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G DAN SU DUNG THUOC
1. Tén thudce 2400
2. Céc ddu higu 1 p khi diing thuoc
Dé xa ¢'em

Doc ky i d -'*'-' su' dung triwde khi dimng.
Thuéce nay chi ding theo don thuéc.
3. Thanh phin cong thire thude: Mdi goi (5g) thube bt pha dung dich uéng chia:

Thanh phin dwge chit Ham luwgng
Piracetam 2400 mg
Ta duge vira du 1 goi

Thanh phin td dwee: lactose monohydrat, glucose, dudng tring, aspartam, aerosil, bét
huong cam.

4. Dang bao ché:

— Thube bdt ddng nhit, mau tring hofic tring nga, thé chét khé toi, mii thom, vi ngot.
5. Chi dinh:
Piracetam duogc chi dinh dé cai thién triéu chiing cua réi loan tri nh¢ vashodc tri thong minh.
Piracetam duogc ding bd trg trong diéu tri bénh run giat co c6 ngudn gde vo nio.
6. Cach dung, lidu dung:
Cach dang:
Thude duge ding dudng ubng, ¢ thé udng cing hodc khong cung thic dn.
Hoa tan thude trong 1 ¢be nude va udng.
Nén chia lidu hang ngay lam 2 — 4 lidu don.
Liéu ding:
Diéu tri 10i loan tri nhé va/hodc tri thong minh:
Liéu ban déu: Trong nhitng tufin dau diéu tri lidu 4,8 g (2 g6i) mdi ngay, chia 2-4 ln.
Sau do diéu tri duy tri 2,4 g (1 g6i) mdi ngay, chia 2 14n, c6 thé giam lidu t6i 1,2 g (% gbi)
mdi ngay.
Piéu tri bénh run gidt co co nguc‘;n géc Vo ndo:
Liéu ban ddu: 7,2 g (3 g6i) mdi ngdy, chia 2-3 lan. Tay theo dép tmg, cit 3-4 ngdy mot lan,
tang thém 4.8 g (2 g6i)/ngay cho t&i lidu t6i da 24 g (10 gbéiVngay. Sau khi d& dat lidu t6i wu
clia piracetam nén tim cach giam lidu ciia cac thube ding kém.
Sau khi da diéu tri bing piracetam, viée didu tri nén duoc tiép tuc néu bénh Iy ndo ban diu
van con.
O nhitng bénh nhan bi dot cap tinh, tién trién tw phét c6 thé xay ra theo thdi gian, dinh ky 6
thang nén gidm dén lidu v ngimg thube. Viée giam lidu nén thue hién ctr sau 2 ngay giam
1,2¢ lidu piracetam (3-4 ngay trong trudng hop méc hoi ching Lance va Adams) dé ngin
ngtra kha ning tai phat dot ngot hoidc co giat khi ngimng thude.
- Nguoi cao tusi: Diéu chinh litu duge ¢é nghi & nhitng bénh nhan cao tubi ¢ chic ning
than bj ton thuong. Khi diéu tri 1au dai, cin d4nh gia thuong xuyén do thanh thai creatinin dé
diéu chinh liéu pha hop.
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- Bénh nhan suy than: Diéu chinh lieu theo chirc ning thin, dua vao d¢ thanh thi creatinin.

B thanh thai creatinin CL. (ml/phiit) Liéu diing
> 80 Liéu hang ngay, chia 2-4 lan
i 50 — 79 2/3 lidu hang ngay, chia 2-3 lin
30 - 49 1/3 liéu hang ngay, chia 2 1in
<30 1/6 liéu hang ngay x 1 lan.
Bénh thén giai doan cudi Chong chi dinh

- Bénh nhén suy gan: Khong can diéu chinh liéu.
7. Chong chi dinh:

Min cam véi piracetam hoiic bét ky thanh phin nio cia thude. g@
Suy thin ning (Hé s8 thanh thai creatinin dudi 20 ml/ phut) {;;
Bénh nhén xuét huyét néo. mw.ﬂ
Ngudi méc bénh Huntington. B

" WA
8. Canh bao va than trong khi dung thuoc: :

- Do tac dung cha piracetam ddi voi su két tap tiéu cdu nén thin trong & nhitng bénh nhéan bi I@
xuat huyét ning, bénh nhin c6 nguy co chay mau nhu loét dudng tidu héa, bénh nhan bi ri
loan déng mau, bénh nhin ¢6 tién st xut huyét, bénh nhén trai qua phiiu thufit I6n bao gém
phAu thuat nha khoa, bénh nhén sir dung thude chdng déng méu hoic thude chdng két tap tiéu
cau Aspirin lidu thap.

- Vi piracetam dugc thai trir qua than, thn trong ¢ nhitng bénh nhén bi suy than.

- Trong diéu tri lu dai piracetam cho ngudi cao tudi, cin danh gia thudng xuyén dé thanh
thai creatinin d¢ diéu chinh lidu khi cén thiét.

- Khong nén ngimg diéu trj dot ngdt piracetam & nhitng bénh nhéan bi bénh may co vi ¢6 thé
gy co gidt co.

