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Hudng ddn sit dung thuéc
Thuéc bdn theo don

DANG THUOC: Dung dich uéng
QUI CACH PONG GOI: Hop 4 vi x 5 8ng 10ml; Hop 4 vi x 5 &ng Sml.
CONG THUC BAO CHE

Thanh phin Ong Sml Ong 10ml
Piracetam 600mg 1200mg
T4 dugce vita di 5ml 10ml

(Td dugc gom: Natri citrat, acid citric, natri carboxymethylcellulose, sorbitol 70%, aspartam,
tinh ddu cam, tartrazin, polysorbat 80, ethanol 96%, nudc tinh khiét).

CAC PAC TINH DUQC LUC HOC:

Piracetam (ddn xudt vong cia acid gamma amino-butyric, GABA) dugc coi 12 mot chét cé tdc
dung hung trf (ci thién chuyén héa ciia t& bao thin kinh). Ngudi ta cho ring & ngudi binh thudng
va 0 ngudi bi suy gidm chidc ning, piracetam tdc dyng tryc ti€p dén nfio @€ 1am ting hoat ddng
clia vilng doan ndo (viing ndo tham gia vio cd ché nhin thitc, hoc tip, tri nhd, sy tinh tdo va ¥
thic).

Piracetam tdc ddng 1én mot s& chit din truyén thdn kinh nhu acetylcholin, noradrenalin,
dopamin. Thudc ¢6 thé 1am thay d6i sy din truyén than kinh va gép phin cii thién moi trudng
chuyén héa dé cdc 1€ bao thin kinh hoat dong t6t. Trén thyc nghiém, piracetam c6 tdc dung bao
vé chdng lai nhitng rdi loan chuyén héa do thi€u méu cuc by nhd 1am ting dé khéng cla nio d6i
véi tinh trang thiéu oxy. Piracetam 1am ting sy huy déng va sit dung glucose ma khéng 1é thude
viio sif cung ¢ip oxy, tao thuin I¢i cho con duding pentose va duy tri tdng hop niing lugng & nio.
Piracetam ting cudng ty & phuc hdi sau tdn thuong do thi€u oxy biing cdch ting sy quay vong
clia cdc phosphat v cd va gidm tich tu glucose va acid lactic. Trong diéu kién binh thudng ciing
nhu khi thi€u oxy, ngudi ta thiy piracetam 1am ting Iugng ATP trong ndo do ting chuyén ADP
thanh ATP; diéu nay c6 thé 12 mot co ch€ dé gidi thich mot s6 tde dung c6 ich cha thude. Téc
dong 1én sy din truyén tiét acetylcholin (1am ting gidi phéng acetylcholin) ciing ¢6 thé gép phén
vi1o co ché tic dung cla thude. Thude con ¢6 tac dung 1am ting gidi phéng dopamin va diéu nay
c6 thé c6 téc dung 16t 1én sy hinh thanh trf nhd, Thubc khéng cé téc dung giy ngt, an thin, hoi
stic, gidm dau, an thin kinh hodc binh than kinh cfing nhu khéng c6 tic dung cia GABA.
Piracetam 1am gidm kha niing két ty tiéu cdu, kéo dai thdi gian chiy méu. Trong trudng hgp hdng
cdu bj cing bat thudng thi piracetam ¢6 thé 1am cho hdng cdu phuc héi khi niing bién dang va
kha ning di qua cdc mao mgch Thude ¢6 tic dung chéng gidt rung cd.
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CAC PAC TiNH DUQC PONG HOC:
+ Hdp thu: Piracetam diing theo dudng u6ng dudc hip thu nhanh chéng va hau nhu hoan toan &
ong tiéu héa. Kha dung sinh hoc gin 100%. Nong dd trong huyét thanh dat t5i da trong vong 1,5
gi®s sau khi udng. Nong d6 dinh trong dich nio tiy dat duge sau khi uéng thudc 2 - 8 gis. Hap
thu thu6c khong thay déi khi diéu tri dai ngay. Nong d6 dinh va AUC ty 1€ thuén véi liéu dung.
+ Phdn bé: Thé tich phan b khoang 0,7 lit/kg. Piracetam ngim vao tit cd cdc md va c6 thé qua
hang rao méu - niio, nhau - thai va ca cdc ming diing trong thim tich thin. Thudc ¢6 ndng do cao
& vd ndo, thy tran, thiy dinh va thily chim, tiéu ndo va cdc nhén ving ddy.

