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, HUONG DAN SU DUNG THUOC
e Thudc nay chi dung theo don thude

CENLOGITA 1200

1. Tén thube: CENLOGITA 1200
2. Céc déu hiéu lwu ¥ va khuyén cio khi diing thudc:
“Thube nay chi dimg theo don thuéc

Dé xa tam tay tré em
Doc ky hwéng dan sir dung truede khi ding
Théng bdo cho bdc st nhitng tdc dung khong mong muon gap phdi khi sir dung”
3. Thanh phin cdng thirc thube:
M3di vién nén bao phim CENLOGITA 1200 chira:

Thénh phan hoat chit:

Piracetam... s s SR e s S SS BRSPS TR TR se s amnesmessasdaksE e sssekies 120D TG
" Thanh phan td du(rc |

PEG 6000, acrosil, magnesi stearat, HPMC 606, talc, titan dioxyd .......... vua du 1 vién

4. Dang bao ché: Vién nén bao phim

M6 ta: Vién nén dai, bao phim mau tring, mot mit tron, mot mit cb khiic vach ngang &

gitra, canh va thanh vién lanh 1an.

5. Chi dinh:

- Dugc chi dinh & nhitng bénh nhén truong thanh bi rung gidt co ¢6 ngudn gbe tir vé ndo,

bat ké nguyén nhén va nén dugc sir dung két hop voi cac liéu phap chéng rung giat co

khac. :

6. Cich dung, li¢u ding:

Céch dung:

- Dung dudng ubng.

- Co thé ubng ciing hodc khong cung véi bira dn.

Lidu ding:

- Lidu hang ngdy nén bit ddu & muc 7,2 g, ting thém 4,8 g ¢l sau ba dén bdn ngay cho
* dén t6i da 1a 24 g, chia lam hai hodc ba lidu. Viée didu tri bing cac thude chéng rung giat

co khac nén duoc duy tri & lidu lugng tuong tw. Tuy thude vao loi ich 1am sang dat duge,

nén giam lidu ciia cac thube khac néu co thé.

- Sau khi bét ddu, nén tiép tyc didu tri bing piracetam cho dén khi bénh ndo cin nguyén

van tdn tai. O nhitng bénh nhan c6é mot con cap tinh, bénh co thé tién trién tinh co sau

mot khoang thi gian va vi vy c@ mdi 6 thang nén thir giam liéu hodic ngung didu tri.

Diéu nay nén duge thyc hién bang cach giam lidu piracetam 1,2 g mbi hai ngay (ba hogc

bdn ngay mot lan trong trudng hop mic hoi chimg Lance va Adams nhim phong ngira

kha ndng tai phat d(,)t ngdt hodc co giat do ngung thude dot ngot)

- Bénh nhén cao tudi: Nén diéu chinh lidu & nguoi cao tudi co ton thuong chirc nang than

(Xem phin “ Diéu chinh lidu & bénh nhan suy thdn” bén duoi). Khi diéu tri dai han &

ngudi cao tudi, can d4nh gia thuong xuyén hé s6 thanh thai creatinine dé diéu chinh liéu

phu hop khi can thiét.
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- Bénh nhan suy thén:

Liéu thudc hing ngdy dugc tinh cho bénh nhan theo chtic ning thén. Xin tham khao
bing duéi ddy va chinh liéu theo chi din. P& ding bang phén lidu nay, cin ude lugng hé
s thanh thai creatinine ctia bénh nhén (Cler) tinh theo ml/phit. C6 thé wde lwgng hé sb
thanh thai creatinine (ml/phtit) tir ndng d6 creatinine huyét thanh (mg/dl) qua céng thirc
sau:

[140 — tudi(nam)] x thé trong (kg)

Gier = 72 x creatinine huyét thanh (mg/dl) [ QR DR
Nhom HEé s6 thanh thai Liéu va s6 lan diing
creatinine (ml/phit)
Binh thuong >80 Liéu thudng ding hang ngay, chia 2-3 1an
Nhe 50-79 2/3 liéu thuong dung hang ngay, chia 2-3 lan
Trung binh 30-49 1/3 liéu thudng dung hang ngay, chia 2 lan
Ning <30 1/6 liéu thuomg dung hang ngay, ding 1 lan
Bénh than giai - Chéng chi dinh
doan cubi

- Bénh nhén suy gan: Khong can diéu chinh lidu & bénh nhan chi ¢6 suy gan. Nén chinh
liéu thude khi ding cho bénh nhan vira suy gan va suy thin (xem chinh lidu cho bénh
nhan suy than & trén).

