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TO HUONG DAN SU DUNG THUOC
&« Thuéc nay chi ding theo don thudc

Dung dich uéng Sopumit

THUOC NAY CHI DUNG THEQ DON THUOC.
DE XA TAM TAY TRE EM. POC KY HUONG DAN SU DUNG TRUOC KHI DUNG.
CAN THEM THONG TIN, XIN HOI Y KIEN BAC SY

1. Thanh phan: Mdi éng 6 mL chira:

Hoat chét: Piracetam ..............cooooeeeeeeeeeereeeseeene 1200 mg

TAOWUES: VIR AU st isnssnsn 6 mL

(Glycerin, Sucralose, Methyl paraben, Propyl paraben, Mili chocolate, Nudc tinh khiét vira dir)

2. Dang bao ché: Dung dich udng.

MB& ta san phdm: Dung dich thube trong subt, khdng mau, ¢6 mui thom nhe.

3. Chi dinh

- Dibu tri triéu chirng chéng mit.

- O nguoi cao tudi: Suy giam tri nhé, chéng mit, kém tap trung, hoic thiu tinh to, thay dbi
khi séc, i loan hanh vi, kém ch y dén ban than, sa sit tri tu¢ do nhdi méau ndo nhiéu 4.

- Dot quy do thiéu méau cuc bd cip (chi dinh nay la két qua ciia mot thir nghiém 14m sang
ngau nhién, mi d6i, c6 dbi chimg véi placebo, da trung tim trén 927 ngudi bénh dot quy
thiéu mau cuc b cip cho thdy c6 nhimg tién bd vé hanh vi sau 12 tuin diéu tri, nht 1a &
nhimg ngudi bénh lic ddu ¢ tridu chimg than kinh suy yéu ning ma dugc ding thube
trong vong 7 gid ddu tién sau tai bién mach mau ndo. Nhung nguoc lai, mot danh gia hé
théng cho thiy xu hudng ting nguy co tir vong sém lién quan dén piracetam va két luan
ring céc dir lidu khong tng ho viée st dung piracetam trong ddt quy thiéu mau cuc bd clp
tinh). C4n chi ¥ tudi tc va mirc d6 ning nhe lic dau cua tai bién 14 c4c yéu tb quan trong
nhét dé tién luong kha ning séng s6t sau tai bién ddt quy thiéu méu cuc bd cép.

- Diéutri nghién ruou.

- Piéu tri bénh thiéu mau héng ciu liém (piracetam co tac dung trc ché va lam hdi phuc hong
cau liém in vitro va c6 tac dung tét trén ngudi bénh bi thiéu mau hdng ciu 1iém).

- O tré em diéu tri hd trg chimg khé doc.

- Dung bd trg trong diéu trj giat rung co c6 ngudn gbc vé nio.

4. Liéu dung - Cach ding

4.1. Liéu diing

Liéu thuong ding 1a 30 - 160 mg/kg/ngay, tiy theo chi dinh, chia déu ngay 2 14n hoic 3 - 4

lan.

Diéu tri dai ngay cdc hoi chitng tdm thdn thuc thé ¢ ngudi cao tudi: 1,2 - 2,4 g/ngay (1-2

6ng/ngay), tly theo timg trudng hop. Liéu c¢é thé cao tdi 4,8 g/ngdy (4 dng/ngay) trong nhimng

tudn dau.

Diéu tri nghién ruwou: 12 g/ngay (10 éng/ngay) trong thoi gian cai rugu dAu tién.

Diéu tri duy tri: Ubng 2,4 g/ngdy (2 dng/ngay).

Suy gidm nhdn thirc sau chdn thuong néo (cé kém chong mdt hodc khong): Lidu ban ddu 13 9

- 12 g/ngay (7.5 — 10 dng/ngay); lidu duy tri la 2,4 g/ngdy (2 dng/ngay), ubng it nhit trong ba

Thiéu mdu hong cdu liém: 160 mg/kg/ngay, chia déu lam 4 lan.
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Diéu tri gidt rung co: 7,2 g/ngay, chia 1am 2 - 3 14n. Tay theo dép g, ¢t 3 - 4 ngay mot lan,
tang thém 4,8 g/ngay cho toi lidu ti da 1a 24 g/ngdy. Sau khi da dat lidu t6i wu cia piracetam,
nén tim cach giam liéu cta c4c thuc dung kém. Khéng sir dung cho tré dudi 16 tudi.

Cin hiéu chinh liéu & bénh nhéan suy gan, thin.

- Cler 50 - 79 ml/phit: Dung 2/3 lidu binh thudng, chia thanh 2 - 3 lan/ngay.

