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PIRA 400—LTF

pudc P

Pé xa tim tay tré em

Néu ciin thém théong tin xin héi y kién bdc si hogc dwye st
1. THANH PHAN CONG THU'C THUOC

MG&i vién nang cimg chira:

Théanh phén hoat chdt: Piracetam 400 mg

Thanh phan ta dwoc: Maize starch, Magnesium stearate, Colloidal silicon dioxide, Lactose
monohydrate, Vo nang cieng gelatin sé 1.

Thanh phdn vé nang: Gelatin, Silicon dioxyd, Natri lauryl sulfat, Methylparaben,
Propylparaben, Glycerin, Acid acetic, Titan dioxyd / Candurin® silver fine, Polyethylen glycol
4000, Acetylated monoglycerides, Sucrose fatty acid esters, Ta dwoc mau (Brilliant blue, Allura
red, Carmoisine, Tartrazine, Quinoline yellow, Erythrosine, Sunset yellow, Ponceau), nwoc tinh
khiet

2. DANG BAO CHE CUA THUOC

Vién nang cling.

M6 ta dang bao ché: Vién nang cing s6 1, ndp mau cam, thdn mau tring, bén trong chira bt
thube mau triing dén tring nga.

3. CHI PINH

Piéu tri triéu chimg cta hdi chimg tim thin thuc thé (suy gidm tri nhd, rbi loan ¥ chi).

Piéu trj cde di chimg cta tai bién mach mau nfo, dic biét 1a chimg mét ngon ngit.

Pidu trj chong mit va céc rdi loan thing bing lién quan, ngoai trir chodng véng c6 ngudn gbc
van mach hodc t&m thin.

Diéu trj hoi chimg cai ruou-va didu tri cde rdi loan nhén thirc do nghién rugu man tinh gdy ra.

Tré em: diéu trj chimg kho doc, két hop véi cée bién phap diu tri khéc (vi du: cac phuong phap
duogce chuyén gia tri liéu ngdn ngt khuyén nghi)

Vién nang ctmg Pira 400-LTF khéng phu hop dé diéu tri chimg rung giat co co nguébn goc tir vo
ndo do ham luong piracetam trong mdi vién nang qué thép.

4. CACH DUNG, LIEU DUNG

Liéu ding:

Nguwoi lom

Piéu tri triéu ching ciia hoi chitng tam than thuc thé

Lidu khuyén céo hang ngay la tir 2,4-4,8 g, chia lam 2 — 3 ldn udng trong ngay.

Diéu tri cdc di chitng cua tai bién mach mdu ndo, ddc biét 1& chitng mdt ngdn ngir

Trong giai doan cdp tinh, liéu hing ngay tir 9-12 g, liéu duy tri 1a 2,4-4,8 g mdi ngay. Thoi gian
diéu trj khong duéi 3 tudn.

Diéu tri chéng mdt va cdac roi logn thang b&ng lién quan



https://trungtamthuoc.com/

3657
_\'\"ﬁg SIQ

Nguoi cao tudi

Piéu chinh lidu duge khuyén nghi & nhiing bénh nhén cao tudi bi suy thin. Piéu tri 14u dai &
ngudi cao tudi, cAn danh gia thuomg xuyén do thanh théi creatinin dé diéu chinh li¢u nén cén.
Bénh nhdn suy than

Liéu hang ngay phal duge cd nhan hoa theo chire ndng thin. Tham khao bang 1 va diéu chinh
theo chi dinh. P& sir dung béang lidu dung ndy, cln xdc dinh d6 tha.nh thai creatinin - CICr

(ml/phut) ctia bénh nhén. CICr (ml/phit) c6 thé duoc tinh toan dya trén ndng do creatinine trong
huyeét thanh (mg/dl) bang cong thirc sau:

[140 - 6 tudi) x thé trong (kg)

cl /phiit) = . 85 dbi véi phu ni
Cr () 72 x creatinin huyét tuong (mg/dl) (eO,SeHs o o el
Bing 1: Diéu chinh liéu theo chirc niing thin
Nhoém CICr (ml/phnt) Liéu luong va tan suat st dung
Binh thudng >80 Lidu hang ngay théng thuong, chia thanh 2-4 lan
trong ngay.
Nhe 50-79 2/3 liéu thong thudng, chia thanh 2-3 lan trong ngay.
Trung binh 30-49 1/3 liéu thong thudmg, chia thanh 2 1in trong ngay.
Nang <30 1/6 lidu thong thudmg, ding mot lan duy nhét trong
ngay.
Giai doan cudi - Chéng chi dinh

Bénh nhdn suy gan

Khong cin hiéu chinh liéu & bénh nhan chi ¢é suy gan. Nén chinh liéu thuée khi ding cho bénh
nhan vira suy gan va suy than.

