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i CONCi T’Y‘h\i Win: cho | don vi déng g6i nho nhét
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icel PVP, Magnesi stearat, Acrosil, Bot talc,

than kinh).

Ma ATC: NO6BX03

Duoc Iy va co ché tic dung:

- Piracetam ( din xudt vong ctia aicd gamma amino butyric,
GABA) duogc coi 1a mét chét ¢6 tdc dung cai thién chuyén hoa
cta té bao than kinh. O ngudi binh thuong va ¢ nguoi suy giam
chirc nang, piracetam tac dung truc tiép dén nao dé lam tang
hoat dong clia viing doan ndo — viing ndo tham gia vao co ché
nhén thire, hoc tap, tri nho, su tinh tdo va y thiec.

- Piracetam tac dong 1én mot s chit dan truyén than kinh nhu
acetylcholin, noradrenalin, dopamin... Thudc co thé lam thay
dbi su dan truyén than kinh va gép phdn cai thién méi truong
chuyén hoa dé cac té bao than kinh hoat dong tét. Piracetam
bao vé¢ chéng lai nhimng réi loan chuyén hoa do thiéu méau cuc
b nho lam tang dé khang cua ndo déi voi tinh trang thiéu oxy.
Piracetam lam tang su huy dong va str dung glucose ma khong
1¢ thudc vao su cung ce‘ip oxy, tao thudn lgi cho con duong
pentose va duy tri tdng hop nang luong & ndo. Piracetam 1am
tang ty 1& phuc hdi sau tén thuong do thiéu oxy bing cach ting
su quay vong cia céc phosphat vo co va giam tich tu glucose,
acid lactic. Piracetam lam giam kha nang két tu tiéu cau va
trong truong hop hdng ciu bi cimg bét thuong thi thude ¢6 kha
nang lam cho héng cdu phuc hdi kha ning bién dang va kha
nang di qua cac mao mach. Thudc con co tic dung lam tang
giai phong dopamin, chéng rung giét co.

- Thudc khéng c6 téc dung giy ngu, an than, hdi stc, giam dau,
an thin kinh cling nhu khéng c6 tic dung ctia GABA.

- Mic du, mot sb nudc sir dung piracetam trong didu trj sa sat
tri tué va suy giam nhan thirc, mot danh gia hé théng da két
luan 1a cac bang chimg tir y van chinh théng khéng ting ho viée
str dung piracetam cho cac diéu tri nay.

4. Dugc dong hoc:

- Thuéc dugc hip thu nhanh chéng va hiu nhu hoan toan ¢ dng
tiéu hoa. Sinh kha dung gan 100%. Nong do dinh trong huyét
twong (40 — 60 microgam/ml) xut hién 30 phut sau khi uéng
mot lidu 2g. Ndng do dinh trong dich ndo tuy dat dugc sau khi
udng thube 2 — 8 gio. Hap thu thudc khong thay ddi khi diéu tri
dai ngay. Thé tich phan b6 khoang 0,6 lit/kg. Piracetam phén b
vao tét ca cac md va c6 thé qua hang rao méu ndo, nhau thai va
ca cac mang dung trong tham tich than. Thudc co ndng do cao
0 vO ndo, thuy tran, thuy dinh, thuy chdm, tiéu ndo va cdc nhan
ving ddy. Nira doi trong huyét twong 1a 4 — 5 gio; nira doi trong
dich ndo tuy khoang 6 — 8 gid. Piracetam khong gin vao cic
protein huyét tuong va duoc dao thai qua than dudi dang
nguyén ven. Hé sb thanh thai cua than & nguoi binh thuong la
86ml/ phit. 30 gio sau khi udng, hon 95% thuéc dugc thai theo
nuée tiéu. Néu bi suy than thi nira doi thai trir tang 1én; ngudi
bénh bi suy than hoan toan va khong hdi phuc thi thoi gian nay
la 48 — 50 gio.

5. Quy cich dong goi: Hop 04 vi x 15 vién nén bao phim.

6. Chi dinh:

- Diu trj triéu chimg chéng mét

b1
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TO HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

- O nguoi cao tudi: Suy giam tri nho. chong mat. kém tdp wung.
thiéu tinh tao, thay ddi khi sdc. réi loan hanh vi. kém chu v dén
ban théan, sa sut tri tué do nhdi mau nao nhiéu .

