Rx: Thudc nay chi dung theo don thuéc

NUPIGIN FORTE

Piracetam 333,3 mg/ml
DéE xa tam tay tré em
DPoc ky huéng dan st dung truéc khi ding

Thanh phan, ham lugng cia thudc:

Méi ml chia:

Thanh phdn hoat chdt: Piracetam 333,3mg

Thanh phdn td dugc: Glycerin, sucralose, acetic acid glacial, sodium acetat anhydrous,
sodium methyl parahydroxy benzoate, sodium propyl parahydroxy benzoate, natural
flavor, nudc tinh khiét

Dang bao ché: Dung dich uéng

M6 ta: Dung dich trong suét, khéng thay tiéu phan la quan sat bdng méat thudng
pH: 4,0 - 7,0

Pac tinh dugc luc hoc:

Piracetam (dan xuat vong ctia acid gamma amino-butyric, GABA) dugc coi la mot
ch&t c6 tac dung hung tri (cai thién chuyén héa clia té bao than kinh). Nguai ta cho
rang & ngudi binh thudng va & ngudi bj suy gidm chiic ndng, piracetam tac dung
truc ti€p dén ndo dé lam tdng hoat dong clia viing doan ndo (viing ndo tham gia
vao o ché nhan thic, hoc tap, tri nhé, su tinh tdo va y thic).

Piracetam tac dong Ién mot sé chat dan truyén than kinh nhu acetylcholin,
noradrenalin, dopamin... Diéu nay cé thé gidi thich tac dung tich cyc cla thuéc 1én
su hoc tap va cdi thién kha nang thuc hién cac test vé tri nhd. Thudc c6 thé lam thay
d6i sy dan truyén than kinh va gép phan cai thién méi trudng chuyén hoa dé cac té
bao than kinh hoat dong t6t. Trén thuc nghiém, piracetam c6 tac dung bao vé
chéng lai nhiing réi loan chuyén héa do thi€u mau cuc bdé nhd 1am tang dé khang
clia ndo d6i vai tinh trang thi€u oxy. Piracetam lam tang su huy dong va st dung
glucose ma khong lé thudc vao su cung cdp oxy, tao thuan Igi cho con dudng
pentose va duy tri téng hgp nang lugng & ndo. Piracetam tang cudng ty & phuc héi
sau tén thuong do thiéu oxy bang cach tang su quay vong cla cac photphat vé co
va gidm tich tu glucose va acid lactic. Trong diéu kién binh thudng cing nhu khi
thiéu oxy, ngudi ta thay piracetam lam tang lugng ATP trong nao do tdng chuyén
ADP thanh ATP, diéu nay c6 thé la mot co ché dé giai thich mot s6 tac dung ¢6 ich
clia thudc. Tac ddng 1én su dan truyén tiét acetylcholin (lam tang giai phong acetylcholin)
cling c6 thé gép phan vao co ché tac dung ctia thudc. Thubc con cé tac dung lam
tang gidi phéng dopamin va diéu nay cé thé cé tac dung tét 1én sy hinh thanh tri
nhd. Thuéc khéng cé tac dung gay ngd, an than, héi suc, gidam dau, an than kinh
hodc binh than kinh ciing nhu khéng c6 tac dung clia GABA.

Piracetam lam gidm kha nang két tu tiu ciu va trong trudng hgp héng ciu bj cliing
bat thuding thi thuéc cé thé lam cho héng cau phuc héi kha ning bién dang va kha
nang di qua cac mao mach. Thuéc c6 tac dung chéng giat rung co.

Péc tinh dugc dong hoc:

Piracetam dung theo dudng udng dugc hdp thu nhanh chéng va hau nhu hoan
toan & éng tiéu hoa. Kha dung sinh hoc gan 100%. Néng dé dinh trong huyét
tuong (40 - 60 microgram/ml) xuat hién 30 phuat sau khi udng moét liéu 2 g. Néng do
dinh trong dich nao tady dat dugc sau khi udng thuéc 2 - 8 gid. Hap thu thuéc khong
thay d6i khi diéu tri dai ngay. Thé tich phan bé khoang 0,6 lit/kg. Piracetam ngam
Vao tat ca cac méd va cé thé qua hang rao mau - ndo, nhau - thai va ca cac mang
dung trong tham tich than. Thuéc c6 néng dé cao & vd ndo, thuy tran, thuy dinh va
thuy chdm, tiéu ndo va cac nhan vuing day. Thai gian béan thai la 4 - 5 gid; thai gian
ban thai trong dich néo tuy khoang 6 - 8 gid. Piracetam khéng gan vao céc protein
huyét tuong va dugc dao thai qua than dudi dang nguyén ven. Hé s thanh thai
piracetam clia than & ngudi binh thudng la 86 ml/phat. 30 gid sau khi uéng, hon
95% thudc dugc thai theo nudc ti€u. Néu bj suy than thi thdi gian ban thai ting lén:
& ngusi bénh bj suy than hoan toan va khong héi phuc thi thai gian nay 1a 48 - 50 gid.
Chi dinh:

Diéu tri rung giat co c6 ngudn gdc tir vé ndo khéng rd nguyén nhan, va can dugc
két hgp vai cac thudc diéu tri rung giat co khac.

