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. TECHNICAL SPECIFICATION

DRAWING: 87,5 x 39,5 x 118,5mm
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R THU6C BAN THEo DON

Nootropyl'lg
Pirocetom I g/Sml

Dung dich ti6m Unh mgch
HQp 12 6ng

5mlI
$po,.*osmithKline

R PRESCRIPTION ONLY MEDICINE

Nootropyl'Ig
Pirocetom I g/Sml

I
$po,r*osmithKline

Solution for injection: l,V

12 ompoules

5ml
GlaxoSmithKline
Artwork lnformation
Panel

Item Number:
ctA73896A

Manufacturing Site:
GSK-ContractMfg-Eur-Pol-Belgium-UCB Braine

Market or Pack Owner:
Vietnam-VNM

Market Trade Name:
Nootropyl

No. of Colours: 2
(does NoT include varnish, if applicable)

List Colours:
(include sample in fields Provided below;
e.9. rpot / spot-cMYK equivalent)
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TECH N ICAL SPECIFICATION
DRAWING: 39,5 x 30 mm
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GlaxoSmithKline
Artwork lnformation
Panel

ltem Number:
crA73897A

Manufacturing Site:

GSK-contractMlg-Eur'Pol-Belgium-UCB Braine

Market or Pack Owner:
Vietnam-VNM

Market Trade Name:

Nootropyl

No. of Colours: 2
(does NoT indude varnish if apPlicable)

List Colours:
(include tamPle in lields Prcvided below;
e.g. rpot / 5Por-CMYK equivalent)
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yAru pno
NG

TAI InA fiH pHO

HO Hc M'NH

o4rorrtru

NOOTROPIL@

Piracetam

Thuiic b6n dcrn

TRiNH BAY

M6i mt dung dich thu6c ti6m ch0a 200 mg piracetam. 5 ml dung dich thu6c ti6m ch0a 1 g
piracetam.

T6 ducrc

Natri acetat, acid acetic bing, nuoc pha ti€m.

DAng bdo chti

Thu6c ti6m dung dich. Dung dich trong su6t, khOng mdu.

Quy c6ch d6ng g6i

HQp 12 6ng 5 ml.

cHiDlNH

Ngudi l0n

Piracetam dugc chi dinh d6:

- di6u tri trieu ch0ng crla hOi chr?ng tAm thAn - thr,rc th6 voi nhCrng dac di6m duqc cii thi6n nhcy

di6u tri nhu mdt tri nh0, r6i loan chO i va thi6u dQng luc.

- don tri liQu hoac ph6i hqp trong chrlng rung gi6t co do nguy6n nhAn v6 n5o.

- di6u tr! chong mit vd c6c r6i lo4n thing bing di kdm, ngoqi trCr choing v6ng co ngu6n g5c do vQn

mqch hodc tAm thin.

- phdng ngrira vd ldm gidm c6c dqt cdp ngh6n mach d b€nh h6ng cAu hinh li6m.

T16 em

Piracetam dugc chi dinh d6:

- di6u tri ch0ng kho dec, k6t hqp v0i c6c biQn ph6p thich hEp nhu liQu ph6p ng6n ng0.

- phong ngira vi lim gidm c6c dEt c5p ngh6n mach d bQnh hdng cAu hinh li€m.

LrEu LUENG vA cAcH DUNG

Khi cAn dung duong ti6m truyiin (nhu truong hqp kho nu6t, h6n m6), piracetam c6 th6 dugc dung

theo duong tinh mach & cirng m0c li6u hing ngdy khuy6n c6o.

Trong truong hop dung piracetam duong ti6m truyiin, tru0c ti6n b6c s! k6 don x6c dinh li6u d0ng

piracetam thich hEp. Li6u nay s6 x6c dinh luqng dung dich thu6c cAn ti6m. Trong nhi6u truong

hgp, lugng dung dich thu6c cAn ti6m sE vuEt qu6 1 6ng thuoc ti6m vd it khi la mQt s5 nhdn l6n
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chinh x6c crla so luqng 6ng thu6c ti€m co s5n. Vi dq, trong trudng hqp cin dung li6u ti6m truyiln

2,4 g piracetam, luqng dung dlch ti6m piracetam cAn dung li 12 ml. Khi d6 nhin vi6n y tO cAn r0t

vdo xylanh 2 6ng thu6c ti6m 5 ml vd th6m 2 ml cOa 6ng thtit 3.