+ Chuyén héa: Chua c6 chat chuyén héa clia piracetam dugc tim théy.

+ Thdi trir: Thoi gian bédn thai trong huyét tuong 1a 4 - 5 gid; thdi gian bédn thai trong dich ndo
tiiy khodng 6 - 8 gid. Piracetam khong géin vio céc protein huyét tudng va dude dao thai gan nhu
hoan toan trong nudc ti€u dudi dang nguyén ven. Hé s6 thanh thai piracetam ciia thin & ngudi
binh thuding 12 86 ml/phiit. 30 gid sau khi uéng, hon 95% thudc dugc thai theo nudc tiéu. Néu bi
suy thén thi thdi gian bén thai ting 1én: O ngudi bénh bi suy thin hoan toan va khéng hdi phuc
thi thdi gian nay 13 48 - 50 gid.

CHI PINH: Thuéc nay chi ding theo don thuéc

Nguoi lon:

+ O ngudi cao tudi: Thudc dé hd trg diéu tri suy giam tri nhé, kém tip trung hoyc thiéu tinh téo,
thay d6i khf sic, réi loan hanh vi, kém chid ¥ dén ban than, sa sit trf tué (trlt bénh Alzheimer va
cdc chidng mét tri nhé khéc).

+ Diéu tri triéu ching chéng mit.

+ Duing b6 trg trong diéu tri giat rung ¢d ¢6 ngudn gdc vo ndo khong phén biét nguyén nhén.
Tré em trén 30 kg (tit 9 tudi tré lén): HO trg diéu tri chiing khé doc.

CACH DUNG VA LIEU DUNG:

* Cdch ditng: Thudc c6 thé uéng ciing hoic khong ciing thic 4n. Liéu hang ngdy c6 thé chia lam
2 - 4 liu.

* Liéu diing:

+ Diéu tri suy gidm trf nhd, kém tap trung hoic thi€u tinh tdo, thay d6i khi sic, r6i loan hanh vi,
kém chi y dén ban thén, sa sht tri tué & ngudi cao tubi v diu tri ching chéng mit:
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2.4 g mdi ngay chia lam 2-3 liéu.

+ Diéu tri chiing khé doc: 50 mg/kg/ngay chia lam 2-3 lan.

+ Diéu tri giat rung cd ¢6 ngudn gdc vo nio:

Liéu khdi ddu tir 6-8 g/ngly, chia lam 2 - 3 lan.

Ty theo dép iing, cd 3 ngay mot lan, ting thém 3 g mbi ngay cho ti khi dat duge hiéu quéa didu
tri. Khéng vugt qui 24 g/ngay.

Sau khi di dat liéu t6i vu cha piracetam, nén tim cdch gidm liéu cta c4c thude ding keém.

* Lieu diing cho mot s6 nhém bénh nhén ddc biét:

- Nguoi cao tudi: Cin diéu chinh liéu & ngudi cao tudi ¢é chifc ning thin bi ton thudng. Trudng
hgp diéu tri lu dai, phéi thudng xuyén ddnh gid d6 thanh théi creatinin dé diéu chinh liéu.

- Bénh nhdn suy thgn: Liéu ding hang ngay phéi dugc diéu chinh/theo do thanh thai creatinin
cua ngudi bénh: |

Creatinin (ml/phiit) Liéu ding

> 80 Liéu binh thuding, chia 2 - 4 ldn
50-79 2/3 liéu binh thudng, chia 2 - 3 lin
30 -49 1/3 liéu binh thudng, chia 2 1an
<30 Chong chi dinh !

Suy thén giai doan cudi | Chéng chi dinh

- Bénh nhéan suy gan: Khong can phai diéu chinh liéu.

- Bénh nhén c¢6 cd suy gan va suy thédn: Diéu chinh lidu gidng bénh nhén suy thén.

CHONG CHI DINH:

Bénh nhin mén cdm vdi bét cif thanh phén nao cta thudc.

Ngudi bénh suy thin ning (hé s0 thanh thai creatinin duéi 20 ml/phuit).

Bénh nhén bi xuat huyét nao.

Ngudi méc bénh mda giat Huntington.