- O tré em: didu tri hd tro chimg kho doc.

- Ding bd tro trong didu tri giat rung co co ngudn gde vo ndo.
Khong dung cho tré dudi 16 tudi trong diéu tri gidt rung co.

7. Liéu lwgng va cich dung:

- Liéu thuong dung: 30-160 mg/kg/ngdy. tay theo chi dinh.
Thude duge chia déu ngay 2 1dn hodc 3 - 4 lan.

- biéu tri dai ngay cdac hoi chimg tam thin thue thé o nguoi cao
tudi: 1,2 — 2.4g/ ngay. tuy theo timg truong hop. Licu ¢o the
cao 161 4.8g/ ngay trong nhing tudn diu.

- Suy giam nhan thire sau chén thuong ndo (cé kem chong mat
hodc khong): Liéu ban dau 12 9 — 12g/ ngay. Liéu duy tri 1a 2.4p
thude, ubng it nhat rong 3 wdn.

- Diéu trj gidt rung co: 7.2 ¢/ ngay. chia lam 2 — 3 lan. Tuy theo
dap tmg, ¢t 3 —4 ngay mot ln, tang thém 4.8g moi ngay cho 16
liéu t6i da la 20g/ ngay. Sau khi da dat liéu (6i da cua piracctam
nén tim cach giam licu cua cac thude dung kem. Khong su dung,
cho tré dudi 16 tuoi.

Can hiéu chinh licu trén bénh nhdn suy gan, suy than

Cl,, 50 — 79 ml/ phat: Dung 2/3 liéu binh thuong, chia thanh 2

3 1an/ ngay.

¢‘.7
= (DUGC-TRA:
Y TE Bl

(BIDA

G

Cle 30 — 49 ml/ phut: Dang 1/3 liéu binh thuong. chia thanh
lan/ ngay.

Cl, 20 — 29 ml/ phat: Dang 1/6 liéu binh thuong, 1 1dn/ ngay.
Khong diing thude néu mirc loc cu thin < 20 ml/ phut

8. St dung cho phu nir ¢6 thai va cho con bu:

- Thoi ky mang thai: Piracetam ¢ thé qua nhau thai. khong
dung thube nay cho nguoi mang thai.

- Thoi ky cho con bu: Khong dung Piracetam cho nguoi cho con
bu.

9. Tdc dong cia thude khi i xe va vAn hanh may:

Thude ¢o thé gay nhie ddu, mit ngu. ngu ga. khong nén lai xe
hay van hanh may khi dung thudc.

10. Chéng chi dinh:

- Qua man voi bét i thanh phén nao cia thude.

- Nguoi bénh suy than nang (h¢ sé thanh thai creatinin <20
ml/phut).

- Nguoi mac bénh Huntington.

- Nguoi bénh suy gan.

- Xudt huyét nao.

11. Thin trong:

- Vi piracetam dugc thdi qua than, nén nua doi cua thude ting
Ien lién quan truc Liép voi mire do suy than va d§ thanh thai
creatinin, Can rit than trong khi dung thude cho ngudi bénh b
suy than. Cén theo doi chire nang than ¢ nhing nguoi bénh nay
va ngudi bénh cao tudi.

- Tranh ngimg thude dot ngdt o nhimg bénh nhan rung gadt co
do nguy co gdy co giat.

- Lién quan dén kha nang giam két tap ticu ciu cua piracctant.
can than trong Khi st dung ché phdm Nudipyl® 800 ddi voi cac
bénh nhén bi xudt huyét nang. bénh nhan co nguy co chay mau
nhu bénh nhdn viém loét da day, bénh nhdn bi roi loan dong.
méu, bénh nhén co tién su dot quy do xudt huy &t

- Than trong khi bénh nhéan phai thuc hién cac phau thuat lon
(ké ca cac phfm thudt trong nha khoa) do kha nang o loan

dong mau tiém tang.
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- Thén trong khi dﬂng clng céc thudc chéng dong hay thudc
‘chc")ng két tap tiéu clu do tdng nguy co gdy chay mau.

- V6i nguoi ;:ao tudi, nén chinh lidu & ngudi cao tudi co tén
. thuong chirc nang than. Khi didu tri dai han & ngudi cao tudi,
can danh gia thuong xuyén hé sb thanh thai creatinin dé chinh
lidu phu hop khi can thiét.

