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POC K HUONG DAN SU DUNG TRUOC KHI DUNG.
THUOC NAY CHI DUNG THEQ PON THUOC.

GMP-WHO

THANH PHAN CONG THU'C THUOC: cho 1 vién:

Vinpoacne 5:

Thanh phan duoc chit: Vinpocetin Smg. .

Thanh phﬁn ta duoc: Lactose monohydrat, Tinh bot ngo, PVP K30, Silicon dioxid keo, Magnesi stearat vira du |
vién.

Vinpoacne 10:

Thanh phéan duoc chit: Vinpocetin 10mg.

Thanh phén ta duoc: Lactose monohydrat, Tinh bot ngo, PVP K30, Silicon dioxid keo, Magnesi stearat vira dua |
vién. g

DANG BAO CHE: .
Vinpoacne 5: Vién nén méau tring, hinh tron, canh va thanh vién lanh lan.
Vinpoacne 10: Vién nén mau tring, hinh tron, canh va thanh vién lanh lan.

CHI PINH:

- Pidu tri cie dang khac nhau cia rdi loan tudn hoan mau nfo: Tinh trang sau dot quy, sa sut tri tué c6 nguyén nhan
mach, vita xo dong mach ndo, bénh ndo sau chén thuong va do ting huyét ap, thoai héa hé sémg nén. Thude lam
giam céc triéu chimg tam thén kinh do rbi loan tudn hoan nio. ‘

- Pidu tri rdi loan mao mach man tinh ciia vong mac va mach mac.

- Pidu tri bénh giam thinh lye kiéu tiép nhdn, bénh Méniére, U tai.

CACH DUNG - LIEU DUNG: _ _
Licu thong thudng: 5 - 10 mg/lan, 3 lan/ngdy. Udng thube sau bira an.
Khong can diéu chinh liéu cho bénh nhén suy gan, thin.

CHONG CHI DINH:

- Bénh nhin man cam véi vinpocetin va/hodc bét ky thanh phan no cua thude.

- Phu nir mang thai, cho con bu vé phu nft trong dd tudi sinh san khéng sir dung bién phép tranh thai tin céy.
- Tré em duréi 18 tudi (do chua cé dif liéu 1am sang nao duge chiing minh).

- Giai doan cip ctia dot quy do xuét huyét ndo.

- Bénh tim mach vanh ngng.

- Réi loan nhip tim néang.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Trong trirong hop tang 4p luc ndi so, s dung ddng thoi cac thudc chéng loan nhip, cliing nhw rdi loan nhip tim va
héi chimg khoang QT kéo dai, chi nén sir dyng Vinpocetin sau khi da danh gia lgi ich va rii ro.

Nén theo doi dién tim d8 (ECG) trong trudng hop c6 hdi chimg khoang QT kéo dai hoic khi ding dong thoi voi
mdt thude khac 1am kéo dai khoang QT. ‘

Rénh nhén bi ha huyét 4p hodc ha huyét ép thé dimg nén duoc cinh bio réing st dung l4u dai Vinpocetin cé thé 1am
giam nhe huyét &p tdm thu va tdm truong, :

Canh bao vé t4 duoc: .

Thube c6 chira latose nén cén thén trong v6i bénh nhan khdng dung nap lactose (nhing nguoi ¢b bénh sir di truyén
khong dung nap galactose, thiéu hut men Lapp lactase hodc kém hap thu glucose-galactose).

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:

Vinpocetin duoc chéng chi dinh trong théi ky mang thai va cho con bii va & phu nif trong d¢ tudi sinh dé khong sir
dung céc bién phép tranh thai dang tin cdy.

Phuy nir ¢6 thai:
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Vinpocetin qua dugc hang rao nhau thai nhung néng d6 thube trong mau cia ca nhau thai va thai nhi déu thap hon
ndng do thude trong mau clia ngudi me. Cac nghién ciru trén dong vat cho thiy doc tinh sinh san, bao gom ¢ cac
bat thudmg vé phat trién & chudt.

Trong cic nghién ciru trén déng vat, xudt huyét tir cung va sdy thai da dugc bdo céo trong mdt so trudmg hop.

