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4@4,;.5}510 gty i¢u lun ¥ va klluyeu céo khi ding thube:

SEHERA tAm tay cua tré em”

“Poc k¥ hudng dan sir dung trude khi ding”

“Théng bao cho bic s§ hodic duge s§ nhitng tic dung khéng mong mudn giip phai khi
st dung thude”
3. Thanh phﬁn cong thive thude: Mdi goi (2,5 g) thude bjt pha dung dich uéng chira:

Thanh phan dwgec chit Ham lwgng
Piracetam 1200 mg
Ta dugc vira du 1 goi

Thanh ph?m ta dwge: Mannitol, natri saccharin, acid citric anhydrous, bt huong cam,
colloidal silicon dioxid.

4. Dang bao ché: Thudc bt pha dung dich udng (Ché phadm dang bot kho toi, dong nhit,
mau tring hay nga vang, mui thom).

5. Chi dinh:

Diéu tri triéu chirng chong mat.

0 ngudi cao tudi: Suy gidm tri nhé, chéng mit, kém tap trung, hogic thiéu tinh téo, thay

@bi khi sfic, réi loan hanh vi, kém chii ¥ dén ban than, sa st tri tué do nhdi mau nido nhiéu

-
n

0.
D6t quy do thidu mau cyc by cdp. Cén cha y tudi téc va mirc dd ning nhe lic dau cia

tai bién 14 céc yéu t& quan trong nhét dé tién lrgng kha niing sdng s6t sau tai bién dot

quy thiéu mau cuc b@ cap.

Diing b trg trong diéu trj git rung co c6 ngudn gdc vo nio.

Piéu tri nghién ruou.

Diéu tri bénh thidu mau hf’ing cau hinh liém.

6. Cach dung va liéu ding:

Cich dimg: Thubc ding duong ubng, hoa tan hoan toan bt thude trong goi véi lwong
nude thich hop (20-30 ml), udng sau khi pha. Thube ¢6 thé udng ciing hode khdng ciing
thtre An. Lidu hang ngay c6 thé chia lam 2 - 4 liéu.

Liéu ding:

Liéu thuong dimg: 12 30 - 160 mg/kg/ngay, tiy theo chi dinh. Chia déu ngay 2 l4n hoiic 3
-4 lan,

Diéu tri dai ngay cdc hi ching tam than thue thé & ngwdi cao tuéi: 1,2 - 2,4 g/ngdy,
chia déu ngy 3 - 4 1in. Lidu c6 thé cao t6i 4,8 g/ngdy trong nhitng tuéin du,

Diéu tri suy gidm nhdn thirc sau chan thiwong ndo (c6 kém chong mdt hode khong): Lidu
ban diu 12 9 - 12 g/ngdy, chia ddu ngdy 3 - 4 l4n; lidu duy tri 1 2,4 g/ngay, chia déu ngay
3 - 4 14n, udng it nhit trong ba tuan.

Diéu tri nghién riou: 12 gingay trong thoi gian cai ruou ddu tién; diéu tri duy tri: ubng
2,4 g/ngay.

Biéu tri thiéu mdu hong cdu hem 160 mg/kg/ngay, chia déu lam 4 lan,

Breu (ri gidit rung co co nguon goc vo nio: Lidu khoi ddu 7,2 g/ngdy, chia 1am 2 - 3 14n,
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Tuy theo dép ing, ctr 3 - 4 ngdy mot lan, téing thém 4,8 g mdi ngay cho t6i lidu tbi da la
24 gh1g€1y, chia déu ngay 3 - 4 lan. Sau khi da dat lidu tdi wu cia plracctam, nén tim cach
glam liéu cia cac thuoc dung kém, Khéng str dung cho tré dudi 16 tudi,

Liéu dimg cho mdt 58 nhém bénh nhan dic bigt:

- Nguréi cao fuéi: Cén diéu chinh lidu & ngudi cao tudi ¢6 chirc niing than bi tén thuorng
Truong hcxp diéu trj lau dai, phai thudng xuyén danh gia d thanh thai creatinin dé diéu
chinh lidu,