Dung dich thu6c ti6m s6 duqc ti6m duong tinh mach trong vii ph0t.

Duong ding

Dung duong Unh mqch

Nguoi l6n

Di6u tr!triQu chung cha h6i chhng tdm thin - thqrc thd

Khodng li6u dtng hdng ngiy dugc khuy6n c6o l,.tU 2,4 g d6n 4,8 g, chia ldm 2-3 lin.

Di6u tr! rung giQt co do nguydn nhdn v6 nlo

eet dau li6u hdng ngdry ldr 7 ,2 g, sau do ting th6m 4,8 g m6i 3-4 ngiy den t6i da 20 g, chia lam 2-3

lAn. Di6u tri voi c5c thu6c tri rung gift ccr kh6c ndn duEc duy tri & cung li6u luEng. Tu!,theo lgi ich

lAm sdng dat duEc, n6n gidm liAu crla nh0ng thu6c niy, n6u co th6. Phdi x6c dinh li6u cho tung
bOnh nhin bing cdch thir di6u tri.

MQt khi da bet dAu, n6n ti6p tuc di6u tri bing piracetam chung ndo b€nh n6o cin nguy6n v5n con

ton tai. O nh0ng b6nh nhin co mOt con cap tinh, benh co th6 tien tri6n t6t tinn co sau mot khodng

thcri gian vd vi vQy cO m5i 6 th6ng n6n thfr gidm li6u hodc ngung di6u tri. NOn gidm 1,2 g piracetam

m6i Z ngiy (m6i 3 hoic 4 ngdy trong trucrng hEp co hOi chr?ng Lance - Adams nhdm phong ngua
kh6 ndng co giQt do ngung thu6c hodc t6i ph6t dQt ngQt.

Di6u tr! ch6ng mdt

Li6u dung hdng ngdy dugc khuyCn c6o trong khodngttr 2,4 g d6n 4,8 g chia ldm 2-3lAn.

Phong ng*a vd tdm gidm cdc dqt cdp ngh6n mqch trong bQnh h6ng ciu hinh li6m

Li6u dung hing ngdy dugc khuytln c6o d6 phong ngua c5c dqt cAp la 160 mg/kg, d0ng duong

u6ng, chia lim 4 l6n.

Li€u dung hdng ngiy duqc khuyi5n c6o O6 tam gidm c6c dcr-t c5p la 300 mg/kg dung duong tinh

mach, chia ldm 4lAn.

Khi dUng li6u duoi 160 mg/kg/ngdy ho{c dung thu6c kh6ng d6u, co th6 d5n d6n tai ph6t c6c con

cAp tinh.

T16 em

Di6u tr! chung kho dgc k6t nq voi cdc hiQn phdp thich hq nhu liQu phdp ngOn ngCr

Li6u khuy6n c6o cho tr6 trong do tu6i O6n trudng (tu S tu6i) vd thanh thi6u ni6n E 3,2 g/ngdy, chia

ldm 2 lAn.

Phong ngua vd tdm giim c6c dqt cdp nghEn mqch trong bQnh hdng ciu hinh li6m

d tr6 em tu 3 tu6i trd l6n, li6u phong ngua c6c dEt cdp la 160 mg/kg/ngdy, chia lim 4 l6n. Trong

truong hgp ldm gidm c6c dEt c6p, ding li6u 300 mg/kg/ngiy duong tinh mach, chia ldm 4 lAn.
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Khi dung li6u duoi 160 mg/kg/ngdy ho{c dung thu6c kh0ng ddu co tn6 O5n d6n tai phat bQnh. Co

th6 dung piracetam cho tr6 em bi benh thi6u m5u h6ng cAu hinh li6m theo li€u dung hing ngiy
dugc khuy6n c6o (mg/kg - xem d tr6n). Piracetam d5 duEc dirng d mOt s6 it tr6 em trong dQ tu6i t-
3 tu6i.

Nguoi cao tu6i

NOn chinh li6u & nguoi cao tu5i co t6n thuong ch0c ning th?n (xem Cdnh bao vd Th|n trgng,

B€nh nh1n suy thdn bdn dudi).

Khi di6u tri dai han d nguoi cao tu6i, cdn d6nh gi6 thucrng xuy6n d0 thanh thdi creatinine d6 chinh
lidu phn hqp khi cAn thi6t.