Chao con bu:

Vinpocetin ¢ kha ning bai tiét qua sita me. Nghién ctu cho théy ndng do thudc trong sita me cao hon khoéng 10
lin so vdi trong mau cua ngudi me. Luong bai tiét qua sita trong 1 gio 12 0,25% liéu dimg. Do sy bai tiét cua
vinpocetin qua sita me va su thiéu kinh nghiém sir dung & tr¢ so sinh, chéng chi dinh sir dung trong thoi ky cho con
bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC: :
Chua c6 dif liéu vé anh huong cua thudc trén kha nang ldi xe v& van hanh méay. Tac dung khéng mong mubn ciia
thube cé thé anh huéng nhicu nhat dén kha ning lai xe va van hanh mdy méc 1a dau déu, chéng mit, buén ngu, roi

loan gidc ngi, mAt ngu, lo ling, bt én, nhip tim bat thuong, phan ing tam than van dong, kich dong va bdn chon.
Cic téc dung nay ddi khi hodc hiém khi xay ra.

TUONG TAC, TUONG KY CUA THUOC:

- Khi ding vinpocetin v&i nhiing thube chen beta-adrenergic nhu cloranolol va pindolol, ciing nhu véi clopamid,
glibenclamid, digoxin, acenocoumarol hogc voi hydrochlorothiazid khéng gap twong Lac thudc.

- Trong mét sb it truong hop, ¢ xdy ra cdng huong ha huyét ép nhe khi ding vinpocetin véi alpha methyldopa, vi
(hé cAn kiém soét huyét ap thuomg xuyén khi ding két hop céc loai thude nay.

- Mic di céc dif liéu 14m sang khong cho thdy twong tic nhung cling cin than trong khi ding két hop vinpocetin voi

&

céc thude tac dong 1én than kinh trung wong, thudc tri loan nhjp tim va thubc chéng dong méu,

TAC DUNG KHONG MONG MUON (ADR):
Hau hét cac tac dung khong mong muon déu nhe va ty khoi ngay khi ngumg thudc.

Tén suit it gap Hiém gip Rit hiém giip

1/1000 < ADR < 1/100 1/10.000 <ADR < 1/1000 ADR < 1/10.000

Réi loan mau va bach Giam tiéu cau Thiéu méau

huyét Giam bach ciu _ Ngung két héng ciu

Ré&i loan mién dich I Phéan (g qua man

2 Yo e
(I:I{i?llhlg?rrésguyen - g e lEaot i (I;)}z;?rt]h:; duong
Réi loan mét Phi dia thi gidc Sung huyét két mac

R6i loan giéc ngu .
Mt ngti Hung phan
Phén khich ' Triim cam

Bdn chon

R&i loan tam than

Choéng mit

R6i loan cam gide vi gidc
Réi loan h théng thin | o ox Ng:én ngo Run
kinh Liét nta ngudi Chudt rat
Budn ng
Mt tri nhé

Ting thinh luc
Réi loan tai va mé dao | Chéng mét Giam thinh luc
U tai

Thiéu mau cyc bd co tim/nhdi mau
co tim

Con dau that nguc

R6i loan chitc ndng tim Nhip tim chém R&i loan nhip tim

Nhip tim nhanh
Ngoai tdm thu
Panh tréng nguc

Rung tdm nht
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Réi loan mach mau

Huyét 4p thap

Tang huyét dp
bo bimg
Viém tic tinh mach

Huyét 4p khéng én
dinh

R&i loan tidu hoa

Budn non
Khd miéng
Kho chiu & bung

Pau thugng vi
Tédo bon

Tiéu chay
Chimg khé tiéu
Nén

Kho nudt
Viém miéng

Réi loan mé da va mé
dudi da

Ban do

Tang tiét md hoi
Neira

May day

Phét ban

Viém da

Toan than

Suy nhuge
Kho chiu

Kho chiu ving nguc
Ha than nhict

Tang huyét ap

Giam/tang bach ciu

Tang triglycerid trong méau Giam hong cau

Céc két qua lam sing Ha huyét ap

Ting/giam bach c4u 4i toan - | Giam  thoi  gian
Chire ning gan bat thréng thrombin
Doan ST bét thudng _ Tang cin

Thong bdo ngay cho béc sT hade duoe sTnhitng phan iing c6 hai gap phai khi sir dung thuéc.

