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Noi dung to hwong (l(m su dung vién nang ciing VINPHACETAM cho cdn bj y té

Tén thude:

Ducgc chdl: PiracetamN s —eriadd, e e oeeeorieirinieeaenann e 400 mg

Td duoc: Tinh bdt ngd, tiniBOT sin, magnesi stearat, tale vd........ 1 vién.
Dang bao ché: Vién nang cing
Quy cach dong goi:

Hop 10 vi x 10 vién nang cting
Duwoe lue hoe:

Ma ATC: NO6BX03

Piracetam (dan xudt vong ctia acid gamma amino - butyric, GABA) dugc coi la mot chét ¢o
tac dung hung tri (cai thién chuyén hoa cia té bao than kinh) mac du con chua biét nhiéu vé cic
tac dung dédc hi¢u cling nhu co ché tac dung cta no.

Piracetam tac dong 1én mot so chat dan truyén than kinh nhu acetylcholin, noradrenalin.
dopamin... Diéu nay c6 thé giai thich tac dung tich cuc cta thude 18n su hoc tap va cai thién kha
nang thuc hién cac test vé tri nhé. Thude ¢6 thé 1am thay doi su dan truyén than kinh va gép phan
cai thién moi trudong chuyén hoa dé cac té bao than kinh hoat dong tét. Trén thuc nghiém.
piracetam c6 tac dung bao vé chéng lal nhiing rdi loan chuyén héa do thiéu mau cuc bo nho lam
tang dé khang cta nio ddi voi tinh trang thiéu oxy. Piracetam lam tdng su huy dong va s dung
glucose ma khong 1¢ thude vao su cung cép oxy, tao thuan lgi cho con duong pentose va duy tri
tong hop ning lugng & ndo. Piracetam tang cudng ty 1& phuc hdi sau ton thuong do thiéu oxy
bing cach ting su quay vong cla céc phosphat v co va giam tich tu glucose va acid lactic.
Trong di¢u kién binh thuong cling nhu khi thiéu oxy, piracetam lam tdng luong ATP trong néo
do tang chuyén ADP thanh ATP; didu nay ¢o thé 1a mot co ché dé giai thich mot s6 tac dung co
ich cta thude. Tac dong 1én sy dan truyén tiét acetylcholin (lam tang giai phong acetylcholin)

ciing ¢6 thé gop phin vio co che tac dung cua thude. Thude con ¢ tac dung lam tiang giai phong

dopamin va diéu nay co6 thé c¢6 tac dung tot 1én sy hinh thanh tri nho. Thudc khong cé tac dung |

ody ngl, an than, hoi stc, giam dau, an thin kinh hodc binh than kinh ciing nhu khong cé tac
dung cua GABA.

Piracctam lam giam kha ning két tu tiéu cau va giam do nhot cia mau & liéu cao, trong
truong hop hdng cau bi climg bit thuong thi thude co thé lam cho hdng cau phuc hdi kha ning
bién dang va kha ning di qua ciac mao mach.

Tac dong 1én hong ciu: O nhitng bénh nhén bi thiéu mau hdng cau hinh liém, piracetam cai
thién cac bién dang cia mang & bao hong cau, giam do nhét clia mdu va ngan ngira su hinh
thanh tru hong cau.

Téc dong 18n tiéu cau: Trong cac nghién ciru md & nhitng nguoi tinh nguyén va nhiing nguoi
¢6 hién tuone Raynaud, tang li¢u cua piracctam 1&én 12g ¢6 lién quan dén véi viée giam phu thudc
vao liéu trong chue nang tiéu ciu so voi gia i trude khi didu tri (kiém tra cac tap hO’p nhu ADP,

collagen, cpincphun va giai phéong p TG), khong thay déi dang ké s luong tiéu cau. Trong

a”
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ng nguoi tinh nguyén khoe manh, piracetam gidm do bam

Tac dong 1én cac yéu 10 dong mau: Thir nghiém trén nhiing nguoi tinh nguyén khoe manh.
S0 V6i ia tri trude khi didu tri, piracetam 1én dén 9,6g lam gidm nong do cua fibrinogen huyct
thanh va cac yéu t6 Von Willebrand (VIII: C; VIII R : AG; VIII R : vW) tir 30% dén 40% va
tang thoi gian chay mau. Vi nhitng bénh nhan c6 hién tugng Raynaud so cAp va thir cap, so sanh
v6i gia tri trude khi didu tri, piracetam 8 g/ngdy duy tri trong 6 thang lam giam nong do
fibrinogen huyét thanh va cac yéu td Von Willebrand (VIII: C; VIIIR : AG; VIII R : vW) tir 30%
dén 40%, giam do nhdt ctia mau va ting thoi gian chady mau.

