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Rx
VINPOCETIN DANAPHA

Thuée nay chi diing theo don thude - Doc k§ hwong din sit dung trwde khi dung
Pé xa tim tay tré em

TEN THUOC: VINPOCETIN DANAPHA
THANH PHAN - HAM LUQNG: Cho 1 vién nén
Thanh phan hoat chat
VEDOEBIIN o siminimns s Mo S s R B R s T TS TR SR R s s s 10 mg
Thanh phén ta dwoc: StarLac® (Lactose monohydrat va tinh bt ngd), tale, silica colloidal
anhydrous, magnesi stearat.
DANG BAO CHE: Vién nén tron mau tréng, mot mit nhin, mot mét ¢6 vach ngang. Canh
va thanh vién lanh lan.
CHI PINH
. - Diéu trj cdc dang khac nhau cua roi loan tudn hoan mau nio: Tinh trang sau dot quy, sa sit
tri tué ¢é cin nguyén tr mach mau, xo vira dong mach nao, bénh nao sau chan thuong va
tang huyét 4p, thodi hoa hé séng nén. Thude lam giam céc triéu ching tAm than kinh do réi
loan mach méu nao.
- Diéu tri roi loan mao mach man tinh ctia véng mac va mach mac.

- Diéu tri bénh giam thinh luc kiéu tiép nhan, bénh Méniére va  tai.

LIEU DUNG - CACH DUNG

Li¢u dung

Liéu khuyén cdo: 5 - 10 mg x 3 lan/ngay (15 - 30 mg mdi ngay).

Suy gan hogc suy thin: Khong cén diéu chinh lidu cho ngudi mic bénh than hogc gan.

Tré em: Chong chi dinh ding thude nay cho tré em.

Cach dung

. Dung dudng udng va nén udng sau bira an.

CHONG CHI PINH

Qua man véi vinpocetin hodc bt ky thanh phén nao cta thude.

Khong ding thube cho phy nit ¢6 thai va cho con bu.

Chéng chi dinh cho tré em.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Khoing QT kéo dai

Khuyén céo kiém tra dién tdm d6 (ECG) trong trwdng hop bénh nhin c6 khoang QT kéo dai
hodic dang diéu tri véi cac thude gdy kéo dai khoang QT.

Thong tin cinh bdo vé ta dugce

Thubec ¢6 chira lactose monohydrat. Bénh nhan bi rbi loan di truyén hiém gip nhu khong
dung nap galactose. thiéu hut lactase hoan toan hoic kém hap thu glucose-galactose khong
nén dung thubc nay.
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SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Chéng chi dinh vinpocetin cho phu nit ¢6 thai va cho con bu.

Phu nir c6 thai

Vinpocetin di qua hang rao nhau thai nhung ndng do thude trong nhau thai va bao thai thap

' hon trong méu me. Khong ghi nhén anh huong gy qudi thai hay dgc tinh trén phoi thai.

Trong cac nghién ciru trén dOng vét, chay mau nhau thai va say thai xay ra & mét 56 truong
hop diing vinpocetin liéu cao, ¢6 thé la do ting luu lwgng méu qua nhau thai.

Phu nit cho con bu

Vinpocetin bai tiét vao sita me. Trong céc nghién ctu véi vinpocetin duogc danh dau, lugng
ddng vi phong xa trong sita me cao gip khoang 10 lan so véi trong m4u cua ngudi me. Lugng
vinpocetin bai tiét vao sita me trong vong 1 gio 1a 0,25 % lidu dung. Do vinpocetin dugc bai
tiét vao sita me va chua ¢ du dir liéu dang tin cy vé tic dung cta hoat chét nay d6i véi tré so
sinh, nén chéng chi dinh sir dung thude nay cho phu nir cho con bi.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua 6 bing chimg vé dnh huéng clia vinpocetin 1én kha nang 14i xe va van hanh may moc.
TUONG TAC, TUONG KY CUA THUOC

| Trong cdc nghién ctru lam sang, khong quan sat thidy c6 tuwong tic thudc khi dung

vinpocetin cung voi thudc chen beta (cloranolol va pindolol), clopamid, glibenclamid,
digoxin, acenocoumarol hodc hydroclorothiazid.

