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HUONG DAN SU DUNG THUOC

R THUOC NAY CHI DUNG THEO PON THUOC

USARVINPO
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG
DE XA TAM TAY TRE EM
THONG BAO NGAY CHO BAC SI HOAC DUQC ST
NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC

1. Thanh phén céng thirc thude:
Thanh phin dwgc chit:
VD DORIIR o5 ausnesuavotsvssiabapessvs s o sssmsisasssmibumsuisbonssmnnsanis 5 mg

Thanh phin td dwec: Lactose monohydrate, Tinh bot lta mi, Microcrystalline cellulose 102,
Sodium starch glycolate, Colloidal anhydrous silica, Magnesium stearate.

. 2. Dang bao ché:
Vién nén tron, mau tring, hai mat khum, canh va thanh vién lanh lan.
3. Chi dinh:
Giam céc triéu chimg tim than ciia chig sa sit tri tué do nguyén nhén mach.
4. Cich dung, lidu ding:

Cdch ditng: Ding theo dudng ubng, sau in

Liéu diing:

Liéu ding théng thudng hang ngay 1 3 14n, mdi lan 2 vién (30 mg mdi ngay).

Khong can didu chinh liéu cho bénh nhén bi bénh gan hoiic bénh than.

Khuyén cdo néu quén uéng mét liéu thuéc: Udng ngay 1 lidu khi nh¢ ra da quén ubng thube. Néu
thoi gian nhé ra gan lidu ké tiép thi bo liéu da quén va udng nhu theo thoi gian quy dinh. Khéng
uodng lieu gap doi trong trudng hop quén dung thuoc.

5. Chong chi dinh:

Qué man (di tng) véi vinpocetine hodc bat ky thanh phén nao cua thude.

Mang thai ho&c cho con bu.

Tré em (do thiéu dir lidu 14m sang).

6. Canh b4o va thin trong khi ding thudc:

Trong trwong hop ngudi bénh bi bénh tim (rdi loan chirc ndng tim, sai léch dién tdm df“)): khuyén
cdo kiém soat dién tdm d trong truomg hop c6 hdi chimg khoang QT kéo dai hogc khi dung
ddng thoi véi 1 thuoe khac lam kéo dai khoang QT.

Lactose: Néu bénh nhan duge béc si chuin doan c6 réi loan dung nap v&i mét sb loai duong nhat
dinh, hdly héi y kién béc si truéc khi ding thube nay.

Tinh bt lia mi ¢6 trong thudc nay chi chita ham luong gluten rat thép (xem nhu khong chira
gluten) va it c6 kha nang c6 hai néu bénh nhan c6 bénh Celiac (Mt don vi phan liéu khong chira
nhiéu hon 2,7 meg gluten). Néu bi di (g v6i Ida mi (tranh nhim 13n véi bénh Celiac), bénh
nhén khéng nén dung thudc nay.

7. Sir dung thude cho phu nit ¢6 thai va cho con bii:

Chéng chi dinh thudc nay trong thoi gian mang thai hosic cho con bu.
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8. Anh huéng ciia thube 1én khi niing l4i xe, viAn hanh mdy méc:

Khong c6 dit liéu vé tac dung ctia thudc 1én kha ning 14i xe va van hanh may méc.

Téc dung khdng mong mudn ciia thube ¢6 thé anh huong nhiéu nhét dén kha ning 14i xe, van
hanh méay moéc 1a dau dau, chodng véang, chéng mit, nga ga, nhip tim bét thudng, phéan Ung tam
than van dong, kich dong va bdn chdn. Céc tac dung ndy doi khi hodc hiém khi xay ra. Bénh
nhén gip céc tc dung khong mong mudn nay khi ding vinpocetine nén hoi y kién béc si.

9. Tuong tic, twong ky ciia thude:

Trong nhitng nghién ctru 1am sang khi ding vinpocetine véi nhitng thubc chen beta nhu
cloranolol va pindolol, véi clopamid, glibenclamid, digoxin, acenocoumarol hodc vé&i
hydrochlorothiazid khéng gap tuong tic thudc. Trong mot s6 hiém truong hop, t4 dung cong
huéng nhe da duoc béo cai khi ding két hop vinpocetine véi alphamethyl-dopa, vi thé nén kiém
soat huyét 4p thuong xuyén trong khi phéi hop loai thuéc nay.

Mac di nhitng dir kién nghién ciru 1am sang khéng cho thdy c6 twong téc, nhung phai thin trong
trong trudmg hop phdi hop véi céc thude tac dong 1én thin kinh trung wong, ciing nhu khi diéu tri
ddng thdi véi céc thube chéng loan nhip tim va thudc chéng dong mau..