QUA LIEU VA CACH XU TRi:

Theo cac tai liéu va bdo cdo, ding lau dai lidu 60 mg hang ngdy 13 an toan. Liéu don, dimg dudng uung 1én dén 360
mg vinpocetin ciing khong géy tic dung khong mong mudn nghiém trong nao trén hé tim fach hay bt k¥ co quan
nao khéc.

Réi loan nhip tim 12 mdi de doa lén nhat trong trudng hop dung qua liéu. Trong truomg hop nay, nén nging su dung
thudc va theo doi bénh nhén cén than. Néu r6i loan nhip tim xay ra, nén thuc hlen diéu tri triu chimg va hé tro thich
hop. Cac ddu hiéu sinh Lon ciing can dugc theo dbi

PAC TiNH DUQC LUC HOC:

Mi ATC: N06BX18.

Nhom duec 1y: Thube hung phin than kinh.

Vinpocetin la mot hop chit cé co ché tac dong phirc hop, co tic dong cai thi¢gn chuyén héa & nfio va luu luong méau
néo, cling nhu Ién nhiing dic tinh luu bién ctia mau.

Vmpocetm bao vé té bao than kinh: Thudc diéu hoa céc tic dong c6 hai clia cac phan img té bao gay hoi cac acid
amin kich thich. Vinpocetin trc ché cac kénh Na+ va Ca++ phy thudc hiéu dién thé cling nhu cac thu thé NMDA va
AMPA. Vinpocetin lam ting tac dong béo vé (& bao than kinh cla adenosin.

Vinpocetin kich thich chuyén héa ndo: Vinpocetin lam tang hép thu va tiéu thu glucose va oxy & md ndo, tang sirc
chiu dung véi tinh trang thiéu oxygen ctia t& bio néo, tang van chuyén gl‘ucose-nguﬁn nang lrong duy nhét clia nio-
qua hang rido mau ndo, huéng sur chuyén hoa glucose dén chu trinh hiéu khi thusn loi hon vé mat nang lugng.

Vinpocetin ¢ ché chon loc enzym cGMP—phusphod:esterase (PDE) phu thudc Cat-+-calmodulin; gia tang mirc
cAMP va ¢cGMP & ndo. Vinpocetin [am tang nong do ATP va ty 1¢ ATP/AMP; ting ludn chuyén norepmephrm va
serotonin ctia ndo; kich thich hé noradrenergic huéng 1én; thube ¢6 hoat tinh chéng oxy héa; két qui cia nhitng téc
dong trén day giup vmpocehn c6 tac dong bao v¢ ndo.

Vinpocetin céi thién dang ké vi tuin hoan nio: Vinpocetin rc ché két tép tidu cdu; giam su tang d6 nhot mau bénh
ly; tang kha nang bién dang héng cﬁu va (rc ché thu nhén adenosin cta hong ciu; tang van chuyén oxy vao mé nio
bang cach giam ai luc oxy voi hﬁng ciu.

Vinpocetin lam ting tudn hoan mau nio mét céch ¢6 chon loc: Thuoc lam tang cung luong tim 1én ndo; giam sic
khang mach ndo ma khéng anh hudéng dén nhiing thong sb clia tudn hoan toan thén (huyét 4p, cung huong tim, nhip
tim, téng sirc khang ngoai blén) khéng giy ra tac dung chiém doat méu. Ngoai ra, trong thoi gian diéu tri,

vinpocetin con lam tdng cung cép mau cho vimg nio bj t6n thuong (nhung chua bi hoai tir) dwge tirdi méu it (nghich
dao tic dung chiém doat méu).

PAC TINH DUQC DONG HQC:
* Hép thu: Vinpocetin dwoc hép thu nhanh. Néng do dinh huyet twong dat dirgc 1 gior sau khi udng. Vi tri hap thu
chinh Ja & phan trén ciia 6ng tiéu hoa. Thude khong bj chuyén héa khi di qua thanh ruét.
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* Phén bo: Trong céc nghién ciru thyc hién trén chudt cong c6 sir dung vmpacelm dbng vi phdng xa thi thiy ndng
do phcmg Xa tap trung cao nhit & gan va 6ng tiéu hoa. Néng d6 thude cao nhat & md do duge vao gid thir 2-4 sau khi
uong Nong do phong xa do duge ¢ ndo khéng cao hon & mau.