Duwoc dong hoe:

Piracetam dung theo dudng uéng duge hap thu nhanh chéng va hau nhu hoan toan & dng ticu
hoa. Sinh kha dung dat gdn 100%. Nong do dinh trong huyét twong (40 - 60 microgram/ml) Xuét
hién 30 phat sau khi uéng mot lidu 2 ¢. Nong do dinh trong dich néo tuy dat duoc sau khi ubng
thude 2 - 8 gio. Hap thu thude khong thay ddi khi didu tri dai ngay. Thé tich phén bd khoang 0.6
lit/kg. Piracetam ngdm vao tat ca cdc mé va co thé qua hang rio médu - ndo, nhau thai va ca cac
mang dung trong tham tich than. Thude ¢6 nong do cao & vo ndo, thuy tréan, thuy dinh va thuy

.

cham, tiéu ndo va cac nhan ving day. Thoi gian ban thai trong huyét twong 1a 4 - 5 gio. Thoi gian
ban thai trong dich nio tay khoang 6 - 8 gio. Piracetam khong gln vao cac protein huyét tuong
va duoc dao thai qua than dudi dang nguyén ven. HE s6 thanh thai piracetam ctia than & ngudi
binh thuomg la 86 ml/phut. 30 gio sau khi U("')ng, hon 95% thudc duoc thai theo nude tiéu. Néu bi
suy than thi thoi gian ban thai ting 1én: O ngudi bénh bi suy than hoan toan va khong hdi phuc
thi thoi gian nay la 48 - 50 gio.

Chi dinh:

Rung giat co ¢o ngudn gbe vo ndo.

Thiéu mau nio.

Suy giam nhan thuc ¢ nguoi gia.

Chtng noi kho o tré nho.

Chong mat.

Licu dung - cich dung:
Cach diung: Dung duong uéng.
Liéu ding:

Lidu khoi dau 7.2 g/ngay, chia lam 2 - 3 lan. Tuy theo ddp tng, ct 3 - 4 ngay mot lan, tang
thém 4,8 g/ngay cho toi lidu i da la 24 g/ngay. Phu thude vao loi ich lam sang dat dugc, nén tim
cach giam lidu cua cac thube dung kem néu ¢o thé.

Khong khuyén cao dung thude cho tré em dudi 16 tudi.

Nguoi cao tudi: Can phai di¢u chinh liéu & bénh nhan cao tudi bi suy giam chirc ndng than.

Khi dxcu 111 l\w dal & ngudi cao tudi, thuong xuyén danh gia do thanh thai ctia creatinin daé dxcu

o -

) i mac mach mau va tac dong kich thich truc tiép vao tong |

-
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ndng than: ?,
Muic do s lignh thai Liéu dimng
o ' j (ml/phuit)
Elll}fl,]fm% \__/ 7 Liéu binh thuong, chia lam 2 - 4 lan/ngay
Nhe 2/3 liéu binh thuong, chia lam 2 - 3
lan/ngay
Vira 30 - 49 1/3 lidu binh thuong, chia lam 2 lan/ngay
~Na_no“ o <30 1/6 liéu binh thuong, 1 lan/ngay
Giai doan cudi | - Chdng chi dinh

Nguoi bi suy giam chic ndng gan Khong can diu chinh licu.
Chéng chi dinh:
Man cam v6i piracetam hodic v6i bét ¢t thanh phan nao cta thudc.
Ngudi bénh suy than nang (giai doan cubi).
Nguoi mic mua gidt Huntington.
Nguoi bénh suy gan nang.
Xuét huyét nio
Céc trwomg hop thin trong khi dang thude:
Tac dung trén két tap tiéu ciu: Do anh hudng cua piracetam trén két tap tiéu cau, nén can than

trong str dung cho nhitng bénh nhén bi xuat huyét ning, bénh nhan ¢6 nguy co chay mau nhu

viém lo¢t da day, bénh nhan rdi loan cdm mdu, bénh nhan c6 tién st xudt huyet ndo, bénh nhan |

trai qua phau thudt lén bao gdm ca phiu thuat nha khoa va bénh nhén sir dung thubc chéng dong
mau hay thude chdng két tap tiéu cdu nhu aspirin liéu thap.

Suy than: Piracetam duge dao thai qua thén, nén can than trong khi st dung cho nhiing b¢nh
nhan bi suy giam chic nang than (xem muc liéu dung - cach dung).

