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1. Tén thue: CETAMVIT
2. Thanh phin: MJi vién nén bao phim chira:
Piracetam 1200 mg
T4 dugc vira du I vién e
(Té dwoc gom: Microcrystallin cellulose, copovidon, magnesi steard.
dioxyd, opadry white).
3. Dang bao ché: Vién nén bao phim.
4. Dic tinh dwge lye hoe, duge dong hoc:
- Duwoc lwe hoc:
Piracetam (dan xuét vong cua acid gamma amino-butyric, GABA) dugc coi 1a mot chit c6 tac
dung hung tri (cai thi¢n chuyén hoa ctia té bao than kinh) mac du nguoi ta con chua biét nhiéu
V€ cac tac dung dac hiéu cling nhu co ché tac dung cua no.
Piracetam tdc dong 1én mdt sd chat din truyén than kinh nhu acetylcholin, noradrenalin,
dopamin... Diéu nay c6 thé giai thich tac dung tich cyc cia thube 1én sir hoc tdp va cai thién
kha néng thyc hién cdc test vé tri nhd. Thude c6 the lam thay do6i su dan truyén than kinh va
gop phén cai thién moi trudng chuyén héa dé cac té bao than kinh hoat dong tét. Trén thuc
nghiém, piracetam c6 tac dung bao vé chong lai nhitng rdi loan chuyén hoa do thiéu mau cuc
bd nho lam tang dé khang cua ndo déi véi tinh trang thiéu oxy. Piracetam lam tang sy huy
dong va sir dung glucosc ma khong 1€ thudc vao sy cung cap oxy, tao thudn lgi cho con
duong pentose va duy tri 10ng hop ning lugng & ndo. Piracetam ting cudng ty 1& phuc hdi sau
ton thuong do thiéu oxy bing cach ting sy quay vong cia céc phosphat v6 co v3 glam tich tu
glucose va acid lactic. Trong diéu kién binh thuong ciing nhu khi thiéu OXY,
piracetam lam tang lugng ATP trong ndo do ting chuyén ADP thanh ATP; dié thé I
mot co ché dé giai thich mot sb tac dung co ich cua thube. Tac dong 1én sy, dan truyén tiét
acetylcholin (Iam tang giai phong acetylcholin) ciing ¢ thé gép phan vao co ché tac dung cia
thudc.
Thude con ¢o tac dung lam ting giai phong dopamin va didu nay cé thé co tac dung tdt 1én su
hinh thanh tri nhé. i
Thude khong c6 tac dung gy ngl, an than, hdi sirc, giam dau, an than kinh hodc binh thén
kinh cling nhu khong c0 tac dung cia GABA.
Piracetam lam giam kha nang két tu tiéu cau va giam do nhot cia mau ¢ lidu cao, trong
truong hop hong céu bi cing bét thuong thi thude ¢6 thé lam cho hong cdu phuc hdi kha nang
bién dang va kha ning di qua cdc mao mach. Thude co tac dung chdng rung giit co.
- Duwoc dong hoc:
+ Hap thu: Piracetam ding theo duong ubng dugc hap thu nhanh chong va hiu nhu hoan
toan & Ong tiéu hoa. Sinh kha dung gan 100%. Nong do dinh trong huyét tuong (40 — 60
microgam/ml) xu‘ll hién 30 phat sau khi uong mot licu 2g. Nong do dinh trong dich ndo tuy
dat duoc sau khi udng 2 - 8 gio. Hép thu thudc khong thay ddi khi dleu tri dai ngay.
+ Phén bé: Thé tich phan b khoang 0,6 lit/kg. Piracetam di vao tit ca cic mo va co lhe qua
hang rao mau - ndo, nhau - thai va ca cac mang dung trong thdm tach than. Thubc ¢6 ndng do
cao & vo ndo, thuy tran, thuy dinh va thay chdm, tiéu ndo va cdc nhan vung day.
+ Chuyén héa: Khong co chit chuyén hoa ciia piracetam duge tim théy.

