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chi dimg theo don thuse
HUONG DAN SU DUNG THUOC

BOVINTON 5

atdm tay tré em

Doc kj huwdng dén s dung trwede khi ding

THANH PHAN

M3i vién nén BOVINTON 5 ¢4 chira:

Thanh phan hoat chat: VINPOCEUN..........eveeeeeeeeeerseeeeensnns 5mg

Thanh phén td dwge: Tinh bt ngd, lactose monohydrat, tale, colloidal silicon dioxyd, magnesi
stearat.

DANG BAO CHE

Vién nén.

M@ ta san phém:

Vién nén tron, mau tring dén tring nga, hai mat khum, tron.

CHI PINH

Giam cdc triéu chimg tdm thin kinh ctia chiing sa stt trf tué do nguyén nhin mach.

CACH DUNG, LIEU DUNG

Liéu diing

v;el nén BOVINTON 5 Ia thube ké don, lidu ding va thoi gian ding thude tuan theo ké don
clia bac si.

Liéu thuong dung thong thuong hang ngay 13 2 vién x 3 lan/ngdy (30 mg/ngay).
St dung th ube cho cde dbi tuwong dic bigt:

Khéng can diéu chinh liéu & bénh nhan bj bénh gan hodc bénh than.

Cich ding

Udng thudc sau bira an.

CHONG CHI PINH

Khong ding BOVINTON 5 trong cdc trudng hop sau day:

Qué mén (di (ing) véi vinpocetin hay bét ky thanh phan nao cia thude.

Mang thai hoéc cho con bu.

Tré em (do thiéu dir liéu 14m sang).

CANH BAO VA THAN TRONG KHI DUNG THUOC

BOVINTON 35 phai duge diing theo chun dodn cho timg ngudi bénh:

Trong truomg hop ngudi bénh bi bénh tim (r6i loan chitc nang tim, sai léch dién tim do):

Khuyén cdo kiém sodt dién tdm dd trong trudng hop ¢6 hdi chimg khoang QT kéo dai hodc khi
diing ddng thoi véi mot thude khéc lam kéo dai khoang QT.
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Phai thong béo cho bac st vé tinh trang bénh hién co.

Than trong voi ta dwoc:

Thanh phén thudc c¢é chira lactose: Khong nén sir dung cho bénh nhan bi rdi loan di truyén
hiém gap nhu khéng dung nap galactose, thiéu hut lactase hoan toan hodc kém hép thu
glucose-galactose.

SU DUNG THUOC CHO PHU NU' MANG THAI VA CHO CON BU

Chéng chi dinh thubc nay trong thoi ky mang thai va cho con bi.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khéng cd di liéu vé tic dung cua thude trén kha nang lai xe va van hanh mdy moc.

Tac dung khong mong mudn ctia thude c6 thé anh huong nhiéu nhat dén kha ning ldi xe hoac
vin hanh may méc la dau déu, chodng véng, chong mat, ngii ga, nhip tim bat thuong, phan tmg
tam than van dong, kich dong va bdn chdn. Céc téc dung nay doi khi hodic hiém khi xay ra.
Bénh nhén gap cac tac dung khéng mong mudn ndy khi ding vinpocetin nén hoi y kién bac sT.
TUONG TAC, TUONG KY CUA THUOC

Twong tic thubc

Trong nhing nghién ciru 1am sing khi diing vinpocetin véi céc thude chen béta nhu cloranolol
via pindolol, vé&i clopamid, imipramin, glibenclamid, digoxin, acenocoumarol va
hydrochlorothiazid, khong thiy ¢6 tuong téc thudc.

Trong mjt s6 hiém trudng hop, tic dung cong hudng nhe da duge bio cdo khi ding két hop
vinpocetin v&i alphamethyl-dopa, vi vy can kiém tra huyét ap thudng xuyén khi dung két hop
loai thude nay.