12. Twong téc thube va cic loai tuong tiac khac:

- Da ¢ mot truong hep co tuong téc gitra piracetam va tinh chat
tuyén giap khi dung ddng thoi: Lu 1An, b kich thich va rdi loan
gidc ngu.

- O m6t nguoi bénh thoi gian prothrombin da dugc 6n dinh bang
warfarin lai tang én khi dung piracetam.

- Tuong tac dugc dong hoc:

Kha nang tuong téc thudc din dén thay dbi duoc dong hoc cua
piracetam la thip vi khoang 90% liéu dung cua piracetam dugc
bai tiét trong nudc tiéu dudi dang khong ddi.

Trong thtr nghiém in vitro, piracetam khong trc ché cac dong
phén ciia cytochrom P450 trong gan nguoi gdbm CYP 1A2, 2B6,
2C8, 209, 2C19, 2D6, 2E1 va 4A9/11 & ndng do 142, 426 va
1422 pg/ml

O ndng do 1422 pg/ml, tac dong wc ché nho trén CYP 2A6
(21%) va 3A4/5 (11%) da dugc quan sat thiy. Tuy nhién, khi
ndng do vuot qua 1422 pg/ml, gia tri Ki cua s irc ché hai dong
phan CYP nay la tét. Do do, su tuong tac chuyén héa cua
piracetam va céc thudc khac duong nhu 1a khong c6.

- Acenocoumarol: Trong 1 nghién ctru mu don trén bénh nhén bi
huyét khéi tinh mach tai phat nang da dugc cong bd, piracetam
liéu 9,6 g/ngay khong lam thay dbi lidu acenocoumarol can thiét
dé dat INR 2,5 dén 3,5, nhung so véi tac dung cua
acenocoumarol dung don doc, viéc bd sung piracetam 9,6
g/ngay lam giam dang ké két tap tiéu cdu, phong thich [-
thromboglobulin, ndng do fibrinogen va cac yéu t& von
Willebrand (VIII:C; VIII: vW: Ag; VIII : vW : Rco) va dd nhét
clia méu toan phén va huyét tuong.
- Céc thube chéng dong kinh: Sir dung piracetam trén 4 tudn voi
liéu hang ngay 20 g khong lam thay ddi ndng do dinh va ndng
do day trong huyét thanh ctia cac thude chéng dong kinh
(carbamazepin, phenytoin, phenobarbiton, valproat) ¢ bénh nhén
bi bénh dong kinh dang dung cac lidu én  dinh.

- Rugu: Viée udng ruou cuing luc khong anh huong dén ndng do

piracetam trong huyét thanh va 11611g do ¢on khéng bi thay doi

boi mot lidu udng piracetam 1.6 g.

13. T4c dung khéng mong mudn:

Thuong gap, ADR>1/100

Toan than: M¢&t moi.

Tiéu hoa: Budn non, non. ia chay. dau bung. truéng bung.

Thén kinh: bon chon. dé kich dong. dau diu. mat ngu. ngu ga.

It gap, 11000 < ADR<1/100

Toan than: chong mat. tang can. suy nhuoc.

Than kinh: Run, kich thich tinh duc, cang thz’ing‘ tang van dong.

trAm cam.

Huyét hoc: Réi loan déng mau hodc xudt huyét ning.

Da: viém ngua, may day.

14. Qua liéu va cich xir tri:

- Piracetam it ddc ngay ca khi dung liéu rit cao. Khong cin thiét

phai c6 nhirg bién phdp dac biét khi dang qua liéu.
Thong bdo cho Bdc si nhitng tic dung khong mong
mudn gap phi khi str dung thudéc.

15. Cic diu hi¢u ¢in lwu ¥ va khuyén cio:

Chua tim thdy thém dif lidu cho ndi dung nay.

Han ding: 36 thang ké tir ngay san xuét.

Bio quén: Kin, tranh anh sang. nhiét do khong qua 30°C

Dé xa tim tay cia tré em.

Doc ki hudng déin si dung trude khi ding.

Thuéc nay chi dung theo don cua bdc sy.

