliaviée nudi con

bt véi dira tré va loi ich cua viée diéu trj cho nguoi phu nir.

Tac dung phu:

Su an toan cua flunarizine (liéu dung 5- 10mg/ngay ) duoc dénh gia vé6i 247 dbi tuong duge diéu
tri bang flunarizine, trong hai thir nghiém 1am sang c6 ddi chimg gia duoc trong diéu tri chong
mit va dau nira dau va véi 476 dbi twong dugc didu tri bang flunarizine, trong hai thr nghiém
lam sang cé kiém soét so sanh trong diéu tri chéng mit va / hodc dau nira dau. Dua trén dir liéu
an toan gop lai tir nhitng thir nghiém 1am sang nay, cac tac dung phu (ty 1é€ > 4%) thuong duoc
béo céo nhét 1a: ting can (11%), budn ngi (9%), trdm cam (5%), ting su thém n (4%) va viém
mii (4%) .

Bao gdm céc phan tng bét lgi noi trén, bang sau day hién thi phan rng ¢6 hai da dugc bao céo
voi viée sir dung Vasotense tir ca hai thir nghiém lam sang va kinh nghiém sau tiép thi. Phan loai
tan sb hién thi sir dung cac quy udc sau day :

Rat phd bién (> 1/ 10); phd bién (> 1/100 dén 1/ 10); khong phd bién (> 1/1000 dén <1/ 100);
hiém (> 1/10.000 dén <1/ 1000 ); rét hiém ( <1/ 10.000 ), khong dugc biét dén (khong udc tinh
duogc tir dir liéu san co)

Hé théng co quan Phan (mg bét loi

Loai tan so

Rét phd bién Phé bién Khéng phd bién Khong biét
(>1/10) (>1/100 dén 1/10) | (=1/1000 dén <1/100)
Nhiém tring va Viém mili
nhiém ky sinh

Réi loan chuyén Tang thém an.

hoa va dinh dudng

%/

Réi loan tAm than

Tram cam, mat ngu

Triéu ching tram

cam, roi loan giac

ngu, tho o, lo lang.

Sy

Réi loan hé théng
than kinh

Ching ngu ga

Phéi hop bét thuong,
mét phuong hudng,
ching ngt lim, di
cam, bon chdn, chdm
chap, u tai, tat veo cb.

Chung ngdi ndm
khong yén, van
dong cham, cung
banh rang trong
hoi chimg
Parkinson, rdi loan
van dong, run, rdi
loan ngoai thép,
hoi chimg
Parkinson, an than.
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Réi loan tim

Danh trong nguc

R6i loan mach mau

Ha huyét ap

RGi loan tiéu hoa

Téo bon, kho chiu

da day, buon non.

Tac ngén dudng rudt,
khé miéng, roi loan

tiéu hoa.

Ro6i loan gan mat

Tang transaminase

va mo lién két

gan.
Da va rdi loan mé Tang tiét md hoi Ban do
dudi da

Réi loan co xuong Pau co Co thit co, co gidt co | Xo cing co.

R&i loan hé théng

Kinh nguyét khoéng

Rong kinh, rdi loan

Tang tiét sira.

sinh san va vu déu, dau vii kinh nguyét, ching
kinh nguyét it, chimg
phi dai va, gidam ham
mubn tinh duc.
R&i loan chung Mét moi Phu ..;ban phu
af VI, suy nT’f\wc ™

Diéu tra

Tang cén

Do budn ngii ¢6 thé xay ra, dac biét 1a vao lic khoi da

dong nhu l4i xe hay van hanh may méc nguy hiém.

Oué liéu va cach xfr tri:

an trong trong céc hoat
TUQ. CUC mu)\L,

PTRUONG PHONG

}///// /! ‘/////‘/ /”/{,/(/

trieu chirng quan sat théy la lam diu, kich dong va nhip tim nhanh.

Diéu tri: Diéu tri qua liéu cip bao gdm dung than hoat tinh, can nhic cac bién phap

trg va didu tri triéu chimg. Khong c6 thude giai doc dac higu duoc biét dén.

Han dung: 36 thang ké tir ngay san Xuét

Diéu kién bio quin: Bao quan nhiét do dudi 30°C.

Dong goi:

San xuit boi:

: Vi Alu- PVC chiral0 vién nén. Hop 10 vi x 10 vién.

PULSE PHARMACEUTICALS PVT. LTD.
Dia chi: Khasra No. 400, 407, 409 Karondi, Roorkee, Uttarakhand, India.
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