Tré em

Piéu tri chitmg khé doc dong thoi vdi ligu phdp ngon ngi

D6i véi tré em tur 8 tudi va thanh thiéu nién, lidu khuyén cdo ding hang ngay 1a khodng 3,2 g,
chia thanh 2 lan trong ngay.

Cidch diung

Thube ding duong udng, ¢6 thé ding cting hogc khong cung bira &n. Nudt toan bd vién nang
véi mot luong nude du. Nén chia lidu hang ngdy thanh 2-4 1An.

Trudomg hop cdn diéu chinh liéu, tham khao ¥ kién béc si hodc duge si dé lya chon dang thude
thich hop.
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Suy gan

Xuét huyét ndi so

Dot quy xudt huyét ndo

Bénh nhin mic bénh mua giit Huntington (Huntington’s Chorea - toi loan di truyén giy chét té
bao ndo)

Phu nir mang thai — cho con bu

6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Tdc dong trén su két tdp tiéu cau

Cén than trong cho bénh nhin Xuét huyet nang, bénh nhan co nguy co chay mau cao, vi dy nhur:
loét dmmg tiéu hoa, benh nhan bi roi loan cam mau, cé tién st xuat huyel ndo, bénh nhan chuin
bi phau thut lén bao gﬁm phau thudt nha khoa, bénh nhdn dang su dung céc thude chong dong
méu hay céc thuoc Lhor}.g két tap tiéu ciu, bao gdm aspirin lidu thip, vi piracetam cé tic dung
tc ché két tap tiéu cau.

Bénh nhdn suy thdn

Cén rit thin trong khi ding thudc cho ngudi bénh bi suy than vi piracetam dugc bai tiét qua
than.

Nguwoi cao tudi

Trong qua trinh diéu trj kéo dai & ngudi cao tudi, cin danh gid thuomg xuyén dd thanh thai
creatinin dé didu chinh liéu nén cdn.

Cuong giap

Cén than trong & nhimg bénh nhan cucrng gidp vi piracetam co thé 1am trAm trong thém mét sb
triéu chimg nhat dinh (run rdy, lo ling, réi loan gidc ng).

Réi logn gidc ngi

Trong trudng hop mt ngtl, nén udng thude vao nira ngay diu — budi séng va budi trua.

Canh bdo td duoc:

Thudc ¢6 chira lactose monohydrate, chinh vi vdy véi nhiing bénh nhan cé van dé di lruyen hiém
gap nhu khong dung nap véi galactose, thiéu men tiéu héa lactose (Lapp lactase) hodc méc hoi
ching roi loan hép thu glucose-galactose khong nén dung thude nay.

7. SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Thoi ky mang thai

Khong 6 du dir liéu vé viéce sur dung plracetam ¢ thai phu. Cac nghién ctu trén dong vt khéng
cho thdy tac dung c6 hai truc tiép hodic gian tiép dbi véi thai ky, sy phat trién ciia phdi hay bao
thai, su sinh né hay phat trién sau khi sinh.

Piracetam qua duge hang rdo nhau thai. Nong d¢ thudc trong huyét trong & tré so sinh khoang
70 % dén 90 % nong do trong huyét twong cia me. Khéng nén ding piracetam trong khi mang
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Jii' that cén thiét, khi loi ich vugt trdi nguy co va tinh trang 1am sang cta thai phu yéu
Heu trj bang piracetam.

o con bu

—

ba hodc khong cho con bu t1ong thén glan diéu tri bing p1racetam Can dua ra quyét dinh ¢6 nén
ngimg cho con ba hay ngimg didu tri bi’mg piracetam hay khong, nén tinh dén lgi ich cia viée
b sita me déi véi tré va loi ich cua diéu tri d6i véi me khi quyét dinh khdng cho con bu hoge
khéng sur dung piracetam.

