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Rx Thubc nay chi diing theo don thude

1. TEN SAN PHAM:
PIRATAM INJ. 3G

2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:

Poc k¥ huéng dén sir dung truée khi dung.

Pé xa tm tay tré em.

Théng bao cho béc sy nhimg tac dung khéng mong muén gip phai khi sir dung thuéc.
Thudc tiém truyén tinh mach.

3. THANH PHAN CONG THUC THUOC:
M&i éng 15 mL chira:
o Thanh ph&n duwoc chadt: Piracetam 3 g.

o Thanh ph&n 1d dugc: Natri axetat hydrat, axit axetic, natri clorua, nudc cét pha tiém.

4. DANG BAO CHE: Dung dich tiém.
Hinh thirc: Dung dich trong va khéng mau trong dng.

5. CHI PINH:

Diéu trj triéu chimg chéng mit

O ngudi cao tudi: suy giam tri nh, chong mat, kém tip trung hodc thiéu tinh tdo thay doi khi
séc, r6i loan hanh vi, sa sit tri tu¢ do nhdi méu ndo nhiéu 6.

Diéu trj dot quy thiéu méu cuc bd cép.

Piéu trj dai ngay céc hdi chimg tdm thin thyc thé & ngudi cao tudi.

Piéu trj nghién rugu.

Diéu trj suy giam nhén thirc sau chn thuong ndo.

Pidu tri bénh thiéu mau hdng céu liém.

Diéu trj hd trg chimg khé doc & tré em.

6. CACH DUNG, LIEU DUNG:

Liéu hang ngéy:
30 — 160 mg/kg/ngdy phy thudc vao timg chi dinh, c6 thé chia lam 2 lin hogc 3 — 4 lén
néu can.
Khi diéu trj cée triéu ching niing, ¢6 thé tiém truyén tinh mach 12 g hang ngay.

Hoi chitng tdm thdn thiee thé ¢ nguoi gia:
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1,2 - 2,4 g/ngay theo mirc dd ning nhe ciia bénh. Liéu tAn cong khdi ddu c6 thé 1én toi
4,8 g/ngay trong nhirg tuin dau tién.
Thiéu mau hong cdu liém:
160 mg/kg/ngay chia 1am 4 lidu bing nhau.
Nghién rucu:
12 g/ngay trong giai doan dAu cai ruou. Liéu duy tri: uéng 2.4 g/ngay.
Suy gidm nhdn thirc sau chdn thwong ndo:
Khoi ddu 9 — 12 g/ngay. Liéu duy tri 2,4 g/ngay.
Dot quy thiéu mdu cuc bé cdp:

Tiém truyén tinh mach 12 g cho lin diu tién, tiép theo dung liéu 12 g hang ngay, trong 4
tudn, sau d6 4,8 g hang ngay trong 8 tudn.

Bénh nhdn suy thdn:
Suy thin nhe va trung binh (creatinine huyét thanh 40 — 60 mL/phut), dung % liéu thong

thudng.
Suy than niing khong thim tdch mau (creatinine huyét thanh 20 — 40 mL/phiit), dung %
liéu théng thudmg.

7. CHONG CHIi PINH:
Min cdm véi piracetam, céc din xuit nhém pyrrolidone hojc bét cir thanh phin nao cla
thude.

Suy than niing; suy gan, méc bénh Huntington va xuét huyét nio.

8. CANH BAO VA THAN TRQNG KHI DUNG THUOC:

1) Vi piracetam dugc thai trir qua than, nén nira doi thai trir clia thuéc ting 1én lién quan tryc
tiép v6i mirc do suy than va Cl... Cin rit than trong khi ding thubc cho ngudi bénh bj suy
thén. CAn theo ddi chirc niing thin & nhimg ngudi bénh ndy va ngudi cao tudi. Trinh ngimg
thudc dot ngdt & bénh nhan rung gidt co do nguy co gdy co giat.