7. Chéng chi dinh:

- Qua man vi piracetam, cic din xuét khac ciia pyrrolidone hogic bit k¥ ta dugc nio cia
thude.

- Nguoi bénh suy than néng (Cler < 20 ml/phut).

- Nguoi méc bénh mua giat Huntington.

- Xuit huyét ndo.
8. Canh bao va than trong khi dung thudc:
- Téc dong trén két tdp tiéu cau:

"Do tic dong cua piracetam trén két tap tiéu cdu, nén than trong khi dung cho bénh xuét
huyét nang, bénh nhan c¢6 nguy co chay mau nhu loét duong tiéu hoa, bénh nhin loan
cAm méu tiém tang, bénh nhan c6 tién si tai bién mach mdu ndo do xuit huyét, bénh
nhan can tién hanh dai phau thuit nha khoa va bénh nhén sir dung thude chéng déng méu
hoic chdng két tap tidu cAu bao gdm aspirin liéu thép.

- Suy than:

Piracetam dugc thai qua thin, nén nira doi thai trir cta thude tang 1én lién quan truc tiép
voi mirc do suy thin va Cl,. Cén rét than trong khi ding thudc cho ngudi bénh bi suy
thén. Can theo d&i chirc ning than & nhitng ngudi bénh nay va ngudi bénh cao tudi.

- Nguoi cao tubi:

Khi didu trj dai han & nguoi cao tudi, cin danh gid thuong xuyén hé sb thanh thai
creatinine dé chinh liéu pht hop khi cén thiét.

- Ngung thuoc:
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Tranh ngimg thude dot ngdt vi c6 thé gy con dong kinh gidt co hodic con dong kinh toan

thé & mot sé bénh nhan ¢6 chung giat co.

9. Sir dung thudc cho phy nir ¢é thai va cho con bii:

Thoi ky mang thai:

Khéng nén dung piracetam trong khi mang thai trir khi thit cin thiét, khi loi ich vugt trén

nguy co va tinh trang 1am sang cua thai phy yéu cau phai didu tri bing piracetam.

Khong c6 di dir lidu v& viée sir dung piracetam & thai phy. Cac nghién ctru trén ddng vét

khong cho thy tac dung ¢6 hai tric tiép hodic gidn tiép @i vé6i thai ky, sy phat trién phéi

hay bao thai, sur sinh né hay phat trién sau khi sinh.

Piracetam qua duoc hang 1o nhau thai. Ndng do & tré so sinh xép xi 70% - 90% ndng

dd cuia me.

Thoi ky cho con bii:

Khong nén sur dung plracetam trong khi dang cho con b hodc khong cho con bu trong
“thoi gian diéu tri bang piracetam. Nén tinh dén loi ich cta viée ba stta me dbi véi tré so

véi loi ich cta viée didu tri ddi véi nguoi me.

10. Anh hwéng ciia thude 1én khi ning ldi xe, vin hanh may méc:

Vi céce tée dung khong mong mudn quan sét duge, piracetam co thé gdy anh huong dén

kha ning l4i xe va van hanh may méc. Do d6 cin phai than trong va phai dugc quyét dinh

bai béc s§.

11. Twong tic, twong ky ¢ia thude:

Cdc tuwong tdc duoc dong hoc:

- Tt ¢6 kha ning tvong téc thube din dén thay dbi duoc dong hoc ciia piracetam vi c6

khoang 90% liéu ding piracetam dugc thai trir qua nuéc tiéu duéi dang khong bién doi.

- Trén in vitro, ndng do piracetam 142, 426 va 1422 pg/ml khong trc ché men gan

cytochrome P450 & ngudi (CYP 1A2, 2A6, 2B6, 2C8, 2C9, 2C19, 206, 2E1, va 4A9/11).

