Each film-coated tablet contains piracetam 400 mg. Contains
Ponceau Red (E124). See the package leaflet for further
information, Keep below 30°C, in the original package. Medici-
nal preduct subject to a medical prescription P&L. Read the
package leaflet before use, Keep out of the reach and sight of
children, For oral use.

M&i vién nén bao phim chifa piracetam 400 mg. ()

Chi dinh, liéu ding va cich ding, chiing chi dirh va cicthing o

tin khac: Xem trong t& hudng din si dung thudc kem theo. \

Han dung |3 ngay cudi cung cla thang hét han, ) ,
Bao quén dudi 30°C, trong hdp gdc. ne lco‘
DE XA TAM TAY TRE EM.

DOC KV HUGNG DAN SU DUNG TRUGC KHI DUNG.
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Rx. Thubc nay chi ding theo don thuéc

PIRACETAM HELCOR 400 MG
(Vién nén bao phim Piracetam 400 mg)

{C DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
Dé xa tdm tay tré em.
Doc ky hudng dan sie dung trudc khi ding.

THANH PHAN CONG THUC THUOC

M&i vién nén bao phim ¢6 chira:

Thanh phdn hogt chdt: PIraCetam .................c.ovviveeeeeeeee e, 400 mg
Thanh phdn td dugc: Croscarmellose sodium, povidone K 30, silica colloidal anhydrous,
magnesium stearate, opadry [I White 85F18422 (polyvinyl alcohol partially hydrolyzed, titanium
dioxide (E 171), macrogol 3350/4000, talc), ponceau red (E 124), indigo carmine (E 132),
macrogol 6000.

DANG BAO CHE

Vién nén bao phim.

Mb té dang bao ché: Vién nén bao phim mau héng, hinh tron hai mat 181, c4u triic nho gon, ddng
nhét, canh vién lanh lan, mét mit duge khic chit “Pm 4007, mit con lai ¢6 vach ké.

CHI PINH

Nguoi lon

Hb trg diéu trj chimg suy giam nhén thirc va r6i loan than kinh cam gidc man tinh & ngudi cao
tudi (ngoai trir bénh Alzheimer va céc bénh sa sit tri tué khac).

Cai thién triéu chirmg chong mat.

Tré em trén 30 kg (khoang tir 9 tudi)

H3 tro diéu tri chimg khé doc.

CACH DUNG, LIEU DUNG

Cach dung

Thube duge dung dudng udng, cing hodc khong cing véi thirc an. Nén ubng nguyén ca vién
thudc v6i d6 ubng. Liéu hang ngay nén chia 2 dén 4 lan.

Liéu ding

Liéu dung khuyén cdo theo céc chi dinh la: ' ‘

HG trg diéu tri chimg suy giam nhan thirc va r6i loan than kinh cam gidc man tinh & ngudi cao
tubi va triéu chimg chong mat: Udng 2 vién 400 mg vao mdi budi séng, trua va tbi hodc 6 vién
mdi ngay.

Cic dbi twon g ddc biét

Nguoi cao tuéi: Khuyén céo didu chinh lidu & ngudi cao tudi bi suy giam chirc ning than (xem
phan ‘Suy thén” bén dlr(n) Khi diéu tri kéo dai & nguoi cao tudi, can danh gia thuong xuyén hé
50 thanh thai creatinine dé diéu chinh liéu phii hop khi cén thiét.

Suy thédn: Liéu ding hang ngay cin duoc tinh cho timg bénh nhan tiy thude vao chite nang than.
Tham khéo bang dudi diy va chinh liéu theo chi din. D& ding bang phan lidu nay, cin uéc
lugng hé sb thanh thai creatinine ctia bénh nhén (Cle) tinh theo ml/phit. C6 thé uéc luong hé sb
thanh thai creatinine (ml/phut) tir ndng dd creatinine huyét thanh (mg/dl) qua cong thirc sau:

[140 — tudi (nam) x thé trong (kg)
Cley= x (0,85 & phu nit)
72 x creatinine huyét thanh (mg/dl)

a0 He
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Nhém creatinine (ml/phit) Liéu va so lan dung
Binh thudng > 80 Liéu thuong ding hang ngay, chia 2-4 1an.
Nhe 5079 ]251’3 liéu thuong ding hiang ngay, chia 2-3
Trung binh 30 —49 1/3 liéu thudmg ding hang ngay, chia 2 1an.
Nang <30 Chéng chi dinh.
Boph: thin. gial “dogu - Chéng chi dinh.
cuol

Suy gan: Khong can diéu chinh liéu & bénh nhan chi ¢6 suy gan. Nén diéu chinh liéu thude khi
dung cho bénh nhén vira suy gan va suy thén.