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

Can luu ¥ cdc tic dung phy quan sat thdy trong qué trinh str dung thudc ¢6 thé anh hudmg dén
kha ning l4i xe va van hanh may moc.

9, TUONG TAC, TUONG KY CUA THUOC
Twong tic dwge dong hoe

Tuwong tac thude c6 kha nang din dén nhimg thay ddi vé duge dong hoc cua plracetam duge du
dodn la théip vi khoang 90 % liéu piracetam dugc thai trong nude tiéu & dang khéng doi.

Trong phong thi nghiém (in vitro), piracetam khong trc ché cac dang dong phan cua cytochrome
P450 & gan nguc?n CYP 1A2, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1 va 4A9/11 & nong do 142, 426 va
1.422 pug/ml. O nong do 1.422 pg/ml, quan sat thay tac dong trc ché nhe 1én CYP2A6 (21 %) va
3A4/5 (11 %). Tuy nhién, gié tri Ki co thé (e ché hai dang ddng phan CYP nay c6 thé vugt qua
1.422 pug/ml. Do dé, twrong tic chuyén hoa cua piracetam véi cac thude khdc c6 thé xay ra.

Sir dung piracetam ddng thoi véi thude kich thich hé thin kinh trung wong c6 thé lam ting tic
dung kich thich ctia thude.

Hormon tuyén gidp

C6 béo cdo vé tinh trang 14 Idn, cdu kinh va r6i loan gide ngh di duoc bdo céo trong qua trinh
diéu tri dong thoi véi hormon tuyén gidp (T3 + T4).

Acenocoumarol

Trong mot nghién ciru mi don da duge cong bd trén bénh nhan b tai phat chimg huyét khdi tinh
mach cho thdy piracetam & mirc lidu 9,6 g/ngay khong lam thay b1 liéu ding acenocoumarol
can dé dat duoc INR (chi sd binh thuomg héa quf}c té) tir 2,5 dén 3,5; nhung so véi hiu qua cta
acenocoumarol khi sir dung riéng lé thi vi¢e sur dung thém piracetam 9,6 g/ngay lam giam déng
ké sy ngung tap tiéu cau, giai phong P-thromboglobulin, nong d¢ fibrinogen va cdc yeu td von
Willebrand (VIIL : C; VIIT : vW : Ag; VIII : vW : RCo), d§ nhét cia méau toan phén va ctia huyét
tuong.

Thude chong dong kinh

Mt liéu piracetam 20 g mi ngdy trong 4 tudn khong lam thay dbi ndng d6 t6i da va tdi thiéu
cua thube chdng dong kinh (carbamazepin, phenytoin, phenobarbitone, valproat) & bénh nhén
dong kinh dang dung liéu 6n dinh.

Ruou

Str dung ddng thoi reou khdng c6 tic dung déi v&i ndng d6 huyét thanh piracetam va nong do
con khong duge didu chinh bing liéu uéng piracetam 1,6 g.

Twong ky: Do khéng c6 cac nghién ciu vé tinh tuong ky cua thudc, khong trdn 1an thude nay
v6i cde thude khac.
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" an dinh luong (tnch tix Ngéan hang Dit liéu Tai liéu VCB vao théng 6 nam 1997),

hon 3.000 d¢bi trong nhan piracetam, bit ké chi dinh, dang bao ché, liéu dung hang
ngay hodic din sé nét dic trung.

Bang liét ké cdc tdc dung khong mong muén

Céc tac dung khong mong mudn cta thude trong céc thir nghi¢m l&m sang va kinh nghi¢m sau
khi dua thude ra thi trudng duoc ligt ké trong bang 2 theo hé thong cor quan va tan sudt MedDRA.
Tén sb cée tac dung khong mong mudn duge dinh nghia 1a: Rt thudng gip (> 1/10), thudong
gép > 1/100 dén < 1/10), it gip (> 1/1.000 dén <1/100), hiém gip (> 1/10.000 dén < l;’l 000),
rét hiém (< 1/10.000) va khong biét (khong thé duge wdc tinh tir dit liéu c6 sin).

Bing 2: Phéin 1img c6 hai

Nhém hé co quan Thuong gap | it gap Khong biét

R&i loan méu va hé bach huyét = . R6i loan chay mau

Ri loan hé mién dich - . Phan émg phan v§, phan {mg
qua man.

