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HUONG DAN SU DUNG THUOC
Rx Thube nay chi ding theo don thuée CERBERUS 2400
Thube nay chi ding theo don thude.
Doc ky hwéng din si dung trude khi ding.
Pé xa tim tay tré em.
Thong bao ngay cho bae s§ hode drge s§ nhitng tic dung khong mong mudn gip phai
khi sit dung thude.
Khong ding thuée khi dd qua han ding ghi trén nhin.
1/- Thanh phén céng thire thude: Cong thic cho 1 goi:
Thanh phén hoat chit:
Piracetam 2.400 mg
Thanh phan ta duoe:
Acesulfam kali, Sucralose, Aspartam, Povidon K30, Manitol, Natri
carboxymethyl cellulose, Colloidal silicon dioxid, Magnesi stearat, Mui Fruity vua

dir 1 goi.

2/-  Dang bao ché: Goi ép kin, bén trong chita bot thude mau tring dén trdng nga. kho toi.

3/- Chi dinh:
- Piracetam duoc chi dinh dé cai thién triéu ching cua bénh réi loan tri nhé va‘hodc tri
tué khong kém sa sut tri tug.
- Piracetam c6 thé 1am gidm rung giat vo nao & mot s6 déi twong. Viée diéu tri thir
nghiém c6 thé dugc thuc hign trong mét thoi gian gidi han dé kiém tra d6 nhay cam vdi
piracetam.

4/- Cach dung, liéu ding:
Liéu ding

- Van dé vé tri nhé vathodc tri iugé:

Lidu ban diu: trong nhitng tuin dau diéu tri 4.8 g mdi ngay, chia thanh nhiéu liéu khac
nhau; sau d6 didu tri duy tri vdi liéu 2.4 g mdi ngay. chia lam 2 dén 3 lidu. c6 thé giam liéu
xudng 1,2 g mdi ngay.

- Piéu tri rung gidi vo ndo:

Liéu khoi diu: 7.2 g/ngay sau d6 ting 4.8 g mdi ba hodc bon ngay dén lidu 16i da 24 g.
chia thanh hai hodc ba lin uéng. Néu dang sir dung céc thube chéng myoclonic khac, liéu
lugng piracetam s€ duoc gitt nguyén. Sau do, giam din lidu cua céc thube chéng
myoclonic khac tiry thee dap (g [am sang cia bénh nhan.

Khi da bt ddu diCu tri bing piracetam, phai duy tri didu tri néu bénh |y vé& ndo ban dau
van con. O nhitng bénh nhan cap tinh, tién trién w phét c6 thé xay ra theo thoi gian, nén )
géing giam bat hogc nging diéu tri bing thube sau mdi 6 thang. Cach giam lidu piracetam:
giam 1,2 g cach ngdy (cr ba hodc bdn ngdy mdt lan trong truong hop hoi chimg Lance va
Adams, dé ngin nglra nguy ¢o tai phat dot ngdt hodic cac con dong kinh do ngirng thudc).

- Ngwdi cao tudi:

Khuyén cdo hi¢u chinh lidu & bénh nhan cao wdi cé chiic ning than bi (6n thuong (xem
phén “Bénh nhin suy than™ bén dugi). Khi diéu trj 1au dai o ngudi cao tudi. nén thudng
xuyén danh gid d6 thanh thai creatinin dé xdc dinh xem c6 c¢in diéu chinh liéu lugng hay
khong.

