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HUGONG DAN SUDUNG THUOC

Rx — Thudc nay chi ding theo don thudc |

PITAMSOL® |

Poc ki hwing dan sir dung trudc khi diung
Dé xa tam tay tré em
Thanh phéan cong thirc:

Thanh phan hoat chit:

Piracetam 33,33% (kl/tt)

Thanh phin ta duge: Betadex, Sucralose, Sorbitol, Glycerin, Acid citric monohydrat, Natri citrat,
\/Icthylparaben Propy lparaben Propylen glycol Lemon lime flavor, Menthol, Nudc tinh khiét. |

Dang bao ché: Dung dich uéng trong sudt, dong nhit, c6 mui thom va vi dic trung.

. Chi dinh:
Pitamsol dugc chi dinh & ngudi I6n méc bénh giat rung co ¢ ngudn goe vo ndo, khong phén biét
bénh hoc va nén dugc sir dung két hop voi céc liéu phap chong giat rung co khac.

Cich ding, liéu dung:
Cach dung:
'I'{luéc dung duong udng, co thé uéng‘ lac doi ho?c no. Nén chia liéu mﬁi ngay 2 - 4 lan. Sau moi
liéu nén uéng nudce hodc nude ngot dé giam vi dang cua dung dich thudc.

C6 thé sir dung dang géi chia liéu sdn 7,2 ml (twong duong 2.4 g piracetam) va 24 ml (tuong
duong 8 g).
Liéu dang: |
Liéu khoi dau 1a 7, ;2 g/ngay, chia lam 2 - 3 lém (c6 thé dung gbi 7,2 ml x 3 lémfngay) va sau do |
tang thém 4.8 g mdi 3 -4 ngay cho toi liéu t01 da la 24 g/ngay, chia lam 2 - 3 lan (c6 thé dung |
g6i 24 ml x 3 lan/ngay). Diéu tri vdi cac thude tri giat rung co khac nén duoc duy tri ¢ ciing liéu
luong. Tuy theo lgi ich ldm sang dat duoc, nén glam liéu ciia nhirng thudc nay, néu co thé.
Khi diéu tri, can tlep tuc sir dung piracetam néu van con cac triéu chung bénh & nao. o] nhimg
bénh nhén trong giai doan cap, bénh c6 thé tién trién t5t sau mét khoang thoi gian diéu tri, vi vy
. nén thir giam liéu hodc ngung diéu tri clr mGi 6 thang. Nén giam 1,2 g piracetam mdi 2 ngay |
(moi 3 hodc 4 ngay trong truong hop mac hdi chimg Lance — Adams) nham phong ngira kha |
nang tai phat dot ngot hoic co gidt do ngimg thude dot ngot.
Nguoi cao tuéi: !

Nén chinh liéu & ngudi cao tuoa ¢6 ton thuong chirc nang than (xem “Canh bdo va thén trong,
Bénh nhan suy thén’). Khi diéu tri dai han & nguoi cao tudi, can danh gia thuomg xuyén hé sb
thanh thai creatinin dé chinh liéu phu hop khi cn thiét.

Bénh nhdn suy than: |
Liéu hang ngay dugc tinh cho timg bénh nhén theo chic nang than. Tham khao bang sau va diéu |
chinh liéu theo chi dinh. Dé ding bang phan liéu nay, cén u6e luong hé sd thanh thai creatinin |

cla bénh nhén (Clcr) tinh theo ml/phut. C6 thé udc luong hé sé thanh thai creatinin (ml/phut) tir |
nong do creatinin huyét thanh (mg/dl) qua cong thirc sau:

Cler  [140 - tudi (ndm)] * can ning (kg)

— 3 (* 0,85 dbi véi phu ni) ,
72 * creatinin huyét thanh (mg/dl)
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" Hé s6 thanh thai

Nhém creatinin Li¢u lwgng va s6 1an ding
(mV/phiit)
Chite nang than binh thuong > 80 " Liéu thuong dung hang ngay, chia 2 — 4 l4n
——— %076 ‘ §x13 allféu thuémg ding hang ngay, chia 2 hodc
Suy thén trung binh | 30-49 - 1/3 liéu thudong ding hang ngay, chia 2 lan
Suy thén ning <30 1/6 liéu thuomg ding hang ngay, ding 1 lan
Suy than giai doan cudi - ' Chéng chi dinh

i

Choéng chi dinh:

Canh bao va thin trong khi dung thude:

Bénh nhan suy gan:

Khéng can diéu chinh lidu & bénh nhan chi bi suy gan. Diéu chinh lidu dwgc khuyén cdo & nhimg
bénh nhén bi suy gan va suy than (xem phén ‘Chinh liéu cho Bénh nhén suy than’ & trén).