BQnh nh6n suy th6n

Ch6ng chi dinh dung piracetam cho b6nh nh6n suy thQn nang (dO thanh thii creatinine thdn du0i
20 ml/ph0t) (xem phAn ChOng chi dnh, C;inh bao v;d ThQn trOng).

Li6u dirng hdng ngdy duoc tinh cho tung b6nh nhAn theo chr?c ning th6n. Xin tham khdo bdng
dudi d6y vd chinh li6u theo chi d5n. D6 dtrng bdng lieu ndy, cin uoc luEng dO thanh thii creatinine
crla b€nh nhdn (Clcr) tinh theo ml/ph0t. C6 th6 uoc luqng dO thanh thii creatinine (ml/ph0t) tu
creatinine huy6t thanh (mg/dl) qua cong thric sau:

Clcr = t1a0 - tu6i (nam)l x th6 trono (kq) (x 0,85 d phu nip)

72 x creatinine huy6t thanh (mg/dt)

BQnh nhin suy gan

Khong cAn chinh li6u & bQnh nh6n chi co suy gan. Khuy6n c6o chinh li6u d bQnh nhdn bi suy gan

vi suy thQn (xem chinh li6u cho BQnh nhdn suy than d tr€n).

cHoNG CHiD!NH

Chong chi dinh dung piracetam trong c6c trucrng hqp:

- qu6 m5n vcri piracetam, cdc d5n xuSt kh6c crla pyrrolidone hoac bdt k!'t5 duqc nio crla thu6c.

a

d

zr
/
T

\
o\

Nhom
D9 thanh thii

creatinine (ml/phtit)
Li6u vdr sO tin dtng (J

5..)/
Binh thuong >80 Lidu thuong dirng hdng ngiy, chia 2-4 lAn. 

'/

Nhe 50-79 2/3 li6u thuong ding hdrng ngdy, chia 2-3 lAn

Trung binh 30-49 1i3 li6u thuong d0ng hdng ngdy, chia 2 l6n

Nang <30 1/6 lieu thuong d0ng hirng ngdy, dung 1 l6n

BQnh thfn giai
- r.
doan cuot

Ch6ng chi dinh
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- b€nh thqn giai doan cu6i (dO thanrr thdi creatinine th6n dwoi 20 mt/ph0t)

- xudt huy6t n6o.

- bQnh nh6n bi ch0ng m0a giat Huntington (Huntington,s Chorea).

CANH BAO VA THAN TR9NG

T6c ctQng tr6n kiit tfp ti6u cAu

Do t6c dong cia piracetam tr€n k6t t?p ti6u cAu, khuyOn c6o thQn trqng d b€nh nhdn xu{t huy6t
ning, benh nhin c6 nguy co chdy m6u nhu lo6t duong ti6u hoa, b€nh nhAn r6i loan cAm m6u ti6m
tdng, bQnh nhin c6 ti6n srl tai bi6n mqch m6u n6o do xu5t fruy6t, benh nh6n cin ti6n hinh dai
ph5u k6 cd phSu thuit nha khoa vi b6nh nh6n srl dung thu6c ch6ng dong m6u hodc ch6ng f6t tap
ti6u c6u bao gOm c6 aspirin li6u th6p.

Suy thQn

Piracetam duoc thii tru qua th6n, do d6 n6n thQn trong trong trudng hEp suy thQn (xem Lieu tuEng
vd c(tch dung).

Ngudi cao tu6i

Khi di6u tri ddi han d nguoi cao tu6i, cAn d6nh gi5 thuong xuy6n d0 thanh thdi creatinine d6 chinh
li6u phu hqp khi cin thi6t (xem Li6u luVng vd cdtch dung).

Ngung thuiic

NOn tr6nh ngLpng di6u tri dQt ngQt vi c6 th6 giy ccrn giQt co hoic con co gi?t toin th6 hoa & mgt so

bQnh nh6n co ch0ng gi6t co.

C6c dqt c5p ngh6n m4ch & bQnh hding cAu hinh litim

Voi chidinh trong bQnh h6ng cAu hinh li6m, li6u thdp hon 160 mg/kg/ngdy ho{c d0ng thu6c khong

thuong xuy6n co th6 d5n d6n tdi ph6t c6c con c5p tinh.

T6 duqc

Natri: Thu6c ch0a it hon 1 mmol (23 mg) natri cho m6i Zq g piracetam. Oi6u ndy n6n duEc cAn

nhic & b€nh nhAn dang trong cn6 09 in ki6ng ki6m sodt luqng natri.