THAN TRONG:

- Do piracetam 1am gidm kha ning két tdp ti€u cAu nén canh bdo cho nhiing bénh nhén bi xuat
huyét ning, bénh nhén ¢ nguy co chidy mau nhu viém loét da day, loan cdm méu, bénh nhan c6
tién sif xudt huy&t, bénh nhén vita trdi qua phau thudt 16n bao gém ci phau thuat riing va trén
bénh nhén st dung thudc chdng déng hay thudc chong két tip tiéu ciu nhu aspirin.
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- Vi piracetam dudgc thai qua thin, nén thoi gian bén thai clia thudc ting 1én lién quan tryc ti€p
vdi midc d6 suy thin va d6 thanh thai creatinin. Can rét than trong khi dung thudc cho ngudi bénh
bi suy thin va phdi theo ddi chifc ning thin & nhitng ngudi bénh nay.

- Bénh nhén cao tudi: Trudng hgp diéu tri l4u dai, phéi thudng xuyén dénh gid do thanh théi
creatinin d€ diéu chinh lidu.

- Khong nén ngiing thudc dot ngdt vi c6 thé gy hoi ching miia gidt & mdt s§ bénh nhan.

* Cdnh bdo vé cdc thanh phdn khdc cta thuée:

Sén phdm nay c6 chda:

Aspartam: C6 chita m6t lugng 16n phenylalanin. C6 thé gy hai trén nhilng ngudi bi phenylceton
nigu.

Sorbitol: Bénh nhin mic cdc réi loan di truyén hi€m gip vé dung nap fructose khéng nén ding
thudc nay.

Tartrazin: C6 thé giy phan dng di dng.

* THOI KY MANG THAI:

Khéng c6 dit liéu ddy du tit viéc sit dung c4c piracetam § phu nit mang thai. Céc nghién citu trén
dong vit khong c6 bt ky anh hudng tryc ti€p hoidc gidn ti€p nio ddi véi sy phét trién cia thai
nhi, phét trién phdi thai, sinh d& hogc phét trién sau sinh.

Piracetam c6 th€ qua nhau thai, ndng d¢ thuSc & tré so sinh 12 khodng 70-90% so véi ndng do
thudc ctia ngudi me. Khong nén ding thudc ndy cho ngudi mang thai trit khi 1¢i ich diéu tri 16n
hdn nguy cd.

* THOI KY CHO CON BU:

Piracetam dugc bai tiét trong sita me. Khéng nén ding piracetam cho ngudi cho con b, hodc
phai ngitng cho con b néu cin thiét phii ding thudc. Can cin nhic ¢6 nén ngiing cho con bi
hoiic ngiing diing piracetam, 6 tinh dén Igi ich ctia viéc cho con bi va lgi ich clia viéc diéu tri
cho ngudi me.

* KHA NANG SINH SAN: C4c nghién cttu trén dong vét cho thiy piracetam khéng dnh hudng
dén kha ning sinh san ctia chudt cong hodc chudt cdi. Khong c6 dit liéu 1am sang veé tic dung ctia
piracetam ddi véi kha niing sinh san.

* TAC PONG CUA THUOC LEN LAI XE VA VAN HANH MAY MOC: Thuéc c6 4nh
hudng dén kha niing 14i xe va vin hanh mdy mée. Khéng nén 14i xe holic vén hanh méy méc thiét
bi néu bi budn ngl, chéng mit, cing l!lgf’mg, lo du.
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TAC DUNG KHONG MONG MUON: .
Cic tic dung khong mong muén dudc liét ké theo tin sut gip va trén hé co quan: rét
phd bién (= 1/10); thudng gip (= 1/100, < 1/10); it gip (= 1/1000, <1/100); hiém gip
(2 1/10.000, < 1/1.000); rat hi€m (< 1/10.000) va tin s& chua biét.

- R61 logn mdu va hé bach huyét:

Tan s6 chua biét: R6i loan xuét huyét.

- Réi loan hé théng mién dich:

Tan s6 chua biét: Phan dng phin v, qud mén.

- Réi logn tam thdn:

Thudng gip: Cing thing, mét moi.

ft giip: TrAm cam.

TAn 58 chua biét; Kich dong, bdn chdn, lo ling, 1 1n, 4o gidc.

- Réi logn hé than kinh:

Thudng gip: Tiang dong.

it gip: Ciing thing

Tén s6 chua biét: Mét diéu hoa, rdi loan cin biing, nhic dau, mét ngl, dong kinh.

