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l. 6ng

M6i l ln ng dich ch*a:

Thdnh phin dugc ch6t : Piracetam 33,3 % (w/v)

Thdnh phAn t6 dugc: Sorbitol 70 %o, Asparram, Sodium acetat, Acid acetic,

Methylparaben, Propylparaben, Huong chu6i, Nudc tinh khitit.

2. D4ng bto ch6: Dung dich u5ng.

M6 t6: Dung dlch trong, d6ng nh6t, vi nggt, thom mti chu6i.

3. Chi illnh
Chl <tinh cho ngudi truong thdnh rnic chring rung giit co c6 ngudn g6c v6 n5o, kh6ng

ph6n biQt nguy€n nh6n, vi n€n dugc sri dgng k6t trqp vdi c6c li$u ph6p ditiu tr! ch6ng

rung giit co kh6c.

4. C6ch dtng, li6u dtrng

C6ch dr)ns: Ding tludng u6ng. Dugc dtng ctng ho{c kh6ng ctrng thric an. C6 th6 pha

v6i nudc ho{c nudc hoa qui dti gi6m vi ding cta dung dich.

LiAu dtns:
Neudi ldn:

Diiu tri ch*ng rung gidt co do nguyAn nhdn vd ndo: Bit dAu li6u hdng ngdy lit 7,2 g

piracetam (tuong r?ng 21,6 rnl dung dich u6ng Pirewika), sau tt6 tlng thdm 4,8 g

piracetam (tuong ung 14,4 ml dung dich u6ng Pirewika) m6i 3-4 ngdy cho dtin t6i da

trong ngdy lit24 gpiracetam (tuong tng72ml dung dich u5ng Pirewika), chia ldm 2-3

l6n. Di6u tri vdi c6c thu6c tri rung gigt kh6c n6n clugc duy tri d ctng [au luqng. 1'ty theo

lgi ich ldm sdng d.1t dugc, ndn gi6m lidu cia thu6c nAy n6u c6 th6. Phai xric clinh liAu cho

ttrng bpnh nh6n bdng c6ch rhir di6u tri. MOt khi da bat aAu, n€n ti6p tuc didu tri bing

piracetam chirng ndo bQnh ndo cdn nguy€n v6n cdn t6n tai. d nh0ng bQnh nhan c6 crvn

c6p tinh, bQnh nh6n c6 thd ti6n tri6n t6t tinh cd sau mQt khoing thdi gian vd vi vdy cfr

rn6i 6 thring n6n thri ginm li€u ho[c ngung ditiu tri. N€n gi6m 1,2 g piracetam (tuong irng

3,6 ml dung dlch u6ng Pirewika) m6i 2 ngdy (m6i I ho{c 4 ngay trong trudng h-o. p c6 hQi

chung Lance - Adams nhim phdng ngira k1d ning t6i ph6t d6t ng6t hoac co giflt do

ngung thu6c dQt ngQt).

Nsudi cao tu6i: Ndn diiiu chinh lidu 0 ngudi cao tu5i c6 t6n thuong chuc ndng thfln Khi

di6u tri ddi h4n 0 ngudi cao tud,i, cAn diinh gi6 thudng xuydn hQ s6 thanh thii creatinin tl6
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ditu chinh li6u pht hqp khi cAn thitit.
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BCnh nhan suv than: Chdng chi dinh dirng piracetam tr€n bQnh nhdn suy thfln nflng (dQ

thanh thdi creatinin thdn duoi 20 ml/phirt). Lidu thu6c hing ngdy dugc tinh cho ttmg bQnh

nhdn rheo chric ndng thin. Tham khio bAng duoi tt6y vi di6u chinh litu theo chi din. Dti

sri dqng bAng dinh lugng ndy, cin udc tinh dO thanh th6i creatinin (CLcr) cria b€nh nhlin

tinh bing ml/phrit. CLcr tinh bing ml/phut c6 th6 dugc udc tinh ttr viQc xic dinh creatinin

huytit thanh (mg/dl) theo c6ng thric sau:

[140 - tudi (ndm)) x cAnnf,ng (kg)
Clcr - 

- 

(x 0,85 ndu lit ph1nt)"'"' - 72 x creatinin huy6tthanh (mg/dl)

I] h nhdn su an : Kh6ng cAn di tu ch inh liOu d bQnh nhAn chi c6 suy gan. Ndn di6u

chinh lidu thu6c khi dtng cho bQnh nhdn vira suy gan vd suy thfn.

