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To hwéng din sir dung thuoce

Rx Thuéc nay chi ding theo don thude

DROMIC 2400

Thubc bt pha dung dich udng
| Thudc nay chi ding theo don thudce
Dé xa tim tay tré em.

Doc ky hwéng din siv dung trude khi ding.

THANH PHAN
. Thanh phin dwgc chét: Piracetam 2400 mg,

- Thanh phén td dwge: Manitol, acid citric khan, natri saccharin, bgt hwong dau.

DANG BAO CHE, MO TA SAN PHAM
Thube bot pha dung dich udng.

Bot mau trang dén trang nga, huong dau.

CHI DINH

Piracetam duoc chi dinh dé cai thién tridu chimg rdi loan tri nhd hodc bénh 1y trf tué ma khong ghi
nhén chirng sa sut trf tué.

Piracetam c¢6 thé 1am gidm rung giat co vo ndo & mdt s6 bénh nhan. Cé thé tién hanh diéu tri thir

nghiém trong thoi gian gidi han dé kiém tra dap (mg voi piracetam.

LIEU DUNG, CACH DUNG

Liéu ding

Cii thién vin dé vé tri nhé va/hodc tri tug:

Trong tudn ddu diéu tri ding lidu 4.8 g mdi ngay, chia thanh nhiéu 1in ubng khéc nhau, sau @6 ding
lidu tri duy tri 2,4 g mdi ngay, chia lam 2 dén 3 14n, ¢6 thé giam lidu xudng 1,2 g mdi ngay.

Diéu tri gidt co vé niio:

Liéu hang ngay s& bat ddu véi 7,2 g va sau d6 s& tang thém 4,8 g moi ba hodc bén ngay cho dén liéu
tdi da 24 g chia 1am hai hodc ba lan.

Khi didu tri bing cac thude chéng rung gift co khac, liéu luong s& duge gilr nguyén. Sau do, liéu
lwong cta cdc thude chdng rung giat co khéc s& duge gidm xubng néu ¢6 thé va tiy thude vao loi
ich lam sang thu dugec.

Sau khi bat dau diéu tri bing piracetam, nén tiép tuc diéu tri mién 1a van con bénh ly ndo ban diu.
O bénh nhan trong giai doan cép tinh, bénh ¢ thé tir tién trién t6t sau mot khoang thdi gian va vi
vily ¢t mdi 6 thang nén thir giam lidu hodc ngung diéu tri. Véi mye dich nay, lidu piracetam s& giam
1,2 ¢ mdi hai ngay (ba hodic bén ngay mat lan trong trudng hop méc hoi chimg Lance - Adams, dé
ngén nglra nguy co tai phat hodc co giat dot ngédt, dong kinh do ngung thude).

Doi twong dic biét
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T& hudéng dan siv dung thuoe

Nguoi cao tubi

Khuyén cdo diéu chinh lidu & bénh nhan cao tudi bi ton thuong chire nang thin (xem phan '‘Dicu
chinh liéu & bénh nhan suy than' bén duoi). Trong qué trinh diéu tri lau dai & ngudi cao tudi, can
danh gia thuong xuyén d6 thanh théi creatinin dé x4c dinh xem ¢6 cn didu chinh liéu hay khong.
Diéu chinh liéu ¢ bénh nhan suy than

Vi piracetam hau nhu dwoc thai trir hoan todn qua thin, nén can than trong khi didu tri cho bénh
nhan suy than, nhitmg ngudi can theo dbi chirc ning thén. Thoi gian ban thai tang 1én lién quan truc
tiép dén sy suy giam chic nang thin va do thanh thai creatinin. Piéu nay ciing diing & nhimg bénh
nhan cao tudi, khi ma sy bai tiét creatinin phu thudc vao do tubi. Khoang cach giira cac lidu nén
duoe diéu chinh dua trén chic ning than, Tham khao bang sau va didu chinh liéu lugng theo chi
dinh. Khi st dung bang liéu luong nay, can phai ude tinh d9 thanh thai creatinin (CrCl) ctia bénh
nhén theo ml/phut. CrCl tinh bang ml/phit ¢o thé duoce udce tinh tir phép do creatinin huyét thanh
(tinh biang mg/dl) theo cong thire sau: '

[140—tubi (nam)] x thé trong (kg)

CLér= = =
72 x creatinin huyét thanh (mg/dl)

(x 0,85 & phu nit)

Diéu chinh lidu piracetam dwa trén chitc nang than nhu sau:

- Chuc nang than binh thudng (> 80 ml/phat): liéu thudong ding hang ngay, chia 2 - 4 lan.

- Suy thén nhe (50 — 79 ml/phuat): 2/3 liéu thudomg ding hang ngdy, chia 2 - 3 lan. ,

- Suy than trung binh (30 — 49 ml/phat): 1/3 lidu thuong ding hang ngay, chia 2 1an.