+ Thai trir: Thoi gian ban thai trong huyét twong la 4 - 5 gio; thoi gian ban thai trong dich
ndo tuy khoang 6 - 8 gio. Piracetam khong gan vao cdc protein huyét tuong va dugce dao thai
qua than dudi dang nguyén ven. HE s6 thanh thai piracetam cua than & ngudi binh thuong la 86
ml/phut. 30 gi¢r sau khi udng, hon 95% thude duoc thai theo nudc tiéu. Néu bi suy than thi thoi
gian ban thai tang 1én: O ngudi bénh bi suy thin hoan toan va khong hoi phuc thi thoi gian ban
thai 1a 48 - 50 gio.

5. Quy cach dong goi:
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Hop 3 vi x 10 vién nén bao phim, kém theo t& huéng dan str dung bén tro g Op-
6. Chi dinh, lidu dung, cich dung va chdng chi dinh:
- Chi dinh:

+ Diéu trj triéu chirmg chéng mat.

6] ngudi cao tudi: Suy giam tri nhé, chong mit, kém tdp trung, hoidc thidy{
khi sic, réi loan hanh vi, kém chu y dén ban thén, sa st tri tué do nhdi mau
Dot quy thiéu mau cuc bd cap

+ Bleu tri nghién ruou.

¥ Diéu trj bénh thiéu mau hong cau liém (piracetam c6 téc dung rc ché va lam héi phuc hdng
cau liém in vitro va c6 téc dung t6t trén ngudi bénh bi thiéu mau héng ciu liém).

+ O tré em diéu tri hd trg chig kho doc.

+ Dung bd trg trong diéu tri rung giét co ¢o nguon goc vo ndo.

- Liéu liwgng va cdach ding:

+ Cich ding: Dung dudng udng. C6 thé udng cing hodc khong cung thire an. Liéu hang
ngdy nén chia 2 — 4 lan,

+ Lteu lwong:

D:eu m dai ngay cdc hgi chu‘ng ram than rhzrc the o nguoi cao tuoz 1,2-24 g (h—2 vién) /

c0'PHAN
DUGC PHAM

Udng 2 4g (2 v1en)/ngay
Suy giam nhdn thitc sau chéan thwong ndo (c6 kém chéng mdt hodc khong): Liéu ban diula 9
- 12 g (8 — 10 vién)/ngay; liéu duy tri 1a 2,4 g (2 vién)/ngay, udng it nhét trong ba tuan.

Thiéu méu hong cau liém: 160 mg/kg/ngay, chia déu 1am 4 lan.

Diéu tri rung gidt co: Piracetam dugc dung voi litu 7,2 g (6 vién)/ngay, chia lam 2 - 3 lan.
Tuy theo dap tng, cir 3 - 4 ngay mot l4n, tang thém 4,8 g (2 vién)/ngay cho t6i liéu téi da 1a
24 g (20 vién)/ngay. Sau khi da dat lidu ti wu cta plracetam nén tim cach giam liéu cia céc
thude ding kém. Khong str dung cho tré dudi 16 tudi.

Bénh nhan suy gan, than: Can hiéu chinh lidu.

HE s6 thanh thii creatinin (ml/min) Liéu diing 1 ngay
> 80 Dung lidu binh thudng, chia 2 - 4 l4n
50-79 Dung 2/3 liéu binh thudng, chia 2 - 3 lan
30 - 49 Dung 1/3 liéu binh thuong, chia 2 lin
20-29 Dung 1/6 liéu binh thudng, ubng 1 lin
<20 Khéng ding thude
- Chong chi dinh:

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

Ngudi méic bénh mua giat Huntington.

Ngudi bénh suy gan.

Xuét huyét ndo.

7. Than trong:

Vi piracetam dugc thai qua than, nén thoi gian ban thai cia thude ting Ién lién quan tryc tiép
v6i mirc dd suy than va d thanh thai creatinin. Can than trong khi ding thudc cho ngudi
bénh bi suy than. Céan theo ddi chirc ning than & nhitng ngudi bénh nay va ngudi bénh cao
tuoi.

Do piracetam lam giam kha nang két tap tiéu cau, cin than trong & nhirng bénh nhén bi loét
da day, c6 tién st dot quy do xuét huyét, bénh nhén dang sir dung thudc chéng déng, bénh
nhén trai qua phau thudt 16n bao gdm ca phau thuét nha khoa.