- Thubc ¢6 chira thanh phén ta dugc lactose monohydrat, khong ding thude cho nhimng bénh
nhdn ¢6 vén dé di truyén hiém giip nhu khong dung nap galactose hodc thiéu hut lactase hoan
toan hodc kém hip thu glucose- galactose.

- Thude ¢6 chira thanh phan aspartam, bi thuy phén tai 6ng tiéu hod tao ra phenylalanin, do
vay khong ding thude cho bénh nhan méc chimg phenylketon niéu.

9. Sir dung thude cho phu nit ¢6 thai va cho con bi:

* Phu nit ¢o thai:

Khong c6 dir liéu ddy du vé viéc st dung piracetam & phu nit mang thai. Nghién ctru trén
dong vat khong cho thiy tac dong ¢6 hai truc tiép hodic gian tiép nao 1én kha niing sinh san,
sy phét trién cia bao thai va sau sinh. Tuy nhién, piracetam qua dugc hang rao nhau thai, nén
chi str dung trong khi mang thai khi thuc sy can thiét va loi ich vuot trdi nguy co.

* Phu nit cho con bu:

Piracetam dugc bai tiét qua sita me. Do d6 khong nén sir dung piracetam trong khi cho con bi
hoiic cho con bu trong khi diéu tri bing piracetam. Cn quyét dinh ngimg cho con bt hoac
ngimg diéu tri bing piracetam sau khi xem xét giita loi ich ctia viéc cho con ba dbi véi tré va
loi ich ctia viée diéu tri piracetam cho ngudi me. '

10. Anh hwéng ciia thude 1én kha niing 1di xe va vin hanh miy méc:
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Thude ¢6 thé gdy budn ngi, hdi hop, nén can thdn trong khi lai xe hodc vin hanh may méc

trong khi ding piracetam.

11. Twong tac, twong ky cia thude:

Nguy co twong tac v6i cac thude khac din dén thay ddi duge dong hoc cua piracetam duge

coi la thap, vi khodng 90% piracetam duge bai tiét dudi dang khong dbi qua nuée tidu.

- Hormon tuyén gidp: Khi didu tri ddng thoi piracetam véi hormon tuyén gidp c6 thé giy ra la

14n. kich thich va réi loan giﬁc ngu.

- Acenocoumarol:

Trong mot nghién ctru mi don duge tién hanh trén nhitng bénh nhén huyét khéi tinh mach tai

phat ning, ding piracetam voi lidu 9,6 g/gay khdng gy anh hudng dén lidu acenocoumarol

can thiét dé dat INR 2,5 dén 3,5 nhung so sdnh v6i téc dung ciia acenocoumarol don ddc, viée =
bd sung piracetam 9,6 g/ngay lam giam ding ké su két tdp tiéu cdu, giai phong PB-
thromboglobulin, néng @) fibrinogen va cac yéu t6 von Willebrand (VIIL:C; VIILVW:Ag; il
VIIL:vW:RCo), dd nhot clia huyét twong v méu toan phin. j:H‘l
- Thude chong dong kinh:
Liéu ding 20g piracetam mdi ngdy trong 4 tuin khong lam thay déi nong d6 cao nhét va -5
ndng @ thap nhit ctia céc thube chéng dong kinh (carbamazepin, phenytoin, phenobarbital,
valproat) & bénh nhéan bi dong kinh dang dung lidu én dinh.

- Ruou:

Ding ddng thoi lidu ubng 1,6g piracetam v&i rugu khong thiy cé anh huéng dén ndéng do6

trong huyét twong cua ca hai chit.

Tuong ky: Do chua ¢6 nghién ctu ddy du vé tuong ky ciia thude, nén khoéng trén thuoc dung

v6i cac thube khac.

12. Tdc dung khéng mong mudn ciia thudc:

Céc tac dung khéng mong mudn duoc trinh bay theo tan sudt xudt hién:

Rit thuong gap (ADR > 1/10); thuong gip (1/100 <ADR<1/10); it gip (1/1000
<ADR<1/100); hiém gip (1/10000 SADR<1/1000); rét hiém (ADR<1/10000) va khéng xdc

dinh duoc tin sudt.

Phin logi Thieomg gip | Tt giip Hiém giip Khéong xdc dinh tin

hé co quan sudt
Ro61 | au va hé £y s
.01 xi_)an mau va hé bach Réi loan chiy méu
huyét
R&i loan hé midn dich FHER AR o
qué méan
R&i loan tim thin H}\(n h(');p ; Tram cam I{'mi] dong,'l’q -
bon chon Ia lan, do giac
Mat diéu hoa, mat
:. gl wa . - thing bing, con dong
b E Bud; L ’}. i
R&i loan hé than kinh Tang ddng udn ngu lebih, dapy i, i
ngu
Réi loan tai va mé dao Chong mit

Ro&i loan tiéu hoa Pau bung, dau bung
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trén, tiéu chay, budn

non, non
Ro1 loan da va mo dudi Pht mach, viém da,
da ngira, ndi may day
Réi loan toan thin Suy nhuoe
Céc xét nghiém Téang cin

Théng bdo cho bdc st nhitng tdc dung khéng mong muon gdp phdi khi sir dung th uﬁc

13. Qua liéu va cach xir tri:

Qud licu:

Liéu ubng qua lidu piracetam cao nhét duge bdo cdo 14 75g. Pau bung va tiéu chay xudt huyét
da xdy ra.

