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VINPHATON

VINPOCETIN 5MG

Sin xust tai: CONG TY ¢8 PHAN DUGC PHAM VINH PHOC

S6 777 Budng M Linh, P. Khai Quang, TP. Vinh Yén, T. Vinh Phac

DT: 02113 861233 Fax: 02113 862774
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PRESCRIPTION DRUG

“VINPHATON

VINPOCETIN 5MG

VINH PHUC PHARMACEUTICAL JOINT - STOCK COMPANY

777 Me Linh street, Khai Quang ward, Vinh Yen city, Vinh Phuc province

Tel: 02113. 861.233 - Fax: 02113. 862.774

Factory: Mau Thong village, Khai Quang ward, Vinh Yen city, Vinh Phuc province
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Nhan trén hdp Vinphaton 8 vi, kich thudc(12 x 6 x 5) cm

Cang thitc: Cho 1 vién chifa.
Vi i 5 mg
Ta duge vifa dl...........cvoeereeerreenennnn. 1 vién

Chi djnh, chéng chi dinh, than trong, téc dyng khong
mong mubn, lifu ding, cdch ding, cdc théng tin khéc: VINPHACO
Xem to hung dan sif dung.
San xudt tai
Bdo quén: Noi ko réo, nhiét db dudi 30°C, tranh 4nh sang. CONG TY Yo phin 0UGC PHAM VINH PHOC

S8 777 Budng M& Linh, P. Khai Quang, TP. Vinh Yén,
Tiéu chudn: TCCS. Tvenphi e s Guang, TF- Vioh Yen

w DT: 02113 861233 Fax 02113 862774
06 xa tém tay tré em Nha méy sin xut: Thon Mau Thong, P. Khai Quang,
Boc kj hudng dén sir dyng trudc khi ding” TP. Vinh Yén, T. Vinh Phic
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SCRIPTION DRUG Box 8 blisters x 25 tablets

INPHATON

VINPOCETIN 5MG

TABLETS

OWS NILIDOdNIA

NOLVHdNI/

Composition: Each tablet cont

Vinpocetin.... “l
Excipient g.s. tablet ‘ ' ’ ] l“ ’
Indication, contraindication, dosage and administration,

precautions, undesirable effects, other information: 3 5110 2026
Please see the package insert.

Storage: Store in dry, controlled temperature below 30°C,
protect from light.
Specification: In - house.

“Keep out of reach of children
Read insert paper carefully before using”
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Noi dung to huéng din siv dung thuéc Vinphaton cho cin bj yité
- (

Tén thuoc:

Dang bao ché: Vlen nén.

Quy cach dong goi:

Hop 8 vi x 25 vién nén.

Hop 50 vi x 25 vién nén.

Duwge lwe hoc:

Ma ATC: NO6BX18

Vinpocetin, ¢6 nguon gbc tong hop hoa hoc, 1a mot hop chat ¢6 co ché tac dong phuc hop, co tac
dung trén chuyén hoéa & ndo va luu lugng mau ndo, ciing nhu 1én nhitng dic tinh luu bién ctia mau,
cu thé nhu:

Tac dung bao vé than kinh: Thubce diéu hoa cac tac dong c6 hai ctia cac phan tmg té bao gy ra boi
cac acid amin kich thich. Uc ché cac kénh Na* va Ca?* phu thudc hiéu dién thé ciing nhu cac thu thé
NMDA va AMPA. Vinpocetin lam tang tac dong bao vé t& bao than kinh cua adenosin. Vinpocetin
kich thich chuyén héa ndo bing cach ting su hip thu glucose va oxy & md ndo, tang strc chiu dung
voi tinh trang thiéu oxygen cua té bao ndo, tang van chuyén glucose - ngudn nang luong duy nhét
cua ndo - qua hang rao mau ndo; hudng su chuyén hoa glucose dén chu trinh hiéu khi thuan loi hon
vé mit ning lugng. Vinpocetin tre ché chon loc enzym ¢GMP-phosphodiesterase (PDE) phu thudc
Ca**-calmodulin, 1a mot loai enzym lam gia ting mic cGMP & ndo. Vinpocetin lam ting nong do
ATP va ty 1&é ATP/AMP; ting luin chuyén norepinephrin va serotonin ctia ndo; kich thich hé
noradrenergic hudéng lén; thude c6 hoat tinh chéng oxy héa; két qua cua nhimg tac dong trén day
gitp vinpocetin c6 tac dong bao v¢ ndo.