- Bénh nhan suy thén: Liéu ding hang ngdy phai duge didu chinh theo dd thanh thai
creatinin ctia ngudi bénh;

D¢ thanh thai creatinin Lidu B
(Cler, ml/phiit)
50-79 2/3 licu binh thudng, chia 2-3 1An/ngay
30-49 1/3 liéu binh thwéng, chia 2 An/ngdy
20-29 1/6 liéu binh thwdng, 1 lin/ngiy
<20 Khéng str dung

- Bénh nhn suy gan: Khong ciin diéu chinh liéu & bénh nhén suy gan don thuan, O
bénh nhan suy gan va suy than, nén diéu chinh lidu (xem phéin “Piéu chinh lidu & bénh
nhén suy thdn” & trén).

7. Chéng chi dinh:

Bénh nhan qué man cam véi bét cir thinh phin nao ctia thube,

Ngudi bénh suy thén niing (hé sd thanh thai creatinin du6i 20 ml/phut).

Bénh nhén bi xuét huyét néo.

Ngudi mic bénh mia giat Huntington.

8. Canh bso va thin trong khi diung thube:

- Do piracetam lam giam kha niéing két tip tiéu cdu nén canh bao cho nhirng bénh nhén bi
xudt huyét nfing, bénh nhan cé nguy co chdy mau nhu viém loét da day, loan cim mau,
bénh nhdn c6 tién sir xuét huyét, bénh nhan vira trai qua phiu thuat 16n bao gdm ca phiu
thuft riing va trén bénh nhén st dung thube chéng dong hay thude chéng két tap tiéu ciu
nhu aspirin.

- Vi piracetam dugc thai qua than, nira doi thai trir clia thude ting 1én lién quan trye tiép
vGi mirc d§ suy thin va do thanh thai creatinin. Can rit than trong khi ding thude cho
ngudi bénh bi suy théin va phai theo doi chirc ning than & nhitng ngudi bénh nay.

- Bénh nhan cao tudi: Truumg hop diéu trj lau dai, phai thuong xuyén danh gia do thanh
thai creatinin dé diéu chinh lidu.

- Khéng nén ngirng thude ddt ngdt vi c6 thé gy hoi chimg muia gidt & mo6t sd bénh nhan.
9, Sir dung thude cho phu ni¥ ¢6 thai va cho con bii:

- Sit dung thude cho phu ni¥ ¢6 thai: Piracetam c6 thé qua nhau thai. Khong nén
ding thube ndy cho ngudi mang thai.

- Sir dung thude cho phu ni¥ dang cho con bii: Khong nén ding piracetam cho ngudi
cho con bii.

10. Anh huéng ciia thude 1én kha néing I4i xe, vin hanh may mée: Khong nén Idi xe
hodc van hanh may mée thiét bj néu glip cdc tac dung khéng mong mubn nhu budn ngu,
chong mit, cing thang, lo 4u.

11. Twong tae, tuo‘ng ky ciia thude:

o\

*,

~r

N
1.

_,
AVE=T°
Q

715



https://trungtamthuoc.com/

Hormon tuyén gidp: P c6 bdo cdo b 16 1n, bj kich thich va rdi loan gific ngi khi ding
ddng thoi.

Acenocoumarin: Lam giam dang ké sy két tap tiéu cdu, san xuidt B-thromboglobulin, nong
dd hblmogen trong mau khi ding déng thoi.

Vin co thé tiép tuc phuong phdp diéu trj kinh dién nghién rugu (cac vitamin va thude an
than) trong trudmg hgp ngudi bénh bj thiéu v1tam1n hofc kich dong manh.

O mot ngudi bgnh thoi gian prothrombin di duge 6n djnh bﬁng warfarin lai ting 1én khi
dung piracetam.