Tré em: Diéu tri chimg kho doc: 50 mg/kg/ngay chia lam 3 14n.

O‘ tré em, dang thudc nhé giot ¢ thé phit hop hon. Ngoai ra dang bao ché nay khong phu hop véi
lieu dung.

CHONG CHI PINH

Qua mén véi piracetam, cac dan xuét khac ctia pyrrolidone hodc bat ky ta duoc nao cua thube.
Suy than ning hoic suy than giai doan cudi.

Xuét huyét nio.

Bénh nhan bi chimg mua giat Huntington (céc triéu chimg trd nén tram trong hon).

CANH BAO VA THAN TRONG KHI DUNG THUOC

Anh huwéng trén két tip tiéu cin

Do anh hudng cua piracetam trén qua trinh két tip tiéu cAu, nén than trong khi ding cho bénh
nhén xuat huyét nédng, bénh nhén ¢6 nguy co chay mau nhu loét dudng tiéu hoa, bénh nhén rbi
loan t.am mau tiém tang, bénh nhén c6 tién si tai bién mach méau ndo do xudt huyet bénh nhan
can tién hanh dai phiu ké ca phau thuat nha khoa va bénh nhéin sir dung thudc chéng déng mau
hozc chéng két tap tiéu ciu bao gdm ca aspirin liéu thap.

Suy thin

Piracetam duoc thai trir qua thén, do d6 nén thén trong trong trudng hop suy than.

O ngudi suy than nhe dén trung binh, nén giam lidu vi/hoic gidin cach giira céc liéu néu d6 thanh
thai creatinine dudi 80 ml/phut.

Nguwoi cao tudi

Khi diéu tri 1au dai cho nguoi cao tudi, cin danh gia thudng xuyén do thanh thai creatinine dé
chinh liéu phi hop khi cn thiét.

Ngieng thubc “
Cén tranh ngung thudc dot ngdt vi c6 thé gy con dong kinh gidt co hodc con dong kinh toan thé
& mot s bénh nhan c6 chu'ng gidt co.

Cinh bdo lién quan dén ti duoc

Thubc nay chira it hon 1 mmol natri (23 mg) mdi vién, nghia la vé co ban 1a “khéng chira natri”.
Thubc nay c¢6 chira ta duge ponceau red co thé giy phan (mg di tmg.

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

Phu nit c6 thai

Khong ¢6 dir liéu ddy da vé viée sir dung piracetam & phu nif ¢6 thai. Cac nghién cinu trén dong
vat khong chi ra nhing téc dong c6 hai truc tiép hoic gian tiép ddi véi viéc mang thai, sur phat
trién ctia phodi thai, bao thai, trong khi sinh hoc su phat trién sau sinh. .
Piracetam di qua hang rao nhau thai. Nong do hoat chit & tré so sinh dao dong 70 — 90% nong do
¢ ngudl me. Khong nén dung piracetam trong thoi ky mang lhal trir khi that can thiét, khi loi ich
vuot trol hon nguy co va tinh trang lam sang cua nguol me cn diéu tri bang piracetam.

Cho con bu
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Piracetam duoc bai tiét qua sita me. Do d6, khong nén dung piracetam trong 2 thot ky cho con bu
hodc nén ngimg cho con bu khi dang diéu trj bang piracetam. Phai dua ra quyét dinh ngimg cho
con bu hay ngimg diéu tri bing piracetam c6 tinh dén lgi ich cua viée cho con bu va loi ich cua
diéu tri d6i v6i ngudi me.

Kha nang sinh sdn

Khéng ¢6 dit liéu 1am sang c6 sdn vé anh hwéng cta piracetam ddi voi kha ning sinh san. Cac
nghién ctu trén dong vat chi ra rang piracetam khong anh hudng dén kha ning sinh san cua
chudt duc hodc chudt céi.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Piracetam c6 anh hudng trung binh dén kha nang 14i xe va vén hanh may moc.