- Bénh nhdn suy thin:
Li¢u ding hang ngay duoc hiéu chinh dua trén chirc ning thin timg bénh nhan
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Tham khao bang sau va diu chinh lidu luong theo chi dinh. Khi sir dung bang liéu lugng
ndy, can phai ude tinh do thanh thai creatinine (Clcr) ciia bénh nhan theo ml/phut. O do

Cl.er tinh bing ml/phat ¢6 thé duge ude tinh tir phép do creatinine huyét thanh (tinh bing

mg/dl) theo cong thirc sau:
Cler = [140 - tudi (ndm)| x ¢in nang (kg) (x 0.85 dbi véi nir)
72 x creatinin huyét thanh (mg / dl)
Po thanh thai
creatinin (ml / phiit)

‘ Chire ning thin Licu lwong va tan suat

Licu thong Lhu‘(‘)‘ng“h&ng ngay chia thanh 2
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! Binh thudng 80 hoc 4 libs
' Nhe 50-79 2!31 lif":‘u-.{fﬁng thudng hang ngay chia thanh 2
) hoac J li€u
Trung binh 30-49 153 licu théng thudng hang ngay chia thanh 2
lan
1/6 lidu thong thuong hang ngay voi
Ning <130 ng thuong hang ngay voi

mot lidu duy nhat

| Bénh thén giai

- Chong chi dinh

A
doan cuoi

- Bénh nhan suy gan: Xhéng can phai diéu chinh lidu chi & bénh nhan suy gan. O nhimg
bénh nhin suy gan va than, nén diéu chinh li¢u (xem phén “Bénh nhén suy than” & trén). %
- Tré em:

Chua c6 thong tin.

cuing thire an. Cac vién thude nén duge nubt véi chét long. Bot pha dung dich ubng nén duge
hoa tan trong db udng. Khuyén cdo nén chia liu hang ngay thanh hai hogc bén licu ty licu
lwong.
5/~ Chéng ¢hi dinh:
- Qué man vdi piracetam hodc cac dan xuét pyrrolidon khéc, hodc véi bét k¥ 14 dugc nao
duoc liét ké trong phin ta duoc.
- Chéng chi dinh & bénh nhan xuét huyét néo.
- Chdng chi dinh & nhimg bénh nhin bi bénh thin giai doan cubi.
- Chéng chi dinh cho bénh nhan bi mta giat Huntington.
6/- Cinh bdo va thin trong khi ding thube:
Anh hudng dén két idp tiéu cdu

Do tac dung cta piracetam trén su két tu tiéu cAu nén than trong & bénh nhan chay mau
nang, bénh nhén ¢6 nguy co chay mau nhu bénh nhén loét dudng ti¢u hoa, bénh nhén co tinh
trang ¢Am mau co ban, bénh nhan ¢6 tién st dot quy do xudt huyét, bénh nhan trai qua cude
phAu thuit 1én, bao gdm ca phiu thuit nha khoa va bénh nhin sir dung thuée lam lodng méu
hoac thude chéng két tip tiéu cAu ¢6 aspirin lidu thap.

Suy thdn

Vi piracetam duge théi trir qua than, nén thin trong trong trudong hop suy than (xem phan
Cdeh dimg, lieu dimg).

Neur6i cao tudi

Khi didu tri 1au dai & ngudi cao tudi, cAn danh gia thudng xuyén do thanh thai creatinin dé
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¢6 the diéu chinh licu lugng néu can (xem phan Cdch ding, liéu dimg).
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(GGidan doan diéu tri

Khong nén ngimg dicu tri dot ngot & nhitng bénh nhén bi rung giat co do ting nguy co tdi
phét dot ngdt hodc co giat do ngimg didu tri.

Canh bdo

- Thube nay chira sucralose. Bénh nhan c6 véan dé vé di truyén hiém gip la khong dung
nap duge fructose, thiéu sucrase-isomaltase hodc khé hz’ip thu glucose-galactose khdng nén dung
thude nay.

- Thudc nay co chua manitol: ¢é thé ¢o téc dung nhudn trang nhe.

- Thube ciing chira aspartam: chira nguon phenylalanin, tuong duong 40 mg cho liéu 2.4
o piracetam. C6 thé gay hai cho nhitng ngudi mac bénh phenylketon nidu.