TUONG TAC

Tuong t6c duqc dQng hgc

Tuong tdc thu6c co khi ning d5n d6n nh0ng thay d6i vd ducvc dong hgc crja piracetam duoc du

do6n ld thSp vi khodng 90% li6u piracetam thii tru trong nuoc ti6u & dqng khong d6i.

Trong phong thl nghiQm (in vitro), piracetam kh6ng Oc ch6 c5c dqng d6ng phdn cia cytochrome

P45O & gan ngudi CYP 1A2, 2P;6,2C8,2C9,2C19,2D6,2E1 vit 4Agl11 & cdc n6ng dQ 142, 426

vit 1422 pg/ml. O n6ng dQ 1422 pg/ml, quan s6t th6y tac dQng uc ch6 nhe len CYP 2AO (21o/o) vd

3A4/5 (11Yo). Tuy nhi6n, c6c gi5 tr! Ki d6 Oc ch6 hai dang dong ph6n CYP ndy la t6t khi nong dO

vuEt qu6 1422 pglml
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Do do, tucrng t6c chuy6n hoa cOa piracetam voi nh&ng thu5c kh6c gin nhu khong c6.

C6c hormone tuy6n gi6p

L0 l5n, OE rrcrr thfch vd r6i loan giSc ngO di duoc b6o c6o khi dr)ng d6ng thoi vcyi c6c chi6t xu6t
cria tuy6n giap (T3+T4)

Acenocoumarol

Trong 1 nghiEn cou mt don dE duEc cong b5 & b€nh nhdn bi fruyet ffr6i tTnh mach tai ph6t nang,
piracetam li6u 9,6 g/ngdy khong ldm thay o6i tidu acenocoumarol cin thiCt d6 dat INR 2,S d6n 3,5,
nhung so vdi t6c dUng c0a acenocoumarol dCrng don dOc, vi€c b6 sung piracetam 9,6 g/ngiry lam
gidm dang f6 fet t?p ti6u cdu, phong thich Bthromboglobulin, n6ng do fibrinogen vd c6c yeu to von
Willebrand (Vlll:C; Vlll: vW:Ag; Vlll : vW: Rco) vi cIQ nho,t cia mdu todn phin va huyet tuong.

C6c thutic chiing dQng kinh

Li6u hdng ngiy 20 g piracetam trong 4 tudn kh6ng lirm thay O6i n6ng d9 dinh vi n6ng d0 d6y trong
huy6t thanh cOa c5c thu6c ch5ng dOng kinh (carbamazepine, phenytoin, phenobarbitone, valproate)
& bQnh nhin bi benh dQng kinh dang dtng cdc li6u 6n dinh.

Ruou

ViQc u5ng ruEu cung l0c khong 6nh huOng d6n n6ng do piracetam trong huy6t thanh vd nong dQ

ruEu kh6ng bi thay d6i bdi mOt li6u u6ng piracetam 1,6 g.

THAI KV VA CHO CON BU

Khi ning sinh sin

Khong co s5n dO lieu li6n quan.

Thai k|

Kh6ng n6n dung piracetam trong khi mang thai tru khi that cAn thi6t, khi lEi fch vuEt trQi nguy co vd

tinh trang l6m sdng c0a thai phr,r y6u cAu phdi di6u tri bing piracetam.

KhOng co dtl dO li€u vA vi€c sir dUng piracetam d thai phu. C6c nghi6n c0u tr6n dQng vQt khong

cho th5y t6c dung c6 hai trwc ti6p hoic gi6n tiCp O5i v0i thai ky, str phdt tri6n c0a phoi hay bio thai,

su sinh n& hay phit tri6n sau khi sinh.

Piracetam qua duqc hing rdo nhau thai. N6ng dO thu6c d tr6 so sinh khodngTQo/o d6n 90% nOng

dO thu6c & me.

Cho con bf

Kh6ng n6n srl dqrng piracetam trong khi dang cho con bri hoic khong cho con b0 trong khi di€u tri

bing piracetam. N6n tinh d6n lqi ich cia viQc cho tr6 b0 sfta mg vi loi ich c0a diAu tri d6i voi me

khi quy6t dinh khong cho con b0 hoac kh6ng sfr dung piracetam.