TUONG TAC, TUONG KY CUA THUOC

Twong tic cha thudce

Twong tdc duwoc dong hoc: Kha nang tuong tac thudc dan dén nhing thay d01 duoc dong hoc cua
piracetam dugc cho la thip vi khoang 90% liéu dung piracetam duoc bai tiét qua nude tiéu dudi
dang khéng déi.

Trong nghién ctru in vitro, piracetam khéng tic ché cytochrom P450 loai CYP 1A2, 2B6, 2C8,
2C9, 2C19, 2D6, 2E1 va 4A9/11 & nong do 142, 426 va 1422 pg/ml & gan nguoi.

O ndng d6 1422 pg/ml, tac dung trc ché nho 601 voi CYP 2A6 (21%) va 3A4/5 (11%) da duge
quan sat. Tuy nhién, gia tri Ki dé (rc ché hai loai CYP nay c6 thé vuot qua 1422 pg/ml. Do do,

trong tac chuyen hoa cua piracetam v6i cac thube khac kho xay ra.

Hormon tuyén gidp: L 1An, kho6 chiu va rdi loan gidc ngii da duoc bao cdo khi didu tri ddng thoi
v6i véi hormon tuyén giap (T3 + T4).

Acenocoumarol: Trong mdt nghién ctu mu don duogc cong bd trén nhiing bénh nhan bi huyet
khéi tinh mach t4i phat ning, piracetam 9,6 g/ngay khéng 1am thay déi lidu dung cin thiét cua
acenocoumarol dé dat 2,5 - 3,5 INR, nhung so v6i téc ~dung cia acenocoumarol don thuan, viéc
két hop piracetam 9,6 g/ngdy lam giam dang ké su két tap tiéu cdu, giai phong PB-

thromboglobulin, nong d fibrinogen va cac yéu 10 ctia von Willebrand (VIII: C; VIII: vW: AG;

VIII: yW: RCo) va d6 nhét toan phéan ciia mau va huyét tuong.

Thuédc chong dong kinh: Liéu hang ngay 20 g piracetam trong 4 tuan khong 1am thay dbi ndng
do dinh va diy huyét tuong cia thubc chong 'dong kinh (carbamazepine, phenytoin,
phenobarbital, valproate) & b¢nh nhan dong kinh dang ding liéu 6n dinh.

Ruou: Uong don;, thoi piracetam voi rugu khonb anh hudng dén non{, dd cua piracetam trong
huyét tuong va nong d6 ruou khéng bi thay doi khi udng lidu 1,6 g.

Twong ky ciia thude

Do khdng c6 nghién ciru vé tinh twong ky cta thube, khong tron 1an thube nay véi cac thude
khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Tém tat ho so an toan: Cac nghién ciu 1am sang hodc duoc ly ¢6 d6i chimg gia duoc ma déi,

trong do6 co ban mot sb dit lidu an toan (trich tr The UCB Documentation Data Bank vao lhéng 6

nam 1997), gbm hon 3000 déi tugng sir dung piracetam, bit ky chi dinh, dang bao ché, lidu

lwgng hang ngay hodc nhém bénh nhan dac biét.

Bang li¢t ké cdc tic dung khong mong mudn

Céc tac dung khong mong muon thu duogc tir cac nghlen ciru lam sang va kinh nghiém sau khi

thudc luu hanh duge liét ké trong bang sau theo hé théng co quan va thn suét. TAn suét duoc xac

dinh nhu sau: Rat thuong gap (= 1/10), thudng gap (> 1/100 dén < 1/10), it gap (> 1/1000 dén <
1/100), hiém gap (> 1/10000 dén < 1/1000), rat hiém gap (< 1/10000), khong 1 (khéng thé wéc

tinh tir nhitng dir liéu c6 san).

