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U NHAN VIEN NANG CU'NG PIRACETAM  >5S/163

INH: - Piéu trj triéu ching chéng mat.
- & ngusi cao tudi: suy gidm tri nhd, chéng mat, kém tap trung, hodc thi€u
tinh té&o, thay d8i khi séc. r6i loan hanh vi, kém chid y d&n bdn than, sa sat
tri tué do nhdi mdu néo nhiéu 8.
- Dot quy do thi€u mdu cyc bd cép.
LY DU C -Dung b8 trg sau chdn thuong hodc phdu thuat.
CUC QUAN Q - Dung b8 trg trong diéu i giat rung co c6 ngudn ndo.
- Dléu tri hé frg chung khé doc 3tréd em>8tudi.

PA PHE DUYET |8 anenwo

- biéu frI bénh thi€u méu héng cdu liém.
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LIEU DUNG - CACH DUNG, CHONG CHI DINH SPK:
VA CAC THONG TIN KHAC: S5 16 SX:
Xem toa hudng ddn sU dung. :
NSX:
BAO QUAN:
Noi khé 160, nhiét a6 khng qud 30°C, HD :
tradnh anh sang.
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Traphaco®
CONG TY CP TRAPHACO
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HO SO THIET KE MAQUETTE SAN PHAM PANG KY

MAU NHAN VIEN NANG CU'NG PIRACETAM

Hé Néi, ngay 06 thang 04 ngm 2018
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Hé so déng ki thuéc Piracetam 400 me

T6 hudng dan st dung
L IVSENN
Vo7 . _NEN
[ 16 TY o) PIRACETAM 400 MG
-“_ ; r PHAN !

[/ Pé xa tim tay tré em
Thudc nay chi ding theo don thudc
Poc k§ hwéng din sir dung trwée khi dung

QUI CACH PONG GOI: Hop 6 vi x 10 vién.
DANG BAO CHE: Vién nang cung
M6 ta: Vién nang ctng hinh try, thdn nang mau tring va nip mau cam, trén nip nang
c6 chir Tra.
THANH PHAN: mdi vién chua:
Thanh phan hoat chit:
Piracetam 400 mg
Thanh phan ti dwgc:
Talc, Magnesi stearat, Colloidal silicon dioxid vira du
PAC TINH DUQC LUC HQC:

Ma ATC: NO6B X03

- Piracetam (dan chét vong cua acid gamma a%utyric — GABA) c¢6 téc dung
hung tri (cdi thién chuyén héa cua té bao than kinh). Piracetam tac dung truc tiép dén
ndo dé lam tang hoat dong cua vung ndo tham gia vao co ché nhén thire, hoc tap, tri
nh¢, su tinh tdo va y thirc & nguoi binh thuong va nguoi bi suy giam chirc nang, lam
cai thién kha nang hoc tap va tri nhd.

- Piracetam tac dong Ién mot s6 chit din truyén than kinh, lam tang giai phong
acetylcholin, dopamin. Thudc c¢6 thé lam thay dbi sy dan truyén than kinh va gép phan
cai thién mdi truong chuyén hoa dé cac té bao than kinh hoat dong tét, do d6 thube cai
thién kha nang hoc tap va cac hoat dong lién quan dén tri nho.

- Piracetam c6 tac dung bao vé vo ndo chong giam oxy huyét:

+ Trén thuc nghiém, piracetam lam tang cuong su chiu dung clia ndo ddi voi
su thiéu oxXy huyét, chéng lai cac rdi loan chuyén héa do thiéu mau cuc bo.

+ Piracetam lam tiang sy khai thac va ti€u thu glucose mot cach doc lap véi
ngudn cung cap oxygen, tao su thuan loi cho duong chuyén hoa pentose va duy tri su
téng hop nang lugng & nio.

+ Piracetam lam ting ty 1 phuc hdi sau tdn thwong do thiéu oxy bang cach
lam ting nhanh su quay vong cua cac phosphat vo co va lam gidm su tich tu glucose
va acid lactic.

+ Piracetam lam ting luong ATP trong ndo do ting chuyén ADP thanh ATP
trong diéu kién binh thudng ciing nhu khi thiéu oxy.

