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BAO QUAN: Noi khd, mét nhigt df dui 30°C, tranh 4nh séng.
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Ry . On prescription only/ Thudc ban theo don. GMP - WHO

Vién nén bao phim QUANOOPYL 800

1. Tén thubc: QUANOOPYL 800. ]
2. Cie khuyén cdo dic biét: :
Thudc nay chi ding theo su ké don cia béc si.
Dé xa tim tay tré em.
Doc ki huéng dan sir dung trude khi ding.
Néu cin thém thong tin xin hoi ¥ kién béc si.
Théng bao cho bac sT nhirng tac dung khong mong muén gap phai khi st dung thudc.
3. Thanh phiin, ham lwong ciia thube:
M3i vién nén bao phim chita: Piracetam........ceeueivvinierioseiseeniinnnes 800 mg
Ta duge khac ... vira da 1 vién nén bao phim
(Magnesium stearat, Sodium glycolat starch, Tinh bot my, Aerosil 200, PVP K30, HPMC E6, PEG 6000,
Tale, Titan dioxyd, Ponceau 4R, Tartazin).
4. Dang bao ché: Vién nén bao phim.

5. Chi dinh:
Quanoopy! 800 duge chi dinh diéu tri chimg rung giat co ¢ ngudn gbc vo ndo; thieu mau nio; sa st tri tué &
ngudi gid; chimg kho doc o tré nho; chong mat. v

6. Cich dung, licu dang: Udng trudce bira an. ~

- biéu trj ching rung giat co c6 ngudn gbc vo ndo: 7,2 g/ngay chia lam 2 -3 lan. Ty theo dap tmg, ¢ 3 - 4
ngay mot lAn ting thém 4,8 g mdi ngdy cho toi lidu t6i da 1a 24 g/ngay. Sau khi da dat liéu t6i wu cla
Piracetam, nén tim cach giam liéu cia céc thubc ding kém.

- Thiéu méau nio; sa sut tri tué & ngudi gia va chdng mit: liéu thong thuong 1 - 2 vién/ 14n x 3 1an/ ngiy.

- Chimg khé doc & tré em: 50 mg/kg/ngay chia lam 3 lan.

- Ngudi gia: diéu chinh lidu theo chire ning than. O ngudi gia ding thoi gian dai can danh gia do thanh thai
creatinin dé diéu chinh liu néu can.

- Nguoi suy thin, didu chinh lidu theo hé sb thanh thai creatinin

Nhom D¢ thanh thai creatinin Liéu ding 2
(ml/phut)

Binh thudng >80 Liéu thuong ding

Suy than nhg 50-79 2/3 liéu thudng dung

Suy thin trung binh 30-49 1/3 lieu thuong dung

Suy thén néng <30 1/6 ligu thuong diing |

- Nguoi suy gan: khong can diéu chinh liéu néu chi ¢ suy gan, bénh nhén suy gan kém suy than liéu dung
diéu chinh theo bénh nhén suy thén.
7. Chong chi dinh: "
-Suy thén ndng.
-Ngudi mic bénh mia giat Huntington.
-Bénh nhén suy gan ning.
-Chay mau néo.
_Man cam voi bat ky thanh phin nio ciia thude.
8. Canh bdo va thiin trong khi dung thudc nay:
- Cén rit than trong khi dung thubc cho ngudi bénh bi suy than. Cén theo dai chirc nang thin ¢ nhiing bénh
nhéin nay va nguoi bénh cao tudi.

- 2

- Do Piracetam lam giam sy két tap ti€u chu nén than trong khi ding cho bénh nhan xudt huyét nang, bénh

I'4

nhén cé vin dé vé chdy méu nhu ung thu da day, bénh nhén roi loan mau dong tiém tang, bénh nhin co tién su
xudt huyét CVA, bénh nhan chudn bi phiu thuét ké ca phiu thuft rang, b¢nh nhan sir dung thudc chéng dong
hodc cdc thube tie ché tidu cAu bao gom ca aspirin lidu thip.

- T4 dugc ponceau 4R, tartazin cé thé gay ra cac phan (mg dj ing.

- Khong nén sir dung thuéc nay cho bénh nhan bi di ing véi tinh mét my (do thanh phin ta duoc ¢ tinh bot
my). Tuy nhién van sir dung dugc cho bénh nhan bi bénh coliac.

9. Sir dung thude cho phu nir mang thai va cho con bu:

- Thubc qua duge hang rao rau thai, tuy nhién nguy co gy quéi thai cua thudc chua duoc biét. Vi vay khéng
nén dung thude khi dang mang thai.

- Thoi ky cho con bu: khong nén ding Piracetam.
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10. Anh huéng ciia thude 1én kha ning 14i xe va vin hanh miy moc:

Trong céc nghién ciru lam sang, & liéu 1,6 - 15 g/ngay, thubc c6 thé gy ting dong, ngu ga, bon chdn, tram
cam nhiéu hon so véi khi ding gia duge. Nén cin than trong khi 14i xe hogc vin hanh mdy moc.

11. Tuong tic, tuwong ky, ciia thude:

- VAn ¢6 thé tiép tuc phuong phap didu trj kinh dién nghién rugu (cac vitamin va thudc an than) trong trudng

hop ngudi bénh bi thidu vitamin hogc bi kich dong manh.

- Di ¢6 trudng hop ¢6 tuong tac gilta piracetam va

thich va réi loan gidc ngi.