R6i loan tam thdn Lo ling Trdm cam | Kich dong, bdn chdn, 1 13n, o
gidc

R&i loan hé than kinh Ting dong | Lo ling Réi loan van ddng, mét thing

bﬁng, dong kinh nang hon, dau
dau, mét ngu, budn ngu

R&i loan tai va mé dao - - Chong mit
R6i loan tiéu hoa - - Bau bung, dau bung trén, ticu
chay, buon nén, nén.
R&i loan da va mé dudi da - - Phi mach, viém da, ngta, ndi
may day
Tré em

Tré em, dac b1¢t la nhiing tré khuyét tét trf tug, co thé bi kich dong va bon chdn khong can thiét
qua mire, ndi lap, kho tap trung, mat thang bang, cau kinh, hay cdi co. Nhimg biéu hién nay sé
bién mét néu giam lidu hodc ngung thudc.

Bio cdo phan ing co hai

Thong bdo ngay cho bdc st hodc dugce sT khi gap cdc de dyng khing mong muon nhie trén khi
st dung thuoc hodc bdo cdo cde phadn ting c6 hat cua thube vé Trung tém Théng tin thudc va
Theo dbi phan teng c6 hai cua thudc (ADR) Quéc gia.

11. QUA LIEU VA CACH XU TRi

Qua liéu

Thube nay khong ddc ngay ca khi ding & liéu cao.
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Q. ac dung khéng mong mudn nao duge bao cdo lién quan cu thé dén qua lidu piracetam.
duroe béo cdo cao nhét véi piracetam 14 ubng 75 g. Mot trudng hop tiéu chay co mau
ng, lidn quan dén dimg lidu 75 g piracetam mdi ngay co I lién quan 1 nhiéu nhét dén
ol cuce cao co trong cong thic st dung.

¢ Trong cdc truong hop qué lidu ning, co thé lam rong da day bang cach rira da day hay
gdy non. Khong ¢6 thude giai de déc hiéu cho plracetam Trong trl.rong hop qua lidu, can thuc
hién diéu trj triéu chimg va c6 thé loc mau. Hiéu qua ctia viée loc médu c6 the lam giam 50-60 %
piracetam.

12. PAC TINH DUQC LUC HQC
Nhém duge ly: Céc chét kich thich thin kinh khac va thude ting cudng nhén thic.
Ma ATC: NO6BXO03.

Piracetam 1a mot thube hudng thin, thude nhém thude hmmg thin. Céc loai thude thude nhém
nay kich hoat chite ning tich hop ctia ndo mdt cach cu thé. Nhimg loai thude nay dugc goi la
thube chit kich thich chuyén héa tdm thin vi ching ¢6 tac dyung 6 loi trong qud trinh trao dbi
chét va luu thdng mdu trong ndo.

Piracetam la mot ddn xudt vong clia acid gamma amino- butyric (GABA). Co ché tac dyng cia
plracetam van chua dugce nghién clu day di. Nguoi ta cho rang pirracetam md phong céc hiéu
mg chuyén héa cia GABA, tang cudng tdng hgp dopamine va lam ting muc do norepinephrine
trong ndo. Piracetam ciing tac dong lén céc synapse cholinergic, lam tang lugng acetylcholine
va ting cuong cdc qu.a trinh cholmcrglc Piracetam con tang cuong tong hop acid ribonucleic
(RNA) trong nhan té bao. N6 thae déy viéc sir dung oxy va glucose trong md nio, cai thién tudn
hoan mau & cde viing ndo bi thiéu méau cuc b, ting cucmg tiém nang ning luong cua co thé,
ting hoat ddng clia enzyme adenylate cyclase va ic ché hoat dong ctia nucleotidase phosphatase
Céc qua trinh nang luong do piracetam gély ra gitip tang kha nang chéng lai tinh trang thiéu oxy
va ngo dde ctia mo néo. Thube co tac dung kich tl:uch nhe lén than kinh. Pu'dcetam giup cai thién
két n01 chitc nang giira hai ban céu ndo va ddn truyén synap trong céc cAu tric vd ndo, phuc hoi
va 6n dinh cdc chirc ning ndo, dic biét la nhan thirc, tri nhé va chic ndng ngon ngir, dong thoi
ting cuong hoat ddng tri 6¢. Piracetam khong co tac dung an than va khong gy nghién.