Twong ky: Do chwra ¢6 nghién ciru ddy di vé tuong ky cia thude, nén khéng trén thube
ding véi cde thude khac.

12. Tic dung khéng mong muén ciia thube (ADR):

Céc tédc dung khong mong mudn duoc liét ké theo tin sudt gip va trén hé co quan: rat
phé bién (= 1/10); thuﬁng g"ip (= 1/100, < 1/10); it g(,ip (= 171000, <1/100); hiém gip (>
1/10.000, < 1/1.000); rat hiém (< 1/10.000) va tin s6 chua biét.

- Réi logn mau va hé bach huyer,

Tan sb chua biét: R6i loan xudt huyét.

- Roi loan hé rhcfng mién dich:

Tén s6 chua biét: Phan ting phan vé, qua mén.

- Réi loan tam thin:

Thudng gip: Cing thing, mét méi,

ft g‘ép Trim cam,

Tén s& chwa biét: Kich dong, bon chdn, lo lﬁng, 1a 14n, 40 gidc.

- Roi logn hé than kinh:

Thu-:mg gﬁp Téng dong.

it £ip: Budn ngu ngu gé

Tén s6 chua biét: Mat diéu hoa, réi loan c4n bing, nhirc dau, mét ngl, dong kinh.

- Rdi loan tai va mé dao:

Khong biét: chéng mat.

- Réi logn tiéu héa:

Tén s6 chua biét: Pau bung, tiéu chay, budn ndn, nén.

- Réi loan da va mé dudi da:

Tén s6 chua biét; Phu, viém da, ngtra, ndi mé day.

- Réi loan chung:

Tan sb chua biét: Chéng miit.

[t giip: Suy nhuge co thé.

Thuong gép: Ting gan.

Hudng din cdch xit tri ADR: C6 thé giam nhe cédc ADR cua thude bang cich giam liéu.
13. Qua lidu va xir tri;

Piracetam it doc ngay ca khi dung lidu rét cao. Khéng can thiét phai c6 nhitng bi¢n phép
ddc bigt khi ding qua lidu.

14. Dic tinh dwge lyc hoc:

Ma ATC: N0O6BX03

Nhom duge 1y: Thube hung tri.

Piracetam (ddn xuét vong ctia acid gamma amino-butyric, GABA) dugc coi 13 mét chét
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¢6 tac dung lumg tri (ci thién chuyén hoa ciia té bao thén kinh) mdc di con chua biét
nhiéu vé cac tac dyng déc hidu ciling nhu co ché tac dung ca né.

Piracetam tac dong 1én mot s6 chét diin truyén than kinh nhu acety]cholin noradrenalin,

dopamin... Piéu nay c6 thé giai thich tac dyng tich cyc ciia thubc 1én sy hoc tap va cai
thién kha niing thyc hién céc test v& trf nhé. Thude ¢o thé lam thay ddi s déin truyén thin
kinh va gép phan cai thién méi trudng chuyén hoa dé cac té bao than kinh hoat dong tot.

Trén thuc nghiém, piracetam ¢é tac dung bao v¢ chong lai nhirng rdi loan chuyén hoa do
thiéu mau cuc b nhé lam tang d& khang ctia nfio ddi véi tinh trang thiéu OXY. Piracetam
lam ting sy huy dc?mg va sir dung glucose ma khong 1¢ thudc vao sy cung cap oxy, tao
thuédn lgi cho con du'cmg pentose va duy tri tong ho‘p ning lugng & ndo. Piracetam tdng
cudng ty 16 phuc hdi sau tdn thuong do thiéu oxy bing cach tang sy quay vong cua cdc
phosphat v6 co va giam tich tu glucose va acid lactic. Trong diéu kién binh thuong ciing
nhur khi thiéu oxy, plracetam lam tfmg lugng ATP trong néo do tang chuyén ADP thanh
ATP; didu nay co6 thé 1a mot co ché dé giai thich mdt sb tac dung c6 ich cua thudc. Tac
dong 1én sy dén truyen tiét acetylcholin (lam tﬁng giai phong acetylcholin) cling ¢6 thé
gbp phin vao co ché tac clung ctia thude, Thude con ¢6 tac dung lam tang gidi phong
dopamin va didu nay c6 thé co tac dung t6t 1én sy hinh thanh trf nhé. Thude khéng c6 tic
dung gy nga, an thin, hdi sire, giam dau, an than kinh hogic binh than kinh ciing nhu
khong ¢6 tdc dung cia GABA.