Néu cin thém thong tin, xin héi y kién bic S

Ngay xem xét sura dbi, cip nhit lai ndi dung hudng din si

dung

Cong ty sin xuét

CONG TY CO PHAN DUOC - TTBYT BINH DINH
(BIDIPHAR)

498 Nguyén Thii Hoc, P. Quang Trung. Tp. Quy Nhon, tinh
Binh Dinh, Viét Nam

DT: 056.3846500 - 3846040 * Fax: 056.3846846
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To hwéng din sir dung thude cho bénh nhan

Vién nén bao phim NUDIPYL® 800

__/
3
- Doc ky m%w dung truoc khi ding.

- Thube nay chi dwgc ding theo don cia bdc sy.

- Théng bdo cho duoc sy hodc bdc sy nhitng tdc dung khong mong muén gdap phdai khi s
dung thuéc.

1. Thanh phin ham lwong cia thude

- Hoat chét: Piracetam.......................... 800 mg

- Ta dugc: Avicel, PVP, Magnesi stearat, Aerosil, Bot talc, HPMC, Ethanol, Opadry

Orange

2. M6 ta san phim

Vién nén bao phim mau cam, m¢t mat c6 ranh ngang, mot mat c6 chit N va vach ngang,
khong mui, vi déng.

3. Quy cach dong goi

Hop 04 vi x 15 vién nén bao phim.

4. Thudc ding cho bénh gi?

- Piéu tri triéu ching chong mat

- O ngudi cao tudi: Suy giam tri nhd, chéng mit, kém tap trung, thiéu tinh téo, thay déi khi

sc, roi loan hanh vi, kém chu y dén ban than, sa sat tri tué do nhdi mau ndo nhiéu 6.
- O tré em: diéu trj hd trg chung khé doc.

- Dung b tro trong diéu trj giat rung co ¢6 ngudn gdc vo ndo.

Khéng dung cho tré duéi 16 tudi trong diéu trj giat rung co.

5. Nén dung thudc nay nhw thé nao va lidu lwgng?

- Cach dung:

+ U("Sng vién thudc vGi mot luong nude phu hop.

+ Néu ban gdp kho khan trong viéc nudt, tham van béc s§ - dugc sy dé duoc chi dinh dang

thudc chira piracetam phu hop.

- Duong dung: Ding dudng ubng

e



. Liéu dung:

+ Vién nén bao phim Nudipyl® 800 dugc sir dung theo dung lidu dung chi dinh cua bac sy -
duogc s§. Dua vao tinh trang cta tung bénh nhan, bac s¥ - duoc s¥ s€ dua ra chi dinh licu phu
hop

- Bénh nhan va nguoi nha bénh nhan can tuan thu ding ché do lidu duoc ké trén don thude.
+ Liéu thudong dung: 30-60 mg/kg/ngay, tiy theo chi dinh. Thude duge chia déu 2 1an hodc 3
- 4 1an.

+ Piéu tri gidt rung co: Khong sir dung cho tré dudi 16 tudi.

+ Bénh nhan suy gan, suy than can hiéu chinh liéu.

+ Khong dung thudc néu mire loc cau than < 20 ml/ phut.

6. Khi nao khong nén ding thudc nay?

- Qua mén véi bat ctr thanh phan nao cua thude. ﬁ'—
- Nguoi bénh suy than nang (hé s6 thanh thai creatinin <20 ml/ phuat). %Jr:_
- Ngudi mic bénh Huntington. G‘}%{Qﬁ
- Nguoi bénh suy gan. !(5\%‘\?’;
- Xuét huyét ndo. '@,

- Phu ni ¢6 thai va cho con bu.

7. Tac dung khong mong mudn

Thuong gdp, ADR>1/100

Toan than: Mét moi.

Tiéu hoa: Budn nén, ndn, ia chay, dau bung, truéng bung.

Thén kinh: bdn chon, dé& kich dong, dau dau, mat ngu, ngu ga.

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

Toan than: chong mat, ting céan, suy nhuoc.

Thén kinh: Run, kich thich tinh duc, cang théng, tang van dong, {rdm cam.
Huyét hoc: Réi loan dong méu hodc Xuét huyét ndng.

Da: viém ngtra, may day.

8. Nén tranh diung nhirng thuéc hoic thuc phim gi khi dang st dung nhirng thudc nay?
Can thong béo ngay cho bac s§ néu dang sir dung vai cac ché pham sau:

- Tinh chat tuyén giap.



- Thudc chong dong warfarin hodc acenocoumarol.