Miic dii dir liéu tir cic nghién ctu 1am sang khéng cho thiy ¢6 tuong tic nhung ciing cin thin
trong khi diing két hgp vinpocetin véi céc thude tac dong 1én than kinh trung wong, ciing nhw
khi diéu tri dong thai véi thube chéng loan nhip tim va thube chéng déng méu.

Twong ky ciia thudc

Do khong cé cdc nghién ciru vé tinh tuong ky cua thude, khong tron I1an thudc niy véi cic
thude khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

Gidng nhur cédc thube khac, vinpocetin ¢6 thé ¢6 cdc tdc dung khéng mong muén mic di khong
phai tit ca ngudi ding déu gép.

it gip: budn non, khé miéng, khé chiu & bung, ha huyét dp. dau diu, ting cholesterol mau,
chong mat.

Hiém gip: giam tiéu cdu, giam bach cau, nhip tim bat thuong (nhip tim nhanh hogc cham),
ngoai tdm thu, danh tréng ngue, thiéu mdu co tim, nhdi méau co tim, dau thit ngure, roi loan
giéc ngu (ngu ga, mét ngu), bdn chon, kich dong, chéng mat, loan vi giac, cam gidc siing so,
liét nhe mot bén ngudi, mat tri nho, pht gai thi, ting thinh lyc, giam thinh luc, 0 tai, kho tiéu,
dau bung, tdo bon, tiéu chay, nén, suy nhwroc, mét moi, cam gide néng, ting huyét ép, ting md
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méu (triglycerid), ting hodc gidam bach ciu ua eosin, men gan bét thudng, giam an ngon, dai
thdo duong, ngira, ting tiét md hoi, may day, phat ban, hdng ban, viém tinh mach huyét khéi,
thay dbi dién tdm dd (khoang ST ngén) va do mit.

Rit hiém gap: Thiéu mau. ngung két té bao héng ciu, qua mén, tim trang sang khodi, trim
cam, run, co gifit, sung huyét két mac. loan nhip tim, rung nhi. huyét dp dao dong, kho nubt,
viém miéng, viém da, khé chiu & ngue, ha than nhiét, ting/giam té bao bach céu, giam té bao
héng ciu, giam théi gian thrombin, ting cén.

Néu bit ky tac dung khéng mong mudn néu trén tré nén nang hon, hodc néu ban bj tic dung
khong mong muén nao khac khong duge liét ké trong huéng din sir dung nay, vui long thong
béo cho béc si hodc dugc si.

Béo cd0 ADR

Viée bdo cdo cac phan g c¢6 hai duge nghi ngd ciia thude sau khi lru hanh rit quan trong, n6
cho phép theo di lién tuc ty 18 giita lgi ich/ rii ro ctia thude. Cac chuyén gia y té duge yéu cau
bdo céo bat ky phan (mg c6 hai nao duge nghi ngd thdng qua hé théng bio cdo qubc gia vé
théng tin thude va theo doi phan (mg c6 hai ctia thude (Trung tim DI & ADR Qudc gia).
Théng bdo cho bdc st cua ban bdt ky tde dung khéng mong mudn nao gdp phai lién quan téi
viée ding thuée.

QUA LIEU VA CACH XU TRi

Theo y vin, diing lau dai liéu hang ngay 60 mg vin an toin; ngay ca sau khi ding liéu don 360
mg vinpocetin, ciing khong ¢6 tic dung tim mach ddng ké ndo vé mit 1am sang ciing nhu téc
dung bt loi nao khac.

PAC TINH DUQC LYC HQC

Nhém duwge Ij: Thube bd nio va kich thich tAm thin khac.

Ma ATC: NO6BX18.

Vinpocetin la mét hop chit c6 cach tac dong phirc hop, ¢6 tac dong thuin lgi trén chuyén hoa
& ndo va luu lugng mau nio, cling nhur 1én céc dic tinh luu bién hoc ciia mau.