- Thube nay chia it hon | mmol natri (23mg) mdi don vi liéu, nghia 1a vé co ban “khong
cO natri”,
7/-  Sir dung thude cho phu nit ¢ thai va cho con b

*Thoi ki mang thai:

Khéng ¢6 dir lidu day da ve viée st dung piracetam & phy nir ¢6 thai. Cée nghién ctru trén
déng vat khong chi ra nhiing tac dong c6 hai truc tiép hogc gidn tiép déi voi qua trinh mang thai.
su phat trién cta phéi hodc bao thai, qud trinh sinh né hodc su phat tricn sau khi sinh.

Piracetam di qua hang rao nhau thai. Nong dé thude & tré so sinh chiém khoang 70% dén
90% ndng dd & ngudi me. Khong nén ding piracetam trong thdi ky mang thai trir khi that can
thiét, khi loi ich vuot trdi hon nguy co va tinh trang 14m sang cla me biu can didu tri bing
piracetam.

*Cho con bii:

Piracetam duoc bai tiét qua sita me. Do d6, khéng nén ding piracetam trong thoi ky cho
con bu hodc ngling cho con bu trong thoi gian didu tri bang piracetam. Nén dua ra quyét dinh
ngirng cho con b hay ngimg didu irj bang piracetam, ¢6 tinh dén loi ich ca vice nudi con bang
sita me dbi véi tré va loi thé cia viée diéu tri cho ngudi phu nit.

8/- Anh huong ciia thudce Ién kha ning l4i xe, vin hanh may moc:
Tac dyng khong mong muén ciia Piracetam cé thé anh huong dén kha néng 14i xc va vén

hanh may mdc cia ngudi str dung.

9/-  Tuong tic, twong ky cia thude:

Twong tic duoc dong hoe

Nguy co tuong téc v6i cac san phim thude khac din dén thay ddi duoe dong hoc cla
piracetam duoc coi la thip, vi khoang 90% lidu piracetam dugc bai tiét dudi dang khong dbi qua
nude tiéu.

Trong 6ng nghiém piracetam khong (¢ ché cac dong dang cytochrom P450 clia gan nguoi
& ndng do 142, 426 va 1422 pg / ml. O 1422 ug / ml. tac dung tic ché nho duge thiy trén CYP
2A6 (21%) va 3A4 / 5 (11%). Tuy nhicn, céc gia tri Ki déi voi su e ché cia hai déng dang
CYP nay c6 thé trén 1422 pg / ml. Do dé. tuong tac chuyén héa voi cac thude khde khé xay ra.

Hormon tuyén giap

Trong qué trinh diéu tri dong thoi voi chiét xudt tuyén giap (T3 + T4), di c6 bdo cdo vé
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tinh trang 10 Ian, kich thich va rdi loan giac ngi.
Acenocoumaro]

Trong mot nghién ciru "mu don" duge cong bé v6i nhirng bénh nhén bi huyét khoi tinh
mach ndng va tai phat. piracetam khong thay doi, voi licu 9.6 g / ngay, li¢u acenocoumarol can

thiét dé dat INR 2.5 dén 3.5, nhung so voi tdc dung clia acenocoumarol mot minh, vige bé sung
| 9.6 g piracetam / ngay lam gidm r5 rét sy két tap tiéu cau, giai phong thromboglobulin, mirc d§
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fibrinogen va cac ycu t6 von Willebrand (VIIL: C; VIII: vW: Ag; VIII: vW: Rco) va do nhét clia
toan bd méu va huyét tuong.

Thube chéng déng kinh

liéu 20 g piracetam hang ngay trong 4 tuan khong lam thay d6i nong dé 16i da va tdi thiéu
trong huyét thanh cta thudc chéng dong kinh (carbamazepin, phenytoin, phenobarbital va
valproat) & nhitng bénh nhan bi dong kinh di dung liéu 6n dinh.

Rugu bia

Udng dong thoi rugu khong anh huéng dén ndng do piracetam trong huyét twong va nong
d6 rugu khéng bi thay doi khi dung 1,6 g piracetam bing dudng ubng.

