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SOVPIRACETAM 1200MG SACHET

DPoc k huong dan sir dung trude khi dung. Dé xa téam tay tré em.

1. Thanh phin céng thire thude (cho 1 goi)

Thanh phin hoat chit: Ham lugng

Piracetam 1200 mg

Thanh phén té dwge: Mannitol, Aspartam, acid citric, Kali | Vira di 1 gbi

acesulfam, Silica Colloidal hydrate, huong cam

2. Dang bao ché: Thube bt pha dung dich udng, méau tring dén triing ngd, vi ngot hoi dang.

3. Chi djnh
Piracetam dugc cung cép dé cai thién bénh 1y 161 loan tri nhd hodc rbi loan tri thong
minh trong trwdng hop khong cé chin doan sa st tri tué.
Piracetam c6 thé lam giam rung giat co vo ndo & mot s6 bénh nhan. Pé kiém tra do
nhay cam véi piracetam, c6 thé bét dau diéu tri thir nghiém trong thoi gian gii han.

4. Céch ding, lidu ding
4.1 Cach dung

- Thubc ding theo dudng ubng, c6 thé udng cung hoic khong cling véi thirc an.
- Hoa thudc trong 1 lugng nudce vira du, khudy cho tan trwéc khi ubng.

4.2 Liéu ding
_Pé didu trj suy gidm trf nhé va / hodc tri tug, lidu khoi déu 12 4,8 g mbi ngdy chia
[am nhidu 1n trong vai tudn dAu didu trj; sau d6, lidu duy tri 12 2,4 g mdi ngay chia
1am 2 hoic 3 1an. Lidu c6 thé dugc giam xudng 1,2 g mdi ngay.
-Pé didu tri rung giat co vo ndo, liéu lugng nén dugce bac s didu chinh tuy thudc vao
timg c4 nhin, Bt dAu voi lidu hing ngiy 12 7.2 g, c6 the tang thém 4,8 g sau mbi 3
dén 4 ngay dén lidu t6i da 24 g/ngay chia lam 2 hodc 3 1an.
Bénh nhan suy giam chitc ndng than:
Piracetam gin nhu dugc thai trir hoan toan qua thén, phai than trong khi didu tri cho
bénh nhan bi suy than, va nén theo ddi chirc nang than & nhitng nhém bénh nhén nay.
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Thoi gian bén thai ting c6 lién quan tryc tiép dén sy suy gidm chirc ning thin va d6
thanh thai creatinin. Didu ndy ciling xdy ra véi b¢nh nhan cao tudi do sy bai tiét
creatinine phu thudc vao tudi.

Khoéng hiéu chinh lidu dya trén chirc ning than dugc tham khéo theo bang dudi day:
C6 thé wéc Iuong hé sb thanh thai creatinine (mU/phit) tir ndng d0 creatinine huyét
thanh (mg/dl) qua cdng thirc sau:

Cler = {[140 — tui (ndm)] x thé trong (kg)/[ 72 x creatinine huyét thanh (mg/d1)]} (x

0,85 néu 12 phy nir)
Chiec nédng thdn Hé s6 thanh thai | Hiéu chinh liéu
Creatinin ( CLer)mijphin

Binh thuong > 80 Sir dung lifu hang ngay chia lam 2
dén 4 14n

Suy than nhe 50 -79 2/3 lidu hang ngay chia lam 2 dén 3
lin

Suy than vira 30 - 49 1/3 lidu hang ngay, chia 1am 2 lén

Suy thdn ngng | <30 1/6 lidu hang ngay, dung 1 14n

Suy than giai |- Chéng chi dinh

doan cubi

Khéng cin didu chinh lidu & bénh nhén suy gan don thuén. & bénh nhén suy gan, suy
than nén didu chinh lidu nhir hiéu chinh liéu trén bénh nhén suy thdn ¢ bang trén.

. Chéng chi dinh

_ Min cam v6i bét ky thanh phin nao cia thude.

- Ngudi bénh suy than niing giai doan cubi

- Ngudi méc bénh muaa gidt Huntington.

- Bénh nhén bj xuét huyét ndo.

. Canh b#o va thin trong khi dung thude

Do tic dung ciia piracetam trén sy két tap tiéu chu, than trong khi st dyng cho nhing
bénh nhan bj xuét huyét ning, bénh nhan cé nguy co chiy mau nhw loét da day dudng
tiéu hoa, bénh nhén b i logn déng mau tiém 4n, bénh nhén c6 tidn st bi dot quy do
xuét huyét, bénh nhan phai trai qua mét cude phéu thudt 16n, bao gbm ca phau thudt
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nha khoa va nhiing bénh nhan dang ding thudc chéng déng méau hogc thube chéng
két tap tidu cu, ké ca aspirin liéu thép.
Vé6i bénh nhén cao tudi cAn danh gia thudng xuyén d thanh thai creatinin @& xem xét
diéu chinh lidu cho phi hop.
Thén trong khi ding thubc cho bénh nhén bi suy than do piracetam dugc thai trir qua
than, thdi gian ban thai ciia thubc ting lén lién quan tryc tiép v6i mirc 9 suy thn va
d6 thanh thai creatinin. (xem muyc 4.2 liéu dung).
Tréanh ngimg thudc dot ngdt & bénh nhan rung giét co do nguy co gay co gidt.
San phdm chira aspartam. Aspartame bi thity phén tai bng tiéu héa khi ding dudng
udng. Mot trong nhitng san phém thiy phén chinh 13 phenylalanine. Phenylalanine co
thé c6 hai néu bénh nhan méc ching phenylceton nigu.
San phim c6 chira Mannitol, c6 thé c6 tic dung nhugn trang nhe.
7. Sir dyng thudc cho phu nir cé thai va cho con bu