Cdi thién déng ké vi tuan hoan ndo: Uc ché két tap tiéu cdu; giam sy tang do nhét mau bénh ly; ting
kha ning bién dang hdng cu va e ché thu nhan adenosin cua hdng ciu; ting van chuyén oxy vao
md ndo bang cach giam ai luc oxy véi hong cau.

Tang tudn hoan mdu ndo mét cdach cé chon loc: Thude lam tang cung lugng tim lén ndo; giam suc
khéng mach ndo ma khong anh huong dén nhing thong sé cta tudn hoan toan than (huyét ap, cung
lwong tim, nhip tim, tong strc khang ngoai bién); khong giy ra tic dung chiém doat mau. Hon thé
nita, trong thoi gian diéu tri, vinpocetin con lam ting cung cdp mau cho ving nio bi ton thuong
(nhung chua bi hoai tir) duge tudi mau it (nghich dao tac dung chiém doat méu).

Dugce dong hoc:

Hdp thu: Vinpocetin duoc hip thu nhanh, ndng d¢ dinh trong huyét tuong dat duge 1 gio sau khi
udng. Vi tri hdp thu chinh 12 & phdn trén ctia 6ng tiéu hoa. Thube khong bi chuyén héa khi di qua
thanh rudt.

Phdn bé: Trong cac nghién ctru thue hién trén chudt cong c6 st dung vinpocetin djmg vi phong xa
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thi thay nong do phong xa tép trung cao nhat ¢ gan va dng tiéu héa. Nong d6 thudc cao nhit & mo do
dugc vao gio tht 2=F sairidhi udng. Nong d¢ phong xa do duge & ndo khong cao hon & mau.
O nguoi, ti 1& gan k wf [A\66%. Sinh kha dung tuyét dbi theo dudng udng 12 7%. Thé tich phan

Chuyén héa: § it : : 4 ghinh cua vinpocetin 14 acid apovincaminic (AVA) chiém khoang 25
{ khi udng, dién tich dudi duong cong ciia AVA lén gap hai l4n so véi
khi dung duong tiém tinh mach chi ra ring AVA duogc tao thanh sau chuyén héa ddu tién cua
vinpocetin. Céac chat chuyén hoa xa hon duogc xac dinh la hydroxy-vinpocetin, hydroxy-AVA,
dihydroxy-AVA-glycinat va cac phirc hgp cua ching véi cac glucuronid va/hodc sulfat. Lugng
vinpocetin dugc bai tiét vao nude tiéu dudi dang khong ddi chi chiém vai phan tram lidu dung.

Thai trir: St dung dudng udng vai liéu lap lai 5 mg hodc 10 mg vinpocetin cho thiy dong hoc tuyén
tinh; néng do huyét tuong on dinh 1a 1,2 £ 0,27 ng/ml va 2,1 &+ 0,33 ng/ml, theo thi tu twong Ung. O
ngudi, thoi gian ban thai 1a 4,83 + 1,29 gio. Trong cac nghién ciru thuc hién voi cac hop chét ¢6 tinh
phéng xa ngudi ta nhan thay rang thude duge thai trir cht yéu qua nude tidu va phan theo ti 1& 60-
40%. O cho va chudt cong, hau hét cac phong xa dugc tim thiy c6 ngudn gde tir mét nhung chua
khing dinh duoc vai trd chinh cta tudn hoan gan rudt. Acid apovincaminic dugc bai tiét qua than
boi qué trinh loc don thudn & cau than. Thoi gian ban thai tuy thudc vao lidu dung va duong ding
thudc.

Céc két qua nghién ciru cho thiy dong hoc vinpocetin trén ngudi cao tudi khong khac biét dang ké
s0 voi ngudi tré. Do dé, khong can diéu chinh lidu khi dung thude trén dbi tugng nay.