- St dung piracetam trén 4 tuan v&i liéu hang ngay 20 g khong lam thay d6i nong do dinh va
nong do day trong huyét thanh cua cic thude chéng dong kinh (carbamazepin, phenytoin.
phenobarbiton, valproat) & bénh nhéan bi bénh dong kinh dang dung cac lidu 6n dinh.

9. Cin lam gi khi mgt lin quén khéng ding thubc?

Néu gan dén lan lidu tiép theo, bo qua liéu da quén. Khong st dung liéu gdp doi dé bu lai
liéu da bo qua.

10. Can bao quan thudc nay nhw thé nao?

Kin, tranh anh sang, nhiét d6 khong qua 30°C

11. Nhitng triéu chirng va dau hiéu khi ding thudc qua liéu?

Piracetam it doc ngay ca khi dung liéu rat cao. Chua tim thay dir liéu vé tricu chtmg qua licu
cua piracetam dugc ghi nhan..

12. Can phai lam gi khi dung thude qua liéu khuyén cao?

Néu ding thudc qué lidu dugce chi dinh, lién hé béac s¢ - duoc sy hodc co s¢ y t& ean nhat d¢
duoc tu van.

13. Nhitng diéu can thin trong khi dung thudc nay?

- Can rit than trong khi dung thude cho ngudi bénh bi suy than. Can theo doi chire nang than
& nhitng ngudi bénh nay va nguoi bénh cao tudi.

- Tranh ngimng thube dot ngdt & nhitng bénh nhéan rung gidt co do nguy co gay co giat.

- Lién quan dén kha nang giam két tap tiéu cdu clia piracetam, can than trong khi su dung
ché pham Nudipyl® 800 déi v6i cac bénh nhan bi xuét huyét nang, bénh nhan ¢6 neuy co
chdy mdu nhu bénh nhan viém loét da day, bénh nhan bi roi loan dong mau, bénh nhan ¢o
tién sir dot quy do xudt huyét

- Thén trong khi bénh nhén phai thuc hién cac phau thuat 1on (ké ca cac phiu thuat trong nha
khoa) do kha nang r6i loan déng mau tiém tang.

- Than trong khi ding cling céac thudc chdng dong hay thude chdng két tap ticu cu do tang
nguy co gay chay mau.

- V6i ngudi cao tudi, nén chinh lidu & nguoi cao tudi ¢6 ton thuong chirc nang than. Khi dic¢u
tri dai han & nguoi cao tudi, can danh gia thuong xuyén hé sb thanh thai creatinin dé chinh

liéu phtt hop khi can thiét.
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- Nguoi l4i xe va van hanh may moc vi thude ¢ thé gdy nhuc dau, mat ngu, neu ea.
14. Khi nio cin tham van bac sy, dugec sy?

Ban nén tham van béc s¥, duge s§ trong nhiing truong hop sau:

- Nguoi 16n tudi.

- Khi ¢6 céc van dé vé gan, than (vi lidu dung ¢6 thé duoc diéu chinh lai)

- Khi du tinh ¢6 thai, khi mang thai va cho con bu.

- Khi gap van d& vé kha nang nubt.

- Khi dung ddng thoi cac ché phidm nhu da néu trong muc 8 cia to hudng dan nay.

- Khi ¢6 tién st viém loét da day, bénh nhan bi roi loan dong mau, bénh nhan ¢o tién su dot
quy do xuit huyét

- Khi chuan bi thuc hién cac cudc phau thuat 16n ké ca cac phau thudt trong nha khoa.
- Khi ding qua liéu khuyén cdo.

Néu can thém théng tin xin héi y kién bdc si hodc dicoc sy

15. Han dung cia thudc

- Han dung: 36 thang ké tir ngay san xuét.

A

16. Tén, dia chi, biéu twgng cia nha san xuét )f;

X % . . P *

- Tén: CONG TY CO PHAN DUQC — TRANG THIET BI Y TE BINH DINH (BIDIPHAR) S
)\.

- Pia chi: 498 Nguyén Thai Hoc, phuong Quang Trung, thanh phd Quy Nhon. tinh Binh
Dinh
- Biéu tuong nha san xuét:

Bidiphar

17. Ngay xem xét sira d6i, cap nhat lai ndi dung huwéng din st dung thude
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