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(Piracetam

(61 wejaoelld)

NIVI3INOHd

Dung dich tiém
Tiém bép/ Tiém tinh mach

Compeosition: Each ampoule contains:
Piracetam......... ... 1g/5ml
Exciplents..o.oinsaiiann Q.8

Indication, Contraindication, Dosage &
Administration, Precaution and Side-Effects:
Please see the inserl inside.

Storage:

Room temperature (15-30°C), protected from light.

ROMELAIN

19)

Hop 10 6ng x 5 ml

Specification: CP 2010
Shelf-life: 36 months

Keep out of reach of children
Read carefully the inser! before use.

S616 5x:
Ngay SX:
Han dung:

Box of

Prescription Drug

PROMELAIN

(Piracetam

LM./LV.

Thanh phin: M& 6ng Sml chira:
Piracetam 1g

Chi dinh, chéng chi djnh, cich ding, lléu ding
va cic thang tin khdc: xem tér huréng dn sd dyng
kém thea

Bao quan:

Nhiél 84 phang (15-30°C), tranh anh sang

SBK: VN-2OGO-XX

10 ampoules x 5ml

19)

Tiéu chuan: CP 2010

Doc ky hwdimg dén sir dung trede khi dong.

BDé xa tim tay tré em.

San sudt b

Zhejlang Ruixin Phar ical Co.,Ltd.
Kaifa Road Tianning Industrial Zone, Lishui,
Zhejiang, P.R. China

Nhi nhip khiu:
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R, Thudc bin theo don

A03[ & 3%

“Dé xa 1dm tay tré em. Doc ky huong din sir dung trude khi diing. Néu cn thém théng tin xin héi y kién bac s3.
Thudc nay chi diing theo don ctia bic sy.”

PROMELAIN

(Dung dich tiém)

Thanh phin:

Méi dng tiém S ml cé chira;

Duge chdr: Piracetam............1,0 g

Té diwpe: Sodium chloride, Nudc cit pha tiém (vira du).
Dudng dung: Tiém bép, tiém tinh mach.

Durge lre hgc:

Piracetam (din xudt vong cila acid gamma amino-butyric,
GABA) dugc coi 12 mét chit c6 tac dyng hung tri (cai thién
chuyén hoa ciia té bao thin kinh) mic dir ngudi ta con chua biét
nhiéu vé cdc tic dung diic hiéu ciing nhu co ché tac dung cua
né. Tham chi ngay ca dinh nghia vé hung tri nootropic ciing con
mo hd. Néi chung tac dung chinh cia cic thude duge goi la
humg tri (nhu: piracetam, oxiracetam, aniracetam, etiracetam,
pramiracetam, tenilsetam, suloctidil, tamitinol) 14 cai thién kha
nang hoc tip va tri nho. Nhiéu chit trong sb nay dugc coi 1a c6
tic dung manh hon piracetam vé mit hoe tip va tri nhé. Nguoi
ta cho ring & ngudi binh thuémg va & ngudi b suy giam chirc
nang, piracetam tac dyung tryc tiép dén ndo dé lam tang hoat
dong ctia vilng doan ndo (ving ndo tham gia vao co ché nhin
thire, hge tap, tri nha, sy tinh tio va y thirc).

Piracetam tac dong lén mot s& chét dan truyén than kinh nhu
acetylcholin, noradrenalin, dopamin... Diéu ndy c6 thé giai
thich tac dung tich cyc cia thude 1én sy hoc tip va cai thiégn
kha nang thyc hign cdc test vé tri nhé. Thude co thé lam thay
ddi sy dén truyén than kinh va gép phén cai thién mi truong
chuyén héa dé céc té bao thin kinh hoat dong tét. Trén thyc
nghiém, piracetam cé tac dyng bao vé chong lai nhimg roi
loan chuyén héa do thiéu mau cyc b nhdy 1am tang dé khang
ctia ndo di voi tinh trang thiéu oxy. Piracetam lam tang sy
huy déng va sir dyng glucose ma khéng 1€ thufc vao sy cung
¢ép oxy, tao thudn lgi cho con dutmg pentose va duy tri long
hop ning lugng & ndo. Piracetam tang cudmg ty 1& phyc héi
sau ton thuong do thiéu oxy bing cich tang sy quay vong cia
cic photphat v0 co va gidm tich ty glucose va acid lactic.
Trong diéu ki¢n binh thudmg ciing nhur khi thiéu oxy, ngudi ta
thdy piracetam 1am ting lugng ATP trong no do tang chuyén
ADP thanh ATP; diéu ndy c6 thé 13 mjt co ché dé giai thich
mdt s6 tc dung 6 ich cia thude. Tac dong 1én sy din truyén tiét
acetylcholin (1am tang giai phong acatylcholln) ciing c6 thé gop
phén vao co ché tic dung ciia thude. Thude con cb tic dl.mg lam
tang giai phong dopamin va diéu ndy c6 thé co tic dung tbt Ién
sy hinh thanh tri nhé. Thuée khong cé tac dung giy ngu, an
thén, hdi sirc, giam dau, an thin kinh hofic binh thin kinh
ciing nhu khong cé téc dung cia GABA.