Diéu tri réi loan nhan thic (suy gidm tri nhg, gidm kha nang tap trung)

Diéu tri chdng mat, du phong va lam gidm cac dgt tdc nghén mach.

Diéu tri chiing khé doc két hgp véi liéu phéap day néi.

Liéu diing va cach dung:

C6 thé pha loang véi khodng 30 - 50 ml nudc truéc khi dung.

Diéu trj réi loan nhén thic:

Liéu ban dau: 14 ml/ngay (tuong duong khodang 4,8 g), sau d6 duy tri 7 ml/ngay
chiaralam2-31an

Diéu tri triéu chiing cta héi chimg tam than - thuc thé (psycho-organic syndromes):
Liéu dung hang ngay theo khuyén céo la 7 - 14 ml (tuong duong 2,4-4,8 g), chia
lam 2-3 lan.

Diéu tri chéng mdt:

Liéu dung hang ngay dugc khuyén céo tir 7 - 14 ml (tuong duong 2,4-4,8 g) chia
lam 2-3 lan.

Dé du'phong va lam giagm cdc dot cdp nghén mach trong bénh héng cau hinh liém:
Liéu dung hang ngay dugc khuyén céo cho du phong la 160 mg/kg, uéng chia lam 4 lan.
Khi dung liéu dudi 160 mg/kg/ngay hodc dung thuéc khong déu, bénh cé thé tai
phat cap tinh.

C6 thé dung Piracetam cho tré em 3 tudi tr& 1&én bi bénh thi€u mau héng cau hinh
liém theo ché do liéu dung hang ngay dugc khuyén cdo (mg/kg). Piracetam da
dugc dung & mot s4 it tré em 1-3 tudi.

Diéu tri chiing kho doc két hop vdi liéu phdp day néi:

& tré em tir 8 tudi va thanh thiéu nién, liéu ding hang ngay dugc khuyén céo la
3,2g chia lam 2 Ian.

Diéu tri rung gidt co c6 nguén géc tirvé ndo:

Liéu hang ngay: Bat dau tir 21 ml (tuong duang 7,2g), tang 14 ml (tuong duong 4,8 g)
mdi ngay trong thai gian tur 3- 4 ngay, cho dén khi dat liéu t6i da 70 ml/ngay (tuong
duong 24 g/ngay), chia thanh hai hodc ba lan uéng. Nén gitt nguyén liéu ctia cac
thudc tri rung giat ca khac khi dung phéi hgp. Tuy theo Igi ich 1am sang dat dugc
ma c6 thé gidm liéu ctia nhiing thuéc diéu tri két hgp nay.

Mot khi da bat dau diéu tri, piracetam nén dugc diéu tri lién tuc trong khi bénh van
con tiép dién.

& nhitng bénh nhan c6 con cép tinh, bénh cé thé tién trién t6t sau mot khoang thoi
gian va vi vy cir mbi 6 thang nén thr gidm li€u hodc ngung tri liéu. Déi véi
piracetam, nén giam liéu 3,5 ml (tuong duang 1,2 g) mdi 2 ngay (méi 3-4 ngay trong
trudng hgp cé hdi chiing Lance va Adams) nham phong nglra kha nang tai phat dot
ng6t hodc co giat do ngung thudc dét ngot.

Bénh nhan cao tudi:

Nén diéu chinh liéu & bénh nhan cao tudi bi suy gidm chiic nang. Dé diéu tri lau dai

& ngudi cao tudi, dd thanh thai creatinine phai dugc danh gia thudng xuyén dé diéu
chinh liéu néu can.

Bénh nhan suy than

Liéu hang ngay phai dugc danh gia dua vao chiic nang than. Tham khao bang sau
va diéu chinh liéu. D& sir dung bang liéu nay, can tinh d thanh thai creatinine cla
bénh nhan (CLcr) trong ml / phat. CLer trong ml / phut ¢é thé dugc tinh tir xac dinh
bang céng thic sau:

_ [140- tudi] x can nang (kg) (x 0,85 cho phu n)

Cler= .
< 72 x creatinine huyét thanh (mg / dI)
Nhém Do thanh thai Liéu dung
creatinin (ml/ phut)
. N Liéu binh thudng hang ngay, chia
80
Binh thugng g thanh 2 dén 4 liéu
Nhe 50-79 2/3 liéu binh thudng hang ngay, chia
: lam 2 hoac 3 liéu
Trung binh 30-49 1/3 liéu binh thudng méi ngay, chia
lam 2 1an
Niang <30 1/6 liéu binh thudng hang ngay, 1
liéu duy nhat
Bénh than giai Chéng chi dinh
doan cuoi

Bénh nhan suy gan
Khéng can diéu chinh li€u & nhiing bénh nhan bj suy gan. Nén chinh liéu thudc khi
dung cho bénh nhan vifa suy gan va suy than (xem chinh liéu cho bénh nhan suy
than.
Cong thirc khéng chita duong sinh ndng luong
Strdung duoc cho ngudi bj tiéu duong

Chéng chi dinh:

Ngugdi bénh suy than nang (hé s6 thanh thai creatinin dugi 20 ml/phut).