Mt s6 lwu y dic biét vé xir Iy thude trwée va sau khi sir dung thuée:

Khéng c6 yéu cau dic biét vé xir Iy thude sau khi sir dung.

Qua mén véi piracetam, din xuat khac cta pyrrolidon hodc bat ky thanh phén nao cua thude.
Bénh nhan suy thin nang (d6 thanh thai creatinin than dudi 20 ml/phat).

Xuat huyét néo.

Ngudi méc bénh Huntington.

Téc dung lén két tap tiéu cau:

Do piracetam anh hudng dén kha nang két tap tiéu ciu, nén than trong khi dung cho bénh nhan
xuat huyét nang, bénh nhan c¢6 nguy co chay mau nhu loét duong tiéu hoa, bénh nhan rdi loan
déng mau, bénh nhén c6 tién si tai bién mach méu nio do xuét huyét, bénh nhén trai qua phau
thuat 1on bao gom ca phau thudt nha khoa, bénh nhén su dung thuéc chéng déng méu hodc
chéng két tap tiéu cdu bao gbm ca acid acetylsalicylic lidu thap.

Suy thdn:

Piracetam duoc thai trir qua thdn, do dé nén than trong khi dung thuéc ¢ nhimg bénh nhéan suy
than.

D6i v6i bénh nhan suy than nhe dén trung binh, giam liéu va/hodc gian liéu néu do thanh thai
creatinin dudi 80 ml/phut.

Nguwoi cao tudi:

Trong truomg hop di?{u tri dai han, nén danh gia thuong xuyén do thanh thai creatinin dé diéu
chinh liéu néu can thiét.

Ngieng thude:

Tranh ngimg thube dot ngot vi co thé gay con dong kinh gidt co hodc con dong kinh toan thé &
mot s6 bénh nhén bi rung giét co.

Cénh bdo déi véi td duwoe:

M&i ml thude ¢6 chira 25 mg betadex, do con han ché thong tin an toan & tré em dudi 2 tudi,
khéng nén sir dung thudc cho doi tugng nay trir khi ¢6 chi dan cua bac si.

Mbi ml thufic ¢6 chira 200 mg sorbitol. Do sorbitol 1a ngudn cua fructose, néu ¢ su khong dung
nap mot sO loai duong hodc khong dung nap frutose di truyén hiém gép, khong thé pha vo
fructose, nén thong bdo vai bac si trude khi dung. Ngoai ra, sorbitol ¢6 thé gdy kho chiu duong |
tiéu hoa hoac nhudn trang nhe.

Thube c6 chira methylparaben va propylparaben, c6 thé gay phan tmg di img. |

Thubc ¢6 chira glycerin, c6 thé gay nhirc du, dau bung va tiéu chay.
M&i ml thudc c6 chira 4 mg propylen glycol, ding dong thoi vai bit cir chit nén cua alcohol
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dehydrogenase nhu ethanol c6 thé giy ra cac phan tmg cé hai nghiém trong & tré so sinh.
Sir dung thudc cho phu nir ¢6 thai va cho con bi:
Thoi ky mang thai:
Khong c6 di dir lidu vé viée sir dung piracetam &' phu nir mang thai. Cac nghién ciru trén dong

vat khong cho thdy tic dung c6 hai truc t1ep hosic gian tiép nao dbi voi thai ky, su phat trién cia |
phdi hay bao thai, sy sinh dé hay phat trién sau khi sinh. |

Piracetam qua dugc hang rao nhau thai. Nong d6 thude & tré so sinh khoang 70% dén 90% ndng
d6 cua me. Khong nén dung piracetam trong khi mang thai trir khi that can thiét, khi loi ich
mong doi cho ngudi me vuot qua rii ro tiém 4n.