7. Ch6ng chi ilinh

- Qu6 man v6i piracetam, cric d6n xuat khric cira pynolidon ho4c b6t kj,t6 duqc ndo cfra

thu6c.

- BQnh th{n giai doan cu6i (d0 thanh thii creatinin thOn dudi 20 ml/phnt).

- BQnh nhdn bi xu6t huy6t nao

- BQnh nh6n bi chring rnria gi4t Huntington (Huntington's Chorea).

8. Cinh brio vir th$n trgng khi dtng thu6c

Tric ilSng ifdn kdt tQp ti6u cdu: Do t6c dong cria piracetam diin k6t t{p tiiiu ciu, ndn than

trgng khi ding cho bQnh nh6n xu6t huytit n{ng, bQnh nh6n c6 nguy co chdy mriu nhu loet

rludng ti6u h6a, b€nh nhan r6i lo?n cA'm m6u titim ting, bQnh nhAn c6 titin sri tai bitln

rn4ch m6u n6o do xu6t truy6t, U6nh nhdn cin ti6n hinh dAi phfiu k6 cn phiu thuat nha

khoa vA bQnh nhdn st dqng thutSc ch6ng d6ng m6u ho{c ch6ng k.it t6p ti6u ciu bao g6m

- . , .,1 -. I
ca asprnn lteu map.

Suy thSn: Piracetam dugc thAi tru qua th4n, do d6 n6n thin trgng trong truong hgp stty

thin.

Ngu:di coo tu6t Khi <ti6u tri ddi hqn d ngudi cao tu6i, cAn d6nh gi6 thuong xu1'6n hQ s6

thanh thdi creatinin dti chinh li6u phn hqp khi cAn thiiit'

Ngu'ng rhuiic:N€n tr6nh ngung didu fi dQt ngQt vi c6 th6 g6i con dQng kinh gi{t co ho{c

con dQng kinh toirn thai d mQt s6 bQnh nh6n c6 chirng gi6t co'

,
otjr
,t
ri
ii^

Li6u vd sO tan Oirng

HQ s6 thanh

thii creatinin

(ml/phIt)
Nhtim

Li6u thuong dtrng hdng ngdy, chia 2-4 ldn>80Binh thuong

u thrrdng dtng h[ng ngdy, chia 2-32/3li I50 -'79NhE

30-49Trung binh u thuong'ding hdng ngdy, chia 2 llin

l/6 li0u thuong dtrng hang ngdy.

1/3 ti

ding I lAn<30Nang

g chi dinhChg0nh tnan giai doqn cu6i

1,16

an
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Td du'p'c

Cdc .tqt ciip nghcn mgch d bQnh nhiln ning cdu hinh liim: Vdi chi <linh trong bQnh

hdng cAu hinh li6m, li€u th6p hon 160 mglkglngity ho{c dtng thuiic kh6ng thudng xuye n

c6 th6 d6n tdi t6i ph6t c6c con c6p tinh

- Thu6c ndy c6 chua sorbitol. Sorbitol c6 thO gAy nhting triQu chung ti6u h6a kho chiu

vd cho tic dung nhuAn trudng nhe.

- Thu6c nal co chua I0 rng aspartant trong rn6i 2,4 rrl tuong duong 4,17 mg/rnl. Chtra

c6 bdng chung phi ldm sdng ha1, 15,.,', sang dti d6nh giri vibc s* dung aspartam cho lre
I l.

drrcyr l2 tuart tuol.

- Thu6c niry c6 chira dudi I mrnol (23 rng) natri trong m6i vien, vd co bdn dugc xctrt

nhu kh6ng chira natri.

- Thu6c ndy c6 chua rnetliylparaben. propylparaben, c6 th6 g6y ra cric phdn ring di irrrg

(c6 th6 xdy ra chdm).

9. Sil dgng thu6c cho phr; nir c6 thai vri cho con bf
Phr-r nir c6 thai:

Kh6ng n€n dirng piraceram trong khi rnang thai trir khi thit cAn thi6t, khi lgi ich vugt troi

nguy co vir tinh trang thai php y€u ciu phAi diou tri bing piracetam.

Irh n[r cho con b

Khong n€n sri dgng piracetam trong khi dang cho con bri hoic kh6ng cho con bri trorrg

thdi gian diAu tri bAng piracetam.