Khong can phai diéu chinh lidu khi dung cho ngudi bénh suy gan hodc suy than vi thudc khong tich
liiy va vi thé ciing ¢6 thé dung thude lau dai.

Chi dinh:

Than kinh: Diéu tri cac dang thiéu mau cuc bd khac nhau cta rdi loan tudn hoan méau ndo véi tinh
trang sau dOt quy, sa sut tri tu¢ c6 nguyén nhan van mach, xo vita dong mach no, bénh ndo sau
chin thuong va do tang huyét ap. Thudc lam giam céc triéu chimg tim than kinh do rbi loan tuin
hoan ndo.

Nhan khoa: Diéu tri rdi loan mach mau man tinh ctia vong mac va mach mac.

Tai: Diéu tri bénh giam thinh luc kiéu tiép nhén, bénh Méniére, U tai.

Li¢u dung - cich dung:

Liéu thong thuong: Udng 5 - 10 mg/lan, 3 lan/ngay. Ubng thudc sau bira an.

Khong can diéu chinh lidu & nhirng bénh nhan mic bénh gan, than.

Chéng chi dinh:

Man cam véi vinpocetin hodc bat ctr thanh phan nao cta thudc.

Phu n{t mang thai va phu nir dang cho con bu.

Tré em dudi 18 tudi (do chua c6 dit liéu 1dm sang nao dugc chimg minh).

Céc trwong hop than trong khi dung thude:

Nén do dién tam do trong trudong hop ¢é hdi ching khoang QT kéo dai hodc khi dung ddng thoi véi
mot thude khéac 1am kéo dai khoang QT.

Thude ¢6 chira lactose, do d6 khong khuyén cdo dung thudc nay cho bénh nhan bi cac rbi loan di
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truyén hiém gdp vé khong dung nap galactose, thiéu hut Lapp lactase tram trong hozc kém hap thu

i (g pha
4\ DUQC PHAM [y

VINH PHUC /

Da phat hién truong hop vinpocetin ¢6 kha ning giy quai thai trén thai nhi.

Trong cac nghién ctru dong vat, & mot s6 truong hop khi dung liéu cao vinpocetin da dugc bao céo
lam chét thai nhi.

Chdng chi dinh dung thuc cho phu nir ¢o thai.

Phu nir cho con bu

Vinpocetin ¢6 kha ning bai tiét qua sita me. Nghién ctru cho thdy ndng do thudc trong sita me cao
hon gép 10 1an ndng do cta thude trong mau nguoi me.

Chdng chi dinh ding vinpocetin trong thoi ky cho con bu.

Ngwoivin hanh mdy méc, dang ldi tau xe, ngwoi lam viéc trén cao va cdc truwong hop khic:

Chua c¢6 dit liéu vé anh hudng cta thude trén cac dbi tuong nay.

Twong tic thude:

Trong céc nghién ctru lam sang, vinpocetin dugc udng cung véi thude chen beta nhur (cloranolol va
pindolol), v&i clopamid, glibenclamid, digoxin, acenocoumarol hodc véi hydrochlorothiazid khong
gap tuong tac thude.

Trong mot s hiém truong hop, co xay ra cong hudng ha huyét 4p nhe khi dung vinpocetin véi alpha
methyldopa, vi thé can kiém soat huyét ap thuong xuyén khi ding két hop cac loai thude nay.

Mic du cac dir lidu 1am sang cho thdy céc twong tac dudi day khong c6 y nghia trén 1dm sang nhung
cling ¢an than trong khi dung két hop vinpocetin voi cac thudc:

- Warfarin, do ¢6 thé lam giam nhe khoang 8% AUC ctia warfarin.

- Antacid 1am giam nhe hép thu vinpocetin, nhung khong c6 khuyén céo dic biét khi phdi hop cuing.
- Oxazepam, flunitrazepam: Vinpocetin duong nhu khong tuong tac véi oxazepam va cling khong
anh huong dén kha nang ngi hodc suy giam tri nhé ngén han do flunitrazepam gay ra.