Thoi ky cho con bu:

Piracetam dugc tiét vao sira me. Do do. khoéng nén sir dung piracetam trong khi dang cho con bu
hodc khéng cho con bu trong thoi gian diéu trj bang piracetam. Nén tinh dén loi ich cia viéc b
sita me d6i vai tré va loi ich ctia diéu tri d6i véi me khi quyét dinh khéng cho con bu hoac khong
str dung piracetam.

Kha nang sinh san:

Céc nghién ciru trén dong vt chi ra ring piracetam khong c6 anh huéng dén kha nang sinh san &

. chuét duc hodc cai.

Khéng c6 dir lidu 1am sang vé anh hudng cta piracetam di voi kha ning sinh san.

1 s < . . xis g SV

Anh hudng cia thudc 1én kha nang lai xe, vin hanh may méc: - . 1600
Trong céc nghién ciru ldm sang, & liéu luong tir 1.6 — 15 g mbi ngay, tang dong, budn ngu, cang fﬁ\
thing va trim cdm duge bdo cdo thudong xuyén hon & nhirg bénh nhén dung piracetam so Vi ONG TY
gia duoe. Khong cé bao cdo vé kha ndng l4i xe khi ding lidu tir 15 dén 20 g méi ngay. Do do, P ;
nén than trong khi dung piracetam ¢ cac bénh nhan c6 y dinh lai xe hodc sir dung may mac. ‘0C PH

Twong tac, twong Ky ciia thude: | -IMEXPHA}

Twong tac cia thude véi cdc thude khae va cac loai twong tic khéc: f W
z % e

Twong tac duoc dong hoc:

Tuong téc thube co kha néng din dén nhiing thay déi vé duoc déng hoc cua piracetam dugc cho

la thap vi khoang 90% liéu piracetam dugc thai trong nudce tiéu ¢ dang khﬁng doi.

Trong phong thi nghiém (in vitro), piracetam khong tc ché cac dang dong phan cua cytochrom

Paso & gan nguoi (CYP 1A2, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1 va 4A9/11) & ndong do 142, 426 va

1422 mg/ml.

O néng do 1422 pg/ml, quan sat thay tac dong Gc ché nhe 1én CYP 2A6 (21%) va 3A4/5 (11%).
Tuy nhién, khi néng d6 vuot xa 1422 mg/ml, gia tri Ki cua viéc trc ché hai dang dong phin CYP

. nay 1a rét tét. Do do, tuong téc chuyén hoa cia piracetam véi nhitng thude khac gan nhu khong

co.

Cdc hormon tuyén gidp: .
Li 1an, dé kich thich va réi loan gidc ngu da dugc ghi nhén khi ding thube nay cling lac véi cac
chiét xuat cia tuyen giap (T3+T4).

Acenocoumarol: |
Trong mét nghién ciru mu don trén bénh nhan bi hqyét _khéi tinh mach tai phéat nang da dugc
cong bo, piracetam licu 9,6 ga’ngéy khong lam thay doi liéu acenocoumarol can thiet d¢ dat INR
2,5 dén 3,5. Tuy nhién, so vdi tic dung cua acenocoumarol dung don dde, viéc bd sung
piracetam 9,6 g/ngay lam glam dang ké két tdp tiéu cdu, phong thich B - thromboglobulin, nong
| do6 fibrinogen va céac yéu tD von Willebrand (VIII: C; VIII: vW: Ag: VIIL: vW: Rco) va df nhdt
ctia mau toan phan va huyét tuong.