- O ndng do6 1422 pg/ml, quan sét thiy sy e ché nhe CYP 2A6 (21%) va 3A4/5 (11%).

Tuy nhién, cdc gia tri Ki biéu thi sur rc ché 2 men gan CYP nay c6 thé ting lén & ndng do

piracetam vuot qua 1422 pg/ml. Do d6 khong c¢6 sy tuong tac trong chuyén hoa giita
* piracetam va cdc thude khic.

Hormon tuyén gidp:
LAn 16n, kich thich, rdi loan gidc ngi c6 thé xay ra khi ding ddng thdi piracetam véi
hormon tuyén giap (T3 + T4).

Acenocoumarol:

Trong mdt nghién ctru mi don duge tién hanh trén nhimng bénh nhan huyét khéi tinh
mach t4i phat ning, ding piracetam véi liéu 9,6 g/ngdy khong gdy anh hudng dén lidu
acenocoumarol can thiét dé dat INR 2,5 dén 3,5 nhung so sdnh véi tic dung cia
acenocoumarol don ddc, viéc bo sung piracetam 9,6 h/ngay lam giam ding ké sy két tap
tiéu cdu giai phong P-thromboglobulin, ndng d¢ fibrinogen va cc yéu té von Willebrand
(VIIL: C; VIIT: vW: Ag; VIII: vW: RCo). @0 nhot cua huyét twong va mau toan phén.

Cdc thuoc chong déng kinh:
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Lidu ding 20 g piracetam mdi ngdy trong 4 tudn khdng 1am thay d6i ndng d6 cao nhit va
ndng do thip nhdt cua cic thudc chéng dong kinh (carbamazepin, phenytoin,
phenobarbiton, valproat) & bénh nhan dong kinh dang ding liéu 6n dinh.

Ruou:

Dung ddng thdi lidu ubng 1,6 g piracetam véi rugu khong thay c¢6 anh hudng dén néng
dé trong huyét twong cua ca hai chat.

12. Tac dung khong mong mudn ciia thudc (ADR):

Thuong gdp, ADR >1/100

Toan than: M¢t mai.

Tiéu héa: Budn ndn, non, ia chay, dau byng, truong bung.

Thin kinh: Bdn chdn, d& bj kich dong, dau ddu, mét ngi, ngi ga.

It gdp, 1/1 000 < ADR < 1/100

Toan than: Chong mdt, ting cén, suy nhuoc.
“Thin kinh: Run, kich thich tinh duc, cang thang, ting vén dong, trAm cam.

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

Da: Viém da, ngira, may day.

Huéng dén xir tri ADR:

C6 thé giam nhe cac ADR cuia thudc bang cach gidm lidu.

13. Qua lidu va cach xi tri:

Piracetam it doc ngay ca khi dung lidu rét cao. Khong can thiét phai c6 nhitng bién phap
dic biét khi ding qua lidu.

14. Pic tinh dwoe lue ho¢:

Nhém duge ly: Thude hung tri (cai thién chuyén héa ciia té bao than kinh).

Ma ATC: N0O6BX03.