Piracetam lim giam kha nang két ty tiéu cau va trong trudmg
hop hdng ciu bj cimg bét thuémg thi thude c6 thé lam cho
héng ciu phyc héi kha nang bién dang va kha nang di qua céc
mao mach. Thubc cé tac dung chéng gidt rung co.

Durge dgng hee

Piracetam khdng gan két vai protein huyét tuong, thé tich
phan b khoing 0.6 litkg. Piracctam ngdm véo tit ca cic md
trir md md va ¢6 thé qua hang rio mau - ndo, nhau - thai va ca
céc mang dung trong thim tich than. Thubc cé ndng dd cao ¢
vd ndo, thily trn, thiy dinh va thay chdm, tiéu ndo va céc
nhén ving ddy.

Nira doi trong huyét tuong la 4 - 5 gi¢ sau khi dung dudng
tiém tinh mach ciing nhu dung dudng ubng; nira doi trong
dich ndo tiy khoang 6 - 8 gid. Hé s6 thanh thai piracetam cua
thin & ngudi binh thudmg la 86 ml/phit. Piracetam dugc thai trir
bai sy lpc cu thin & dang nguyén vgn. Duomg thai trir chinh la
duéng tiéu chiém khoang 80-100%. Néu bj suy than thi nira doi
thai trir tang 1én: O ngurdi bénh bj suy thin hoan todn va khéng
hdi phyc thi thei gian nay 14 48 - 50 gid.

Chi djnh
- Diéu 1rj triéu chlmg chéng mit.

-0 ngudi cao tudi: Suy gidm tri nhé, chbng mat, kém tap
trung, hodc thiéu tinh tao, thay ddi khi sic, réi loan hanh vi,
kém cha y dén ban thén, sa sat tri tué do nhdi mau ndo nhiéu
o.

- Dt quy thiu mdu cyc bd cip. Cén cha ¥ twdi tac va mirc d§
ngng nhe lic diu cua tai bién 1a cdc yéu td quan trong nhit dé
tién lugng kha nang séng sét sau tai bién dot quy thiu mau
cuc bg cip.

- Diéu trj nghién rugu,

- Biéu trj bénh thitu mau h(")ng cdu liém (piracetam co tic
dyng trc ché va 1am hdi phyc héng céu liém in vitro va c6 téc
dyng t6t trén ngudi bénh bj thidu mau hng cau liém). O ré
em diéu trj hd trg chimg khé doc.

- Diing bé trg trong diéu trj gidt rung co ¢6 ngudn gdc vo nido.

Ching chi djnh

Nguoi bénh suy than nang (hé sb thanh thai creatinin dudi 20
ml/phat).

Ngubdi mic bénh Huntington.

Ngudi bénh suy gan.

Thén trong

Vi piracetam dugc thai qua than, nén nira doi cua thude tang
lén lién quan tryc liép vOi mirc d§ suy thin va d¢ thanh thai
creatinin. Can rit thin trong khi dung thude cho ngudi bénh b




suy thén. Cén theo ddi chirc ning thin ¢ nhimg ngudi bénh
ndy va ngudi bénh cao tudi.

Khi hé sb thanh thai cua creatinin duéi 60 ml/phit hay khi
creatinin huyét thanh trén 1,25 mg/100 ml thi cin phai diéu
chinh liéu:

Hé sb thanh thai creatinin 12 60 - 40 ml/phat, creatinin huyét
thanh 13 1,25 - 1,7 mg/100 ml (mira déi cua piracetam dai hon
gdp ddi): Chi nén ding 1/2 liéu binh thudmg.

