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Piracetam-EGIS
Vet nén bea ghim 800 mg, 800 myva 1200 mq
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10 THONG TIN CHO BENH NHAN }‘1

Boc ky 1 thdng tin cho hénh nhdn nay trude khi ding thudc vi trang d6 c6 chira cac théng 1in quan trgng ddi vdi bgn
Ludn ding thudc nay ding theo hiing dan ghi trang  thang tin cho bénh nhan hodc thea chi dan cia bac sy hoc durc sy,
- G la1 1 théng tin cho bénh nhan nay. Ban co thé can ohéi doc lai nd.
- Tham khan y kién cda duge 57 néu ban cdn thém thang tn hoac 19 khuyén.
- Néu ban g3p bat ki tac dung khang mang mudn nao, hay bao cho bac sy hoac dut s§. Cac 1ac dung khang mong mudn nay
bao gém bél ky tac dung khdng mong mudn n3o chura dure ligt ké 1rong 1o thang tn cho bénh nhan.
- Ban can phai thing bao cho bac sy néu ban cam théy banh khang tién 1rién hodc xdu hon sau 4 wan ding thudc.

1. Ténsdn pham

Vién nén bao phim Piracetam EGIS 400 mg
Vién nén bao phim Piracetam-£GIS 800 my
Vién nén bao phim PiracetamEGIS 1200 mg

2. Md ta s8a phdin

Vién nén bao phim 400 mq: Vién nén baa phim mau trdng hay gan ahtr 1r&ng. khing mui. hinh bau dyc. hai mar hoi |4, ¢f canh, tén
motmat co dap ky hicu E va 241,

Viga nén bao phim BDO mg: Vién nén bao phim mau trang hay gan nhy trang. khong mur, hinh thuon, to canh, vai duong chia dai
trén cd hai mt va cd dap ky hidu Eva 242 wén mot mat.

Vign nén bao phim 1200 mg: Vién nén bao phim co mau trdng hay gan nhy tréng, hinh bdu duc, hai mat [di, co dap ky higu E va 243
Irén mot mat.

Vién nén bao phim Piracetam£GIS duwc dung trong chai thiy tinh mau nau, vdi ndp ddy bang nhira co bang bdo dam cing bd phan
gidm chén, dung trong hp gidy carton,

J. Thanh phén cia thudc

Thanh phan hoat cht cua thudc 13 piracetam,
T4 duge: magnesium stearate, polyvidon, macrogol, diburyl sebacate, titanium dioxide {17 1), 1alc. ethylcellulose. hypromellose

4. Ham lugng cia thudc
Mai vién nén baa phim chira 400 mg. BOO mg va 1200 mq piracetam.
5. Thudc ding cho bénh qi?
Piracetam téng cuting chuy?n hda cac 1€ bao than kinh, duy 1 cAu tric v cé thign chitc nang mang 1€ bao, ci thién sy din tuyén
thiing tin gida céc té baa.
Piracetam cé tac dung 161 déi vefi tudn hoan mauw. Piracetam 13m aidm kéi tap uéu cdu, ciing nhu sir két dinh cia ching vao thanh

mach. [3 yu 1 ban déu tao thanh huyét khdi, cudi cing gy téc nghén mach mau.
Piracetam-EGIS duot ding trong cac 1audng hgp:

. t6i loan tri nhd, thidu chd . grdm canh gidc do tn thudng nao hodc rdi loan chit ning,
. di cheing {mét ngdn ngi¥) do thigu oxy cda hé than kinh (ddt quy do thidu mau cuc bd),
. chimg gid1 rung co co ngudn gac tr he than kinh trung vang {rung gidt oo do vé nan),

-""LTI“ ALS
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] chong mat va rdi loan thang bang di kém {ngoai i khi co phdi hop vdi Gi loan van mach va tam thén bt dinh),
. hd trg diéu tel chiing mat va suy chire nang nhan thite di kem vai nghién U man tinh va cac triéu chitng khi cai o,
. cai thign kha néng cia cc ué co khd khan trong viéc hoc va doc, phdi hop vdi cac bign phap khac.,

6. Nén ddng thudc nay nhu thé ndo va lidu hwang?

Ludn ding thudc nay diing theo huting dan ghi trong 10 thang tin cho bénh nhan hoac theo chi dan cla bac st hoac dwoc 7. HAi lai bac
sy hodc dugc 5§ néu ban khang chéc chan vé lidu dung va céch ding.