10. Téc dung khéng mong mudn cia thubc:

It gap (1/1000 < ADR < 1/100)

Budn ndn, kho miéng, khé chiu & bung, ha huyét ap. dau déu, tang cholesterol mau, chéng mit.
Hiém gap (1/1000 < ADR < 1/10000

Giam tiéu cau, giam bach cau, nhip tim bat thuong (nhip tim nhanh hoic chém), ngoal tdm thu,
danh tréng ngue, thiu mau co tim, nhdi méau co tim, dau that nguc, ri loan giéc nga (ngu ga,
mét ngu), bon chon, kich dong, chong mat, loan vi gidc, cam gidc sitng so, liét nhe mot bén
ngudi, mét tri nhé, gi gai thi, ting thinh luc, giam thinh luc, U tai, kho tiéu, dau bung, to bén,
tiéu chay, non, suy nhuoc mét moi, cim gidc néng, ting huyét 4p, ting m& mau (triglycerid),
tdng hodc gzam bach cdu ua eosin, men gan bt thuomg, giam &n ngon, dai thao duong, ngira,
tang tiét md hdi, may day, phat ban, hdng ban, viém tinh mach huyét khéi, thay ddi dién tam dd
(khoang ST ngén) va do miit.

Rdt hiém ggp (ADR < 1/10000)

Thiéu mau, ngung két té bao hong ciu, qua min, tim trang sang khodi, trdm cam, run, co giét,
sung huyét két mac, loan nhip tim, rung nhi, huyét ap dao dong, khé nudt, viém miéng, viém da,
khé chiu & nguc, ha than nhiét, ting/giam té bao bach ciu, giam té bao hong cau, giam thoi gian
thrombin, tang can.

Huéng din cich xir tri ADR

Néu bét ky tac dung khong mong mubn néu trén tré nén ning hon, hodc néu bi tic dung phu nao
khac khong dugc liét ké thong bao ngay cho bac si hodc duge si.

Théng bdo ngay cho bdc st hodc dwoc st nhitng phan vmg cd hai gdp phdi khi sir dung thuéc.

11. Qua lidu va cach xir tri:

Dung lau dai liéu hang ngay 60 mg 14 an toan. Liéu don, dung dudng ubng lén dén 360 mg
vinpocetine ciing khong gy tic dung bét loi dang ké nao trén hé tim mach hay bét ky co quan
nao khac.
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12. Dic tinh dwge lwe hoc:

Nhém duoc Iy: Thude giin mach ngoai bién va thude hoat héa ndo.

Ma ATC: N06BX18.

Co ché tac dung:

Vinpocetine 1a mgt hop chét c6 co ché tac dong phirc hop, c6 tac ddng thuan loi trén chuyén héa
& ndo va luu lugng méu nio, cling nhu 1én nhitg dac tinh luu bién ciia mau.

Vinpocetine bao vé té bao thin kinh: Thudc diéu hoa céc tac dong c6 hai ciia cac phan img té bao
gdy boi céc acid amin kich thich. Vinpocetine trc ché cac kénh Na* va Ca*™ phu thudc hiéu dién
thé ciing nhu céc thu thé NMDA va AMPA. Vinpocetine 1am ting tac dong béo vé té bao than
kinh cta adenosin.

Vinpocetine kich thich chuyén héa ndo: Vinpocetine 1am ting thu nhén va tiéu thu glucose va
oxy & md ndo, ting strc chiu dung véi tinh trang thiéu oxygen ciia té bao ndo, ting v4n chuyén
glucose - ngudn ning luong duy nhéit ctia nfio - qua hang rao méu nio, huéng su chuyén hoéa
glucose dén chu trinh hiéu khi thuan lgi hon vé mit ning lugng. Vinpocetine trc ché chon loc
enzym cGMP-phosphodiesterase (PDE) phu thudc Ca™-calmodulin; gia ting mic cAMP va
¢GMP & nfio. Vinpocetine lam ting ndng d6 ATP va ty 1&8 ATP/AMP; ting ludn chuyén
norepinephrin va serotonin ctia ndo; kich thich hé noradrenergic huéng 1én; thudc ¢ hoat tinh
chéng oxy héa; két qua ciia nhimg tac dong trén ddy giup vinpocetine c6 tac dong bao vé nio.
Vinpocetine cai thién d4ng ké vi tudn hoan ndo: Vinpocetine trc ché két tap tidu clu; giam su
ting do nhét mau bénh 1y; ting kha ning bién dang hdng cu va trc ché thu nhan adenosin cua
hong cau; ting van chuyén oxy vao mé ndo bing cach giam &i luc oxy véi hdng cu.

Vinpocetine 1am ting tuan hoan mau nfio mét cach ¢ chon loc: Thube 1am ting cung luong tim
1&n ndo; giam strc khang mach ndo ma khong anh huéng dén nhimg thong sé cua tudn hoan toan
than (huyét 4p, cung lugng tim, nhip tim, tdng stc khang ngoai bién); khong giy ra tac dung
chiém doat mau. Hon thé nita, trong thoi gian didu tri, vinpocetine con 1am ting cung cip méu
cho viing ndo bi tén thuong (nhung chua bj hoai tif) dugc twdi mau it (nghich dao tac dung
chiém doat mau)..