- Cler 30 - 49 ml/phiit: Ding 1/3 lidu binh thuong, chia thanh 2 1in/ngdy.

- Cler 20 - 29 ml/phit: Dung 1/6 1idu binh thuong, 1 1an/ngay.

- Khéng dung thubc néu mitc lgc cdu than < 20 ml/phut.

4.2. Cdach dung

Thudc ding duong ubng, nén ubng thém mét cée nuéce sau khi udng thube dé giam vi ding.

5. Chéng chi dinh

- Qué mén véi hoat chit hogc bét ky thanh phan té duoc nao ciia thube.

- Nguodi bénh suy than nang (Cler < 20 ml/phut).

- Nguoi méc bénh mua giat Huntington.

- Ngudi bénh suy gan.

- Xuit huyét ndo.

6. Canh bdo va thin trong khi diing thudc

- Vi piracetam dugc thai qua than, nén nira doi thai trir ciia thude ting 1én lién quan true tiép
véi mirc do suy than va Cler. Can rat than trong khi dung thudc cho ngudi bénh bi suy
than. Cén theo ddi chire ning thin & nhitng ngudi bénh nay va ngudi bénh cao tudi. Tranh
ngimg thude dot ngdt & bénh nhan rung gidt co do nguy co gy co giét.

- Thén trong trén bénh nhén loét da day, c6 tién str dot quy do xuét huyét, dung cung cac
thudc gdy chay mau do ting nguy co giy chiay mau. Thén trong trong cac phau thuat 1én
do kha ning ri loan déng mau tiém tang,

Théng tin vé td dicoc

Methy] paraben, Propyl paraben c6 nguy co gdy phan tng di (ing.

7. Sir dung thudc cho phu nir 6 thai, cho con ba

Phu nit mang thai

Piracetam c6 thé qua nhau thai. Khéng nén ding thudc nay cho ngudi mang thai.

Phu nit cho con bu

Khong nén dung piracetam cho ngudi cho con bi.

8. Anh hwéng trén kha ning lai xe va vAn hanh may méc

Chua c6 bang chirng vé anh huéng ciia thube 1én kha nang 14i xe, van hanh may moc.

9. Twong tic va twong Ky ciia thube

9.1. Twong tic thubc

- Van c6 thé tiép tuc phuong phép diéu trj kinh dién nghién rwou (cac vitamin va thubc an
than) trong truong hop ngudi bénh bi thiéu vitamin hodc kich dong manh.

- Da c6 mot trudng hop cb twong tic giita piracetam va tinh chét tuyén giap khi dung dong
thdi: L 13n, bi kich thich va rdi loan gidc nga.

- O mot ngudi bénh thoi gian prothrombin da duge dn dinh bang warfarin lai ting 1én khi
dung piracetam.

9.2. Twong ky ciia th ubc

Do chua cé cac nghién ciru vé tuong ky cua thude, khong tron 14n thude nay véi cac thude

khac.
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10. Tdc dung khéng mong muon ciia thuéc (ADR)

Thuwong gdp, ADR >1/100

Toan thdn: Mét mai.

Tiéu héa: Budn ndn, ndn, ia chay, dau bung, truéng bung.

Thén kinh: Bén chén, d& bj kich dong, dau ddu, mét ngu, ngu ga.

It gap, 1/1 000 < ADR < 1/100

Toan than: Chong mat, tang cén, suy nhuoc.

Than kinh: Run, kich thich tinh duc, cing thing, ting van dong, trAm cam.

Huyét hoc: Réi loan déng mau hodc xuét huyét ning.

Da: Viém da, ngira, may day.

Huoéng din cdch xir tri ADR

C6 thé giam nhe cdc ADR ciia thube bing cach giam lidu.

THONG BAO NGAY CHO BAC ST HOAC DUGC SI NHUNG PHAN UNG CO HAI GAP
PHAI KHI SU DUNG THUOC

11. Qua lidu va xir tri

Piracetam it doc ngay ca khi dung liéu rét cao. Khong cén thiét phéi c6 nhitg bién phap dic
biét khi diing qua liéu.

12. Pic tinh dwgc lue hoc:

Nhém duoe Ij: Thube hung tri (cai thién chuyén héa ciia té bao thin kinh)

Phdn loai ATC: N06BX03.

Co ché tdc dung

Piracetam (d4n xuét vong cta acid gamma amino-butyric, GABA) dugc coi 1a mdt chét c6 tac
dung hung trf (cai thién chuyén héa ciia té bao thin kinh) mic dit con chwa biét nhidu vé cac
tac dung dic hi¢u ciling nhu co ché tac dung cia né.