Dit liéu tir kinh nghiém sau luu hanh khéng da dé hd tro uée tinh ty 1& mic bénh trong nhém

bénh nhén duoc diéu tri.
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T#e dung khéng mong mudn
Heé co quan Tin suit
Thwong gap it gap ; Khong rod

Roi logn mdu va hé bach R4i loan déng mau

huyét

Roi loan hé mién dich Phén tng phan vé, qui man

Réi loan tam than Lo Iéng Tram cam Kich dgng, lo lé'ng, nham 14n,
4o giac

Réi loan hé than kinh Tang dong Budn ngu Mit diéu hoa, réi loan théng
bang, dong kinh trim trong hon,
nhirc dAu, mét ng, budn ngu

Réi loan tai va éc tai Chéng mat

R6i loan tiéu héa Dau bung, dau thuong vi, tiéu
chay, budn ndn, nén

Réi loan da vé mé duéi da - Phti mach, viém da, nglra, may
day

Roi logn chung va tinh Suy nhuoc

trang co dia

Xét nghiém Tang cn

Théng bdo ngay cho bac sy hoac dugce si khi gip céc tac dung khéng mong mudn nhu trén khi st
dung thudc hodc béo céo cic phan tng ¢6 hai cta thube vé trung tdm Théng tin thudc va Theo
dai phan (mg ¢6 hai ctia thude (ADR) Qudc gia. Dia chi: 13 —15 Lé Thanh Tong — Hoan Kiém —
Ha Noi. Dién thoai: 024.3.9335.618; Fax: 024.3.9335642; Email: di.pvcenter@gmail.com.

QUA LIEU VA CACH X7 TRI

Triéu chirng

Truong hop qué lidu cao nhit duoc béo cdo 1a uﬂng piracetam 75 g. Mot trudng hop ti€u chay ra
mau kém dau bung da duge ghi nhan sau khi uong 75 g piracetam mdi ngay, rat c6 thé lién quan
dén lidu sorbitol rit cao trong thanh phan cua thuoc

Khéng ¢6 thém céc tac dung khéng mong mudn lién quan dén quéa lidu duoc béo cdo véi
piracetam.

Cach xir tri

Trong truong hop qua lidu Lép tinh nghiém trong, ¢6 thé lam réng da day bz‘mgj céach rira da day
hodc gAy noén. Khong c6 thude g giai doc dac hi€u cho qua lidu piracetam. Diéu tri qua lidu thuong
1a diéu tri triéu chimg va ¢6 thé bao gbm chay thin nhin tao. Hiéu suét chiét cua may tham téch
1a 50 — 60% dbi voi piracetam.

PAC TINH DUQC LUC HOC

Nhom duoc Iy: Thube huéng than, cai thién chirc ning nhan thirc.

Ma ATC: NO6BXO03.

Co ché tdc dung: Co ché tac dung ciia piracetam ddi véi cac chi dinh van chua dugc biét.

Tdc dung dwoc ly: O dong V’lt trong cac diéu kién nghién ctru khac ngoai viée sir dung diéu tri,
dic biét 1a & liéu 1Lr0rng hoiic nong dd cao, cac tic dung duoe 1y sau ddy da dugc quan sat:

- Cai thién dan truyén than kinh GABAerglc cholinergic va glutamaterg,lc

- Tang cudng tri nhé va ting tdc do xir Iy théng tin trong va ngoai ban cau.

PAC TINH DUQC PONG HQC

Hdp thu: Sau khi ubng, thudc duoc hip thu nhanh chong va gin nhu hoan toan. Nong do tbi da
trong huyét tuong dat dwoc trong vong 45 phuit.

Phdn bé: Thi gian ban thai trong huyét twrong cta piracetam 13 4 dén 5 gid va tang glp doi khi
d6 thanh thai creatinine dudi 60 mi/phit.



Piracetam vuot qua hang rao méu nfo va dé dang di qua nhau thai.
Thai trir: Piracetam dugc thai trir chti yéu qua dudng nude tiéu trong vong 30 gio.

QUY CACH PONG GOI: Hop 10 vi x 10 vién.

PIEU KIEN BAO QUAN: Béo quan duéi 30°C, trong hop gbc.
TIEU CHUAN CHAT LUQNG CUA THUOC: Nha san xuit.
HAN DUNG: 48 thang ké tir ngdy san xuét.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC

AC HELCOR S.R.L.

Str. Dr. Victor Babes nr. 62, Loc. Baia Mare, Municipiul Baia Mare, Jud. Maramures, cod
430083, Romania (Rumani)
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