- Suy thén nang (< 30 ml/phat): 1/6 lidu thuomg dung hang ngay, ding | l4n.

- Bénh thén giai doan cudi: chéng chi dinh.

Bénh nhin suy gan

Khoéng cin chinh liéu & nhitng bénh nhin suy gan don thuan. Khuyén cdo chinh lidu trong trudng
hop bénh nhan vira suy gan va suy thin.

Tré em

Khéng ¢6 dir liéu.

Cach dung |

Piracetam duoc dung qua dudng ubng va ¢o thé dung cung hodc khéng cung véi thire dn. Hoa tan
thude vao trong mot it nude va udng. Nén ding lieu hang ngay trong hai ho#c bon lan st dung.

CHONG CHI PINH

- Qua mén voi piracetam, cac dan xudt khéc cta pyrolidon hodc bat ky thanh phan ta dugc nao
cua thube.

- Xuit huyét ndo.

- Bénh than giai doan cudi.

- Bénh nhén bi chimg mua giat Huntington (Huntington’s Chorea).

CANH BAO VA THAN TRONG KHI DUNG THUOC

Téc dung lén sy két tap tiéu cau
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To hwéng din sir dung thude

Do tac dung cua piracetam trén su két tap tiéu cdu, nén thin trong & nhimg bénh nhén bi chay mau
nang, nhitng bénh nhan c6 nguy co chidy méu nhu bénh nhén bj lo¢t duong tiéu hoa, & nhiimg bénh
nhén ¢ bénh 1y ddng méu tiém an, bénh nhan bi ti &n sir dot quy xuét huyét, bénh nhén trai qua dai
phau, ké ca phéu thuat nha khoa, va bénh nhan sir dung thude chéng déng mau hodc thube chdng
két tip bao gdm acid acetylsalicylic liéu thap. ‘
Suy thin

Piracetam duoc dao thai qua than, can than trong trong trudng hop suy than.

Ngudi cao tudi

Trong qué trinh didu tri 14u dai & nguoi cao tudi, cén danh gia thuong xuyén do thanh thai creatinin
@8 c6 thé didu chinh lidu luong khi can thiét.

Ngirng diéu tri:

Khéng duge nglmg diéu tri dot ngdt & nhiing bénh nhan bi rung giat co do tdng nguy co tai phat dot
ngot hodc co gidt do ngiing diéu tri.

Ta dwoe

San pham chira it hon 1 mmol natri (23 mg) cho mdi goi, tire la vé co ban “khong chira natri”.

SU' DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir mang thai

Khéng c6 dit lidu ddy du lien quan dén viéc sir dung piracetam & phu nit mang thai. Cac hghién ctu
{rén dong vit khong cho théy tac dung ¢6 hai truc tiép hodc gian tiép dbi vdi qué trinh mang thai, su
phat trién ctia phdi thai hodc thai nhi, qua trinh sinh né hoéc sy phat tri€én sau sinh.

Piracetam di qua hang rao nhau thai. Néng d6 thudc & tré so sinh chiém khoang 70% dén 90% ndng
dd & ngudi me. Khong nén st dyng piracetam trong thoi ky mang thai trir khi thue sy céan thiét, khi
loi ich vuot trdi nguy co va tinh trang ldm sang cua ngudi me yéu cau phai diéu tri bang piracetam.
Phu nir cho con b

Piracetam dugc bai tiét qua sita me. Vi vdy, khong nén str dung piracetam trong thoi gian cho con
bu hoic nén nging cho con bu trong thot gian diéu tr bang piracetam. Cén dua ra quyét dinh nén
ngung cho con bt hay ngimg diéu tri bang piracetam, cé tinh dén lgi ich cua vige cho con ba doi vol
tré va loi ich cua viége diéu tri dbi voi ngudi phu nit.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Do céc tac dung khéng mong mudén gap phai khi ding thude nay, can luu ¥ rang thude nay cd thé
anh huong dén viée 1ai xe va van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC

Twong tac thude

Twong tic duwoc dong hoc

Nguy co Tuong tac v&i cac thube khac din dén thay doi duoc dong hoc cua piracetam duoc coi 12
thap, vi khoang 90% liéu piracetam duoc bai ti &t dudi dang khong ddi qua nude tiéu.
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To hwong dan si dung thube

In vitro, piracetam khéng tre ché cac ddng phan cytochrom P450 & gan ngudi (CYP 1A2, 2B6, 2C8,
2C9,2C19, 2D6, 2E1 va 4A9/11) & nong do 142, 426 va 1422 pg/ml.