Anh hu'6'ns tr6n khii ntrne sinh srin:

Kh6ng c6 dii liQu l6m sdng v6 t6c clQng cira piracetam l6n khd ning sinh san. Nghi€n crlLr

tr6n d"Qng vflt chi ra ring piracetam ttrOng anh huong d6n kh6 ning sinh sin d chuot duc

hav chu6t c6i.
tO. Antr'truO'ng crla thu6c lOn khri ning l6i xe vir v$n hirnh m6y m6c

Vdi cdc trlc dpng b6t lqi duqc ghi nhrin khi dtng thu6c, thu6c c6 th6 c6 anh huong l6n

viic 1ii xe vd vgn hanh m6y m6c. Do tl6, ndn thgn trgng d6i vdi nhtng bQnh nhAn c6 f
dinh l6i xe ho{c st dpng m6y m6c trong khi dtng piracetam.

I l. Tuolg tdc, tuong ky ciia thu6c

Tu'o'ng tdc rtrqc d1ng 1pc: Tuong tdc thu6c c6 khi n6ng -d6n d6n nhfrng thay d6i vA

dugc dQng hgc cfra piracetam tluoc dg do6n ld th6p vi 90% ti6u piracetam dugc thii trong

nuoc ri6u d dang khdng d6i.

Trong phdng thi nghiQm (in vitro), piracetam kh6ng ric chti crlc dqng ddng phin cira

cytochrom P450 d gan ngudi CYP lAl, 2B,6,2C8, 2C9,2C19,2D6,2E1 vir 4A9ll I &

n6ng clg 142,426 vit 1422 Pglnl.
O ndng dO 1422 ltglml, gi6 tri Ki crla viQc tic ch6 nhq l6n CYP 2A6 (21%) vd 3A4/5

(11%).Tuynhi6n,khin6ngdQvugrxa t422 ltglml,gi6tri Kic0aviecricch6hai dqrng
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d6ng ph6n ndy li r6t t6t. Do d6, tuong t6c chuy6n h6a cta piracetam vdi cric thu6c khrlc

gAn nhu kh6ng c6.

Cdc hormone tuydn gidp: L0 l6n, dd kich thich va r6i loan gi6c ngi tl6 rlugc ghi nh4n khi
.. . ,1 t,i. L. , i

dtng thudc ndy ctng tric voi c6c chi€t xudt c0a tuy€n gi6p (T3+Ta)'

Acenocoumorol: Trong mQt nghien c0u mt tton trdn bQnh nh6n bi huy6t khtSi tinh m?ch

t6i ph6t n{ng dd tlugc c6ng b6, piracetam li6u 9,6 g/ngdy khOng ldm thay AOi tieu

acenocoumarol cAn thitlt dri dat INR 2,5 d6n 3,5, nhung so vdi t6c dpng acenocoumarol

dtng don dQc, viQc b6 sung piracetam 9,6 mg/ngdy ldm gidm <l6ng kii ktit tflp tiilu cAu,

ph6ng thich B-thromboglubin, n6ng dQ fibrinogen vd c6c y6u tii von Willebrand (VIII: C;

VIII: vW: Ag; VIII: VIII: vW: Rco) vd dO nhort cta miiu todn phAn vd huy6t tuong.

Ctic thudc chiSng ilQng kinh: Sir dung piracetam tr€n 4 tuAn vdi lidu hing ngiry 20 g

kh6ng ldm thay d6i n6ng dQ dinh vd ndng dQ tl6y trong huy6t thanh cta c6c thu6c ch6ng

dQng kinh (carbamazepine, phenytoin, phenobarrbitone, valproate) 0 bQnh nhan bi benh

dQng kinh ctang dtrng c6c li6u 6n dinh.

Ru'qu:YiQc u6ng rugu ctng tric kh6ng Anh hudng d6n n6ng dQ piracetam trong huy6t

thanh vir n6ng tlQ c6n kh6ng bi thay d6i bdi I liAu piracetam 1,69.

Trong kS2: Do kh6ng c6 c6c nghien cfu vd tinh tuong ky cria thu6c, kh6ng trQn l6n thu6c

ndy voi c6c thu6c kh6c.

12. T6c dgng khdng mong mu5n ciia thu6c:

Cric tric dung kh6ng mong rnu6n dugc b6o ciio trong ciic nghien criu l6m sdng thi6t k6 mir

d6i, ki6m chung v6i gi6 dugc ho{c nghi6n cuu dugc lyi l6m sAng. Cdc tirc dpng kh6ng

mong,ru6n dugc x6p loqi theo tAn sudt sri d,ng quy udc sau: R6t ptr6 UitSn: > l/10. Ph6

bi6n: 2 1/100 d6n < l/10. Kh6ng ph6 bi6n: )1/1000 d6n < l/100. HitSm: > 1/10000 ti6n <

l/1000. RAt hiiim: < l/10000. Kh6ng bi6t (h6ng th6 udc tinh tt dr liQu s8n c6)'

ndi bgn mdu vir h9 bt ch huyit: Khdng biil X6i lo4n il6ng m6u.