- Imipramin: Vinpocetin duong nhu khong lam anh huong dén ndng do ctia imipramin. \
Téac dung khong mong mudn (ADR): .
Nhin chung, vinpocetin dang udng 14 an toan, song, trong mdt s6 nghién ctru trén hang chuc nghin
bénh nhan dd dua céac cac bao céo tac dung khong mong muén cua thudc véi cac tan sudt gip nfﬁf
sau:

Thuong gap, 1/1 000 < ADR < 1/100

Chuyén hoa va dinh dudng: Tang dudng huyét.

Heé than kinh: Pau dau.

Mach méu: Tang huyét ap.

R6i loan tiéu hoa: Budn ﬁén, khd miéng, kho chiu ving bung. f

Hiém gap, 1/10 000 < ADR < 1/ 1 000 \/

Mau va roi loan hé bach huyét: Giam ticu cau, giam bach cau.
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A 4 &%b f@l*m gidc ngu, lo au.
“NéHe mdtottoan vi
Miit: Phu dia thi\gid f
Tim: Thiéu méu
ngoai tam thu.
Mach méu: Tang huyét ap, con birng d6, viém tic tinh mach.
Réi loan tidu hoa: Pau thuong vi, tdo bon, tiéu chay, khd tiéu, non.
Da va cac rdi loan t chtrc duéi da: Do da, tang tiét md hoi, ngua, ndi mé day, phat ban.
Toan than: Suy nhugc, kho chiu.
Céc rbi loan khac: Tang triglycerid, tang/giam bach cau 4i toan, chtc ning gan bat thuong, doan ST
bit thuong.
Rdt hiém gap, ADR > 1/ 10 000
Méu va rdi loan hé bach huyét: Thiéu méu, ngung két hdng cau, ting bach cau, giam héng cau, giam
thoi gian thrombin.
Hé théng mién dich: Phan (mg quéa man.
R&i loan tim than: Tam trang phén khich, phién mudn.
H¢ than kinh: Run, chudt rut.
Mit: Sung huyét két mac.
Thinh gidc: Réi loan thinh gidc.
Tim: R&i loan nhip tim, rung tam nhi.
Mach mau: Co su bién dong vé huyét ap.
Tiéu hoa: Kho nudt, sung miéng.
Da va cac rdi loan mo dudi da: Viém da.
Toan than: Kho chiu viung ngue, ha than nhiét.
“Thong bao ngay cho bdc si hodc dwgc si nhitng tic dung
khéng mong muén gip phdi khi siv dung thuéc”
Twong ky: Chua c6 bao cdo.
Qua liéu va cich xir tri:
Di ¢o bao cao vé truong hop qua lidu. Theo y vin, dung lau dai lidu hang ngay 60 mg la an toan.
Liéu don, dung duong udng 1én dén 360 mg vinpocetin ciing khong gy tac dung bat loi dang ké nao
trén hé tim mach hay bit ky co quan nao khac.
Cic diu hi¢u cin lwu y va khuyén cio:
“Thude nay chi dung theo don cia béc si”
“Pé xa tim tay tré em”
“Poc ky hwéong din sir dung trweée khi dung”
Diéu ki¢n bio quén:
Noi kho rao, nhiét do dudi 30°C, tranh 4nh sang.

Han dung:

36 thang ké tir ngay san xudt E‘/ '
Tiéu chuén ap dung: TCCS
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Npi dung to hwéng din siv dung thuéc Vinphaton cho ngwoi bénh

Tén thuoc:

9/ CONG TV
%[ cO PHAN VINPHATON
DUoC PH’;“g\ g‘é nay chi dung theo don ciia bdc si”

VINH PHU

“Thong bdo ngay cho bdc st hodic dwgc si nhitng tic dung khong mong muéon
gdp phai khi sir dung thuoc”