- Piracetam lam giam kha nang két tu tiéu cau va trong truong hgp hong cau bi
ctng bat thuong thi thube c¢6 thé 1am cho hong cau phuc hdi kha niang bién dang va
kha nang di qua cac mao mach. Thudc c6 tic dung chdng giat rung co.
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Hb so déng ki thuée Piracetam 400 mg

PAC TINH DUQC PONG HOC:

Piracetam dung theo dudng udng dugce hdp thu nhanh chéng va hau nhu hoan
toan & 6ng tiéu hoa. Sinh kha dung dat gan 100%. Nong d6 dinh trong huyét tuong (40
- 60 pg/mL) xudt hién 30 phat sau khi uéng mot lidu 2 g. Nong do dinh trong dich ndo
ty dat dugc sau khi udng thude 2 — 8 gio. Hap thu thudc khong thay déi khi diéu tri
dai ngay. Thé tich phan bd khoang 0,6 L/kg. Piracetam ngdm vao tit ca cic mo va co
théqua hang rao mau - ndo, nhau thai va ca cac mang ding trong thdm tich than. Thudc
c¢6 nodng d cao & vo ndo, thuy tran, thuy dinh va thiy chdm, tiéu ndo va cac nhan ving
day. Nira doi thai trir trong huyét tuong 1a 4 -5 gio. Nira doi thai trir trong dich ndo tuy
khoang 6- 8 gio. Piracteam khong gin vao cac protein huyét wong va duge dao thai
qua than dudi dang nguyén ven. Hé sé thanh thai piracetam cua than ¢ ngudi binh
thuong 1a 86 mL/ phit. 30 gio sau khi udng, hon 95 % thude dugc thai theo nudc tiéu.
Néu bi suy than thi nira doi thai trir tang 1én: O nguoi bénh bi suy than hoan toan va
khong hoi phuc thi nira doi thai trir 1a 48 - 50 gio.

CHI PINH:

- Piéu tri triéu chiing chéng mit.

- O nguodi cao tudi: Suy giam tri nhd, chong mat, kém\gap trung, hoidc thiéu tinh
téo, thay ddi khi sic, rbi loan hanh vi, kém cha y dén ban than, sa st tri tué do nhdi
méu ndo nhiéu 0.

- Pot quy do thiéu mau cuc bd cap.

- Dung bd trg sau chin thuong hodc phiu thust.

- Dung bd trg trong diéu tri giat rung co ¢6 nguon gdc vo nio.

- Diéu trj hd tro ching kho doc ¢ tré em > 8 tudi.

- Diéu tri nghién rugu.

- Diéu tri bénh thiéu mau hong cau liém.

LIEU DUNG - CACH DUNG:

C6 thé udng thudc gan bira an hodc cach xa bita an.

- Liéu thwong dung: 30 - 160 mg/kg/ngay, tuy theo chi dinh diéu tri, chia déu
ngay 2 hodc 3 lan.

- Piéu tri dai ngay cac hoi chirng tim than thuc thé & nguoi cao tudiz1,2 - 2.4
g (3-6 vién)/ngay, tuy theo tung truong hop. Lidu cao c6 thé Ién téi 4,8 g (12
vién)/ngay trong nhiing tuan dau.

- Suy giam nhén thirc sau chéin thwong ndo (c6 kém chéng mat hodc khong):
Lidu ban dau 12 9- 12 g (22 - 30 vién)/ngay. Liéu duy tri 1a 2,4 g (6 vién)/ ngay, ubng it
nhat trong 3 tuan.

- Piéu trj gidt rung co c6 nguon gbc v6 nio: phic dd diéu tri nén bat dau 7,2 g
(18 vién)/ngay chia thanh 2- 3 1dn. Tuy theo dap tng, ctr 3- 4 ngay mot lan, ting thém
4.8 ¢ (12 vién)/ngay cho t6i lidu téi da la 24 g (60 vién)/ngay. Sau khi da dat liéu t6i
uu cua piracetam, nén tim cach gidm lidu cua cac thude dung kém. Khong st dung cho
tré dudi 16 tudi.
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- Piéu tri hd tro chirng khé doc ¢ tré em > 8 tudi: tré em va thanh thiéu nién,
dung liéu 3,2g (8 vién)/ngay, chia lam 2 1an

- Piéu tri nghién rwou: 12g (30 vién)/ngdy trong thoi gian cai rugu dau tién.
Liéu duy tri: 2,4 g (6 vién)/ngay.