Tréanh ngirng thudc dot ngdt & bénh nhén rung giat co do nguy co gy co giat.



- Thoi ky mang thai:
Piracetam c6 thé qua nhau thai. Khéng nén dung thuée nay cho ngudi
- Thoi ky cho con bii:
Khéng nén dung piracetam cho ngudi cho con b.
- Lai xe va van hanh miy méc:
Thudc c6 thé gdy nhtrc diu, mét ngi, ngt ga nén cin than trong cho db
8. Twong tic thude:
Vin c6 thé tiép tuc phuong phép diéu tri kinh dién nghién ruou (cdc vitamin va thude an
thén) trong truong hop ngudi bénh bi thiéu vitamin hoic kich  dong manh.
Da c6 mét trudng hgp cd twong tdc giilta piracetam va tinh chit tuyén gidp khi dung ddng thoi:
L1 lan, bj kich thich va rdi loan gidc ngu.
O ngudi bénh c6 thoi gian prothrombin dd dugc 6n dinh bing warfarin lai ting lén khi dung
piracetam.
9. Téc dung khong mong mudn cia thude (ADR):
- Thwong gdap, ADR >1/100:
Toan than: Mét mai.
Tiéu hoéa: Buon ndn, ndn, ia chdy, dau bung, truéng byung.
Than kinh: Bon chdn, d& bi kich dong, nhire dau, mit ngu, ngi ga.
- It gdp, 1/1000 < ADR < 1/100:
Toan than: Chéng mit, ting cén, suy nhugc
Thén kinh: Run, kich thich tinh duc, cing thang, ting van dong, trim cam.
Huyét hoc: Réi loan dong méu hodc xuit huyét ning
Da: Viém da, ngira, may day. :
Huwéng din cach xir tri ADR: C6 thé giam nhe cdc ADR ctia thube bin t4m liéu.
10. Qué lidu va xir tri:
Piracetam khong doc ngay ca khi dung liéu rit cao. Khong can thiét phdi ¢6 nhirng bién phap
dac biét khi dung qua liéu.
11. Khuyen cd0: Khong cé bao céo.
12. Didu kién bio quén va han ding:
- Bdo qudn: Noi kho, nhiét do dudi SOOC
- Han ding: 36 thang ké tir ngay san xuat Khéng dwgc dung thudc da qua han ding.
* Luu y: Khi thdy vién thudc bi 4m mde, nhan thudc in s6 16 SX, HD mo...hay c6 cic biéu
hién nghi ngd khic phai dem thudc t6i héi lai noi ban hodc noi san xuét theo dia chi trong
don.
13. Tén, dia chi ctia co' s¢' sian xuat:
Tén co sé¢ san xudit : CONG TY CO PHAN DUGC PHAM HA TAY
Pia chi: T6 dan phd s6 4 - La Khé - Ha Dong - TP. Ha Noi

DT: 04.33522204 FAX: 04.33522203

DT: 04.33824685 FAX: 04.33829054
14. Ngity xem xét sira dbi, cAp nhit lai ndi dung huwéng din sir dung thude:



HUONG DAN SU DUNG THUOC CHO NGU‘ BF
1. Tén thudc: CETAMVIT "

2. K!luyen cdo:
“Thubc ban theo don” -
“Doc ky hudng dan st dung trude khi dung” DUge PHAM
“Pé xa tim tay tré em” HA TAY /s
“Théng bao ngay cho bédc s§ hodc dugc si nhitng tac dung khong mong¢ phai khi
st dung thude”
3. Thanh phin, ham lwong :
MJi vién nén bao phim chira:
Piracetam 1200 mg
Téa dugc vira du 1 vién

(Td duwoc gom: Microcrystallin cellulose, copovidon, magnesi stearat, colloidal silicon
dioxyd, opadry white).

4. M6 ta san phim:

Vién nén bao phim, hinh thuén dai, mau tring hay tring nga, mit vién nhin, c6 vach bé &

gilra, canh va thanh vién lanh lan.