Trong mét sb truong hop hiém giip, ¢6 xay ra tac dung cong huong ¢ mic nhe da duge bao
céo khi két hop vinpocetin v6i alphamethyl-dopa, vi véy can kiém tra huyét 4p thuong
xuyén khi két hop hai thude nay.

Mic db dir liéu tr cac nghién ctru lam sang khong cho thdy c6 twong tic nhung néi chung
can than trong khi két hop vinpocetin voi cdc thude tac dong trén than kinh trung uong,
ciing nhu trong trudng hop diu tri loan nhip tim va chdng déng mau.

Twong ky cua thude

Do khong c¢6 cic nghién ctru vé tinh tuong ky cua thube, khong tron 1in thude ndy véi cac
thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Quy udc sau day da duogc sir dung dé phan loai tan sudt: Rét thuong gap (ADR > 1/10),
thuong gap (1/100 < ADR < 1/10), it gép 1/1000 < ADR < 1/100), hiém gap (1/10000 < ADR
<1/1000), réit hiém gap (ADR < 1/10.000) va chua rd (khong thé uéc tinh tir dif ligu c6 sin).

H¢ co quan T#c dung khéng mong mudn Tén suéit
R&i loan trén mau va hé | Giam bach cdu, gidm tiéu cau Hiém gip
bach huyeét Thiéu mau, két dinh hong cau Rat hiém gap
Réi loan hé mién dich Phan (tng qua méin Rét hiém gip
| Réi |ious dinh ‘dudng va Tang cholesterol mau it giip
Giam su thém an, chan an, dai thao

chuyén hoa Hiém gip

I duong

V& 2 aa\e\
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Réi loan tAm than

Mt ngu, rdi loan gidc nga, bon chon

Hiém gip

Hung cam, trdm cam

Rét hiém gap

Ro1 loan trén mat

Pau dau It gap

Réi loan hé thin kinh Chéng mat: roi loan‘ vi gié::, s@g SU het | vran iy
nhe bén thdn, mo mang, mat tri nhd
Run, co giét Rat hiém gap
Phu gai thi Hiém gip

Xung huyét két mac

Rét hiém gap

Tham do chirc ndng

gidm hodic ting bach ciu 4i toan, bit
thudng men gan

. Choéng mat it e
R&i loan trén tai va mé dao . cou
Téng thinh luc, giam thinh lye, U tai Hiém géap
Thiéu méau cuc bd/nhdi méu co tim, dau
. thit nguc, nhip tim chidm, nhip tim | Hié
Réi loan trén tim EUR Gy NG Gy DD Hic 24p
nhanh, ngoai tdm thu, danh trong nguc
Loan nhip tim, rung nhi RAt hiém gap
Ha huyét ép It gap
R5i loan hé mach Tang huyét ap, dé mat, viém tdc tinh Hibm 03
an h¢ ma a
mach gdap
Bién dong huyét ap Rat hiém gap
Kho chiu & bung, khd miéng, budn non it gap
Réi loan hé tiéu hoa f?au thuong vi, tao bon, tiéu chay, kho Hiém gap
tiéu, ndén mua
Kho nubt, viém miéng Rét hiém gap
Ban do, ting tiét md hoi, ngtra, mé day, |
4s . - . Hiém gap
Roi loan da va md dudi da | phat ban
Viém da Rat hiém gip
Réi loan toan than va tai | Suy nhuge, kho chiu, cam gidc nong Hiém gip
chd Khé chiu & nguc, ha than nhiét Rét hiém gap
Ha huyét ap it gap
Tang huyét 4p, ting triglycerid mau,
uang ST chénh xudng trén dién tam do, | .
quang g . Hibm gip

Tang hodc giam so lugng bach céu, giam
s6 lugng h("mg cau, giam thoi gian dong
mau, ting can

Rét hiém gap

Théng bdo ngay cho Bdc st hodc Duwgc st nhitng phin itng c6 hai gip phai khi sic dung thuée.
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QUA LIEU VA CACH XU TRI

Khong ¢ dir liéu vé str dung thude qua liéu. Khéng dung qua liéu chi dinh cia thude.