Vinpocetin cé tdc dong bdo vé té bao thin kinh: n6 trung hda nhimg tic dung ¢6 hai cia cdc
phan {mg ddc té bao do cac acid amin kich thich. Vinpocetin trc ché céc kénh Na* va Ca™ phu
thudc dién thé cling nhu cac thu thé NMDA va AMPA. Vinpocetin lam ting tac dong bao vé
té bao than kinh clia adenosin.

Vinpocetin kich thich chuyén héa ¢ ndo: Vinpocetin gitip md ndo ting thu nhin va sir dung
oxy va glucose, cai thién siic chiu dung véi tinh trang thiéu oxy ciia ndo: ting vin chuyén
glucose — ngudn ning lugng duy nhat ciia ndio — qua hing rdo mau ndo; huéng sy chuyén héa
glucose dén chu trinh hiéu khi thuan loi hon vé mit nang luong. Vinpocetin ¢ ché chon loc
enzyme cGMP—phosphodiesterase (PDE) phu thu¢e Ca™*—calmodulin; tang ham lugng AMP
vong vd GMP vong & ndo. Vinpocetin lam ting nong do ATP va ti s ATP/AMP; tang luu

2 . . N . » e - . iy . . - 4 .
chuyén norepinephrin va serotonin ctia néo; kich thich hé noradrenergic hudng 1én; thuce cé
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tac dung chéng oxy héa. Két qua cta tit ca nhimg tic dong trén diy gilip vinpocetin c6 tic
dung bao vé nao.

Vinpocetin cdi thién vi tudn hoan ndo: thudc tc ché su két tap tiéu cu; giam s ting dé nhdt
méu bénh 1y; ting kha ning bién dang ciia hdng cau va tre ché thu nhan adenosin cua héng
ciu: tang van chuyén oxy vao mé ndo bing cdch giam &i luc oxy v6i hdng ciu.

Vinpocetin lam tang tudn hoan ndo mgt cdach cé chon lpc: Vinpocetin lam tang cung luong tim
[én ndo, giam khang lyc mach nao ma khong anh huong dén cac thong s6 tudn hoan toan than
(huyét ap, cung lugng tim, nhip tim, tong stic khéng ngoai bién); khong gay ra tic dung chiém
doat méu ctia viing khac. Hon thé nita, trong khi ding thude, vinpocetin con céi thién cung cap
méu cho viing ndo bi tén thuong cuc bd (nhung chura bi hoai tir) do gidm tudi mau (nghich dao
tac dung chiém doat mau).

PAC TINH DUQC PONG HQC

Hap thu

Vinpocetin dugc hép thu nhanh. Nong dé dinh huyét twong dat dwoc 1 giéy sau khi udng. Diém
hép thu chi yéu 1a ¢ phin trén ctia 6ng tiéu héa. Hop chéit nay khong bi chuyén héa khi di qua
thanh rudt.

Phén bo

Trong céc nghién ctu dung thude qua duong udng thyue hién trén chudt cong ding dong vi
phéng xa thi thfiy vinpocetin dugc phat hién tap trung cao nhét & gan va 5ng tiéu hoa. Nfﬁng do
thudc cao nhit & mé do duoc sau khi uéng tir 2 dén 4 gio. NE‘mg do chat phong xa do dugc &
néo khéng cao hon n%mg dé do duge trong mau.

O ngudi, ti 18 gén két protein 1a 66%. Sinh kha dung tuyét ddi theo dudmg udng cua vinpocetin
la 7%. Thé tich phan phdi la 246,7 + 88,5 L cho théy su lién két dang ké véi mé. Tri s6 thanh
thai cua vinpocetin (66.7 L/gidy) vuot qué tri s6 huyét twong cua gan (50 L/gid) chi ra sur
chuyén héa ngoai gan.