2) Thén trong trén bénh nhan loét da day, c6 tién sir dot quy do xuét huyét, ding cing céc
thuéc gdy chiay mau do ting nguy co gdy chay mau. Than trong trong cdc phiu thuat lén do
kha niing r6i loan dong méu tiém tang.

Thoi ky mang thai: Piracetam c6 thé qua nhau thai. Khong nén ding thudc nay cho ngudi

mang thai.

9. SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:
Siz dung thudc & phu ni cé thai: Chua c6 kinh nghiém cé gié trj lién quan dén viéc sir dung
piracetam trong thdi ky cho con ba. Piracetam di qua hang rao nhau thai. Nhifng nghién clru
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trén dong vat vé dc tinh sinh san khong thdy bét cir dic tinh ndo trén phdi thai cia
piracetam. Chi nén dung piracetam sau khi da danh gié k¥ ludng hiéu qua va rui ro.

Thoi ky cho con bi:

Khéng biét dugc piracetam c6 bai tiét vao sita me hay khéng. Khéng nén dung piracetam
trong thoi ky cho con bi.

10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
C6 thé xay ra céc phan tmg khac nhau ddi véi timg bénh nhén, kha niing phan (mg c6 thé bi
suy giam khi bét dau diéu tri hoic ting liéu.

11. TUONG TAC, TUONG KY CUA THUOC:

1) Sir dung dong thoi vai cc chét kich thich than kinh trung uong gitp ting cudng téc dung
kich thich thin kinh trung uong.

2) Sir dung ddng thdi véi cic thude didu tri tim thin c6 thé gdy tuong tic khong dién hinh.

3) Sir dung déng thdi véi tinh chét tuyén gidp & nhimg bénh nhan bj chimg suy gidp cé thé
gay 1t 14n, bj kich thich va rbi loan gifc ngu.

4) Sir dung ddng thoi véi warfarin c6 thé 1am kéo dai thoi gian prothrombin.

12. TAC DUNG KHONG MONG MUON CUA THUOC:
Thieomg gdp: ADR > 1/100

Than kinh: Bén chdn, dé bj kich dong, nhirc ddu, mét ngd, nga ga.
Tiéu héa: Budn ndn, ndn, dau bung, tiéu chay, dau da day.

Tuin hoan: Cao huyét 4p, giam huyét ap.

Toan than: Mét moi.

Khac: ting cén, phan (mg di (mg, mén do, phat ban, man cam.

It gap, 1/1000 < ADR < 1/100

Toan than: Chéng mit, ting can, suy nhugc

Thén kinh: Run, kich thich tinh dyc, cing thing, ting vin ddng, trdm cam.
Huyét hoc: R&i loan déng mau hoic xuét huyét ning.

Da: Viém da, ngira, may day.

13. QUA LIEU VA CACH XU TRi

Pitacetam ¢6 khoang gi¢i han didu tri rit rong va dugc coi nhu thuéc khéng c6 dge tinh.
Tham chi sau khi uéng 14 g hodc tiém tinh mach 24 g m¢t ngay ciling khong thy c6 doc tinh.
Truong hop qué lidu, nén diéu tri triéu ching, sau d6 diéu trj tong thé.

Khoang 50 — 60% piracetam dugc loai b sau khi thim phén trong 4 gid.
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14. CAC PAC TINH DUQC LUC HQC
Mia ATC: N06BX03

Piracetam (din xuét vong ciia acid gamma amino-butyric, GABA) dugc coi 1a mét chét c6 tac