Theo y vin, ding vinpocetin liéu hang ngay 60 mg c¢é thé duge cho 1a an toan. Ngay ca khi
udng mot 14n 360 mg vinpocetin ciing khong gdy ra tac dung khong mong mudn nao dang chu
y vé mit 14m sang trén hé tim mach hay bat ky co quan nao khic.

DUQC LUC HOC

Nhém dwge Iy: Nhom tri liéu an thén, kich thich than kinh va dinh dudng than kinh;

Ma ATC: NO6BX18;

Co ché tac dung

Vinpocetin 1& mdt chit cé co ché tic déng phirc hop. Thude cé tac dong thuén lgi trén
chuyén héa & ndo va luu lugng mau néo, ciing nhu cac dac tinh luu bién ciia mau.
Vinpocetin cé tdc dung bao vé than kinh: Thudc giam nhe céc tac dong c6 hai cua cac phan
img gy doc té bao do cic acid amin kich thich gy ra. Thudc trc ché kénh Na*va Ca?* phu
thudc hiéu dién thé, ciing nhur cac thu thé NMDA va AMPA. Thudc lam ting tac dung bao
vé than kinh cta adenosin.

Vinpocetin kich thich chuyén héa néo: Thude lam ting thu nhén va tiéu thu glucose va oxy
ciia mé ndo. Thude cai thién stre chiu dung véi tinh trang thiéu oxy ndo; ting vén chuyén
glucose - ngudn ning luong duy nhit cho ndo - qua hang rio mau nio; huéng sy chuyén
héa glucose dén chu trinh hiéu khi thuan loi hon vé mit nang luong; e ché chon loc enzym
¢GMP-phosphodiesterase (PDE) phu thudc Ca*'-calmodulin; 1am ting mic cAMP va
¢GMP trong ndo. Thubc lam ting néng do ATP va ty 1&¢ ATP/AMP trong néo; ting cudng
trao dbi noradrenalin va serotonin trong néo; kich thich hé thong noradrenergic hudng 1én;
thudc c6 tac dung chéng oxy hoa. Nhor vao tit ca nhitng tic dung nay, vinpocetin 6 tac
dung bao v€ néo.

Vinpocetin cai thién vi tuan hoan néo: Thube trc ché két tap tiéu cau; giam su tang d nhot
maéu bénh ly; ting kha ning bién dang ciia hdng cau va trc ché thu nhén adenosin ctia hong
cdu; hd tro van chuyén oxy dén mo nio bing cach giam ai lyc oxy cua hong cau.

Vinpocetin lam tdng tuan hoan ndo mét cdch cé chon loc: Thude lam ting cung lugng tim
1én ndo; lam giam sc can mach mau ndo ma khong anh hudng dén cac thong sb cua tuan
hoan toan than (huyét 4p, cung luong tim, nhip tim, tong strc can ngoai bién); thube khong
oy “hiéu tng chiém doat mau”. Ngoai ra, trong qua trinh diéu tri, thudc con cai thién cung
cdp méau cho ving thiéu mau cuc b b tén thwong (nhung chwa hoai ti¥) duge twéi mau it
(nghich dao “hiéu img chiém doat mau”).

DUQC PONG HOC

Hip thu

Vinpocetin duge hdp thu nhanh. Nong d9 dinh trong huyét tuong dat duge 1 giv sau khi
udng. Vi tri hép thu chinh 1a & phan trén ciia ong tiéu hoa. Thude khong bi chuyén héa khi
di qua thanh rudt.
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Phén b

Trong cdc nghién ciru trén chudt sir dung vinpocetin duge danh dau déng vi phéng xa qua
dudng ubng, ndng do phong xa tap trung cao nhit & gan va ong tiéu hoa. Nong do dinh &
md ¢6 thé do dugce sau 2 - 4 gior khi ding thude. Nf‘.‘mg d6 chét phong xa do dugc trong ndo
khong vuot qua ndng do do dugc trong mau.

O ngudi, ty 1é gin két voi protein huyét twong la 66 %. Sinh kha dung tuyét déi qua
duong udng cua vinpocetin 14 7 %. Thé tich phan b la 246,7 + 88,5 | cho thay sy hip
thu dang ké vao mo. D¢ thanh thai cta vinpocetin (66.7 1/gid) vuot qua tri sé huyét
tuong cia gan (50 1/gid), cho thiy su chuyén héa ngoai gan.