- O mot s6 nguoi bénh thai gian thrombin da duge 0

12. Tdc dung khong mong mudn ciia thube:

r -

3

2

tinh cht tuyén gidp khi ding dong thoi: 10 lan, bi kich
n dinh bing warfarin lai ting 1én khi dling piracetam.

TAn suét ADR duoc sip xép theo cac nhém: rit phé bién (21/10), phd bién (>1/100 va <1/10), it phd bién

(21/1.000 va < 1/100), hiém gdp (=1/10.000 va < 1.000), rAt hiém gap (<1/10.000).

Hé co quan Rat pho Phd bién | It pho bién | Hiém gap/ rat hiém gip
bién
Hé mau va bach - - - Tinh trang xuat huyét
huyét
Hé mién dich - - - - Phan trng soc phan vé, tang nhay
cam
R&i loan tim than Bon chon Tram cam | Dé bi kich dong, lo ling, nham lan,
40 giac
Hé thdng than kinh - Tang dong Ngi ga Dau dau, mét didu hoa, mat can
{rung uong bang, 1am trdm trong thém chimg
ddng kinh, mét ngl
Tai va roi loan tai - - - Choéng mit
trong
R&i loan tiéu hoa - - - Dau bung, dau bung trén, tiéu chay,
budn nd, non.
R&i loan da va md - - - Phu né loan than kinh mach
mém
Chuyén héa Ting cn
Toan than Suy nhugc B

* Hwdng dan cdch xiv tri ADR: Co the giam nhe cdc tic dung phu cua thubc bang cach giam liéu.

13. Qua lidu va cich xir tri:
Liéu rét cao lén t&i 75¢g chua co biéu hién quéa lidu. Khong co thude giai doc dic hiéu, chu yéu 14 ho tro tridu
chimng néu xay ra trudng hop qua liéu. \5 vy

14. Dic tinh dwge lue hoc: ~
- Piracetam (dan xudt vong cia acid gama aminobutyric, GABA) duoc coi la mot chét co tac' dung hung tri
(cai thién chuyén héa cta té bao thin kinh) mic du ngudi ta con chua biét nhidu vé tac dung dic hiéu cling
nhu co ché tac dung cta no.
- Piracetam ¢ tac dong 1én mot sb chat dan truyén than kinh nhu acetylcholin, noradrenalin. dopamin..Diéu
nay ¢6 thé gidi thich tac dung tich cuc cta thude 1én su hoc tap va céi thién kha nang thuc hign cac test tri
nha.
- Piracetam tang cudng ti 1€ phuc hdi sau tdn thuong do thiéu oxy bing cach tdng su quay vong cha cac
phosphat vé co va giam tich tu glucose va acid lactic. Trong diéu kién binh thudng ciing nhu khi thiu oxy,
ngudi ta thdy piracetam lam tang lugng ATP trong ndo do tang chuyén ADP thanh ATP, diéu nay co thé 1a
mot co ché giai thich mt s6 tac dung c6 ich cua thudc.
- Thudc khong cé tac dung gy ngu, an than, giam dau, an than kinh hozc binh than kinh cling nhu khéng ¢6
tac dung cua GABA.
_ Piracetam lam giam su két tap tiéu cdu va trong trudng hop héng cu b ctmg bt thudng thi thude c6 thé
lam cho hong ciu cau phuc hoi kha ning bién dang va kha nang di qua cac mao mach. Thude ¢6 tac dung
chbng giat rung co.

15. Dic tinh duoc dong hoc:
- Hép thu: Sau khi ubng, thudc duge hip thu nhanh va hoan toan. Nong do tdi da dat duoc trong mau sau 45
phit v tir 2 - 8 gi trong dich ndo tuy. Su hép thu thube van &n dinh sau nhiéu ngay dung thude. Thoi gian
ban huy trong mau 4 - 5 gio, 6 - 8 gio trong dich ndo tuy (kéo dai hon trong truong hop suy than).
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- Phan bé: Piracetam ngdm vao tAt ca cac mo va co thé qua hang rio méau ndo, nhau thai va cdc mang dung
trong thim tich than. Thude ¢6 ndng d6 cao & vo ndo, thuy trn, thuy dinh va thily trdm, tiéu ndo va cac nhin
ving day. i
- Chuyén hoa: Cho t6i nay chuyén héa ctia piracetam chua duge biét dén. &*/
- Thai trlr: Piracetam khéng gin vio cac protein huyét tuong va duoc dao thai qua thin dudi’dang nguyén
ven trong vong 30 gid. Thanh théi & than cla ngudi 16n la 86 ml/phut, hon 95% thudc dugc thai theo nudce
tiéu va mot phan thai trir qua mat, néu bi suy than thi thoi gian ban thai ting 1€n.
16. Quy cach déng goi: Hop 10 vi x 10 vién nén bao phim.
17. Diéu kién bao quan, han ding va tiéu chuén chit lwgng ciia thube:
* Piéu ki¢n bao qudn: Noi kho rao, nhiét do khong qua 30°C, tranh anh sang.
* Han ding: 36 thang ké tir ngay san xudt.
* Tiéu chudan chit liwong ciia thude: Tiéu chuin co so.
18. Tén, dia chi ciia co & san xuit: Cong ty CP Duge phiim Quing Binh
46 Puong Hiru Nghi - Phuong Béc Iy - TP. Pdng Héi - Tinh Quang Binh.
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