13. Dic tinh dwgc dong hoc:

Hép thu: Vinpocetine dugc hép thu nhanh. Nong d6 dinh huyét twong dat dugc 1 gid sau khi
uéng. Vi tri hép thu chinh 13 & phén trén ctia éng tiéu hoa. Thube khdng bi chuyén héa khi di qua
thanh rudt.

Phan bd: Trong cac nghién ctru thyc hién trén chudt cdng cé sir dung vinpocetine ddng vi phong
xa thi thdy nong d6 phong xa tap trung cao nhit & gan va 6ng tiéu héa. Nong d6 thubc cao nhit &
md do duge vao gior thir 2-4 sau khi uéng. Nong d6 phong xa do duge & ndo khong cao hon &
mau.

O ngudi, ti 1é gan két protein 14 66%. Sinh kha dung tuyét déi theo dudng udng 1a 7%. Thé tich
phén phdi 1a 246,7 + 88,5 lit cho thiy sy gén két mo la déang k&. Tri sb thanh thai ciia vinpocetine
(66,7 lit/gid) vuot qué tri sb huyét twong cia gan (50 lit/gid) cho thiy c6 su chuyén héa ngoai
gan.

Thai trir: Str dung dudng ubng véi lidu lap lai 5 mg vinpocetine cho thiy dong hoc tuyén tinh;
ndng d6 huyét tuong én dinh 14 1,2 + 0,27 ng/ml. O ngudi, thoi gian ban thai 1a 4,83 + 1,29 gio.
Trong cac nghién ciru thuc hién voi cac hop chét c¢6 tinh phong xa ngudi ta nhan thy ring thude
duoc thai trir chit yéu qua nude tiéu va phan theo ti 18 60-40%. O ché va chudt cong, hiu hét cac
phéng xa duoc tim thiy c6 ngudn gde tir mat nhung chua khing dinh dugce vai trd chinh cia tudn
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hoan gan rudt. Acid apovincaminic dugc bai tiét qua than béi qua trinh loc don thudn & ciu than.
Thoi gian ban thai tiry thude vao lidu dung va dudng ding thuée.

Chuyén hoa: Chét chuyén héa chinh cua vinpocetine la acid apovincaminic (AVA) chiém
khoang 25-30% khi ding cho ngui. Sau khi ubng, dlen tich dudi dudmg cong ciia AVA 16n gip
hai 14n so véi khi ding dudng tiém tinh mach chi ra ring AVA duge tao thanh sau chuyén hoéa
dAu tién cua vinpocetin. C4c chit chuyén héa xa hon dugc xdc dinh 13 hydroxy-vinpocetin,
hydroxy-AVA, dihydroxy-AV A-glycinat va céc phirc hop ciia chung véi cac glucuromd va/hoidc
sulphat. Trong cic loai nghién ciru, lugng vinpocetine dugce bai tiét vao nude tidu dudi dang
khéng ddi chi chiém vai phan tram lidu dung.

M3t dac tinh quan trong va wu viét cta vinpocetine 12 khong cin phai diéu chinh lidu khi ding
cho ngudi bénh suy gan hodc suy than vi thuc khong tich liy.
Thay dbi cac dac tinh duge dﬁng hoc duéi céc dieu kién dic biét (vi du: tudi tac, cdc bénh kém
theo): Vi vmpocetme chi yéu duoc dung cho ngudi cao tudi, 1a nhitng nguodi ma dong hoc cua
thuoc c6 nhiéu thay déi - giam hép thu, khac biét trong phan bb va chuyén héa, giam bai tiét, nén
cén phai thuc hién cac nghién ciru duge dong hoc trén nhém tudi nay, dic biét 1a khi diing thube
dai ngdy. Céc két qua cho thdy, dong hoc cua vinpocetine trén ngu’m cao tudi khéng khac biét
. dang ké so voi nguoi tré. Trudng hop rdi loan chire ning gan, than van c6 thé dung lidu thong
thudng do vinpocetine khong tich lily; va vi thé ciing c6 thé dung thude lau dai.

14. Quy cach dong goi:

Hop 3 vi (AI-PVC) x 10 vién nén kém t& huéng din sir dung thuée.

Hop 5 vi (AI-PVC) x 10 vién nén kém t& huéng dén sir dung thube.

Hop 10 vi (AI-PVC) x 10 vién nén kém t& huéng din sir dung thude.

15. Diéu kién bao quén, han ding, tiéu chuin chit lwgng cia thude:
Piéu kién bao quan: Noi kho thodng, tranh 4nh sdng, nhiét d6 dudi 30 °C.
Han dung: 36 thang ké tir ngay san xut.

Tiéu chuan chét lvong: KL-TE101

16. Tén, dia chi ciia co sé san xuit thude:

Tén co s6 san xudt: CONG TY CO PHAN DUGC PHAM PHONG PHU — CHI NHANH NHA
. MAY USARICHPHARM

Dia chi: L6 12, Pudng s6 8, Khu cong nghiép Tan Tao, Phudng Tén Tao A, Quén Binh Tén,
Thanh phé H Chi Minh,

THAI NHA NGON
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