13. PAC TINH DUQC PONG HQC
Hip thu

Piracetam ding theo duong ubng duoc hip thu nhanh chong tot qua dmmg tiéu héa. Kha dung
sinh hoc gin 100%. Néng dd dinh trong huyét tuorng dat dwoc trong vong khoang 1 gio, trong
dich ndo tiy dat duge sau khi uong thude 2 - 8 gio. Thirc an khong anh hudng dén mic do hép
thu piracetam nhung lam giam nong d6 dinh (Cmax) 17 % va lam tang thoi gian dat nong do dinh
(Tmax) tir 1 1én 1,5 gio. Nong do én dinh trong huyet tuong dat duge sau ba ngay. Thong thuong,
nong dd t6i da 1a 84 microgram/ml sau mot liéu udng duy nhit 3,2 g va 115 microgram/ml sau
khi ubng lidu 3,2 g ba 14n mdt ngay.

Phén bo

Plracetam khong gin két protein huyét tuong. Thé tich phén bd xép xi 0,6 I/kg. Piracetam di vao
tAt ca céc co quan va mo (trir md md). Thube ndy di qua hang rao mau ndo va dac biét tich tu
trong md ndo & cac thuy tran, thai duong va chim, tiéu ndo va cdc trung tim cua thin ndo.
Piracetam dugc dao thai khoi dich ndo tiy cham hon nhiéu so v6i cac md khée, diéu ndy cho
thdy piracetam ¢6 tinh hudémg dich cao déi v6i md ndo.

Chuyén héa
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djfoc bai tiét chu yeu qua nuoc tiéu dudi dang thude khéng ddi (chiém 80 - 100% liéu
3 con lai duoc bai tiét qua cdc con dudng ngodi thin. Thoi gian ban thai la khodng 5
1o nh thai toan co thé 1a 80-90 ml./phit. Trong trwdng hop suy giam chirc ning thén,
thoi gmn bén thai cua piracetam s€ kéo dai.

Pic diém tuyén tinh

Duoe dong hoc ciia piracetam tuyén tinh trong khodng liéu st dyng 0,8 g - 12 g mdi ngay.
Nhém bénh nhén dac biét

Tré em: Khéng cé nghién ctru duge dong hoc duge tién hanh chinh thic & tré em

Ngudi cao tudi: O ngudi cao tudi, thoi gian bén iy cua piracetam gia tédng do suy giam chic
nang than.

Suy than: Sy thai trir piracetam twong quan voi h¢ so thanh thai creatinine. Do d6, khuyén cdo
chinh liéu piracetam diing hang ngay dua theo hé sb thanh thai creatinine & bénh nhan suy thén.
O dbi tugng suy thin giai doan cudi c6 v nigu, thoi gian ban huy piracetam tang Ién dén 59 gio.
Hiéu sudt thdm tach piracetam la 50-60 % trong mot dot thdm tach dién hinh 4 gid.

Suy gan: Anh huéng cua suy gan 1én duge dong hoc ctia piracetam chua dugce danh gia. Vi 80
— 100 % lidu thude duogc bai tiét vao nude ticu & dang khong d6i, nén suy gan don thudn, theo
du doan, s& khong anh hudng dang ké 1én su thai trir piracetam.

14. QUY CACH PONG GO1

- Hop 3 vi Alw/PVC x 10 vién, kém t& huémg din sir dung.

- Hop 5 vi Alw/PVC x 10 vién, kém t& hudng dan sir dung.

- Hop 10 vi Al/PVC x 10 vién, kém t& huéng din sir dung.

15. PIEU KIEN BAO QUAN, HAN DUNG VA TIEU CHUAN CHAT LUQNG CUA
THUOC

Piéu kién bao quan: Dé & noi khd rdo, trinh dnh sing, nhiét dé khong qua 30 °C.

Han diing: 24 thang ké tir ngdy san xudt

Tiéu chudn chét lugng: DBVN

16. TEN, PIA CHi CUA CO SO SAN XUAT THUOC
Céng ty TNHH MTV Duge phdm LA TERRE FRANCE

L6 B3-1, goc duong D4-N1, khu cdng nghiép Huu Thanh, Xa Huu Thanh, Huyén Birc Hoa,
Tinh Long An, Viét Nam.