Nguoi cao tudi: Khi diéu tri 1au dai & nguoi cao tudi, can danh gia thuong xuyén do thanh thai
creatinin dé didu chinh licu cho phu hop.

Ngimg thude: Khong nén nglmg thubc dot ngdt vi c6 thé gay rung giat co hodc dong kinh ¢
bénh nhan bi rung giat co.

Phu nit ¢d thai:

Piracetam ¢6 thé qua nhau thai. Khong nén dung piracetam cho nguoi dang mang thai. Chi su

dung khi danh gid loi ich cho me vuot troi nguy co cho thai nhi.
Phu niv cho con bi:

Piracetam duoc bai tiét qua stra me. Khong nén dung piracetam cho nguoi dang cho con bu.

Can lua chon cho con bu hodc st dung thudc, tiy vao loi ich cua stta me doi v6i tre va loi ich cua |

viée didu trj cho me.

Nguwoi vin hinl mdy méc, dang ldi tau xe, nguwoi lam viéc trén cao va cdc truong hop khdc:
Thube ¢6 thé edy chong mat. budn ngn. Khong lai xe, van hanh may méc hay lam viée trén

cao khi gidp phai cac tac dung khong mong mudn cia thude.

Twong tic thum:'

e

\tl han: Lidu dung hang ngay can phai duoc danh gia theo chirc |

-
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chuyén hoa.

Hormon tuy
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phét, piracetam 9.6 g/ngay da khong lam thay doi li€u can thiét ciia acenocoumarol dé dat INR

2,5 - 3,5, nhung so sanh vai hiéu qua khi dung acenocoumarol mot minh, viéc su dung thém
piracetam 9,6 g/ngay lam gié’lm dang ké két tap tiéu cau, giai phong P - thromboglobulin, nong
do fibrinogen va cac yéu t6 von Willebrand (VIIL: C; VIII: vW: Ag; VIII: vW: RCo), mau toan
phan va do nhot huyét twong. ‘

Thude chong dong kinh: Li¢u hang ngay 20 g piracetam dung trong hon 4 tuan khong lam

thay doi ndng do dinh va day cta cac loai thude chéng dong kinh (carbamazepin, phenytoin,
phenobarbiton, valproat) ¢ bénh nhan dong kinh da duoc 6 6n dinh lidu. |
Ruou: Khong anh huong dén ndng do piracetam. Nong do rugu khong bi thay ddi khi udng |
cung voi 1,6 g piracetam. 1}
Tac dung khong mong mudn (ADR): ‘
Thuong gdp, ADR > 1/100 |
Toan than: Téang can. |
Than kinh: Bon chdn, cing thing, tang dong.
It gaip, 1/1000 < ADR < 1/100
Toan than: Chong mat, suy nhuoc.
Than kinh: Trdm cam, budn ngu.
Khéng xdc dinh tdn sudt
Huyél hoc: R6i loan dong mau hoic Xudt huyél nang.
Hé thong mién dich: Qua min, phan tmg phan vé. ;
Than kinh: Kich dong, lo ling, a0 gidc, 4 1an, mat thang béng, dong kinh tram trong hon,
nhire ddu, mat ngu.
Tai: U tai, hoa mat. chong mat.
Tiéu hoa: Rdi loan ticu hoa, dau bung, budn non, tiéu chay, non mua.
Da: Viém da, ndi mé day, pht né, ngtra. @

Hudng dan edch xiv tri ADR:

C6 thé giam nhe cic ADR ctia thudc bing cach giam liéu.
“Thong bdo ngay cho bdc si hodc dwoc si nhitng tic dung
kliéng mong mudn gip phai khi si dung th uéc”
Twong ky
Khong ¢6 thong tin
Qua4 lidu va cdch xi tris
Triéu chirng: Chua co truong hop qua lidu nao duge bdo cdo. Liéu rat cao lén t&i 75 g chua ¢6 |

biéu hi¢n qua licu.

Xur tri: Khong ¢6 thuoc oidi doc dic hiéu, cht yéu 1a diéu tri tricu ching va hd tro. Trong trudng

qj‘z/
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b¢/dy chi dung theo don cda bac si”
“pé xa tam tay tré em”
Joc ki hudéng din sir dung trude khi dung”
Diéu kién bio quin: Noi kho rdo, nhiét do dudi 30°C, tranh 4nh sang.
Han dung: 36 thang ké tr ngdy san xudt
Tiéu chuén dp dung: DDVN IV
Tén, dia chi co 6 sdn xuit:
CONG TY CO PHAN DUQC PHAM VINH PHUC
S 777 Budng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phue
PT: 02113 861233 Fax: 02113 862774
Pia chi nha may: Thon Mau Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc

Neay xem xét stva doi, edp nhit lai ndi dung hwong dan sir dung thuoe: Ngay/thang/nam

|
|
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Noi dung to hye g ut dung vién nang cieng VINPHACETAM cho nguoi bénh

2

Tén thude: ,Q/f«ONG v N\~ ‘

.f”’ cO PHAN VINPHACETAM
| puoc PHAM

\Q ViNH PHdd L

\% TN

|
pomay chi dung theo don cia bdc si” |
|
|
Joc ky huong dan sir dung trweée khi diing” l

“Dé xa tam tay tré em”

“Théong bdo ngay cho bac st hodc dwoc st nhitng tic dung khong mong muon
gap phai khi siv dung thuoc” T
Thanh phin, ham lwgng cua thude f

Cho 1 vién nang cing: ‘

Ducoe chdl: Piracetam .............ccciivieeeeeee e vee .. 400 mg ’

Td duoc: Tinh bot ngd, tinh bot siin, magnesi stearat, talc vd........ 1 vién. ‘
M0 ta sin phim |
Dang bao ché: Vién nang cling |
Mo ta: Vién nang cung s6 0, miu tring - cam, nang nhin bong, khong moép méo, bén trong chiz
bot thube mau tring nga. |
Quy cach dong goi ‘
Hop 10 vi x 10 vién nang cung ;
Thube diing cho bénh gi

Rung giit co ¢co 11ng511 géc vO ndo. !
Thiéu mau nio.

Suy giam nhén thic ¢ nguoi gia.

Chung ndi kho ¢ tr¢ nho.

Chong mat

N¢n dung thude nay nhuw thé nao va lidu lwgng
Cdch ding: Dung duong udng.

Liéu diing:

Liéu khoi dau 7,2 g/ngay, chia lam 2 - 3 lan. Tuy theo dap tng, ctr 3 - 4 ngay mot lan, tang |
thém 4.8 o/nedy cho t6i lidu i da la 24 g/ngay. Phu thudc vao loi ich lam sang dat dugc, nén tim ?
cach giam licu cua céac thude dung keém néu co thé.

Khong khuyén céo dung thube cho tré em dudi 16 tudi. ‘w

Nguoi cao tdi: Can phai diéu chinh liéu ¢ bénh nhan cao tudi bi suy giam chuc ndng than. |
Khi didu tr kéo dai & nguoi cao tudi, thuong xuyén danh gia do thanh thdi cla creatinin dé dicu
chinh liéu cho phu hop. |

Nguoi bi suy giam chuc ndng thén: Lidu dung hang ngay can phai dugc danh gia theo chiic
nang than:

Mitc do suy than D¢ thanh thai Liéu dung ‘

creatinin (ml/phut)

Bmh lhuonw >80 Liéu binh thuong, chia lam 2 - 4 lan/ngay

Nhe 50-79 2/3 lidu binh thuong, chia lam 2 - 3
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. //?;‘ lan/ngay ‘
Vua /% C,J/‘/ CONG 1/3 liéu binh thuong, chia lam 2 lan/ngay
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Khi nao khong nén o thudc nay

1/6 liéu binh thuong, 1 lan/ngay

Nang

Chéng chi dinh

Nguoi bi suyg gan: Khong can dicu chinh liu.

k=

Man cam véi piracetam hodc voi bat cir thanh phdn nao cta thude.
Nguoi bénh suy than ndng (giai doan cuéi).
Nguoi méic mua giat Huntington.
Nguoi bénh suy gan ndng.
Xuat huyét nio
Tac dung khong mong mudn (ADR)
Thieong gap, ADR > 1/100
Toan than: Téang can.
Thén kinh: Bdn chdn, cang thang, tang dong.
It gap, 171000 < ADR < 1/100
Toan than: Chong mat, suy nhuoc.
Than kinh: Trdm cam, budn ngu.
Khong xdc dinh tan sudt
Huyét hoc: R&i loan dong mau hoic xudt huyét nang.
Hé théng mién dich: Qua min, phan tmg phan vé.
Than kinh: Kich dong, lo léng, ao giac, la 14n, mét thang béng, dong kinh trAm trong hon, nhirc
dau, mét neu.

Tai: U tai, hoa mit, chong mit.