Piracetam dugc ti6t vio s0a me.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Voi c5c t5c dqng n6t tqi duqc quan s6t thSy sau khi sr) dung, thu5c co th6 co 6nh huOng l6n vi€c

l6i xe vd v?n hdnh m5y moc, vd di6u ndy n6n duqc luu f .

Trang 5 / 11
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rAc outtc xnOxc MoNG nau6r

DO liQu thr? nghiQm t6m sing vi sau khi luu hinh thu5c

C6c nghiOn cuu lAm sdng mu doi, ki6m chung voi gid duqc hoic nghiOn cuu duEc li lim sdrng,

trong do d5 co sO tigu v6 tinh an todn, bao g6m hon 3000 d5i tuEng dirng piracetam, kh6ng phAn

biet chi dinh di€u tri, dqng bdo ch6, li6u dung hing ngdy hoac dac di6m crla ddn s6 nghiOn crlu.

C6c t6c dqng khong mong mu6n duEc x6p loai theo tin suSt srl dung quy uoc sau:

nat pn6 oien >1110

Pn6 Oi6n >1/1OO d6n <1/10

Kh6ng prr6 uien >1/1ooo d6n <1/100

Hi6m >1/1OOOO d6n <1/1000

Rat niem <1/1OOOO

Khong bi6t lfnOng th6 uoc tinh tu dO lieu s5n c6)

R6i toqn mdu vd hO bqch huy6t

Kh6ng bi6t: r6i loan chdy m6u.

R6i togn h9 mi6n dlch

Khong bi6t: phdn Ong dqng phdn v6, qu6 m5n

R6i loqn tAm thin

Ph6 bi6n: b6n chdn

Khong ph6 bi6n: trim cdm

Kh6ng bi6t: kich dOng, lo l5ng, l0 l5n, do gi6c

R6i logn h9 thin kinh

Ph6 bi6n: Ch0ng tdng dQng

KhOng pn6 OiCn: bu6n ngri

Kh6ng bi6t: mdt 0i6u hda vin dQng, r5i loan thing bing, dQng kinh nfng th6m, nh0c dAu,

m5t ng0

R6i loqn taivd mO dqo

Khong bi6t: ch6ng mit

R6i loqn mqch mdu

Hi6m: vi6m tTnh mqch huy6t kh6i, ha huy6t ap

a6i rcqn fi6u hod

Kh6ng bi6t: dau br;ng, dau virng br;ng tr6n, tirOu chdy, budin n6n, n6n

R6i logn da vd m6 duoi da

f
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Khong bi6t: pht mach thAn kinh, vi6m da, ng0a, n6i m6 Oay

A6i bgn todn thdn vd tqi ch6 aing thu6c

KhOng pfr6 nien: suy nhuoc

Hi6m: s6t, dau tai ch6 tiem

Cdc nghidn chu khio sdt

Pn6 Ui6n: tdng c6n

Th6ng b5o cho b6c s! nh0,ng t6c dung kh6ng mong mu5n gip phii khi srl dqng thurSc.

OUA LIEU

TriQu ch&ng vd diu hiQu

KhOng co th6m c5c phdn rlng bdt lqi dic trung li6n quan d6n qu5 li6u duEc b6o c6o voi piracetam.

Trudng hqp qua li6u cao nh5t duEc b6o c6o la u6ng piracetam li6u 75 g, xu5t hien tieu chdy co
mdu kdm dau br.rng, rdt cO th6 liCn quan d6n him luqng sorbitol rdt cao trong thdnh phin cria
thu6c.

X& tri qu6 liiiu

Trong trucrng hEp qu5 li6u d6ng k6, cdp tinh, co th6 lam tr6ng dq ddy bdng c6ch dirng thu5c g6y
n6n.

Chua co thu6c gidi dQc dac hieu cho qu6 liiiu piracetam. Di6u tri qu6 li6u chO y6u di6u tri tri6u
ch0ng vi c6 th6 bao gdm thAm t6ch m5u. HiQu suSt cria m6y thAm tach la 50 d6n 60% d6i voi
piracetam.

Dt/gc LY LAM SANG

Duqc luc hoc

Nh6m duy didu tr!

Nhom thu6c kich thich thin kinh kh6c vi nh6m thu6c hung tri (nootropic).