Piracetam lam giam kha néing két tu tiéu cu va giam d nhét ciia mau 6‘ lidu cao, trong
fruong hqp hdng clu bi cirng bt thudng thi thudc c6 thé 1am cho hdng ciu phuc hoi kha
nang bién clang va kha nang di qua cdc mao mach. Thubc ¢6 tac dung chdng gifit rung co.

Mic du, mot s nude s dung piracetam trong diéu tri sa st tri tué va suy giam nhén
thitc, mdt danh gia hé théng da két luan 12 céc bing chimg tir cac y van chinh thong khong
ang ho viée sir dung piracetam cho cac diéu tri nay.

15. Piic tinh dwge djng hoc:

- Hép thu Piracetam diung theo dudng uéng duoc hap thu nhanh chéng va hau nhr hoan
toan & 6ng tiéu héa. Kha dung sinh hoc gén 100%. Nong d trong huyét thanh dat tm da
trong vong 1,5 gm sau khi uong Nong d6 dinh trong dich n#o tiy dat duge sau khi ubng
thude 2 - 8 giv. Hap thu thudc khong thay dbi khi diéu tri dai ngdy. Néng do dinh va AUC
ty 16 thuén véi lidu ding.

- Phan bb: Thé tich phén b6 khoang 0,7 lit/kg. Piracetam ngdm vio tit ca cdc md va co
thé qua hang rio médu - ndo, nhau - thai va ca cdc mang dung trong thdm tich than. Thude
¢ nong do cao & vo ndo, thiy tran, thiy dinh va thuy cham, tiéu ndo va cdc nhin viing
day.

- Chuyén hoa: Chwa c6 chéit chuyén hoa ciia piracetam duge tim thdy.

- Thai trir; Thoi gian ban thai trong huyét twong 12 4 - 5 gidy, trong djch ndo tuy khoang 6
- 8 gio. Piracetam khong gén vio cic protein huyet twong va dugc dao thai gan nhur hoan
toan trong nudc tidu dudi dang nguyén ven. Hé s6 thanh thai plracetam cua thin & ngum
binh thuong 1a 86 ml/phat. 30 gidr sau khi udng, hon 95% thube duoc thai theo mrdre tiéu.

Néu bi suy than thi nira doi thai trr tang lén: O ngudi bénh bi suy than hoan toan va khong
hdi phuc thi thoi gian nay 1a 48 - 50 gio.

16. Qui cach déng géi:

Hop 10 géi x 2,5 g thudc bot pha dung dich udng, kém t& hwéng din sir dung.
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Hop 20 goi x 2,5 g thube bot pha dung dich uong, kém t& hudng din sir dyng.

Hop 30 g6i x 2,5 g thube bt pha dung dich uong kém to huéng din st dyng.

17. Diéu kién bio quan, han ding, tiéu chufin chét lwgng ciia thude:

- Diéu kién bio quan: Noi kho, nhiét do duéi 30°C.

- Han dig: 24 thang tinh tir ngay san xuét (Han dung sau pha: thudc ding ngay sau khi
pha).

- Tiéu chuéin chit lrgng: TCCS.

18. Tén va dia chi co' sé sin xuét;

CONG TY CO PHAN DUGC PHAM THANH PHAT

Dia chi: L& CN1-6, khu cong nghi¢p Phii Nghfa, xa Phti Nghia, huyén Chuong My, thanh
pho Ha Noi, Viét Nam.

S6 dién thoai: 024.32009142.