dung hung tri (cai thién chuyén héa ciia té bao thin kinh) miic di con chua biét nhidu vé cdc
tac dung dic higu ciing nhu co ché tac dung cia n6.
Piracetam tdc dong lén mot sb chit din truyédn thdn kinh nhu acetylcholin, noradrenalin,
dopamin... biéu nay c6 thé giai thich tac dung tich cyc cia thudc 1én sy hoc tap va cai thién
khé néing thyc hién cic test vé trf nhé. Thude c6 thé 1am thay dbi s din truyén thin kinh va
g6p phén cai thién méi truong chuyén hda dé céc té bao thin kinh hoat dong t6t. Trén thyc
nghiém, piracetam c6 téc dung bao vé chéng lai nhimg rdi loan chuyén héa do thiéu méu cyc
b nho lam ting dé khang cua ndo dbi v6i tinh trang thiéu oxy. Piracetam lam ting sy huy
dong va sir dung glucose ma khong 1& thude vao sy cung cép oxy, tao thuan lgi cho con
dudmg pentose va duy tri tdng hop ning lugng & ndo. Piracetam ting cudmg ty 1& phuc hdi sau
- tén thuong do thiéu oxy bing cach ting s quay vong clia cdc phosphat vo co va giam tich tu
glucose va acid lactic. Trong diéu kién binh thuéng ciing nhu khi thiéu oxy, piracetam lam
ting lugng ATP trong néo do ting chuyén ADP thanh ATP; didu nay c6 thé 1a mét co ché dé
gii thich mét s6 tac dung c6 ich cua thubc. Téc dong 1én sy din truyén tiét acetylcholin (lam
tang giai phong acetylcholin) ciing c¢6 thé gép phin vao co ché tic dung cta thudc. Thude con

¢é tac dung lam ting giai phong dopamin va diéu ndy c6 thé co tac dung tdt 1én sy hinh thanh
tri nhé. Thube khong c6 téc dung giy ngu, an thin, hdi sirc, giam dau, an thin kinh hogc binh
than kinh ciing nhu khong c6 tac dung cia GABA.

Piracetam lam giam kha nang két tu tiu ciu va giam dd nhét ctia mau & liéu cao, trong
trudong hop hdng ciu bj cimg bit thudng thi thubc c6 thé 1am cho hdng ciu phyc hdi kha ning
bién dang va khé naing di qua c4c mao mach. Thudc 6 tic dung chdng gidt rung co.

\ 15. CAC PAC TINH DUQC PONG HQC
Piracetam dung theo dudng udng dugc hép thu nhanh chéng va hau nhu hoan toan & ng tiéu
héa. Sinh kha dung dat gin 100%. Ndng dd dinh trong huyét tuong (40-60 microgam/ml)
xuét hién 30 phut sau khi uéng mdt liéu 2 g. Nong d¢ dinh trong dich néo tiy dat duge sau
khi uéng thudc 2 - 8 gity. Hép thu thudc khong thay dbi khi diéu trj dai ngay. Thé tich phén bd
khoang 0,6 lit/kg. Piracetam ngém vao tit ca cdc mo va c6 thé qua hang rdo mu — ndo, nhau
thai va ca cdc mang dung trong thdm tich thin. Thubc cé ndng dd cao & vé néo, thity tran,
thity dinh va thily chim, tidu néio va c4c nhén viing ddy. Nira doi thai trir trong huyét tuong la
4 — 5 gidr. Nira doi thai trir trong dich ndo tay khoang 6 — 8 gid. Piracetam khong gin vao cac
protein huyét twong va dugc ddo thai qua thdn dudi dang nguyén ven. Hé s thanh thai
piracetam ciia thin & ngudi binh thudng 12 86 ml/phit. 30 gid sau khi udng, hon 95% thubc
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duge thai theo nude tidu. Néu bj suy thin thi nira doi thai trir ting 1én: G ngudi bénh bj suy
thén hoan toan va khong hdi phyc thi nira doi thai trir 14 48 — 50 gid.

16. QUY CACH PONG GOI
(15 mL x 8 6ng)/Khay/Hop

17. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC:

Pidu ki¢n bdo quin: Bao quan trong bao bi kin, tranh énh séng, & nhiét 4 dudi 30 °C.

Han ding: 36 thang ké tir ngay san xuét.

Tiéu chuén chiit lrgng: TCCS

18. TEN, PIA CHI CUA CO SO SAN XUAT:

. JEIL PHARMACEUTICAL CO., LTD.
18-29, Seongseo-ro, Dalseo-gu, Daegu, Han Quéc
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