Riii lopn hg mi1n dlch: Kh6ng bidt: philn ung d4ng phdn vQ, quri min'

Rdi logn tdm thiin: ph6 briin: b6n chon. Kh6ng ph6 bidn: trdm cim. Kh6ng bidt kich

dQng, lo ling, lfl l6n, 6o gi6c.

Rdi togn hg thdn kinh: Phd bidn: Chtrngtdng dQng. Kh6ng phd bidn: Bu6n ng1u. Kh6ng

biAt: MAtdidu hda vfln dQng, r6i lo4n thSng bing, dQng kinh, nhrlc dAu, m6t ngri'

Rdi logn tai vd mA dgo: Kh6ng biiit: Ch6ng m{t.

Rdi togn fiAa hda: Kh6ng bidt Dau bpng, dau virng bqng tr6n, ti€u ch6y, bu6n n6n' n6n'

Riii logn da vd mO drriri da: Kh6ng biiit: Pht mach, vi6m da, ngria, n6i me day'

Riti loqn todn thdn vi tgi ch6: Kh6ng biil Suy nhugc'

Cdc nghiAn ctu khdo srit: Ph6 bi6n:Tlngcltn.
'fh6ng b6o ngay cho bric si hoic dugc si khi gip c6c t6c dpng kh6ng mong mu6n nhu

tr6n khi sir dpng thu6c ho4c b6o c6o c6c phin fng c6 hqi cria thu6c v6 T.ung t6m 'lh6ng
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tin thu6c vir Theo d6i phin img c6 hgi ctja thu6c (ADR) Quiic Gia. Eia chi: 13 - 15 LC

Th6nh Tdng - Hoan Kiiim - HA NOi. DiQn tho4i: 024.3.9335.618;Fax 024.3.9335642;

Email : di.pvcenter@gmail.com.

13. Qud lidu vdr crlch xfr tri
Trong truqng hqp quii liOu diing k6, cdp tinh c6 th6 ldm tr5ng dq ddy bing thu6c g6y n6n.

Chua c6 thuiic giii dQc d{c biet ddi voi quri li6u piracetam. Ei€u trl qutl li€u chn y6u di6u

tri triQu chring vi c6 th6 bao gdm th6m t6ch mau.

14.D{c tinh dugc lgc hgc

Nh6m duqc If: Thu6c b6 ndo.

Mi ATC:N068 X03

Co'ch5 hoat tl6ns:

Co chri ho4t dQng cta piracetam trong chring rung gift co v6 n6o vin chua dugc bi6t rO.

T6c tluns d rroc llrc hoc:

piracetam ldm gi6m khi ndng k6t tq ti6u ciu vi giim tl6 nhot cta m6u d li6u cao, trong

truong hgp h6ng cAu bi c6ng b6t thudng thi thu6c c6 th6 lem cho hting cAu phpc h6i kha

ndng bi6n d4ng vd khd ning ili qua c6c mao mqch.

- Anh huong dtin cric tti bao h6ng cau:

O nhitng bQnh nh6n bi thitiu mriu hdng cAu hinh li6m, piracetam c6i thiQn khd ning bi6n

d4ng cria mirng hdng cau, gi6m d6 nhot c0d m6u vi ngtrn ngira sg hinh thlrnh rouleaux.

- Anh huong d6n ti6u ciu:

Trong c6c nghien criu md d nhii.ng nguoi tinh nguy$n kh6e m4nh vd 0 nhtrng bQnh nhan

c6 hien ugng Raynaud, viec r6ng lidu piracetam l€n d6n l2 g c6 li€n quan dtln viQc gi6m

chtc n6ng titiu cdu phu thuoc vdo li6u lugng so vdi c6c gi6 tri trudc khi tli€u tr! (c6c x6t

nghiQm v6 sg k6t [r g6y ra b6i ADP, collagen, epinephrine vi giii ph6ng BTG), kh6ng c6

sU thay d6i d6ng k€ vd sd luqng tiiiu cAu. Trong nhgng nghi€n cfu ndy, piracetam k6o ddi

thdi gian ch6y m6u.

