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Gavoreta

Dé xa tam tay tré em

Doc ky huwéng dan siv dung trude khi dimg

Khiong dwoc tiém

Thong bdo ngay cho bic sy hodc dwoc sy nhirng phan irng ¢6 hai gap phai khi sie dung th ubc
1. THANH PHAN CONG THUC THUOC
Thanh p!nfrn hoat chiit: Piracetam 20% kl/tt (200 mg/ml)
Thanh phan té dwpe: Sodium Acetate, Acetic Acid, Glycerin, Sodium Saccharin,
Methylparaben, Propylparaben, Iithanol 96%, Orange Flavor, Nudce tinh khidt.
2. DANG BAO CHE
Dung dich ubng
M3 ti dang bao ché: Dung dich ubng trong sudt, huong cam.
3. Cul DINI
O ngudi trudng thanh:
~ 118 ro didu tri cée triéu chimg suy gidm nhin thire va cam giac than kinh do bénh ly man
tinh ¢ nguoi cao tudi (trir bénh Alzheimer va céc bénh sa st trf tué khac).
- Cai thién triéu chimg chdéng mat.
- Didu tri chimg giat rung co ¢6 ngudn gde tir vo néo.
O tré ndng hon 30 kg (tire 1a tir khoang 9 tudi):
- 113 tro didu tri chimg kho doc.
4. CACII DUNG, LIEU DUNG
Cich dung:
Ding dudng udng, cé thé ding cing hodic khéng ciing thitc &n. Nén chia licu dung hang
ngdy thanh 2-4 1in uéng. C6 thé pha lodng thude véi mot it nude.
- Ong 6 ml: I.a dang don li¢u, dung hét éng ngay sau khi md. Néu éng 6 ml khong phi hop
v6i chi dinh liéu dung thi lua chon quy cach lo dé chia liéu phi hop.
- Lo 120 ml, lo 180 ml, 1o 240 ml: Str dung cbe chia lidu kem theo.
Liéu ding:

Lic¢u dung khuyén céo theo chi dinh nhu sau:
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Bat diu didu tri voi lidu hang ngay la 7.2 g piracetam (36 ml). Sau d, tuy theo dip (mg

cta bénh nhan, cir sau 3-4 ngay ting thém 4,8 g/ngay (24 ml/ngay) cho dén khi li¢u t6i da
la 24 o/ngay (120 ml/ngay). V&i bénh nhan dang dung cac thude didu tri rung giat co khac
ngodi piracctam, nén 1iép tuc ditu tri voi liéu bénh nhan dang sir dung. Sau dé, tuy thude
vao dip (ng cua bénh nhin, giam lidu cdc thuée nay dén murc ¢6 thé,

Mot khi da bit ddu diéu tri bang piracctam, nén duy tri diéu tri khi bénh 1y nio cin nguyén
An ton tai. O bénh nhan ¢6 mot con cép tinh, bénh co thé cai thién tu phat sau mot thoi

vian dicu tri. Nén ¢ ging giam hodc nging diéu tri bang piracctam sdu thang mot lan,

o
bing cich giam 1,2 g piracetam mdi hai ngdy (mdi 3-4 ngay trong truong hop ¢ hoi chimg
[Lance-Adams) nhim ngiin ngira nguy co tai phat rung giét co dot ngdt hode co giat do
ngung thude dot ngot.

Diéu tri chirng khé doc & tré em:

Li¢u 50 mg/ke/ngay, chia 3 lan/ngay

Vi du tr¢ ning 30 kg: dung lidu 500 mg/lan x 3 1an/ngdy.

D6 tegng diie biét:

Nguwoi cao 1udi

Khuyén cdo diGu chinh liéu & bénh nhan cao tudi bi suy than (xem phén “Bénh nhén suy
than™ bén dudi). D61 vai trudmg hop di¢u tri kéo dai, nén theo doi thuong xuyén do thanh
thai creatinine d¢ diéu chinh li¢u néu cén thiét.

Bénh nhin suy than

Lidu hang ngay nén dugc di¢u chinh ca thé héa tiy thude vao chire ning thin cia bénh
nhin. Tham khdo bang sau dé didu chinh liéu phi hop. D¢ str dung bang nay, cin udc tinh
do thanh thai creatinine (Cler) ctia b¢nh nhéan theco ml/phut. CLer (ml/phut) ¢o thé duoc
wde tinh tr ndng do creatinine huyét thanh (mg/dl) theo cong thire sau:

| 140—tudi (nim)| x c¢in nang (kg)
72x Nong do creatinine huyét thanh (mg/dl)

CLce x 0,85 (néu la nir gidi)
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chia 2-4 lan/ngay

Bénh I;hﬁ!'-l suy gan
Khong can di¢u chinh li¢u ¢ bénh nhan chi suy gan.

Khuyén cdo didu chinh lidu ¢ bénh nhan ddng thoi suy gan va suy than (xem phin “Bénh
nhén suy thin” ¢ trén).