Cdc thuée chong dong kinh:
Str dung piracetam trén 4 tuin véi liéu hang ngay 20 g khong lam thay ddi ndong do dinh va nong _

dé day trong huyét thanh cia céc thudc chéng déng kinh (carbamazepin, phenytoin, |
phenobarbital, acid valproic) & bénh nhéan bi bénh dong kinh dang dung cac lidu 6n dinh.
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Rueou:
Djmg ddng thoi v@i rugu khong anh huwong dén ndng do piracetam trong huyét thanh va nong do
con khong thay déi khi dung liéu uéng 1,6 g piracetam

Twong ky, cia thudc: Do khong ¢6 cac nghién ciru vé tinh tuong ky cua thudc, khong trén lan

thudc nay voi cac thude khéc.
Téac dung khong mong mubn ciia thue:

Céc tac dung khong mong muén duoc xép loai theo tan suit sir dung quy uéc sau: Rét thuong '

gap (=1/10); thuong gap (=1/100, <1/10); it gap (z1/1.000, <1/100); hiém gap (=1/10.000,
<1/1.000); rat hiém gdp (<1/10.000); chua ro tan suét (khong thé udc tinh duge tir dir liéu c6
san).
Réi loan mau va hé bach huyét:
Chua rd tan suét: R6i loan chay mau.
R6i loan hé mién dich:
Chua 15 tan suét: Phan irng phan vé, qua man.
Réi loan tam than:
Thudng gap: Bén chén.
It gdp: Tram cam.
Chua rd tan suét: Kich déng, lo ling, lu lan. 4o giac.
Rdi loan hé than kinh:
Thuong gap: Ching tang dong.
it gap: Cz‘mg théng
Chua 1o tAn suat: Mat diéu hoa van dong, rdi loan thing bang dong kinh tram trong hon, nhiic
déu, mat ngu, budn ng.
Réi loan tai va mé dao:
Chura o tan sudt: Chong mat.
Réi loan tiéu héa:
Chua rd tan suét: Dau bung, dau bung trén, tiéu chay, budn non, non.
Réi loan da va mé dwéi da:
Chua o tn suit: Phit mach, viém da, ngira, ndi mé day.
R6i loan toan thén va tai ché:
It gap: Suy nhuoc.
Cic nghién ciru khéo sat:
Thuong gép: Tang can.
Qus liéu va céch xi tri:
Qua liéu:
Triéu chimg: Trudomg hop qué liéu cao nhat dugc bao cao la uong piracetam liéu 75 g, xudt hién

tiéu chdy c6 mau kém dau bung, rat co thé lién quan dén liéu sorbitol rit cao trong thanh phén
cuia thude.

Khoéng c6 thém cac phan tmg bét loi lién quan dén qué liéu duge bao cdo véi piracetam.

Cach xir tri:

Trong trudmg hop qua lidu dang ké, cap tinh, ¢ thé lam tréng da day bang céch ding thuoc gdy
nén. Chua c6 thude giai doc dac hiéu déi véi qua lidu piracetam. Piéu tri qua liéu chu yéu la diéu

tri triéu chimg va c6 thé bao gdm thadm tach mau. Hiéu sudt cta tham tach la 50 dén 60% dbi vai
piracetam.

Cic dac tinh dwoc lue hoc:
Nhém duge 1y: Thude kich thich than kinh va huéng than kinh.
Ma ATC: N06BX03
Co ché hoat djng:
Co ché hoat dong ciia céc tac dung diéu tri chua duoc biét.
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Téc dung duge lue hoc:

Piracetam tac dong 1én mach mau tai tiéu cau hong cdu va thanh mach bang cach lam tang kha
nang bién dang hong cau va giam két tap tiéu cau, giam két dinh hong cau tai thanh mach va
giam co mao mach.

Tdc dung lén héng cau:

O bénh nhan bi bénh thiéu mau hdng cau hinh liém, piracetam cai thién kha nang bién dang

mang té bao hdng cau, giam hé sé nhot cia mau va ngdn ngira su hinh thanh céc dim héng cau.

Tdc dung lén tiéu cau:

Trong nhimg nghién cru m& ¢ ngudi tinh nguyén khoe manh va & bénh nhan c6 hoi chimg

Raynaud, liéu piracetam tang dén 12 g thudong két hop véi giam chirc nang tmu cau theo liéu

dung khi so véi cac tri s trude khi diéu tri (cac xét nghiém cua su két tap tiéu cau gdy boi ADP,

collagen. epinephrin va phéng thich BTG), ma lugng ti€u cau thay ddi khong dang ké. Trong cac

nghién clru nay, piracetam lam kéo dai thoi gian chay mau.