O muc 1422 pg/ml, tac dung te ché nhé duoc ghi nhan trén CYP 2A6 (21%) va 3A4/5 (11%).

Tuy nhién, gié tri Ki cho su trc ché hai dang ddng phan CYP ndy ¢4 thé cao hon nhidu so véi 1422
pg/ml. Vi vay, khé c6 kha niing xay ra tuong téc chuyén héa véi cde thude khéc.

Hormon tuyén gidp

Trong qué trinh diéu tri déng théi véi hormon tuyén gidp (T3 + T4), d xay ra la lan, kich tng va
roi loan gidc ngu.

Acenocoumarol

Trong mdt nghién ciu “mu don”™ duge cong bé trén nhimg bénh nhan bi huyét khéi tinh mach nang
vA ti phét, piracetam khong lam thay doi liéu acenocoumarol can thict d¢ dat INR tir 2,5 dén 3.5,
nhung so vai tac dung ciia acenocoumarol don thudn, viée bd sung 9.6 g piracetam/ngdy lam giam
dang k& su két tap tiéu cau, giai phong B-thromboglobulin, nong dd fibrinogen va cac yeu to von
Willebrand (VIIT: C; VIIT: vW:Ag; VIII: vW: Reo) va dd nhét ctia mau va huyet tuong toan phén
Thuoc chong dpng kinh

Liéu hang ngay 20 g piracetam trong 4 tudn khong lam thay doi ndng do dinh va day trong huyét
thanh ctia thube chéng déng kinh (carbamazepin, phenytoin, phenobarbital va natri valproat) ¢ bénh
nhin dong kinh dugce dung liéu 6n dinh.

Rurou bia

Ding dong thoi véi rugu khong anh hudng dén ndng do piracetam trong huyét tuong va nong do
con khong thay doi khi dung 1,6 g piracetam dudng udng.

Twong ky

Do khéng ¢6 nghién ctru ve tinh tuong ky, ctia thude, khong tron 14n thuoc nay voi cac thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Nhirng tac dung khéng mong mubn duge phin nhém theo tan suét: rat thudng gap (ADR > 1/10),
thuong gip (1/100 < ADR < 1/10), it gdp (1/1.000 < ADR < 1/100), hiem gap (1/10.000 < ADR <
1/1.000), rat hiém gip (ADR < 1/10.000), khong 16 tan sudt (tan suat khéng uéc tinh duoc tir nhiing
dit liéu 6 sén). Trong mdi loai tAn suét, cdc tac dung khong mong mudn duoe trinh bay theo thi ty
mirc dd nghiém trong giam dan. D liéu tir kinh nghiém hau méi khong du dé hd tro wde tinh ty 18
mic phai trong quan thé duoc diéu tri.

Réi loan hé thing tuin hoan va bach h uyét

Khong rd tin sudt: r6i loan xudt huyét.

Réi loan hé théng mién dich '

Khong rd tin sudt: phan tng phin vé, qua man.

Tinh trang tim thin

Thudng gip: cing thang.

it gap: trdm cam.

Khong rd tan suét: kich dong, lo au, 14 18n, do gidc.
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Réi loan hé than kinh

Thuong gap: tang dong.

{t gap: budn ng.

Khong 16 tAn sudt: mat didu hoa, mit thang bang, dong kinh trAm trong hon, nhtre du, mat ngu, run.
Réi loan tai va bc tai

Khong r tan sudt: chong mit.

Rbi loan tiéu héa

Khong 18 tAn sudt: dau bung, dau bung trén, tiéu chdy, budn nén, non.
Roi loan da va mé dudi da

Khong 18 tAn sudt: phit mach, viém da, nglra, may day.

Réi loan hé sinh sdn va vt

Khéng rd tn suét: kich thich sinh 1y.

Réi loan chung va tinh trang tai chd ding thuéce

It gaip: suy nhuoe.

Xét nghiém

Thuong gédp: tang cén.

Thong bdo ngay cho bac sT hodc duoce si khi gap cac tic dung khéng mong mubn nhu trén khi st
dung thude hodc bao cdo cic phan tmg ¢6 hai cua thude vé Trung tdm Thong tin thude va Theo doi
phan (mg ¢6 hai ctia thude (ADR) Quéc Gia.

Dia chi: 13 - 15 Lé Thanh Téng - Hoan Kiém - [Ta Noi.

Bién thoai: 024.3.9335.618.

Fax: 024.3.9335642.

Email: di.pveenter@gmail.com.

QUA LIEU VA CACH XU TRi

Triéu chirng ;

Khong c6 thém tdc dung khdng mong mudn nao duoc bao cao véi piracetam, dac biét la do qué lidu.
Trudng hop qua lidu 1on nhét duoc béo cdo véi piracetam 1a lidu udng 75 g. Tiéu chay ra mau kém
theo dau bung c6 thé lién quan dén licu sorbitol cuc cao trong cong thire duge sir dung.