5. CHHONG CHI DINII

Bénh nhin qua man cam vai piracetam hodc voi céac dén xudt pyrrolidone khic hode vai
bit k¥ thanh phin nao ¢ trong san phém.

Chdng chi dinh ¢ bénh nhén suy thdn nidng hodc suy than giai doan cudi, bénh nhan xudt
huyét nio. bénh nhan mic bénh mua gidt Iuntington.

6. CANH BAO VA TIIAN TRONG KHI DUNG THUOC

Tic dong dén su két thp ticu ciu

Do piracctam co tac dong dén su két tap tiu cau, nén than trong khi ding cho bénh nhin
bi chay mau ning, bénh nhin ¢4 nguy co chay méu nhu loét dudng tiéu hoa, bénh nhéan
cAm mdu kém, ¢6 tién st dét quy, xudt huyét, bénh nhan can phiu thudt (bao gdm ca phiu
thudt nha khoa) va bénh nhén dang dung thudc chéng dong mau hodc thudc chdng két tap
liéu ciu, bao gdm acid acctylsalicylic liéu thap.

Suy thin

Piracctam duoc thai trir qua thiin nén can thin trong ddi voi bénh nhéan bi suy thén.

Trong, trudng hgp bénh nhan suy thin nhe dén trung binh, néu dé thanh thai creatinine dudi
80 ml/phat thi liéu khuyén cdo hang ngay s& duoc giam va/hodc gidn khoang cach lidu.
Neudi cao tubi

Khi ¢iéu i kéo dai o bénh nhan cao tudi, can dénh gid thuomg xuyén dg thanh thdi
creatinine dé diéu chinh lidu néu cén thict.
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uoe nay ¢6 chira dudi 1 mmol (23 mg) natri trong moéi 1ml, vé co ban duoc xem nhu

“khong chira natri™.

Thude ndy c¢d chira mdt lwong nho ethanol (aleol), dudi 100 mg trong mdi lidu.

7. SUDUNG THUOC CHO PIHY NU CO THAI VA CHO CON BU

Phu nir ¢6 thai

Khong co dir liéu day du vé viée st dung piracetam & phu nit mang thai. Cac nghién ciu

wén dong vt khong cho thiy tic dung ¢ hai tryc tiép hodc gian tiép déi voi qué trinh

mang thai, su phdt trién ctia phdi/thai nhi, qué trinh sinh né hodc phat trién sau sinh,

Piracctam di qua hang rao nhau thai. Néng do thudc ¢ thai nhi bing khoang 70% - 90%

nong do thude & me. Piracctam khong duge khuyén cdo trong thoi ky mang thai trir khi

thue su can thiét, khi loi ich mong doi cho ngudi me vuot trgi hon nhing rai ro tiém an.

Phu nir cho con b

Piracclam co bai tiét vao sira me. Vi vay, khong nén str dung trong thoi gian cho con b

hodic nén ngimg cho con ba trong thdi gian dicu tri. Can nhéc loi ich/ nguy co giira vi¢e

cho con ba déi véi tré va loi ich ctia viée diéu tri cho me d& dua ra quyét dinh vé viée

ngtmg cho con ba hay ngung diéu tri bing piracctam.

8. ANII HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY
MOC

Piracctam anh hudng trung binh dén kha ning lai xe va van hanh may mdc.

9. TUONG TAC, TUONG KY CUA THUOC

9.1. Twong tic cia thude

Twony tic dupe dong hoc

Nguy co tuong tac thude ¢6 thé lam thay doi duge dong hoc ctia piracteam duoc cho la

thip. vi khoang 90% liGu piracetam duoc thai trir dudi dang hoat chit khong déi qua nude

icu.

In vitro, piracetam khong te ché cée dong phan cytochrom P450 & gan nguoi (CYP 1A2,

2136, 2C8. 209, 2C19, 216, 2151 va 4A9/11) & ndng do 142, 426 va 1422 pg/ml.

O ndng d6 1422 pg/ml, da quan sat thiy téc dung (rc ché nhe déi trén CYP 2A6 (21%) va

3A4/5 (11%). Tuy nhién, gid trj Ki can thiét dé wc ché hai dong phin CYP nay cao hon
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VOl hurmon tuyén gidp ( i 4).

Acenvcoumarol

Trong mdt nghién ctru ma don ¢ nhitng bénh nhén bi huyét khéi tinh mach tai phat ning,
piraccltam (9,6 g/ngay) khong anh hudng dén lidu acenocoumarol cén thiét dé dat INR
2.5 dén 3.3. Tuy nhicn, so voi tdc dung cia acenocoumarol dung don dge, vice b sung,
piracctam (9,6 g/ngay) lam giam dang ké su két tap tiéu cau, giai phong B-thromboglobulin,
nf}ng do librinogen va cdc yéu t6 von Willebrand (VIIL:C; VIIL: vW: Ag; VIIT : vW : Reo)
cting nhu dé nhét cha mau toan phin va huyét twong.