N&n ding vizn nén bao phim Piracetam EGIS trudc bira 3n, uang vai 100 - 200 mi nudc.

Lidu lugng phadi duge x3c dinh cho rng bdnh nhan dwa thoo logi binh va mue dd ndng nho cua binh.

Ligu thang thugng 1 30-160 mg/kg thé trong méi ngay (3-12 g/ngayl, chia thanh 2- 4 lén. Ligu khdi déu cho ngui Ion thang thdng I3
2400 mg mdi ngay, liéu duy i 1200-2400 mg mdi ngay. Lidu 15 da mdi ngay 13 4800 mg. Liéu ding hang ngay co thé dugc chia
thanh 2 - 4 3n,

Thai gian diéu ti phu thudc vao tinh trang Iam sang cda bénh nhan. Higu qua didu tri i v cd thé dat duge sau 5-12 tudn diéu 1. Sau
L dhidny diéu ui viee Jing thudu plidi Quge cen én b va gy Qi o ip we ide gy kKiduy, Néu phai digu uf Bu hu i gy
xem xét fai viéc ding thudc sau khadng thi gian 6 thang. Tuy theo timg bénh nhan - néu théy co ddp tmg 1am sang 151 - viéc diéu 1
o thé kén dai nhidu 1hAng hay tring Tty hap hanh Alzheimer ca khi phaf nhidn nim

(4 thé phér giam & chn hanh nhan mar hénh than

Néu ban ngitng diing vién nén bao phim Piracetam-EGIS
Khong t § ngirg diing thudc - ké ¢ khi ban cam théy bénh co cai thién - wir khi co chi dinh clia bac sf.

Tham khdo  kién ciia hc si hnae dieyr sy nén han o hét ky han khnan nan lién quan d&n vier ding thudr nay
7. Khi nao khong nén ding thudc néy?

Khéng ding vién nén bao phim Piracetam-EGIS

. néu ban bj qué mén [di ¢ng) vdi hoat chdt [piracetam), céc dan xual pyralidone khdc hodc vdi bat ky thanh phdn nao cta
thudic.

. néu ban bi suy than nng;

® néu ban bi it quy do xudt huyit;

o néu ban dang cho con bu;

. néu ban dang co thai [chi ding thude nay cho phy ni¥ cd thai khi thyc sy can thigt sau khi da can nhac li ich coa viéc diéu b

va nguy ca cd the xay ra)

Than trong khi ding vign nén bao phim Pirscetam-LGIS

Ban can thang bao cho béc s¢

. ndu ban bi suy than. Su thai lr hoat chat cla thude Piracetam-EGIS ¢6 (h bi suy gidm d céc g hop nay va téc dung cla
thudic cd thé 1ang len: bénh ahdn ca twéi cin phai duye kiém tra chie nang than tidc khi ding thudc:

. néu ban bj dong kinh hoge cd 1ang co gldr. Thufic 6 thé kich thich g4y co gidt hode Am xust hign con dang kinh;

. néu ban cd van dé vé ding mau hoac chdy mau nang. hadc vira wdi qua phau thudt kin. Hoat chat cita thudc cd thé dnh
huting dén s dong mau, do dd phai ¢ sy gidm sat y 1€ khi diing thudc cho nhimg bénh nhan nay;
. néu ban bj gidt rung co do he thin kinh trung vong. Viée nging ding Piracetam-£GIS ddt ngdt cd the gay tai phat bénh va co

gigt khi ngirng thudc;
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. néu ban bj cutmg giap. Thudtc nay co thé gay nang thém mat s wriéu ching cia bénh {run, bdn chén, rdi loan gidc ngl, an
lan},
Viec dung thudc Piracetam-EGIS trang cac tnuiing hap tén can phai duge gidm sat y 1é chat ché.

B. Tac dung khdng mong mudn

Ciing nhe 13t ca cac thufic khac, vién nén baa phim Piracetam-£GIS ciing cd thé gdy ra nhimg tac dung khang mong mudn, mac di
khang phai kay ra 1rén tdt c bénh nhan dung thudc.

Céc 1ac dung khang mong mudn thuang gap {xdy ra 0 1 dén 10 banh nhan trong s@ 100 bénh nhén};
Rdi loan van ding, rang can, bin chin.

Cac tac dung khong mang mudn khang thuing gap (xdy ra @ it hon 1 bénh nhan rang sd 100 bénh nhan):
Yéu mét, budn ngd, 1rdm cém.