Piracetam (dan xudt vong clia acid gamma amino-butyric, GABA) dugc coi la mt chat
c6 tac dung hung tri (cdi thién chuyén héa cua té bao than kinh) mc di con chua biét
nhiéu vé cic tdc dung dic hiéu ciing nhu co ché tac dung cla né. Piracetam tac dong 1én
mot sé chit din truyén than kinh nhw acetylcholin, noradrenalin, dopamin... Diéu nay c6
“thé giai thich tdc dung tich cuc ctia thude 1én sy hoc tdp va cai thién kha nang thyc hién
céc test vé tri nhd. Thude c6 thé lam thay ddi sy din truyén thin kinh va gép phén cai
thién moi truong chuyén héa dé cic té bao than kinh hoat déng tét. Trén thye nghiém,
piracetam c6 tic dung bao vé chdng lai nhitng rdi loan chuyén héa do thidu méu cuc bd
nhd 1am ting d2 khdng ctia ndo di v6i tinh trang thiéu oxy. Piracetam lam ting sy huy
dong va st dung glucose ma khong 1¢ thuge vao sy cung cap oxy, tao thuén lgi cho con
duong pentose va duy tri tbng hop nang lugng & ndo. Piracetam ting cuong ty 1¢ phuc
hdi sau ton thuong do thiéu oxy bang cich ting sy quay vong cla cdc phosphat vo co vi
giam tich tu glucose va acid lactic. Trong didu kién binh thuong cling nhur khi thiéu oxy,
piracetam lam ting lugng ATP trong ndo do tang chuyén ADP thanh ATP; diéu nay 6
thé 1a mot co ché dé giai thich mét sé tac dung c6 ich cta thude. Tic dong 1én sy dan
truyén tiét acetylcholin (1am ting giai phdng acetylcholin) ciing c6 thé gop phan vao co
ché tac dung ctia thude.
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Thube con co tic dung lam ting giai phong dopamin va diéu nay c6 thé c6 téc dung tot
1én sy hinh thanh tri nhé. Thude khong c6 tac dung gy ngu, an thén, héi stc, giam dau,
an thin kinh hodc binh than kinh ciing nhu khéng ¢6 tic dung cia GABA.
Piracetam lam giam kha ning két ty tiéu ciu va giam do nhét clia mau & liéu cao, trong
truémg hop hdng ciu bj cimg bét thudng thi thude ¢6 thé 1am cho hdng cau phuc héi kha
ning bién dang va kha ning di qua cdc mao mach. Thudc ¢o tac dung chdng giat rung co.
15. Pic tinh duwgce dgng hoc
Hiép thu: Piracetam dung theo dudng ubng dugc hip thu nhanh chéng va hau nhu hoan
toan & éng tidu héa. Sinh kha dung dat gin 100%. Nbng do dinh trong huyét twong (40 -
60 microgam/ml) xuét hién 30 phut sau khi ubng mét lidu 2 g. Nong do dinh trong dich
ndo tuy dat duoc sau khi ubng thudc 2 - 8 gid. Hép thu thudc khong thay d6i khi diéu tri
dai ngay.
Phén bé: Thé tich phan bé khoang 0,6 lit/kg. Piracetam ngdm vao tét ca cdc md v c6 thé
qua hang rao mau - ndo, nhau thai va ca cic mang ding trong tham tich thin. Thude cé
ndng do cao & vo ndo, thiry tran, thuy dinh va thiry cham, tiéu ndio va cac nhan ving day.
Chuyén héa: cho dén nay, dir li¢u vé qué trinh chuyén hoa van chua tim thiy. A
Thai trir: nira doi thai trir trong huyét tuong 1a 4 - 5 gid. Nira doi thai trir trong dich nao
tiy khoang 6 - 8 gio. Piracetam khong gfin vio céc protein huyét trong va duge dao thél
qua thin duéi dang nguyén ven. He¢ so thanh thai piracetam ctia than & ngucq binh thucmg
14 86 ml/phut. 30 gior sau khi uéng, hon 95% thude duge thai theo nude tidu. Néu bi suy
than thi nira doi thai trir ting 1én: O ngudi bénh bi suy than hoan toan va khong héi phuc
thi nira doi thai trir 1a 48 -:50 gid.
16. Quy cach dong goi:
Hop 5 vi, 10 vi x 10 vién nén bao phim.
Lo 100, lo 200 vién nén bao phim.
17. Piéu kién bio quén, han ding, tiéu chuin chét lwgng ciia thude:
Didu kién bao quan: Bao quan & nhiét do khéng qua 30°C, noi kho mat, tranh anh sang
trure tiép.
* Han dung: 36 thang ké tir ngay sén XUAt.

Tiéu chuén chit lugng: Tiéu chudn co s6.

18. Tén, dja chi, biéu twong ciia co s&' sin xuit:

E Céng ty C5 phin Dugc Trung wong 3
115 Ngo Gia Ty, Phuong Hai Chéu 1 Quan Hai Chau, Thanh phé Da Ning

TRUNG LONG 3