Ho so déing ki thudc Piracetam 400 mg

- Piéu tri thiéu mau héng ciu liém: 160 mg/kg/ngay, chia déu lam 4 lan.
CHONG CHI PINH:

- Mén cam véi piracetam hodc bét cir thanh phan nao cia thude.

- Nguoi bénh suy than nang (Cl,< 20 mL/phut.)

- Ngudi méc bénh mua giat Huntington

- Nguoi bénh suy gan.

- Xuét huyét n3o.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

- Piracetam dugc thai trir qua than, nén ntra doi sinh hoc cua thude tang lén lién
quan truc tiép v6i muc d suy than va Cl,. Can rét than trong khi dung thube cho
ngudi bi suy than. Can theo doi chire niang than & nhirng ngudi bénh nay va ngudi cao
tudi.
- Tranh ngimg thudc dot ngdt & bénh nhén rung giat co do rfgﬂs/co gdy co giat. b
- Than t’r(_)ng trén bénh nhan loét da day, c6 tién su dot quy do xuat huyet, dl‘n}g *\,&
cung céac thudc gy chdy mau do tdng nguy co gdy chdy mau. Thén trong cac phau :,é

thuat 16n do kha ning gay rdi loan dong mau tiém tang. 7
SU DUNG CHO PHU NU CO THAI VA CHO CON BU: }

Khong nén dung thudc nay cho phu nir ¢6 thai va cho con bu.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY -
MOC: “

Piracetam c6 thé gay kich thich co, bon chdn, hodc budn ngi. Khong lai xe hoic TY
van hanh may moéc khi c6 nhirng dau hiéu ké trén. N
TUONG TAC THUOC:

- Khi dung piracetam dé diéu tri nghién rugu, bénh nhan van cé thé tiép tuc

phuong phap didu tri nghién ruou kinh dién (cac vitamin va thudc an than) trong
truong hgp nguodi bénh bi thiéu vitamin hodc kich dong manh.

- Pa c6 mdt truong hop xay ra tuong tac giira piracetam va tinh chat tuyén giap
khi dungddng thoi: 1a 14n, bi kich thich, va rdi loan gidc ngu.

- O mot ngudi bénh, thoi gian prothrombin di dugc 6n dinh béng warfarin lai
tang 1én khi dung piracetam.
TAC DUNG KHONG MONG MUON:

- Thuong gdp. mét moi, budn ndn, ndn, tiéu chay, dau bung, truéng bung, bon
chon, dé bi kich dong, dau dau, mat ngu, ngu ga.

- I gdp: chong mit, tang can, suy nhugc, run, kich thich tinh duc, cang théng,
tang van dong, trdim cam, rdi loan dong mau, xuat huyét, viém da, ngira, may day.

Thong bdo ngay cho bdc sy hodc dwoc sy nhitng phdn irng cé hai gdp phai khi sir

dung thuéc.
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QUA LIEU VA CACH XU TRI:
Piracetam it doc ngay ca khi ding liéu rat cao. Khong c6 triéu chimg dic trung

Hoé so déng ki thuéce Piracetam 400 mg

d6i v6i truomg hop qua lidu piracetam.

Déi v6i ngd doc cap tinh, c6 thé tién hanh rira da day hodc giy non. Khong co
thudc giai doc dic biét khi dung qua lidu piracetam.

Tich cuc theo ddi dé c6 bién phap xr tri kip thoi.
PIEU KIEN BAO QUAN: Noi kho réo, nhiét d khong qué 30 °C, tranh anh sang.
HAN DUNG: 48 thang ké tir ngay san xuét.
TIEU CHUAN CHAT LUQNG CUA THUOC: TCCS

San phim ciia: CONG TY CO PHAN TRAPHACO
75 Yén Ninh - Ba Dinh - Ha Noi - Tel: (84-24) 36810724/Fax: (84-24) 3g814542
Dién thoai lién hé¢: 18006612
Séan xuit tai: CONG TNHH TRAPHACO HUNG YEN
Thon Binh Luong - X3 Tén Quang - Huyén Van Lam - Tinh Hung Yén

TUQ CUC TRI "9,“\?‘5,‘

P TRUONG PHONG
oz gl G Chiy
Nauyén s L0t udy
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