Chuyén héa

Chét chuyén héa chinh cta vinpocetin 12 acid apovincaminic (AVA), ¢ ngudi, khoang 25-30%
dwoc tao ra. Sau khi udng, dién tich dudi dudng cong hip thu ctia AVA 16n gép hai 1an sau khi
tiém tinh mach, chi ra sy san xuat AVA trong pha chuyén héa déu tién. Nhiing chat chuyén
héa khac da duge dinh tinh la hydroxy-vinpocetin, hydroxy-AVA, dihydroxy-AVA-glycinat
vi cdc chat lién hop ciia chiing véi cac glucuronid va/hodic sulphat. O nhimng loai di nghién
ctru, lugng vinpocetin duge thai trir dudi dang chua chuyén héa chi chiém vai phan tram lidu
ding.

Dic diém thuén loi va wu viét ctia vinpocetin 1a khéng can diéu chinh liéu & ngudi bénh gan va
than vi chuyén héa ctia n6 khong tich liiy.

Thai trie

Trong khi ding liéu udng 1ap lai véi cde lidu 5 mg va 10 mg vinpocetin cho thdy déng hoc
tuyén tinh; ndng do huyét trong & trang thdi cin bang lan luot 13 1,2+0,27 ng/mL va 2,1+0,33
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ng/ml.. Théi gian bén thai & ngudi 14 4,83 = 1,29 gid. Trong céc nghién ciru duge tién hanh
véi hoat chat phéng xa. nguoi ta nhan thiy ring thude duge thai trir chi yéu qua nude tiéu va
phén theo ti 1& 60-40%. Hau hét cac chit phéng xa duoc tim thy cé nguﬁ‘m gic tir mét & chudt
cbng va ché thi nghiém, nhung chua khing dinh tudn hodn gan rudt ding ké. Acid
apovincaminic duge thai trir qua thdn boi qué trinh loc ciu thin don gian, thoi gian ban thai
thay déi tiy thude vao liéu dung va duong diing vinpocetin.

Nhitng thay déi ciia dic tinh duge dpng hoc dwdi cde diéu kién dic bigt (vi du: tudi, cic
bénh kém theo): Vi vinpocetin dugc chi dinh chi yéu dé didu tri cho nhimg bénh nhén cao
tudi, c6 thay déi vé déng hoc ciia thube — hap thu giam, phan b va chuyén hoéa di khéc, thai
trir giam — di duge biét 15, didu quan trong 1a phai tién hanh nhirg nghién ctru déng hoc trong
nhém tudi ndy, dic biét la khi dung thude dai han. Két qua nghién ciru cho thay ring dong hoc
clia vinpocetin & ngudi cao tudi khac biét khéng 16n so véi nhitng ngudi tré, khéng cé tich liy
thuée. Trong trudng hop rdi loan chite nang gan va than, van ¢é thé ding liéu théng thudng vi
vinpocetin khéng tich Iy ngay ca ¢ nhimg bénh nhan nay, diéu nay cho phép diéu trj 1au dai.
QUY CACH PONG GOI

Vi AI/PVC. Hép 03 vi % 10 vién nén kém theo t& huéng dan sir dung.

Vi AI/PVC. Hop 05 vi x 10 vién nén kém theo t& hudng din sir dung.

Vi A/PVC. Hép 10 vi % 10 vién nén kém theo t& hudng dan sir dung.

PIEU KIEN BAO QUAN

Noi khé, dudi 30°C, tranh dnh sdng.

HAN DUNG

36 thang ké tir ngdy san xuat. Khong ding thudc qué thei han sir dung.

TIEU CHUAN CHAT LUQNG

Tiéu chuén co so.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC

Cor s& san xuat thuée: CONG TY CO PHAN DUQOC PHAM BOSTON VIET NAM

Dia chi: Toa nha sb 2, sé 43, duong sb 8, khu cong nghiép Viét Nam — Singapore, phudng
Binh Hoa, thanh phé Thuan An, tinh Binh Duong, Viét Nam (day chuyén EU-GMP).

Dién thoai: 02743 769 605 Fax: 02743 769 601

Email: rd.boston@bostonpharma.com.vn

NGAY XEM XET SUA POI, CAP NHAT NQI DUNG HUONG DAN SU DUNG
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