10/- Tac dung khéng mong mudn cia thude:

Tom tdt ho so

Céac nghién ctru lam sang hoidc duoe 1am sang mi déi ¢6 dbi chiing véi gia duge, bao gém

chiing t6i ¢6 thé trich xuat dir liéu an toan da duoc dinh lwong (trich tir co s6 dir ligu UCB
vao thang 6 nim 1997), bao gdm hon 3000 ddi tuong da dung piracetam ma khong tinh dén chi
dinh, dang bao ché, licu luong hang ngay hoic dic diém cia déi tuong.

Danh sich tdc dung khéng mong muén

Cac phan Gng c6 hai duge bdo cao trong cac thit nghiém lam sang va tir kinh nghié¢m sau
khi tiép thi duogc liét ké trong bang sau theo co quan hé théng va theo tAn sudt. Tan suit duoc
xac dinh nhu sau: rit phd bién (=1 / 10); phd bién (=1 / 100, <1/10); khéng phé bién (=1 / 1.000.
<1/100); hiém (=1 / 10.000, <1 / 1.000); rat hiém (<1 / 10.000), Khéng x4c dinh duge tan suat
(khong thé ude tinh tir dir lidu 6 sén).

Réi loan hé thd'ng mau va bach huyéf

Chua r: rdi loan xudt huyél

Roi loan hé Iho"'ng mién dich

Chua t6: phan tng phan v¢, qui man

Roi loan fdm thdn

Thuong gap: cang thing

it gap: tram cam

Chua r5: kich déng. lo 4u, la 1an, o gidc

Réi loan hé than kinh

Thudng gédp: tang dong

ft gap: budn ngu

Chua r6: mat didu hoa, mat thing bang, bénh déng kinh trAm trong hon, nhirc diu, mat nga

Roi loan tai va mé cung

Khong rd: chdng mat

Roi loan tiéu hoa

Khong 16: dau bung, dau bung trén, tiéu chay, budn ndn, ndn

Réi loan da vé mé diwdi da

Khong rd: phtt mach, viém da, ngta, may day

Réi logn chung va tinh trang lai ché dimg thudce

it gap: suy nhuge

Khdc

Thudng gap: tang cin

Bdo cdo cde phan img bt loi nghi ngé

Béo cdo cdc phan tng bat loi nghi ngd sau khi san pham thude duoc cép phép la rit quan
trong. N6 cho phép theo di lién tuc ty I€ loi ich/nguy co clia thude. Cac chuyén gia cham soc
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sic khoe bdo cao moi tac dung khong mong mudn bi nghi ngo Lhéng qua trang wcbh:
www.afmps.be.
11/~ Qud liu va cAch xir tri:

Triéu ching

Khéng ¢6 téc dung khdng mong mudn dic biét do qué liéu da duge bao cio vai piracetam.
Qua liéu duoc bdo cio 16n nhat véi piracetam 13 udng 75g. Tiéu chay ra mau kém theo dau

bung c6 thé lién quan dén liéu luong cuc cao ciia sorbitol cé trong sita cong thite duoe sir dung.
Diéu tri qua lidu

Trong trudng hop qua li¢u cép tinh va nghiém trong, théo réng da day bing cich thut ria
hoac gdy non.

Khéng ¢6 thude giai doe cu thé cho qua lidu piracetam. Diéu tri qua lidu ¢ triéu chimg co
thé bao gém chay than nhan tao. [iéu sudt chiét clia thiét bi thim tach la 50% dén 60% déi véi
piracetam.

12/- Dic tinh dwoe lue hoc:

Nhém duge ly: Thude kich thich tdm than va thube an thin khac, ma ATC: NO6BX03

- Piracetam 1a mét tde nhén nootropic, c6 nghia 1, mat loai thue hudng than truc tiép
ting cudng hoat dong cua cic chirc nang nio bo.

- Hoat dong cua piracetam & cip do hé thdng than kinh trung wong duoc thuc hién boi
céc con dudng khac nhau, dic biét 12 bing cach diéu chinh su ddn truyén thén kinh ctia ndo, cii
thién cac diéu kién trao déi chat cho tinh bén cua té bao than kinh hodc bang cach cai thién vi
tudn hoan nho dac tinh xung huyét ctia né ma khong gy gidn mach.