7.1 Phu ni¢ co thai
Khéng nén ding piracetam trong khi mang thai trir khi that cn thiét, khi 1¢i ich vuot
trdi nguy co va tinh trang 14m sang cua thai phu yéu cu phai diéu tri bing piracetam.
Khéng c6 dit dit liéu v& viéc st dung piracetam ¢ thai phy. Cac nghién ciu trén dong
vat khéng cho thiy tac dung c6 hai tryc tiép hoiic gian tiép d6i voi thai ky, sy phat
trién cita phoi hay bao thai, sy sinh né hay phat trién sau khi sinh.
Piracetam qua dugc hang rao nhau thai. Néng b thubc & tré so sinh khoang 70% dén
90% nbng do ciia me.
7.2 Phu nit cho con bu. S
Khéng nén st dung piracetam trong khi dang cho con ba hodc khong cho con ba
trong thoi gian didu tri bang piracetam. Nén tinh dén loi ich cia viéc bu sita me dabi
v6i tré va 1oi ich ciia didu trj dbi v6i me khi quyét dinh khéng cho con bl hogc khong
sit dung piracetam. Piracetam duqc tiét vao sita mg.

8. Anh hwéng cia thude 1én kha ning ldi xe, vin hanh may méc:
Duya trén cic tac dyng khéng mong muén d3 dugc quan st thdy vdi san phém thude
nay, kha ning 13i xe va st dung miy mdc co thé bi anh huong. Do d6, bénh nhén st
dung piracetam cén than trong khi 14i xe hoge vin hanh may mde.

9, Twong tic thudc, twong ky ciia thudc

9.1.Twong tic thubc
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Hormone tuyén gidp: 1 14n, kh6 chiu va rdi loan gidc ngl da dugc béo cao khi diéu
trj ddng thoi Piracetam va cc chét chiét xuit tir tuyén giap (T3 + T4).
Acenocoumarol: Trong mot thir nghiém 14m sang mu don dé dugc cong bd, & nhiing
bénh nhén bi huyét khéi tinh mach t4i phat ndng, piracetam v6i lidu 9,6 g / ngay
khéng lam thay déi lidu acenocoumarol cén thiét dé dat dugc INR 2,5 dén 3,5, nhung
o v6i tac dung ciia acenocoumarol don thuén, viéc bd sung piracetam 9,6 g / ngay
lam giam ding ké su két tap tidu chu, gidi phong thromboglobulin, nong dd
fibrinogen va cac yéu t6 Von Willebrand (VIIl: C; V IIL: vW: Ag; VIIL; vW va db
nhét cia mau va huyét twong toan phén).

(3 mot nguoi bénh thoi gian prothrombin dd dugc 4n dinh béng warfarin lai ting lén
khi dung piracetam.
9.2. Twong ky ciia thudc
Do khong c6 céc nghién cliru vé tinh twong ky cia thuée, khong tron 1an thudc nay véi
cac thudc khac.

10. Téc dung khong mong muén ciia thude

Thudng gip, ADR >1/100

Toan than: Mét méi.

Tiéu héa: Budn ndn, ndn, ia chay, dau byung, truéng bung.

Thén kinh: Bdn chdn, dé bi kich dong, dau dhu, mat ngl, ngl ga.

ft gap, 1/1 000 < ADR < 1/100

Toan than: Chéng miit, ting cdn, suy nhuoc.

Than kinh: Run, kich thich tinh duc, cing thing, ting vin dong,

trAm cam.

Huyét hoc: Réi loan dong mau hodc xuét huyét ning.

Da: Viém da, ngira, may day

Huéng dan cach xi tri ADR

C6 thé gidm nhe c4c ADR ciia thube bing cach gidm liéu.

Théng bdo ngay cho bdc sy hodc duoc st khi gdp cdc tac dung khong mong mudn nhu
trén khi sir dung thudc hodc bdo cdo cic phdn vng cd hai ciia thudc vé Trung tam

Thong tin thuée va Theo doi phdn tkng co hai cua thuoc (ADR) Quéc gia.
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11. Qua lidu va cdch xi tri

12.