Tac dung len mach mau:

Trong nhiing nghién ciru ¢ dong vat, piracetam (rc ché co mach va lam mét tac dung cia nhiéu |

loai thude co mach khac nhau. Piracetam khong c6 tac dong gian mach va khong tao hién tuong
léch dong mau, khong c6 téc dung lam chdm dong méu hodc chay nguoc dong hoac lam tut

. huyét ap. O ngudi tinh nguyen khée manh, piracetam lam giam kel dinh hdng cau vao 1é bao ndi

mac mach mau va cting c6 tac dung kich thich truc tiép Ién su tong hop prostacyclin & ndi mac |

mach mau ¢ nguoi khoe manh.

Tée dung lén cdc yéu 16 dong madu:
O ngudi tinh nguyén khoe manh, piracetam liéu dung dén 9,6 g dd lam giam nong do cua |
fibrinogen va cac yéu t6 von Willebrand trong huyét tuong (VIIL: C; VIII R: Ag; WIII R: vW)
dén 30 - 40% va lam tang thoi gian chay mau so v&i cac tri s6 trude khi diéu tri. ;
O bénh nhan ¢6 hoi chtmg, Raynaud nguyén phét va ca thir phat piracetam lidu 8 g/ngay dung |
trong 6 thang da lam giam nong do cua fibrinogen va cac yéu t6 von Willebrand trong huyét
twong (VIIL: C; VIII R: Ag; WIII R: vW (RCF)) dén 30 - 40%, giam hé s6 nhét cua huyét tuong
va lam tang thoi gian chay mau so vdi céc tri s6 trude khi diéu tri.

Cic dac tinh dwoe dong hoc:
Hap thu: .
Piracetam dugc hap thu t6t va nhanh sau khi uéng. Néng dé dinh trong huyet tuong dat dugc sau !

1,5 gitr ding thudc. Sinh kha dung tuyét déi cua piracetam duge danh gia theo AUC dang ubng
dat gan 100% ddi véi thube vién nang, vién nén va dung dich. Nong d6 dinh va AUC ty 1é thuén

. v6i liéu ding.
Phén bé:
Thé tich phan b cta piracetam 1a 0,7 I/kg. Piracetam qua duoc hang rao mau ndo, hang rao nhau

thai, va khuéch tan qua mang duoc ding trong tham tich than.
Chuyén héa:

Cho dén nay, chua tim thay chat chuyén héa cua piracetam.
Thai trie:

Piracetam duoc bai tiét gdn nhu hoan toan qua nude tiéu va ty 18 lidu bai tiét qua nudc tiéu |
khong phu thude vao liéu dung. Gia trj thoi gian ban thai phu hop voi gia tri dugce tinh tir dir liéu
huyét tuong/maéu. Thoi gian ban thai trong huyét tuong & nam gidi trudng thanh 1a 5 gio. Do
thanh thai ciia hop chat phu thudc vao do thanh thai creatinin & than va sé giam dén khi bi suy
than.

Quy ciach dong goi:

| Hop 10 goi, 20 g6i, 30 goi x 7,2 ml.

Hop 10 gobi, 20 goi, 30 goi x 24 ml. |
Hop 01 chai x 30 ml, 60 ml, 100ml. ;
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Dicu kién bao quan, han ding, tiéu chuan chat lugng ciia thude:
Diéu kién bao quan: Nhiét do duéi 30°C, tranh am va anh sang.
Han dung cua thude: 36 thang ké tir ngay san xudt. Thude sau khi mé ndp chai dugc bao quan
cung diéu kién trén va co thé sir dung trong vong 28 ngay.
T:eu chun chat luong: TCCS.

27 Nguyén Tha Hoc, P. My Binh, TP. Long Xuyén, An Giang, Viét Nam
Co sér san xut, Chi nhanh C&ng ty CP Duye pham Agimexpharm — Nha mdy san xuéit Duge phiim Agimexpharm
ASMEXPHARM  Dudng Vil Trong Phung, K. Thanh An, P. M§ Théi, TP. Long Xuyén, An Giang, Viét Nam
WHO-GMP DT: 02963857300  Fax: 02963857301

Q Co s dang Iy Cong ty cp Dm;n: phim Agimexpharm
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