Cach xir tri

Trong trudong hop qua lidu cép tinh va nghiém trong, da day c6 thé duoc lam sach bang cach ria da
day hodc gy non.

Khong co thube giai dée dac hiéu khi ding qua liéu piracetam. Diéu tri qua lidu s& dicu tri triéu
chimg va cé thé bao gém chay than nhén tao. Hi¢u sut chiét ctia thiét bi thim tach 12 50% dén 60%

doi voi piracetam.
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To huéng din sit dung thude

PAC TINH DUQC LUC HOC

Nhém dwee Iy: thude kich thich tdm thén va thude hung tri (nootropics).

Mia ATC: NO6BXO03

Co ché tic dung

Piracetam 1a m6t tAc nhén nootropic, nghia la mét loai thudc hudng than gitip cai thién true tiép hoat
dong ctia cac chirc nang than kinh.

Hoat dong cua piracetam trong hé¢ than kinh trung wong duge thuc hién bang nhiéu con dudmg khéc
nhau, dic biét 1a bang cach diéu chinh dan truyén thin kinh nio, bang céch cai thién cac didu kién
trao dbi chit dé tao ra do déo cla té bao than kinh hodc béng cach cai thién vi tudn hoan nho dic
tinh xuét huyét ma khong gy gifin mach.

Str dung piracetam c¢dp tinh hodic mén tinh cho bénh nhan bi suy giam chiic nang ndo duong nhu gay
ra nhitng thay d6i déng ké trén dién ndo db cho thdy su tinh tdo va chire ndng nhan thic ting lén
(ting cudng hoat dong) va giam hoat dong)

Piracetam s& bdo vé€ va phuc hdi cac chire ning nhén thire sau céc cude tAn cong ndo khéc nhau,
chang han nhu tinh trang thiéu oxy, ngd doc va liéu phap sde dién.

Piracetam duoe chi dinh don tri liéu hodc két hop trong diéu tri rung gidt co vo ndo. Piracetam 1am
giam thi gian rung giat nhan cau tién dinh bi kich thich.

Piracetam trc ché kha nang két tap tiéu cdu da hoat hoa. Trong trudng hop do cimg bat thuong,

piracetam lam tAng kha nang loc va kha ndng bién dang cua hong cau.

PAC TINH DUQC DPONG HQC

Hip thu

Sau khi ubng (vién nén hodic dung dich), piracetam dugce hip thu nhanh chéng va gan nhu hoan toan
qua dudng tiéu hoa. Kha dung sinh hoc gan 100%. Dung mét lidu duy nhét 2 g s& dat néng dd ti da
trong méau tir 40 dén 60 pg/ml sau 30 phut.

Noéng do nay dat duge trong dich nfo tiy sau 2 dén 8 gio.

Phén b

Piracetam khéng gén két vai protein huyét tuong va thé tich phan bé biéu kién khoang 0,6 /kg.
Piracetam khuéch tan vao tit ca cdc mé va vuot qua hang rao méu ndo va nhau thai cﬁilg nhu céac
mang duge st dung trong qua trinh loc mau thén.

Piracetam tap trung & vo nfo (thiy tran, thuy dinh va thuy chim), vo tiéu ndo va hach nén.
Chuyén héa

Piracetam la chét ¢6 hoat tinh va khong duoc chuyén héa & bat ky loai dong vét nao.

Thai trir

Thoi gian ban thai trong mau la 4 dén 5 gior va trong dich ndo tuy la 6 dén 8 gio. Thoi gian ban thai
kéo dai trong trudng hop suy thin. Piracetam duge dao thai chu yéu qua than. Qua trinh dao thai
qua nudce tiéu thue té hoan tat (hon 95%) sau 30 gio. D) thanh thai qua thén cua piracetam & ngudi

tinh nguyén khoe manh Ia 86 ml/phut.
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T hwéng din siv dung thube

QUY CACH PONG GOI
Hop 10 goix5Sg thudce bdt pha dung dich ubng. Goi nhom.
Hop 20 goi x 5 g thude bot pha dung dich ubng. Goi nhom.
Hop 30 goi x 5 g thube bot pha dung dich udng. Géi nhom.
BAO QUAN
Noi khé, khéng qua 30°C, tranh anh sang.
HAN DUNG
30 thang (ké tir ngay sén xuat).

TIEU CHUAN CHAT LUQNG

Tiéu chuan nha san xuat.

MEDCEN

Co s san xuit:
CONG TY CO PHAN MEDCEN
L6 F10, Buong s6 6, KCN Hoa Binh, Nhi Thanh, Tha Thira, Long An, Viét Nam.
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