Tiéu hoa: Rdi loan tiéu hoa, dau bung, budn ndn, tiéu chay, ndén mura. @
Da: Viém da, ndi mé day, phu né. ngta. \
Huéng din cdch xi tri ADR: 4
C6 thé giam nhe cac ADR cua thude bang cach giam lidu. ’ )\x
#

“Thong bdo ngay cho bdc st hodc dwogc si nhitng tic dung
khéong mong mubn gap phdi khi st dung thuéc”
Nén tranh dung nhirng thude hode thue phim gi khi dang s dung thubc nay
Tuong tac duoc dong hoc: Kha nidng tuong tac thubc din dén thay doi duoc dong hoc cua
piracetam la thip vi c6 khoang 90% lidu dung piracetam duogc bai tiét qua than & dang khong
chuyén hoa.

Hormon tuyén giap: Gy 16 14n, kho chiu va roi loan gidc ngt dd duge ghi nhan khi di€u tri ket

hop piracetam véi thude duge chict xuat tir tuyén giap (T3 + T4).
Acenocoumarol: Trong mot cong bd nghién ctru trén bénh nhan huyét khoi tinh mach nang tai

phat, piracetam 9.6 g/ngay di khong lam thay doi liéu can thiét ctia acenocoumarol de dat INR

2.5 - 3.5, nhung so sanh voi hicu qua khi ding acenocoumarol mot minh, viéc st dung thém
& v ] (=) v v O

piracetam 9.6 g/ngay lam giam dang k¢ két tdp tiéu cau, giai phong P - thromboglobulin, nong do

. v 4 4 . » < o |

fibrinogen va cac yéu td von Willebrand (VI C; VIIL: vW: Ag; VIII: vW: RCo), mdu toan phan |

&V
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loai thudc chong ddong kinh (carbamazepin, phenytoin. |

dong kinh da dugc On dinh liéu.

cung voi 1,6 g piracetam.
Chn 1am gi khi mit lin quén khong dang thude

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

Cén bdo quin thue nay nhu thé nio

Noi khé rdo, nhiét do dudi 30°C, tranh anh sang

Nhirng diu hi¢u va tri¢u chimg khi dung thuoc qua liéu

Triéu chirng: Chua co trudng hop qua lidu ndo duoc bdo céo. Lidu rit cao 1én t6i 75 g chua ¢o |
biéu hién qua licu.
Cin phii lim gi khi dung thude qui lidu khuyén cdo
Xir trf: Khong ¢o thude giai doe dic hi¢u, chu yéu la diéu tri triéu ching va h6 tro. Trong truomg |
hop cdp tinh, tién hanh loai bo thude bing cach rira da day hodc gy non. Co thé str dung phuong |
phap tham tich mau. ‘
Nhirng didu cin thin trong khi dung thude nay

Tac dung trén két tap ticu cAu: Do anh huong cia piracetam trén két tap tiéu cau, nén can thin
trong st dung cho nhiing bénh nhan bi xudt huyét nang, bénh nhan c¢6 nguy co chay mau nhu |
viém loét da day, bénh nhin r&i loan cdm mau, bénh nhan c6 tién st xudt huyé't ndo, bénh nhan |
trai qua phau thudt Ion bao gdm ci phiu thudt nha khoa va bénh nhén st dung thudc chbng dong ‘
mau hay thude chdng két tap ticu cAu nhu aspirin liéu thap. }

Suy than: Piracetam dugce dao thai qua thdn, nén can than trong khi st dung cho nhiing bénh !
nhan bi suy giam chice nang thin (xem muc lidu dung - cach dung).

Nguoi cao tudi: Khi didu tri 1au dai ¢ nguoi cao tudi, can danh gia thuong xuyén d thanh thi’
creatinin dé didu chinh liéu cho phu hop.

Ngimg thude: Khong nén ngime thudc dot ngdt vi co thé gay rung gidt co hodc dong kinh ¢ |
bénh nhéan bi rung gidt co.
Phu niv ¢o thai: |

Piracetam ¢6 thé qua nhau thai. Khong nén dung piracetam cho nguoi dang mang thai. Chi su
dung khi danh gia loi ich cho m¢ vuot trdi nguy co cho thai nhi.
Phu nit cho con bu:

Piracetam duge bai tiét qua stta me. Khong nén dung piracetam cho ngudi dang cho con bu. ‘
Céan lua chon cho con bt hodc str dung thude, tuy vao loi ich ctia sita me ddi v6i tré va loi ich cia |
viée diéu tri cho me. \

Nguwoi viin hanh nidy mée, dang i tiu xe, nguwoi lam viée trén cao va cdc truong hop khdac:

Thudc co thé gdy chong mit. budn ned. Khong 14 xe. van hanh may moc hay lam viée trén

cao khi gap phai cac tac dung khong mong mudn cua thude.
Khi nao can tham vin béc si, duge st
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10N MARAuon cua thude, can tham van bac si, duoc si.
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