6] ngum tile gan két protein 1a 66%. Sinh kha dung theo duong ubng 12 7%. Thé tich phan phm la 246,7+88,5 l/kg
cho thily su gén két mé la dang ké. Trj s6 thanh thai ctia vinpocetin (66,7 V/gitr) vuot qua tri so huyét twong clia gan
(50 V/gidy) cho thdy cé su chuyen hoéa ngoai gan.

* Chuyén héa: Chat chuven hoéa chinh cna vinpocetin Ia acid apovmcammm (AVA) chiém khodng 25-30% khi ding
cho ngudi. Sau khi ubng, dién tich duéi dudng cong cia AVA lon gap hai l4n so v6i khi dimg dudng tiém tinh mach
chi ra ring AVA dugc tao thanh sau chuyén hoa dAu tién cia vinpocetin. Cac chét chuyén héa xa hon duge xac dinh
la hydroxy-vinpocetin, hydroxy-AVA, dihydroxy-AVA-glycinat va cic phic hop cua ching vdi cac glucuronid
va/hodc sulphat Trong cac loai nghién e, Iucmg vinpocetin duoc bai tiét vao nude tieu dudi dang khong ddi chi
chiém vai phéan trim liéu dung.

* Thai trir: S dyng duong udng v6i lidu 13p lai 5 mg hodc 10 mg vinpocetin cho thay dong hoc tuyén tinh; néng do
huyét twong én dinh 1a 1,2+0,27 ng/ml va 2,1£0,33 ng/ml, theo thir ur twong dng. G ngudi, thoi gian ban thai [a
4.83+£1,29 gio. Trong cac nghién ciru thye hién véi cac hop chit ¢6 tinh phong xa ngmn ta nhén thiy rang thube
dugc thai lru‘ chil yéu qua nude tiéu va phén theo ti 1€ 60-40%. O ché va chudt, hiu hét cac phong xa dugc tim thiy
ch ngutm gbe tir mat nhung chua khing dinh duoc vai trd chinh cia tufin hoin gan rudt. Acid apovincaminic dugc
bai tiét qua than béi qua trinh lgc don thudn & cAu than. Thoi gian ban thii tiy thude vao liéu ding va dwong ding
thude.

Mt dic tinh quan trong va uu viét ciia vinpocetin 1a khéng cAn phai diéu chinh ligu khi ding cho ngudi bénh suy
gan hodc suy than vi thudc khéng tich Iiy.

Thay dm céc ddc tinh duge dong hoc dudi cac didu kién dac biét (vi du: tudi tic, cac benh kém theo): Vi vinpocetin
chit yéu dugce ding cho ngucl cao tudi, 12 nhitng ngudi ma dong hoc cia thudc ¢6 nhiéu thay déi - giam hap thu,
khéc biét trong phan phoi va chuyén héa, gidm bai tiét, nén cén phai thuc hién cdc nghién ciru duge dong hoc trén
nhém tudi nay, dic biét 1a khi dung thubc dai ngay. Cac két qua cho thay, dong hoc cia vmpocetm trén ngudi cao
tudi khong khéac biét dang ké so véi ngudi tré. Truong hop roi loan chirc nang gan, thin van co thé dung liéu théng
thutmg do vinpocetin khéng tich [iy; va vi thé ciing c6 thé ding thude l4u dai.

QUY CACH PONG GOI:
Vinpoacne 5: Hop 3 vix 10 vién. Hap 10 vi x 10 vién.
Vinpoacne 10: Hop 3 vi x 10 vién. Hop 10 vi x 10 vién,

PIEU KIEN BAO QUAN: Noi khé, nhiét d¢ khong qué 30°C, tranh 4nh sang.
HAN DUNG: 36 thang ké tir ngay san xuét.

TIRU CHUAN CHAT LUQONG: TCCS.

TEN, PJA CHI CUA CO SO SAN XUAT:

f_!_\BiIPHA -CNC

ECTER

CONG TY CO PHAN DUQC PHAM CONG NGHE CAO ABIPHA
L6 dit CN-2, Khu cong nghiép Phu Nghfa, X3 Phu Nghia, Huyén Chuong My, Thanh phd Ha N¢i
Dién thoai: 024 6262 7788
Website: www.abipha.com.vn
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