Piracetam tac dong 1én mét s6 chat din truyén than kinh nhu acetylcholin, noradrenalin,
dopamin... Diéu nay c6 thé giai thich tac dung tich cyc ciia thube 1én su hoc tap va cai thién
khé ning thyuc hién cdc test vé tri nhé. Thude c6 thé lam thay ddi sw dn truyén thin kinh va
gop phén cai thién méi trudmng chuyén héa dé céc té bao thin kinh hoat dong tét. Trén thyc
nghiém, piracetam c6 téc dung bao vé chéng lai nhitng rbi loan chuyén héa do thiéu méu cuc
b6 nho lam tang @& khéng clia ndo dbi véi tinh trang thiéu oxy. Piracetam 1am ting sw huy
dong va sir dung glucose ma khong 1€ thudc vao su cung cip oxy, tao thuén loi cho con duong
pentose va duy tri tong hop ning luong & néo. Piracetam tdng cudng ty 1é phuc hdi sau tén
thuong do thiéu oxy bing cach ting sy quay vong cua céc phosphat vo co va giam tich tu
glucose va acid lactic. Trong diéu kién binh thudng ciing nhu khi thiéu oxy, piracetam lam
tang lugng ATP trong ndo do ting chuyén ADP thanh ATP; didu nay c6 thé 1a mdt co ché dé
giai thich mot sb tac dung c6 ich cua thudc. Tac d6ng 1én sy dan truyén tiét acetylcholin (1am
ting giai phong acetylcholin) ciing c6 thé gép phén vao co ché tac dung ciia thudc. Thubc con
c6 tac dung lam ting giai phong dopamin va diéu nay c6 thé c¢é tac dung tdt 1én sy hinh thanh
tri nhé. Thude khong c6 téc dung gy ngu, an thin, hdi sire, giam dau, an thin kinh hoac binh
thén kinh ciing nhu khéng c6 tic dung ciia GABA.

Piracetam lam giam kha nang két tu tiéu cdu va giam do nhét cua mau & liéu cao, trong
trudmg hop hdng cau bi cimg bt thuong thi thubc c6 thé lam cho hdng cAu phuc hdi kha ning
bién dang va kha ning di qua cdc mao mach. Thubc ¢é tic dung chdng giat rung co. Mic du,
mot s6 nude sir dung piracetam trong didu tri sa sat tri tué va suy giam nhén thitc, mdt danh
gia h¢ théng da két ludn 1a cac bing chimg tir cic y vin chinh théng khong ung hd viée st
dung piracetam cho c4c diéu tri nay.
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13. Pac tinh dwgc djng hoc:
Piracetam dung theo duc‘mg udng duge hép thu nhanh chéng va hau nhr hoan toan & dng tiéu
hoéa. Sinh kha dung dat gan 100%. Nong d¢ dinh trong huyét tuong (40 - 60 microgam/ml)
xuat hién 30 phut sau khi uéng mét liéu 2 g. Nong d¢ dinh trong dich nfo tiy dat dugc sau khi
ubng thuéc 2 - 8 gidr. Hép thu thuoc khong thay d6i khi didu tri dai ngay. Thé tich phan b6
khoang 0,6 lit/kg. Piracetam ngdm vao tét ca cic md va c6 thé qua hang rdao mau - no, nhau
thai va ca cdc mang ding trong thim tich than. Thubc c6 ndng d cao & vo ndo, thuy tran,
thity dinh va thity chim, tiéu ndo va cdc nhan ving day. Nira doi thai trir trong huyét tuong 1a
4 -5 gid. Nira doi thai trir trong dich ndo tay khoang 6 - 8 gid. Piracetam khong g.?m vao céac
protein huyét twong va dugc dao thai qua thin duéi dang nguyén ven. Hé s6 thanh thai
piracetam cua thin & ngu’m binh thuong 1a 86 ml/phut. 30 gir sau khi uéng, hon 95% thube
dugc thai theo nuére tiéu. Néu bj suy thén thi nira doi thai trir ting 1én: O ngudi bénh bi suy
than hoan toan va khong hoi phuc thi nira doi thai trir 14 48 - 50 gio.
14. Quy cach déng géi: Hop 30 dng nhya x 6 mL
Hop 60 éng nhwa x 6 mL
15. Picu ki¢n bio quin, Han ding, Tiéu chuin chit lwgng:
Diéu kién bao quan: Noi khd, nhiét do khong qué 30°C
Han diing: 24 thang ké tir ngay san xudt
Tiéu chudn chdt lwong: TCCS
16. Tén — Dia chi co s& sdn xuét : .
CONG TY CO PHAN DUQC KHOA 532
L6 dét I11-1.3, duong D3, Khu Cong nghiép Qué V& II, xa Ngoc X4, huyén Qué V]Qr\
tinh Bic Ninh, Viét Nam.
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