Hé s thanh thai creatinin 1a 40 - 20 ml/phat, creatinin huyét
thanh I 1,7 - 3,0 mg/100 m] (nia déni cla piracetam la 25 - 42
gitr): Dung 1/4 liéu binh thuong,

Thai ky mang thai:
Piracetam cé thé qua nhau thai. Khong nén ding thuéc nay
cho ngudi mang thai,

Thai ky cho con bu:
Khong nén ding piracetam cho ngui cho con bu.

Tdc dong cua thudc khi ldi xe va vdn hanh may moe:

Do céc tac dong bat 11 duge ghi nhin khi diung thudc, tac
dong cua thude 1én vigc lai xe va van hanh may moc co thé
xdy ra va nén duge luu y dén.

Téc dyng khéng mong mubn (ADR)

Thucémg gép, ADR > 1/100

Todan thin: Mét moi.

Tiéu héa: Bubn ndn, nén, ia chay, dau bung, trudng bung.
Than kinh: Bon chén, d& bj kich déng, nhirc diu, mét ngy,
ngu ga.

It gép, 11000 < ADR < 1/100

Toan than: Chong mat.

Thén kinh: Run, kich thich tinh duc.

Huémg ddn cdch xie tri ADR

Co thé giam nhe cac tac dung phu cia thudc bing cach giam
liéu.

Théng bdo cho bdc s cdc tdc dung khéng mong muén
£0p phdi khi diing thudc.

Liu lrgng va céch ding

Liéu thudmg dung la 30 - 160 mg/kg/ngay, tiy theo chi djnh.
Thube duge dung chia déu ngay 2 lin hojc 3 - 4 lan. Ciing c6
thé diing thudc tiém dé uéng néu nhu phai ngimg dung dang

PHO CUC TRUONG

tiém. Truemg hgp nang, c6 thé tang liéu 1én i 12 g/ngay va
ding theo dudmg truyén tinh mach.

Pidu tri dai ngay cac h¢i chimg tam thin thyc thé O ngudi cao
tudi: 1,2 - 2.4 g mjt ngay, thy theo timg truomg hop. Lidu cé
thé cao téi 4,8 g/ngay trong nhimg tudn diu.

bidu trj nghign nrgu: 12 g mdt ngay trong thai gian cai rugu
dau tién. Diku trj duy tri: 2,4 g/ngay.

Suy giam nhdn thire sau chén thuong ndo (cé kém chéng mat
hoge khong): Liéu ban dAu 1a 9 - 12 g/ngay; lidu duy tri 12 2.4
g thude, it nhat trong ba tudn.

Thidu méu héng cdu liém: 160 mg/kg/ngay, chia déu lam 4
lén,

biéu trj gigt rung co, piracetam dugc ding voi lidu 7.2
g/ngdy, chia lam 2 - 3 l&n. Tuy theo dap {mg, cir 3 - 4 npay
mét l4n, tang thém 4,8 g mdi ngay cho t&i lidu tdi da l1a 20
g/ngay. Sau khi da dat lidu téi wu cia piracetam, nén tim céch
giam lidu ciia céc thube ding kem,

Tuong tic thube

Vin c6 thé tiép tyc phuong phap diéu tri kinh dién nghién
rugu (cdc vitamin va thube an thin) trong trudmg hgp ngudi
bénh bj thiéu vitamin hojc kich djng manh.

Da c6 mit truémg hop ¢6 twong téc giira piracetam va tinh chat
tuyén giap khi ding déng thoi: La 1n, bi kich thich va rdi loan
gidc ngil,

0] mt nguoi bénh thoi gian prothrombin d3 dugc én dinh
bang warfarin lai tang 1én khi ding piracetam {
Qui lidu va xir tri

Piracetam khéng déc ngay ca khi dong lidu rit cao. Khong
can thiét phai ¢6 nhimg bién phap dic biét khi nh& dung qua
licu.

Tiéu chudn chit lugng: CP2010.

Bao quan: Nhiét d khong qua 30°C, tranh anh sang,
Han diung: 36 thang ké tir ngay san xuat.

84 dang ki: VN-XXXX-XX

Qui cich déng géi: Hop 10 dng x § ml, ¢6 t&r huémg din s

dung, >

Nha sin xuft:
Zhejiang Ruixin Pharmaceutical Co.,Ltd.

Dia chi : Kaifa Road, Tianning Industrial Zone, Lishui.
Zhejiang, P.R. Ching /67‘{3'5;‘}“:\
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