- Diing piracetam cip tinh hode mén tinh cho bénh nhén suy giam chiic nang nao c6 thé
| pdy ra nhitng thay déi dang ké trén dién ndo dd cho thay su tinh tdo va chic ning nhin thic
tdng [én.

- Piracetam gitp bao vé va phuc hdi cac chiic niing nhén thirc sau tac dong cua cac yéu 16
ton thuong nio ching han nhu thiéu oxy, ngd doc va liéu phap séc dién.

- Piracetam duoc chi dinh don déc hodc phéi hop trong diéu tri rung giat co vo nao, lam
giam thoi gian gay ra rung giat nhin ciu tién dinh.

- Piracetam tre ché kha ning siéu két tap cta cée tiéu ciu da hoat héa. Trong truong hop
hdng ciu ¢6 do cimg bat thudng, piracetam lam ting kha ning loc va kha ning bién dang cta
hong cau.

13/- Bic tinh dwoce dong hoc:

Hdip thu

Sau khi udng (vién nén hogc dung dich), piracetam duge héap thu nhanh chong va gan nhu
hoan toan qua dudng tidu hoa. Sinh kha dung 1a gdn 100%.

Dung mdt liu duy nhét 2 g sé dat ndong dd t6i da trong mau (i 40 dén 60 pg/ml sau 30
phit. Nong dé nay dat dugc trong dich ndo tly sau 2 dén 8 gidr,

Phdn bo

Thé tich phan bé bicu kién la khoang 0,6 Vkg.

Piracetam khuéch tan vio tit ca cic md va vuot qua hang rio mau ndo va nhau thai ciing
nhu cdc mang duge sir dung trong loc than.

Piracctam tap trung nhitu nhét & vo ndo (thiy trdn, thily dinh va thiy cham), vo tiéu nio
vé hach nén.

Chuyén héa

Piracetam c6 hoat tinh nguyén trang va khong duge chuyén hoa ¢ bat ky loai dong vét nao.

Thai trir
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Thai gian_bz'm thai trong mau 1a 4 dén 5 gior va trong dich ndo tiy la 6 dén 8 2i0. Thoi gian
ban thai kéo dai trong truong hop suy than.

Piracetam khong gén két véi protein huyét tuong va duoc thai trir dudi dang khéng doi.
chi yéu qua than. Sau 30 gid, viée dao thai piracetam qua nude tiéu gin nhu hoan toan (> 95%).
D¢ thanh thai qua thén ctia piracetam ¢ nguoi tinh nguyén khoe manh 1a 86 ml/phut.
14/- Quy cach dong g0i:

Hop 30 goi x 3g thude com udng.

Hop 50 26i x 3¢ thude cdm udng.
Hop 100 géi x 3g thude cdm udng.

15/- Diéu kién bdo quin, han dung, tiéu chuiin chit lirong cia thube:
Diéu kién bio quan: D¢ noi kho, trénh anh sang. Nhiét do dudi 30°C.

Han dung: 36 thing ké tir ngay san xuét.
Tiéu chudin chit lwong: Ticu chuin co sa.
16/- Tén, dia chi ciia co sé sin xuit thuoe:
@ CONG TY CO PHAN DUQC PHAM TIPHARCO

TIPHARCO Dia chi: 15 Dée Binh Kiéu, Phudng 2, TP. My Tho, Tinh Ticn Giang

CHAT LUGRD TOAK DIEN

DT: 0273.3872.972 Fax: 0275.3885.040.

Vian Co s¢ diang ky
e CONG TY CO PHAN DUQC PHAM VIAN
A Dia chi: $6 4, B3, Tap thé Z179, T Hiép, Thanh L'ri, Ha Noi.

DT: 024.22.456.798

Ngay 8 thang ¥ nam 2024
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