- Réi loan tiéu héa:

Tan s6 chua biét: Pau bung, tiéu chiy, budn ndn, ndn.

- Réi logn da va mé dudi da:

Tan s chua biét: Phi, viém da, ngita, ni may day.

- Réi logn chung:

Tén s6 chua biét: Chéng mit.

it giip: Suy nhudc cd thé.

Thudng gip: Tang gén.

* Ghi chii: "Théng bdo cho bdc si, dugc s§ nhitng tdc dung khéng mong muén gdp phdi khi sit
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dung thuéc".
XU LY TAC DUNG KHONG MONG MUON: C6 thé gidm nhe cdc téc dung khong mong
mudn ciia thube biing cch gidm liéu.
TUONG TAC VOI THUOC KHAC, CAC DANG TUGNG TAC KHAC:
Tuong tée duge dong hoc: Ngudi ta cho riing nguy co twong téc thudc c6 thé lam thay déi duge
ddng hoe chia piracetam 1 thip vi khodng 90% liéu diing piracetam dugc thii qua mide tidu dudi
dang khong déi.
In vitro, piracetam khéng tc ch€ ddng dang cytocrom P450 & gan ngudi (CYP 1A2, 2B6, 2C8,
2C9,2C19, 2D6. 2E1 va 4A9 / 11) 8 nbng a0 142, 426 va 1422 ug / ml.
O ndng o 1422 mu.g / ml, tdc dung e ché nho da duge quan sat cho CYP 2A6 (21%) vi 3A4 /
5 (11%). Tuy nhién, rit ¢6 thé 12 cdc gid tri Ki cin thiét d€ dc ché hai ddng vi CYP nay [a trén
1422 pg / ml. Do d6, sy tudng tic chuyén héa clia piracetam vai cdc thude khic 1a khong xdy ra.
- Hormon tuyén gidp: D ¢6 béo cdo bi I I4n, bi kich thich va r6i loan gidc ngt khi ding dong
thdi véi hormon tuyén gidp (T3+T4).
- Acenocoumarin: Giam d4ng ké tdc dung chong ket tdp ti€u ciu, sin xudt B-thromboglobulin,
ndng ¢ fibrinogen trong médu khi ding ddng thai.
- Piracetam diing déng thisi véi cic chilt chdng ddng kinh véi lidu hang ngay 12 20 g trong 4 wén
khong lam thay ddi ndng a6 16i da rong huy€t niong (carbamazepin, phenytoin, phenobarbital,
valproic acid) & nhitng bénh nhén bi déng kinh ¢6 liéu 6n dinh.
- Alcol: Diing ddng thoi khong lam anh hudng dén dng do piracetam trong huyét wong va ndng
d6 alcol khong bi thay ddi bdi liéu 1,6 g piracetam.
TUONG KY CUA THUOC: Do chua c6 nghién cttu vé tudng ky cla thudc, khong nén tron lin
thudc nay véi thude khéc.
QUA LIEU VA XU TRI
Tri¢u chitng: Mot trudng hgp tiéu chdy kém méu vdi dau bung di duge quan sét thly sau khi
udng 75g piracetam hing ngay da dugc béo cdo, nhung ¢6 thé do sorbitol trong ché phim duge
sit dung. Khong c6 cdc tic dung ngoai ¥ diic bigt lién quan dén qud lidu da dude béo cdo voi
piracetam.
Xt tri: Trong trudng hgp cip tinh c6 thé rita da diy hofic géy non. Khong ¢6 thude gidi doc dic
hiéu cho qu4 lidu piracetam, chii y&u Ia diéu tri triéu ching va c6 thé dung bién phép thim tich
miu (higu qui 50-60%).
HAN DUNG: 24 théng k& tif ngdy san xuit. Khong duge ding thude di qué han ding.
BAO QUJ;LN: Nai kho, nhiét dd dudi 30°C.
TIEU CHUAN AP DUNG: TCCS
D¢ xa tim tay tré em
"Doc k¥ hudng dén sit dung trude khi ding
Néu ciin thém théng tin xin héi § kién bdc si"'
THUOC SAN XUAT TAI: CONG TY C.P DUGC PHAM HA TAY
Té déin phé s6' 4 - La Khé - Ha Péng - TP. Ha Nji
DT: 024.33522203 * FAX: 024.33522203