Ngudi mac bénh Huntington.

Ngudi bénh suy gan.

Canh bao va than trong khi dung thuéc:

Vi piracetam dugc thai qua than, nén thoi gian ban thai ctia thudc tang 1én lién quan
truc ti€p véi muc do suy than va do thanh thai creatinin. Can rat than trong khi dung
thudc cho ngudi bénh bi suy than. Can theo déi chiic ndng than & nhiing ngudi
bénh nay va ngudi bénh cao tudi.

Khi hé s thanh thai cla creatinin dudi 60 ml/phut hay khi creatinin huyét thanh
trén 1,25 mg/100 ml thi can phai diéu chinh liéu:

Hé s6 thanh thai creatinin la 60 - 40 ml/phtit, creatinin huyét thanh 4 1,25 - 1,7 mg/100 ml
(ntra doi clia piracetam dai han gap ddi): Chi nén dung 1/2 liéu binh thugng.

Hé s6 thanh thai creatinin la 40 - 20 ml/phut, creatinin huyét thanh 1a 1,7 - 3,0 mg/100 ml
(ntra doi clia piracetam la 25 - 42 gi®): Dung 1/4 liéu binh thudng.

St dung thudc cho phu nit ¢6 thai va cho con bu:

Piracetam c6 thé qua nhau thai. Khéng nén dung thudc nay cho ngudi mang thai.
Khong nén dung piracetam cho ngusi cho con bu.

Anh huéng cia thudc 1én kha ning lai xe, van hanh may méc:

Tac dung phu cta thudc c6 kha nang dnh hudng dén viéc lai xe va van hanh may
mac, gy chong mat, nhiic dau, nga ga. Nén than trong khi i xe va van hanh may
maoc néu st dung thubc nay.

Tuong tac, tuong ky ctia thudc:

Van c6 thé tiép tuc phuong phép diéu tri kinh dién nghién rugu (cac vitamin va
thudc an than) trong trudng hop ngudi bénh bj thi€u vitamin hodc kich déng
manh.

Da c6 mot trudng hgp cé tuong tac gilia piracetam va tinh chat tuyén giap khidung
déng thai: La lan, bi kich thich va r6i loan gidc nga.

& mot ngudi bénh thai gian prothrombin da dugc én dinh bing warfarin lai ting
1én khi dung piracetam.

Tac dung khéng mong muén ciia thuéc:

Thuong gdp, ADR >1/100

Toan than: Mét mai.

Tiéu héa: Buén nén, ndn, ia chay, dau bung, truéng bung.

Than kinh: Bon chén, dé bj kich ddng, nhiic dau, mat ngd, nga ga.

It gdip, 1/1000 < ADR < 1/100

Toan than: Chong mat.

Than kinh: Run, kich thich tinh duc.

Huéng dan cdch xir tri ADR

C6 thé gidm nhe céc tac dung phu ctia thuéc bang cach gidm liéu.

Qua liéu va cach x tri:

Triéu chiing:

C6 1 trudng hgp tiéu chay c6 mau kém dau bung khi uéng piracetam liéu 75g trong
ngay. Nguyén nhan chd yéu c6 thé do qué liéu sorbitol c6 trong thanh phan ctia
thudc.

Xrtri qud liéu:

Trong trudng hgp qua liéu cip, c6 thé rira da day hodc dung thudc gay non.

Chua cé thuéc gidi doc dac hiéu ddi véi piracetam. X tri qua liéu chi yéu diéu tri
triéu ching va c6 thé dung phuong phéap thdm tich. My tham tich cé thé tach
dugc 50 dén 60% ndng d6 cla piracetam.

Quy cach déng goi:

Lo 125ml. Hop 1 lo

Bao quan: Trong bao bi kin, tranh anh sang, nhiét dé duai 30°C

Han dung: 48 thang ké tir ngay san xuat

Tiéu chuan chat lugng: Tiéu chudn co s&

Nha san xuét:
cpClHN
Cong ty c6 phan Dugc pham CPC1 Ha Néi

Cum céng nghiép Ha Binh Phuong, x& Védn Binh, huyén Thudng Tin,
thanh phé Ha Noi.
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Kich thudc: 95x 310 mm