Thanh phin, ham lwgng ciia thude
Cho 1 vién nén Vinphaton:
Dugc ChAt: VINPOCEHIL. .........oveeveeeee e eveeeeee e seeee e s e s ssseee s e 5 mg
Td dugc: Lactose, tinh bot mi, tinh bot sin, aerosil, talc, magnesi stearat vd ................ 1 vién
M5 ti sian phim
Dang bao ché: Vién nén.
Hinh thc: Vién nén hinh tru, mau tring dén tréng nga, mot mat ¢ vach chia doi vién, mot mat
¢o chir Vinpocetin, thanh va canh vién lanh lin.
Quy cach dong goi
Hop 8 vi x 25 vién nén.
Hop 50 vi x 25 vién nén.
Thudc ding cho bénh gi
Than kinh: Piéu tri céc dang thiéu mau cuc bd khac nhau cua rdi loan tudn hoan mau ndo voi
tinh trang sau ddt quy, sa sut tri tu¢ c6 nguyén nhan van mach, xo vira dong mach néo, bénh nio
sau chan thuong va do tang huyét ap. Thudc 1am giam cac tridu chimg tdm than kinh do ri loan
tudn hoan nio.
Nhan khoa: Diéu tri rdi loan mach mau man tinh cua vOng mac va mach mac.
Tai: Didu tri bénh giam thinh luc kiéu tiép nhan, bénh Méniére, 1 tai.
Nén dung thude nay nhw thé nao va lidu lwgng
Liéu thong thuomg: Udng 5 - 10 mg/lan, 3 1an/ngay. Udng thude sau bita an.
Khong can didu chinh lidu ¢ nhitng bénh nhén méc bénh gan, than.
Khi niao khéng nén diung thudc nay
Min cam véi vinpocetin hodc bét cir thanh phan nao cua thude.
Phu nir mang thai va phu nir dang cho con bu.
Tré em dudi 18 tudi (do chua cé dir liéu 1am sang nao duoc chimg minh).
Téc dung khong mong mudn (ADR)
Nhin chung, vinpocetin dang udng 1a an toan, song, trong mdt s nghién ciru trén hang chuc
nghin bénh nhin da dua céc céc bio cdo tac dung khong mong mudn cua thudc véi cac tin suit
gap nhu sau:
Thuong gép, 1/1 000 < ADR < 1/100 M/ |
Chuyén hoa va dinh dudng: Tang duong huyét.
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Chuyén hoa va dinh 'ﬁg; Biéng an, dai thdo duong.

RO1 loan tdm than: Mat ngu, r6i loan giac ngu, lo 4u.

Hé than kinh: Chéng mat, rdi loan vi gidc, siing so, liét nira ngudi, budn ngu, dang tri.

Mit: Phu dia thi gic.

Tim: Thiéu méau cuc bo co tim/nhdi méu co tim, rdi loan nhip tim, danh tréng nguc, anh hudng
1én ngoai tam thu.

Mach mau: Tang huyét ap, con birng d6, viém tic tinh mach.

R&i loan tiéu hoa: Pau thugng vi, tdo bon, tiéu chay, kho tiéu, non.

Da va céc rdi loan td chie dudi da: D6 da, tang tiét md hoi, ngtra, ndi mé day, phat ban.

Toan than: Suy nhuoc, khoé chiu.

Céc 16i loan khac: Tang triglycerid, ting/giam bach ciu ai toan, chirc ning gan bat thuong,
doan ST bat thuong.

Rdt hiém gdp, ADR > 1/ 10 000

Méu va rdi loan hé bach huyét: Thiéu mau, ngung két hdng cdu, ting bach ciu, giam hdng cau,
giam thoi gian thrombin.

Hé théng mién dich: Phan ung qua min.

R&i loan tdm than: Tam trang phén khich, phién mudn.

Heé than kinh: Run, chudt rut.

Mit: Sung huyét két mac.

Thinh gidc: Réi loan thinh giéc.

Tim: Réi loan nhip tim, rung tdm nhi.

Mach mau: C6 su bién dong vé huyét ap.

Tiéu hoa: Khé nubt, sung miéng.

Da va céc roi loan md duéi da: Viém da.

Toan than: Kho chiu vung nguc, ha than nhiét.