5. Quy cich déng goi:

Hop 3 vi x 10 vién, kém theo t& huéng dan sir dung bén trong hop.

6. Thubc dung cho bénh gi?

Thube duoce ding trong cac truong hop:

+ DPiéu trj triéu chirng chéng mit.

0 ngudi cao tudi: Suy glam tri nhd, chong mét, kém tap trung, hoac thiéu tin

khi sic, rdi loan hanh vi, kém chay dén ban than, sa st tri tué do nhdi méu

bot quy thiéu mau cuc bd cap

+ Piéu trj nghién ruou.

+ Diéu tri bénh thiéu mau hf‘)ng cdu liém

+ O tré em didu tri hd tro chung khé doc.

+ Duing b6 tro trong diéu trj rung giat co c6 ngubn gbe vo nio.

7. Nén ding thudc nay nhw the nao va lleu lwgng?

+ Cdch dung: Dung dudng ubng. C6 thé ubng cung hodc khéng ciing thirc 4n. Liéu hang

ngay nén chia 2 -4 lan.

+ Liéu lwong:

Diéu tri dai ngay cdc héi chitng tam than thue thé ¢ ngudi cao tudi: 1,2 - 2,4 g (1 -2 vién)

/ ngay, tly theo ting trudng hop. Liéu c6 thé cao t6i 4,8 g (4 vién)/ngay trong nhitng tuin

dau.

Diéu tri nghién ruwou: 12 g (10 vién)/ngay trong thoi gian cai rugu dau tién. Diéu trj duy

tri: Udng 2.4 g (2 vién)/ngay. ‘ ‘

Suy gidm nhdn thire sau chan thwong ndo (co kem chong mat hodc khdng): Licu ban dau la
- 12 g (8 = 10 vién)/ngay; lidu duy tri la 2,4 g (2 vién)/ngay, ubng it nhit trong ba tuln.

Th.feu mdu hong cau liem: 160 mg/kg/ngay, chia déu lam 4 lan. .

Diéu tri rung gidt co: Piracetam dugc ding voi liéu 7,2 g (6 vién)/ngay, chia lam 2 - 3 lan.

Tay theo dap ung, cir 3 - 4 ngay mot lan, tang thém 4,8 g (2 vién)/ngay cho tdi lidu ti da

la 24 g (20 vién)/ngay. Sau khi da dat liéu t6i wu cia piracetam, nén tim cach giam lidu cta

céc thude dung kem. Khong str dyng cho tré dudi 16 tudi.

Bénh nhan suy gan, thdn: Cén hiéu chinh liéu.

[ Hé s6 thanh thi creatinin (ml/min) Liéu ding I ngay
> 80 Dung liéu binh thuong, chia 2 - 4 lan

0’ PHAN

| P R



50 - 79 Dung 2/3 liéu binh thuong, chia 2 - 3 ln

30 - 49 Dung 1/3 liéu binh thudng, chia 2 1in

20 - 29 Dung 1/6 liéu binh thudng, ubng 1 1an
<20 Khéng ding thude

8. Khi nfm kh(’ing nén dimg thuoc nay"

Nguoi méc bénh mua glat Huntmgton
Nguoi bénh suy gan.

Xuét huyét nio.

9. Tac dung khong mong muén (ADR):
Khi dung thude nay cé thé gép phai tac dung khong mong muén sau:
Toan than: Mét mai.

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

Thén kinh: Bon chén, dé bj kich dong, nhirc diu, mit ngl, ngl ga

- Huwong din cdch xiv tri ADR: C6 thé giam nhe cac ADR ctia thude bang céch giam liéu.
10.Nén trinh dung nhirng thube hoic thye phim gi khi dang sir dung thudc nay?
Viéc dung két hop thude nay véi mot sb thuoc khéc ¢6 thé lam thay déi tac dung cia thude
hodc gia tang céc tac dung khong mong muén.

Da ¢6 mdt truong hop c6 tuong tic gilta piracetam va tinh chét tuyén gidp khi ding dong
thoi: Lu 1an, bi kich thich va rdi loan gidc ngu.

O nguoi bénh c6 thoi gian prothrombin dd dugc 6n dinh bang warfarin lai ting 1én khi
dung piracetam.