ME ATC

N06BXo3

Co ch6 tdc dyng

DO liQu co sin gEi f ring co ch6 t6c dung co bin c0a piracetam khong chuyOn biet tr€n t6 Oao t5n

co quan. Piracetam gin k6t vat lf v0i diu clrc c0a phospholipid trong mO hinh ming t6 biro theo

ki6u phu thuOc li6u, tao n6n sLr phuc h6i c6u tr0c phi6n m6ng cria mdng t6 Uao dfc trung bdi su
hinh thdnh c6c ph0c hEp thu6c - phospholipid linh dQng. DiAu nay co th6 d5n d6n tinh 6n dinh crla

mdng t6 bao duEc cdi thien, cho ph6p c6c protein ming vd c5c protein xuy6n ming duy tri hofc
phuc h6i c6u tr0c ba chidu hoqc g5p lai d6 thrrc hiQn chr?c ndng c0a ch0ng. Piracetam co t6c dr,rng

l€n thAn kinh vi mach m6u.

Cdc tdc dUng duqc luc hgc
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T6c dung l6n thAn kinh
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O muc dO thin kinh, piracetam thgrc hi6n hoat tinh tai mdng bing nhidu cdch thpc kh6c nhau. O
dong vQt, Piracetam lim ting nhi6u loai d5n truy6n thin kinh kh6c nhau, chri y6u qua su di6u hoa
hdu syndp c0a m6t d0 vd hoqt dgng c0a thu th6. Tren cd dQng vdt vd nguoi, nh&ng chuc n6ng co
li6n quan d6n qu5 trinh nhAn th0c nhu hoc h6i, tri nhd, ch0 f vi tinh tao d6u duoc c6i thi€n, d c6
c6 th6 binh thuong ho{c suy gidm, md khong ph:it tri6n t6c dung kich thich t6m thAn hoic an thin.
Piracetam bdo v€ vd phuc h6i cac khd ning nhAn thfc 0 dQng v6t vd nguoi sau c6c t6n thuong
nio kh6c nhau nhu gidm oxy huy6t, ngQ dOc va tri li€u xung dong di6n. Piracetam bdo v0 ch6ng lai
nh0ng thay d6i chr?c ning vd hoat dong cia nio do gidm oxy huy6t khi d6nh gia bing dien nio do
(EEG) vd cdc danh gi6 tim thin.

T6c duno l6n hO mach

Piracetam c6 t6c clQng huy6t hoc tr6n ti6u cAu, h6ng cAu, vd thinh mach bing c6ch ldm ting tinh
bi6n dqng cia h6ng cAu vd gidm k6t tQp ti6u ciu, gi6m fet Oinn h6ng cAu vdo thdnh mach vi gi6m
co mao mach.

Tac dltng l€n hdng cAu

O nhirng b€nh nhAn bi benh thi6u m6u h6ng ciu hinh lidm, piracetam cdi thien tinh bi6n dang

mdng tO bao h6ng cAu, gidm dO nhcrt crla mdu vi ngin ngua su hinh thdnh c6c d6m h6ng cAu.

Tdc dung len tieu cdu

Trong nh0ng nghiEn c0u md d nguoi tinh nguyqn kho6 manh vri & bQnh nhdn c6 hgi ch0ng

Raynaud, c6c li6u piracetam tdng d6n 12 g thuong di kem vcri gidm chuc ndng ti6u c6u phq thuQc

li6u dung so voi c6c tri s6 trudc khi didu tri (c6c x6t nghiQm tet tap ti6u cAu gay b&i ADP, collagen,

epinephrine vi phong thich BTG), md khong c6 s\r thay d6i dang k6 v6 s6 lucrng ti6u c6u. Trong

c6c nghi6n c0u ndy, piracetam lim k6o daithdi gian chdy m6u.

Tac dung l6n mqch mdu

Trong nh0ng nghiOn c0u d dOng v?t, piracetam uc ch€ co mqch vi lim mdt tac dqrng cria nhi6u

loai thu5c co mach kh6c nhau. Piracetam khong co tdc dOng giSn mach vd kh6ng tao hiQn tugng
"cudp m6u", khong c6 tdc dung ldm chim dong m6u hoic chdy nguEc dong hoic ldm tqt huyet 6p.

O nguoi tinh nguyQn kh6e manh, piracetam lim gidm fet Oinfr hong ciu vio nOi m?c mach m6u vd

c0ng c6 t6c dUng kich thich trqc ti6p l6n sU t6ng hqp prostacycline d nOi mac mach m6u ldnh lin.