Thude chbng dpng kinh

Lidu piracetam 20 g/ngdy trong 4 tudn khong dnh huong dén ndng do 16i da va ndng do
day trong huyét thanh cla céc thubc chéng déng kinh (carbamazepin, phenytoin,
phenobarbital, acid valproic) & bénh nhéan bi bénh ddng kinh dugc dung lidu 6n dinh.
Ruou

Ubng dong thoi voi rugu khong anh huéng dén ndng do piracetam trong huyét thanh va
ndng do rugu khong bi anh hudng khi ubng 1,6 g piracctam.

9.2. Tuong ky cua thude

Do khéng ¢6 cde nghien ciru vé tinh twong ky clia thude, khong trén 1n thude nay voi cac
thude khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Tom Git h so an todn

Céc nghicn ctru duoe 1y hode duoc 1dm sang mu ddi, co déi chimg gia duge cung cép dir
licu an wan (tir Co s¢ dir li¢u UCB, vao thang 6 nam 1997), bao g,ém hon 3000 déi tuong
sir dung piracctam, ngdu nhién chi dinh, dang bao ché, lidu dung hang ngay va dic diém
nhom nghién ctru.

Danh sich tom tit cie tdec dung khong mong mudn

Cac phan tng ¢6 hai cua tl thude (ADR) duge phan loai theo tAn sudt xay ra: rit thuong gip
(ADR > 1/10). thudmg gidp (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém
ofip (1/10000 < ADR < 1/1000), rit hiém gip (< 1/10000), khéng xac dinh (khong thé udc

tinh tir dit licu sén o).
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Bio c¢io cie tic dung khong mong muon nghi ngo' do thude

Cin thong bio cho bic s¥. duge sy doi voi cae phan Gmg ¢ hai ¢6 the gép phai khi sir dung

thude hodc bao cao cdc phan tng ¢6 hai cua thude vé Trung tdm Quoc gia v¢ Thong tin

thude va Theo doi phan Gng ¢ hai cua thude.

11.QUA LIEU VA XU TRi

2
A

I'ri¢u ching qua licu

Bdo ¢do qud li¢u piracetam ¢6 li¢u uong 16n nhat la 75 g. Mot truong hop ti¢u chay ra mau

kém duu bung da duge ghi nhin sau khi uong 75 g piracetam/ngay, nhung nhiéu kha ning

truong hop ndy 1a do lugng sorbitol qua cao ¢6 trong cong thie dugce st dung.

Khong ¢6 thém tac dung khéng mong muon nao lién quan dén qua licu khic voi cdc tac

dung khong mong muon da duge bao cdo ¢ phan “Tac dung khong mong muon” & trén.
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12. DAC TINII DUQC LUC HOC
Nhom duoe ly: Thude kich thich hé than kinh va nootropics khéc
Ma A'1TC: NO6BX03
Co ché tie dung
Co ¢hé tae dung lam co so cho tac dung didu tri chua duoc biét ro.
Tice dyng duge lue hoe
O dong vat, trong cac nghicn clru ¢ diéu kién khac véi muc dich sur dung dé diéu tri bénh,
diic bidt o lidu dung hodic ndng dé thudmg cao, cdce tdc dung duge ly sau ddy da dugce ghi
nhan:

e Cii thién sur din truyén than kinh GABAergic, cholinergic va glutamatergic

e l'ao dicu kién thuan loi cho viée hoe tap va toe do xur ly thong tin trong va ngoai

ban ciu.

13.DAC TINH DUQC DONG HQC
lIflp thu
Sau khi uéng. su hip thu hoan toan va nhanh chong, Néng do tdi da trong huyét twong
dat duoc sau 45 phut.
Phiin b
T'hoi sian ban thai trong huyét twong clia piracetam la 4 dén 5 gio. N6 tang gap déi khi
dd thanh thai creatinine duoi 60 ml/phut.
Piracctam di qua hang rao mau ndo.
N6 d& dang di qua nhau thai.
Thai tra
Chu yéu thai trir qua nude ticu sau 30 gid.
14.QUY CACH DONG GOI
Hop 1 1o 120 ml, kém 1 ¢de chia lidu
[op 1 1o 180 ml, kém 1 cde chia lidu
1op | 1o 240 ml, kém 1 cde chia licu

[1op 20 dng x 6ml
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SDHAyiMEK . 2 e b Al i A |
% Jici & hao quan (bao gom trude va sau khi mo nap voi dang lo): Noi kho rao, nhict do

5
Loy °C. tranh anh sang.

Hew ditrig:
Hop 11 120 ml, Hop 1 1o 180 ml, Hop 1 lg 240 ml: 24 thing ké tir ngay san
xudt va 30 ngay sau khi mé nip
Hop 20 6ng x 6 ml, hip 30 dng x 6 ml: 24 thang k& tir ngay san xudt
Tieu chuan chat lwong cia thude: TCCS
16. TEN, DIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN DUQC PHAM SOHA VIMEX
Dia chi: Duong N1 - Khu cong nghi¢p Yén My 11, Thi tran Yén My. Huy¢n Yén MY,

Tinh Hung Yén, Vi¢t Nam.
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