Vin ¢6 thé tiép tuc phuong phéap diéu tri kinh dién nghién ruou (cc vitamin va thude an
than) trong truong hop nguoi bénh bi thiéu vitamin hoic kich dong manh.

Hay viét mot danh sach nhitng thue ban dang dung (bao gdm thude duoc ké do , khong
ké don va thuc pham chirc nang) va cho bac sy hodc dugce si cia ban xem. Khén
y ding thude, ngung hodc thay déi liéu lugng ctia thude ma khong c6 su cho phép cua bac
s¥.

11. Cén lam gi khi mdt 1An quén khéng ding thudc?
B sung licu ngay khi nhé ra. Tuy nhién, néu thoi gian gidn cach voi lidu tiép theo qua
ngan thi bé qua liéu da quén va tiép tuc lich dung thude. Khong dung liéu gip doi dé bu
cho liéu da bi bo 1.

12.Cén béio quén thudc nay nhw thé nao?

Gitr thude trong hop kin, ngoai tim véi clia tré em. Bao quan thude noi kho, nhiét do dudi
30°C.

13.Nhitng déu hi¢u va triéu chirng khi ding thude qua liéu?

Piracetam khong ddc ngay ca khi dung li€u rét cao.

14.Cin phii lam gi khi dung thubc qud litu khuyén cdo?

Khong can thiét phai cé nhitng bién phéap dac biét khi dung qua licu.

Ngung thude va ruira da day.

15. Nhirng diéu ciin théin trong khi ding thude nay?

Vi piracetam duoc thai qua thén, nén thoi gian ban thai cua thude tang lén lién quan trire
tiép véi mue do suy than va do thanh thai creatinin. Cén rét than trong khi ding thudc cho
nguoi bénh bi suy than. Cén theo ddi chirc ning thian & nhitng ngudi bénh nay va ngudi
bénh cao tudi.

Do piracetam lam giam kha nang két tap tiéu cdu, cin than trong & nhiing bénh nhén bi
loét da day, co tién sir dot quy do xuét huyct bénh nhan dang st dung thude chéng dong,
bénh nhén trai qua phau thudt 16n bao gom ca phau thuét nha khoa.




Tranh ngimg thude dot ngdt & bénh nhan rung giat co do nguy co gy co
- Thoi ky mang thai:
Piracetam c6 thé qua nhau thai. Khéng nén dung thude nay cho ngudi
- Thoi ky cho con bu:
Khong nén dung piracetam cho nguoi cho con bi.
- Tdc dpng ciia thubce khi ldi xe hogic viin hanh mdy méc:
Thubc c6 thé oay nhirc dau mét ngu, ngu gd nén can than trong cho ddi
16. Khi nao can tham van bac sy, dugc si?
Khi cin thém théng tin vé thude.
Khi thay ¢6 nhirng tac dung khong mong mubn gap phai khi st dung thudc.
Khi ding thudc ma thay tri¢u chirng cua bénh khong thuyén giam..
17.Han dung cia thube:
- Han dung: 36 thang ké tir ngay san xuat Khéng dugc dung thudc da qua han dung.
* Luu y: Khi thdy vién thuée bi am mdc, nhan thudc in s6 16 SX, HD mo...hay ¢6 cac biéu
hién nghi ngo khac phai dem thude toi hoi lai noi ban hodc noi san xuit theo dia chi trong
don.
18. Tén, dia chi, bleu twgng cia nha sin Xuit:
Tén co'sé sin xuit : CONG TY CO PHAN DUGC PHAM HA *
Dia chi: T6 dan phd s6 4 - La Khé - Ha Dong - TP. Ha Noi

DT: 04.33522204  FAX: 04.33522203

DT: 04.33824685  FAX:04.33829054

DT

HATAPHAR

CONG TY CF DUGC PHAM HA TAY

19. Ngay xem xét sira ddi, cap nhit lai ngi dung huéng din sir dung thude:
Ngay voioiis thahiy ..ccicu 51715 ¢ PRI,

o TY \2

DUOC PHAM

ua.cyuc TRUONG
p TRUONG PHONG

G ¢ Mink Hang