- Anh huong ct6n m4ch m6u:

Trong cric nghien cfu tren dQng vQt, piracetam r?c ch6 co thit mach vd ch6ng lpi tdc dqng

cria c6c t6c nhdn gAy co th6t kh6c nhau. N6 kh6ng c6 b6t ki t6c dgng gi6n m4ch nAo vd

kh6ng gdy ra hiQn tugng "steal", cfrng kh6ng th6p ho{c kh6ng t6i phrit, cfrng kh6ng c6 tdc

dung h4 huy6t ap.

O nhrng ngudi tinh nguyQn kh6e m4nh, piracetam ldm gi6m sg ktit dinh c0a RBCs voi

ngi mAc m4ch m6u vd cfrng c6 tric dpng kich thich trUc ti6p t6ng hqp prostacycline trong

nOi mac kh6e m4nh.

- Anh huong tltin c6c y6u t6 d6ng mriu:
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O nhirng ngudi tinh nguyQn kh6e m?nh, so vdi gi6 tri trudc khi di6u ti, piracetam tdi 9,6

g lirn giim n6ng dQ fibrinogen trong huy6t tuong vir cdc y6u t5 von Willebrand (VIII: C;

VIII R: AG; VIII R:vW) tt 30 dtin 4}%vdtdngthdi gian chiy mriu.

O nhtng bCnh nhan c6 ci hi$n tugng Raynaud nguyOn phrit vi thir ph6t, so v6i giri tri

trudc khi di€u tri, piracetam 8 lngity trong 6 th6ng lirm giim ndng dQ fibrinogen trong

huytit tuong vi cric y6u t6 von Willebrand (VIII: C; VIII R: AG; WII R: vW (RCF))) tir

30 d€n 40%, gi6m dQ nhot huy6t tuong vd teng thdi gian ch6y m6u.

13.Dqc tinh duqc tlQng hgc

Hdp thu:

Piracetam dugc h6p thu nhanh ch6ng vi gdn nhu hoan todn. N6ng d0 tlinh trong huy6t

tuong dat dugc trong vdng 1,5 gid sau khi dtng. Mric dQ khi dgng sinh hqc tludng u6ng'

tlugc cl6nh giii ttr Area Under Curve (AUC), ld gin 100% d6i vdi vien nang, vi6n n6n vd

dung dich. N6ng d0 dinh vd AUC ti lQ voi li6u lugng tlugc <lua ra.

Phfln b6:

The tich phdn b6 cta piracetam ld 0,7 l/kg Piracetam tli qua m6u nao vi hdng rdo nhau

thai vd khutSch trin qua mdng ctugc sri dqng trong thdm t6ch thdn.

Chu 6n h6a:

Chua c6 th6ng tin ve ch.{t chuf iin hoa cia piracetarn.

Thii trir':
piracetam clugc bdi ti6t gAn nhu hodn roirn qua nudc ti6u (80-100% li6u dtng) vd phin

lii:u duoc bdi ti6t qua ntr6c tiiu kh6ng phu thu6c vdo li6u dirng. Thdi gian b6n rhdi trong \
huyet tucrng ld khoing 5 gio. HQ s6 thanh thAi piracetarn phr,r thuQc viro dQ thanh thiii 

)3)
creatinin 6 thdn vd giinr khi strl'thin. a//
14. Quy cich tl6ng g6i '//

G6i, FIQp 20 g6i x 2,4 ml; fl0p 20 giri x 3.6 ml; tlQp 20 goi r 7,2 ml.

Ong, HQp 20 6ng ' 3,6 ml; IIQp 20 6ng ' 7,2 ml

l5.Didu kiQn bio qu6n, h4n ding, tiOu chuin ch6t lu'ong cira thu6c

Bdo qufin; Noi kh6 rndt, nhiQt dQ dLrdi 30'C, trdnh dnh s6ng.

Hgn ding;36 th6ng kt5 tt ngny sdn xuAt.

TiAu cltuiin chdt tu'qng: Ti0u chuAn co s<v.

16. TGn, tlia chi co' s& sfln xuiit thrr6c

cdNG TY cO PUAN Dtlgc I{A riNH
-11--l 56 167 - Dubng Hd Huy Tdp - Phudng Nam Hd - Thanh ph6
...--l.

HAo I PHAR Hd finh - 'l'inh I Id Tinh

DT: 02393 854617 - 02393 858115 Fax: 023933856821'
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