Piracetam khéng ddc ngay ca khi ding lidu rit cao, khéng cin thiét phai c6 nhitng
bién phap diic biét khi ding qua liéu.

Pic tinh dwoe lye hoc:
Nhém dwoe 1j: Thubc hung tri (cai thién chuyén hoa ciia té bao thin kinh).
Maia ATC: N06BXO03.
Piracetam (din xuét vong cla acid gamma amino-butyric, GABA) dugc coi 1a mbt chét
¢6 tac dung hung tri (cai thién chuyén héa ciia té bao thén kinh) méc di con chua biét
nhidu vé céc tic dung diic hiéu ciing nhu co ché tac dung cia né.
Piracetam tac dong 1én mot sb chat din truyén thin kinh nhu acetylcholin,
noradrenalin, dopamin... Didu nay c6 thé gii thich tac dung tich cwc ciia thuéc 1én s
hoc tap va cai thién kha nang thuc hién céc test vé tri nhé. Thubc c6 thé 1am thay ddi sy
dAn truyn thin kinh va gép phin cai thién mbi trudng chuyén héa d& cac té bao thén
kinh hoat ddng tét. Trén thyc nghiém, piracetam c6 thc dung bio vé chong lai nhitng roi
Joan chuyén héa do thiéu mau cuc bé nhd 1am ting d€ khang ctia néo d6i voi tinh trang
thiéu oxy.
Piracetam lam ting sir huy dong va sir dung glucose ma khong 1€ thudc vao sy cung clp
oxy, tao thuin lgi cho con dudng pentose va duy tri tbng hop ning lugng & nao.
Piracetam ting cudng tj 1 phuc hdi sau tén thuong do thiéu oxy bang cach ting sy
quay vong clia cac phosphat v6 co va gidm tich tu glucose va acid lactic. Trong diéu
kién binh thudng ciing nhu khi thiéu oxy, piracetam lam ting lwgng ATP trong ndo do
ting chuyén ADP thanh ATP; diéu nay c6 thé 1a mét co ché de giai thich mot 5O tac
dung co ich cua thube.
Téc dong 1én sy dan truyén tiét acetylcholin (1am ting gidi phong acetylcholin) ciing c6
thé gop phén vao co ché tac dyng cua thudc.
Thube con b thc dung 1am ting giai phong dopamin va didu ndy c6 thé c6 tic dung tot
1én sy hinh thanh tri nh6. Thube khong c6 tac dung gy ngi, an than, hdi sirc, giam dau,
an thin kinh hoiic binh thin kinh ciing nhu khong c6 tic dung cua GABA.
Piracetam 1am giam kha ning két tu tiéu cAu va giam d nhot cia méu & lidu cao, trong
trwomg hop hdng cAu bj cimg bét thudng thi thude ¢6 thé 1am cho héng ciu phuc hoi kha
nang bién dang va kha ning di qua cic mao mach. Thube ¢6 tac dung chdng gidt rung

co.
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13.

14.

15.

16.

Miic di, mot s6 nude sir dung piracetam trong diéu tri sa sut trf tué va suy giam nhén
thirc, mot danh gid hé théng da két ludn 1 cac bing ching tir cic y vin chinh thong
khéng ting hd viéc sit dung piracetam cho cac diéu tri ndy.

Pic tinh dwge dong hoc
Hép thu: hip thu nhanh chéng va hau nhir hoan toan & éng tiéu hoa. Hap thu thude
khong thay dbi khi diéu tri dai ngay.
Phén bé: Néng b dinh trong huyét twong (40-60 microgram/ ml) xuét hién 30 phit
sau khi uéng 1 lidu 2 g. Thé tich phan bé khoang 0,6 lit/kg. Piracetam ngim vio tit cd ¢
cac md va c6 thé qua hang rdo mau-ndo, nhau-thai va ca cic mang dung trong thém
tich than. Thudc c6 ndng do cao & vo nio, thity tran, thuy dinh va thuy chém, tiéu nio
va céc nhan ving Ay Piracetam khong ghn vao cac protein huyét twong.
Chuyén héa: Khong c6 chit chuyén héa ciia Piracetam dugc tim thiy.
Thai triv: duge dao thai qua than dudi dang nguyén ven. HE s6 thanh thai & ngudi
binh thudng 1a 86 ml/phut. 30 gio sau khi ubng, hon 95% thudc duge thai theo nudc
tidu. Néu bj suy than thi thdi gian ban thai ting 1én. O ngudi bi bénh suy than hoan
toan va khéng hdi phuc thi thoi gian nay 13 48-50 gid.

Quy cach dong goi:
Hoép 20 gbi, 30 goi, 50 gbi x 3g, kém huéng dan sir dyng.

Piéu kién bao quin, han ding, tiéu chuin chit lwong ciia thudc:
Pidu kién béo quan: Noi kho rdo, nhiét dé khéng qué 30°C, tranh 4nh sdng tryc tiép.
Han dung;: 36 thang ké tir ngy sén xuét.

Tiéu chuén chit lwong: TCCS.
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