Tdc dung l6n cdc y1u tO dOng mdu

O nguoi tinh nguyQn kh6e manh, li6u piracetam d6n 9,6 g di lim giim n6ng clg trong huy6t tucrng

cia fibrinogen vi c6c y6u t6 von Willebrand (Vlll:C; Vlll R: AG; Vlll R: vW) d6n 30-40% vd ldm tdng

thoi gian chdy m6u so voi c6c gi6 tri trudc khi di6u tri.

d Oenfr nhdn co hQi ch0ng Raynaud nguy6n ph6t vir ci th0 ph6t, piracetam li6u 8 g/ngdy dung

trong 6 th5ng di lim giSm n6ng dQ trong huy6t tuong c0a fibrinogen vd c6c y6u t6 von Willebrand

(Vlll:C; Vlll R: AG; Vlll R: vW (RCF)) den 30-40%, gidm d0 nhcrt cOa huy€t tuong vd ldm ting thoi

gian ch6y m6u so voi c6c ai6 tri trudc khi dieu tri.

Duqc dgng hgc
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Dic di6m dugc d0ng hqc crla piracetam co tinh chSt tuyen tinh vi kh6ng phu thu6c vdo thoi gian
vdi sU kh6c biet nh6 gi0a c6c c6 th6 tren m6t kho6ng lidu dung rQng. Di6u ndy td nhdt qudn voi tinh
th6m qua mdng cao, tinh hda tan cao vi su chuy6n ho6 t6ithi6u cia piracetam. Thoi gian bdn hriy
trong huy6t tuong c0a piracetam ld 5 gio. Thoi gian b6n h0y li tuong duong gi0a nguoi lcyn kho6
manh vd nguoi benh. Thoi gian b6n huy tdng & nguoi cao tu6i (chri y6u do giim thanh thdi qua
thQn) vri d tl6i tuEng bi suy th0n. C6c n6ng dQ thu5c trong huyilt tuong d trang th6i 6n dinh dat
duqc trong vong 3 ngdy dung thu5c.

Phan b6

Piracetam kh6ng gin k6t protein huy6t tuong vd co th6 tfch ph6n b5 xdp xi 0,6 l/kg. Piracetam qua

duEc hing rio m6u n6o vi dE tlm thSy thu6c trong dich nio triy sau khi dirng duong tTnh mach. Tai

dich n5o trly, thoi gian dqt n6ng dQ dinh ld 5 gio sau dUng thu6c vd thoi gian b5n hrly khodng 8,5

gicr. O dOng vit, n6ng dQ piracetam dat dugc cao nhAt d n6o lii tai v6 ndo (thu!'tr6n, thuy dinh vd

thu! ch5m), tai v6 ti6u ndo vd c6c hach n6n. Piracetam khuech t6n d6n tat c6 c6c m6 ngoqi tru m6

mO, qua dugc hdng rio nhau thai vd thSm vio ming te Oao h6ng cAu duqc phan lQp.

Chuydn hoa

Khong 16 piracetam c6 chuy6n hoa trong co th6 nguoi hay khong. ViQc khong chuy6n hoa ndy

duEc chr?ng minh bOi thdi gian b6n hu! cia thu6c trong huy6t tuong keo dii d b€nh nh6n vo ni€u

vd thu6c g6c tlm th6y nhi6u trong nuoc ti6u.

Thiitrit

Thoi gian b5n hu! trong huy6t tuong cOa piracetam d nguoi l6n khodng 5 gio sau khi ti€m tTnh

mach hoic sau khi u6ng. Thanh thai bi6u ki6n todn phAn la 80-90 ml/ph0t. Con ducrng thdi tru

chinh ld qua nuoc ti6u, chii-lm 80-100% li6u dr)ng. Piracetam dugc thii tru qua lqc cAu th?n.

Tinh tuy6n tinh

DuEc dOng hqc cria piracetam tuy6n tinh trong khodng li6u 0,8 g - 12 g. C6c bi6n s6 dugc dOng

hec nhu thoi gian b6n hiy vd thanh thii khong thay d6i theo li6u dung vd khodng thoi gian di6u tri.

Nh6m bQnh nhdn dec biet

T16 em

KhQng co nghiQn cuu duqc dQng hqc chinh thric duoc ti6n hdrnh & tr6 em.