Nén tranh ding nhirng thuéc hodic thwe phim gi khi dang sir dung thudc nay

Trong céc nghién ctru 1dm sang, vinpocetin dugc udng ciing véi thude chen beta nhu (cloranolol
va pindolol), véi clopamid, glibenclamid, digoxin, acenocoumarol hodc véi hydrochlorothiazid
khong gap tuong tac thude.

Trong mot s6 hiém trudng hop, ¢6 xay ra cong huong ha huyét ap nhe khi ding vinpocetin véi
alpha methyldopa, vi thé can kiém soat huyét ap thuong xuyén khi dung két hop cac loai thude
nay.

Mic du cac dir liéu 14m sang cho thdy cac twong tac dudi diy khong c6 y nghia trén 1am sang
nhung ciing c¢in than trong khi dung két hop vinpocetin véi cac thude: "L/

- Warfarin, do ¢ thé lam giam nhe khoang 8% AUC cua warfarin.
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- Antacid lam gidm-nhe-ha
228
0o,

cung. ps

- Oxazepa npocetin duong nhu khong tuong tac véi oxazepam va ciing
khong anh gu hodc suy giam tri nhd ngén han do flunitrazepam géy ra.

- Imipraminy\V: ¢ nhu khong lam anh huéng dén ndng do cua imipramin.

Khi quén dung thude, liéu tiép theo duoc dung nhu trong chi dinh. Khong dung ting lidu khi
quén dung thude.

Cin bio quén thude nay nhuw thé nao

Noi kho rao, nhiét do dudi 30°C, trdnh anh séng

Nhirng ddu hiéu va triéu chimg khi dung thudc qua liéu

Di ¢6 bao cao vé truong hop qué lidu. Theo y van, ding lau dai liéu hang ngay 60 mg la an
toan. Liéu don, dung dudng udng 1én dén 360 mg vinpocetin ciing khong gay tac dung bét loi
dang ké nao trén hé tim mach hay bét ky co quan nao khac.

Cin phai lam gi khi dung thuéc qua liéu khuyén cdo

Chua c6 thong tin.

Nhirng di¢u ¢in thin trong khi ding thudc nay

Nén do dién tim do trong trudong hop ¢6 hoi ching khoang QT kéo dai hodc khi dung ddng thoi
voi mot thude khac 1am kéo dai khoang QT.

Thudc ¢6 chira lactose, do dé khong khuyén céo dung thudce nay cho bénh nhén bi cac rdi loan
di truyén hiém gap vé& khong dung nap galactose, thiéu hut Lapp lactase trdm trong hodc kém
hap thu glucose - galactose.

Bénh nhén di ing v6i tinh bot mi thi khong nén dung thude nay. Thube van sir dung duge cho
nguoi bi bénh di tng v6i gluten (thanh phin nho c6 trong tinh bot mi).

Phu ni co thai

Vinpocetin qua duoc hang rao nhau thai, tuy nhién, ndng d¢ thudc trong méu ctia ca nhau thai
va thai nhi déu dat thip hon ndng d6 thudc trong mau & nguoi me.

Da phat hién truong hop vinpocetin ¢é kha nang gdy quai thai trén thai nhi.

Trong céc nghién ctru dong vat, & mot s truong hop khi ding lidu cao vinpocetin da dugc bao
c4o lam chét thai nhi.

Chdng chi dinh dung thude cho phu nir ¢6 thai.

Phu nit cho con bu

Vinpocetin ¢6 kha nang bai tiét qua sita me. Nghién ctru cho thdy nong do thudc trong sita me
cao hon gép 10 1an ndng do cua thude trong mau ngudi me.

Chéng chi dinh ding vinpocetin trong thoi ky cho con bi.

Nguwoi vin hanh mdy méc, dang ldi tau xe, ngwoi lam viéc trén cao va cdc truong hop khdc:
Chua c6 di liéu vé anh huong cua thude trén cac dbi tuong nay.

Khi nao cin tham vin béc si, dwoc si

Khi gap céac tac dung khong mong muén cua thudc, can tham vén béc si, dugc si. 1/ ]

“Néu can thém thong tin xin héi y kién bac si hodic dwge si”

Y /N
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