Chuyén hoéa

Chat chuyén héa chinh ctia vinpocetin 14 acid apovincamic (AVA), dugc hinh thanh & nguoi
véi ty 18 25 - 30 %. Sau khi udng, dién tich dudi duong cong ctia AVA 16n gép doéi so véi
sau khi tiém tinh mach, cho thy su hinh thanh AVA trong qué trinh chuyén héa lan dau cia
vinpocetin. Sau vong chuyén hoa ddu tién, cac chét chuyén hoa tiép theo duge xac dinh la
hydroxy-vinpocetin, hydroxy-AVA, dihydroxy-AVA-glycinat va cac phirc hgp ctia ching
| voi glucuronid va/hodac sulfat. O tit ca cac loai duge nghién ctru, lugng vinpocetin dugc bai
tiét vao nude tiéu dudi dang khong ddi va chi chiém mot lugng nhé so vai liéu ding.

Mot dic tinh quan trong va vugt trdi cia vinpocetin 12 khong can diéu chinh liéu dbi véi
bénh nhan méc bénh gan va thén, do tinh chét khong tich liiy.

Thai trir

O nguoi, thoi gian ban thai la 4.83 = 1,29 gio. Trong cdc nghién ctru duoc thue hién véi
ddng vi phong xa, nguoi ta thdy ring thude duge thai trir chi yéu qua nuéc tiéu va phan
theo t¥ 1& 60 - 40 %. Hau hét hoat tinh dong vi dugc tim thiy co ngudn goc tir mat & chudt
va cho, nhung chua khing dinh dugc vai trd chinh cia tudn hoan gan rudt. Acid
apovincamic dugc bai tiét qua than boi qua trinh loc don thudn & ciu than, thoi gian ban
thai phu thuge vao liéu lugng va duong dung cua vinpocetin.

Mikc tuyén tinh/khéng tuyén tinh

Sau khi ding dudng udng lap lai & liéu § mg va 10 mg vinpocetin cho thdy dong hoc tuyén tinh;
ndng dd trong huyét twong & trang théi én dinh lan luot 1a 1.2 + 0,27 ng/ml va 2,1 + 0,33 ng/ml.
Thay déi dic tinh duge dong hoc trong cic truwong hop dic biét (vi du tudi tac, bénh
kém theo)

Vi vinpocetin chii yéu dugc chi dinh dé diéu tri cho bénh nhén cao tudi, 1a nhitng nguoi co
s khdc biét vé& duoc dong hoc (giam hép thu, thay ddi vé phan bd va chuyén héa, giam bai
tiét), nén can phai thuc hién céc nghién ciru duge dong hoc ¢ nhom tudi nay, dic biét 1a khi
ding thude dai ngdy. Két qua cho thiy duge dong hoc ctia vinpocetin & bénh nhan cao tudi
khong khac biét dang ké so véi dong hoc cia vinpocetin & bénh nhén tré tudi. Ngoai ra,
khong thdy c6 tich liy thube trong truong hop suy gidm chirc nang gan va thin, vi vay
nhitng bénh nhén nay c6 thé st dung vinpocetin dai ngay.
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DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC ‘
Khéng dung thude qua han (c6 ghi rd trén nhan) hay khi c¢6 su nghi ngo vé chat luong
thude.
Néu can biét thém théng tin, xin hiy héi y kién ciia Bdc si hodc Duoc st.
QUY CACH PONG GOI
Hop 2 vi x 15 vién, hop 6 vi x 15 vién. Thude ép trong vi Alu/PVC.
PIEU KIEN BAO QUAN
Noi kho thoang, tranh anh sang, nhiét dé khong qua 30 °C.
HAN DUNG: 36 thang ké tir ngay san xuét.
TIEU CHUAN CHAT LUQNG: TCCS
Co sé sin xuit
CONG TY CO PHAN DUQC DANAPHA

Co s& 1, 253 Diing Si Thanh Khé, P. Thanh Khé Tay., Q. Thanh Khé,
. TP. Ba Néang, Viét Nam
Tel: 0236.3760130/0236.3760131

Email: info@danapha.com

Va phan phoi trén toan quoc
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