Chua ghi nhén dugce tac dung khong mong mudn ndo khac khi st dung qua lidu piracetam.
Xir tri:

Trong trudng hop qua lidu cap tinh, c6 thé riva da day hoidic gdy non. Khong co thude gidi doe
diic hiéu cho piracetam. Xir tri qué liéu bing cich diéu tri triéu chimg va c6 thé loai b
piracetam bing cdch thim phén mau véi hiéu qua tich ra duge 50-60%.

14. Bic tinh dwoc lue hoc:

Nhém duoce 1y: Thude hung tri (cai thién chuyén héa cia céc té bio thin kinh).

Mi ATC: NO6BXO03.

Piracetam (din xudt vong ciia acid gamma amino-butyric, GABA) durgc coi 1a mét chét c6 téc
dung hung trf (cai thién chuyén hoa ciia t& bao than kinh) mic di con chua biét nhiu vé céc
tac dung dac hiéu cling nhir co ché tac dung cia né.

Piracetam tic dong 1én mot sé chét din truyén thdn kinh nhu: acetylcholin, noradrenalin,
dopamin...Diéu nay c6 thé giai thich tac dung tich cuc cia thude 1én su hoc tdp va cai thi¢n
kha néng thyc hién cac test vé tri nha.

Thubde cé thé lam thay d6i sy dAn truyén than kinh va gép phén cai thién méi truong chuyén
hoa dé céc té bao than kinh hoat dong tét. Trén thuc nghiém, piracetam c6 tic dung bdo vé
chdng lai nhitng rdi loan chuyén héa do thiu méu cuc bd nho 1am ting d& khang cia nio ddi
v6i tinh trang thidu oxy.

Piracetam lam ting sy huy dong va sir dung glucose ma khéng 1é thude vao su cung cép oxy,
tao thudn lgi cho con dudng pentose va duy tri tong hop ning luong & nio.

Piracetam con ¢6 tic dung lam ting giai phéng dopamin, diéu nay c6 thé co tic dung tdt 1én
su hinh thanh tri nhd.

Piracetam lam giam kha nang két tu tiéu cau va gidm d6 nhét cia mau & lidu cao, trong
truong hop hong ciu bi cing bat thudng thi thude ¢6 thé 1am cho hdng cau phuc hdi kha ning
bién dang va kha ning di qua cdc mao mach.

Thude ¢6 tac dung chdng git rung co.

15. Dic tinh dwgee dong hoc:

- Hdp thu: Sau khi ubng, piracetam dugc hép thu nhanh chéng vé gan nhu hoan toan & dng
tiéu hoa. Sinh kha dung gan 100%.

P 2]

=
-
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- Phén bé: Nong do dinh huyét twong (40 — 60 meg/ml) dat duge 30 phit sau khi uéng mot
liéu 2g. Néng d6 dinh trong dich ndo tiy dat duge sau 2-8 gidr. Thé tich phin b 0,6 litke.
Piracetam khuéch tan vao tit ca cac mé va qua hang rdo mau-nfo, nhau thai va ca cdc mang
ding trong thim tich than. Thudc ¢6 ndng dd cao & vé néo, thity trén, thiy dinh, thiy cham,
tidu ndio va cdc nhdn vung déy. |

- Chuyén hod: Cho dén nay, khong c6 ghét chuyén héa nio ciia piracetam duge tim théy.

- Thai trir: Nira doi thai trir trong huyét twong 1a 4-5 gidr. Nira doi thai trir trong dich ndo tiy
khoang 6-8 gid. Piracetam khong gén vao cac protein huyét twong va duoc dao thai qua thén
dudi dang nguyén ven. Hé sb thanh thai piracetam cta thgn ¢ ngudi binh thuong 1a 86
ml/phut. 30 gid sau khi ubng, hon 95% thude duge thai trir theo nude tiéu, Thai gian ban thai
ting lén ¢ nhitng b¢nh nhéan suy than.

16. Quy cach dong goi:

Hop 30 goi x Sg.

Keém theo t& huéng din sir dung thude bén trong hop.

17. Piéu kién bio quéin, han ding, tiéu chuin chét lugng ciia thude:

- Diéu kign bdo qudn: Noi kho mat, tranh anh séng, nhiét d& duéi 30°C,

- Han dimg: 24 théang ké tir ngay san xuét.

- Tidu chuan chdt hrong: Tiéu chudn co sé.

18. Tén, dia chi ciia co s& sdn xuat thube:

CONG TY TNHH MTV 120 ARMEPHACO

Dia chi: 86 118, phé Vii Xuén Thidu, Phuong Phiic Loi, Quan Long Bién, TP. Ha Nbi
S6 di¢n thoai: 024.36740019 Fax: 024.36740054