Cc tc dung khang mong mudn sau duyt bdo cdo xéy ra trong qud trinh lyy hanh thudic chia piracetam (khang udc tinh duge 1 suat
vay ra dura 1dn cdc O ligu da cd);

-Rdi logn he mién dich; phan tng dj ing nang, phan dng man cam.

-Rdi faan tam than: bdn chcn, lo Iang, ldn on, A0 giac.

-Rdi loan hé than kinh: rifi loan thiing bang va phéii hop. [am chifng dgng kinh trdm 1rang hon,

- R laan tai va mé dao: chang mat

- R loan tiéu hda: dau bung, dau viing bung 1rén, uéu chay, budn ndn, ndn,

- Rffi Inan da vi md disi da: phi, viem da, ngira, may day

9. Nén trdnh nhung thudc hajc thye phdm gi khi dang ding thudc nay?
Ban can thang béo cho bac sy hodc duge sy bidt cac thudc ban dang stf dung hodc vira st dung.

Bac hiér, ban can thang bao cho bidc sy biét néu ban dang sif dung bat ki thudc kich thich than kinh, tc ché than kinh, hormon twyén
giap hoac thudc ching dang méau. Trang nhitng tnréng hap nay can phai theo dii chat ché va trong mat s truting hop phai giam ligu.

10. Cén lam gi khi mdt [dn quén khing ding thudc?

Né&u ban quén ddng vién nén bao phim Piracetam-EGIS
Ning ludn liBu d& quén ngay khi ¢ thé. Khing ding fidu g dfi 18 hit cha lidu 4 quén Vigc nay oo th gdy ding thudc qué lidu.

11, Tan hdn quan thude ndy nhy thé nao?

0

Béo quan o nhiét dé dudi 30°C. /

B8 xa tAm tay 1é em.
Khang diing Piraceram-£GIS sau han diing ghi trén bao bi. V4

Khdng hiy bo thudc vao hé thdng nvee thai hoac rdc thai cia gia dinh. Tham van duge si cach hiy bd thudc khdng ding dén. Bign
phdp ndy sé giip bao vé mai tsing.
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12. Nhilng d&u hiéu v triéu chitng khi ding thudc qua liéu

Piracetam khdng d{c ngay cd ¢ liéu rd1 cao. Trong mit taviing hgp, o6 tidu chay xuat huy#t va dau byng sau khi ufng lidu piracetam 75
g/ngdy, ¢d the do ham lugng sorbit cao trong vién nén,

Khong ca thudc gidi doc dac hiéu cho piracetam. XU tri khd nang bi qua liéu bang cach diéu m triéu chimg. Ca 1hé ioai bd piraceram
bidng thdm phén v hidu qud tach ra duge 50-60%.

13. Lan phai lam gi khi diing thudc qua ligu khuyén can?
Tham khao ¥ kién cua bac 5§ ngay lap nic néu ban ding vién nén baga phim Piracetam-£GIS vin liéu cao han iy khuyén céo.
14, Tén/bigu tweng cia nha san xudt/nha nhap khdu/chu so hitw gidy phép ding ky san pham

EGIS PHARMACEUTICALS
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1106 BUDAPEST, Kereszturi it 30-38,
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15, Nhing diéu cdn than trong khi ding thudc néy?

Phu ni? co thai va cho con bi

Néu ban co thar hodc dang cho con bi. hoac cd kha nang c6 thai hoac dy dinh cd thai, ban cdn tham khao y kign cua béc sy hode dic
sy truic khi diang thudc nay.

Chi ding Piracetam cho phu nif cd thai khi thc sy cdn thigl.

Piracetam duoc 1é1 vao sia me. Do d6 khang ding piracetam cho phu ni dang cho con bu hodc ngutr me cdn ngling cho con b khi
diéu 1ri bang piracetam.

NEu ban ¢6 thai hodc dang cho con by, cdn tham khao y kién cua bac sy hodc duuc sy truc khi bat déu st dung bét ky mat loai thudc

nao

Anh hudng dén khd nang 14 xe va van hanh may méc

Khdng cd dir liéw 1am sang cho thiy piracetam anh huting dén cdc kha néng Iai xe hodc van hanh may mdc, tuy nhién vi piracetam co \
thé gay tac dung phu nén khang thé loai taf kha ndng nay. Do dd céc gidi han ap dung phai duoc bac si quygt dinh cho ting maing hyp ,‘
mét. j'

16.  Khi ndo cdn tham vin bac sy?

XinxemmycB,7.8,9.10,12, 13.
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