Nouoi cao tu6i

O nguoi cao tu6i, thoi gian b5n hu'i cia piracetam ting do suy gidm chuc ning th?n (xem phdn

"Lieu lugng vd cach dung').

Suv thin

S1,1, th6i trir piracetam tuong quan vdi dQ thanh thdi creatinine. Do do, khuy6n c6o di6u chinh li6u

piracetam dung hirng ngiy dqra tr6n thanh thdi creatinine & b€nh nhin suy th?n (xem phAn "Lieu

luqng vit c6ch ding'). d O6i tuqng suy thQn giai doqn cu6i co v6 niQu, thoi gian ban hu'i piracetam

ting l6n d€n 59 gio. HiQu suAt th6m t6ch piracetam ld 50-600/o trong mQt dqt thSm t6ch di6n hinh 4

gio.
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Suv gan

Anh hudng cua suy gan l6n duEc dQng hgc ctia piracetam chua duoc danh gia. Vl BO - 100% lieu
dirng duoc bai ti6t vio nu0c ti6u & dqng khOng d6i, nen suy gan don thuAn ducyc dLr do5n kh6ng
dnh hu&ng dang k6 len thdi tru piracetam.

Cdc djc tinh khdc

Gicritinh

Trong mOt nghiEn c0u tucrng duong sinh hgc so sSnh c6c dqng thu5c & li6u 2,4 g, C,", v? AUC A
phu nO (N=6) cao hon khodng 30% so vdi nam (N=6) Tuy nhi6n, thanh thai da di6u chinh theo th6
trgng & hai ph6ithltucrng ducrng.

Chinq toc

Nh0ng nghiOn c0u duqc dQng hQc chinh th0c vA 6nh hu&ng cria ching tOc chua duoc ti6n hdnh.

Tuy nhi6n, nghi6n crjru ch6o so s6nh gi0a ngucri da tring vi nguoi ChAu A cho th6y duEc dOng

hoc c0a piracetam gi1a2 ching tQc ndy li tuong duong. Vi piracetam chi y6u thiitru qua thin vd

kh6ng c6 sr,r kh6c biQt quan trong v€ thanh thdi creatinine li6n quan dtin chring tQc, n6n khong dU

do5n li co sLr khac biet vd duoc dOng hOc crla thu6c li6n quan d6n chring tQc.

DO LIEU AN ToAN TIEN LAM SANG

DO lieu ti6n l6m sdng cho th6y piracetam c6 khd ning dOc tinh th6p. Cac nghiOn c0u li6u don cho

th5y khong co dOc tinh kh6ng th6 h6i phuc sau c6c li6u u5ng 10 g/ kg & chuOt nnit, chuQt c6ng vd

cho. Kh6ng quan s6t th6y co quan dich bi dQc tinh trong c6c nghiEn c0u vdi dOc tinh dai han, li6u

nhic lai d chuQt nhit (tdi 4,8 g/kg/ngay) vi d chuOt cong (tdi 2,4 gtkgtngay). Da quan s6t thdy inh
hudng nhe l6n hQ ti6u h6a (non, thay d6i d0 dac cria phdn, u6ng nuoc nhi6u hon) d cho khi u6ng

piracetam trong 1 ndm o muc li6u tdng tu 1 den 10 g/kg/ngdry. Tuong tr,r, dung duong tTnh mach

tdi li6u 1 g/kgingay trong 4 - 5 tuAn d chuOt c6ng vi cho kh6ng g6y ra dOc tinh. C6c nghi6n cwu in

vitrovd in vivo d5 cho thdy thu6c kh6ng co khd ning giy dQc tinh gen vd sinh ung thu.

TINH TUoNG Ky

Chua bi6t

HAN DUNG

24lhAng k6 tu ngay s6n xu6t.

BAO QUAN

Bdo qudn d nhi€t d0 du0i 30"C

DE xA TAM TAY TRE EM

DgC KY HUONG DAN SU DUNG TRI.POC KHI DUNG

NEU CAN THEM THONG TIN XIN NOIY KIEN BAC SY
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AESIGA PHARMACEUTICALS S.R.L.

Via Praglia 15, 10044 Pianezza (TO), ltaly
GlaxoSmithKtine

NOOTROPIL ld nhSn hi€u thuong mqi di ding kf cia GlaxoSmithKline group of companies.

Dr,ra tr6n NCDS 02, ngiy 16 th6ng 12 ndm 2013

NOOINJ 1 g 091 5-02t161213
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