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“NOOAPI

*Vién nén bao phim NOOAPI 400
™ Vién nén bao phim NOOAPI 800
*Vién nén bao phim NOOAPI 1200
“Boc ky hwomg déin str dung trwde khi ding”
“Dé xa tim tay tré em"
“Thubc ndy chi ding theo don thudc”
THANH PHAN CONG THUC THUOC
1. NODAP! 400
- Thanh phiin dugo chit
Piracetam .. ... 400 mg

- Thénh phén I‘.d duqc_ Elhcdbm:yd Bang keo khan, natri oruscanaalluse pdwlhylm ghycol
8000, magnesi stearal, hydmxypmp'.'l rnathyi callylose BcPa, bt talc, titan dioxyd, lake

quinolin yellow, oxyd s3t18.. .. _.viradi 1 vién.
2. NOOAFI 800

- Thanh phén duoc chat:

Piracetam .. ... BOO mg

- Thanh phén Iﬁ duvc Sﬂu: diuxyd dang I:so ia'nm natri cruscm*mallosa po!yalhy!an ghycol
8000, magnesi stearat, hydrotypropyi melhvl cellulose 6cPs, bt talc, titan dioxyd, lake

quinolin yellow, oxyd satds. .vira di 1 vién.
3. NOOAPI 1200

- Thanh phén dugc chit
Piracetam .. . 1200 mg

- Thénh prén lé uuvc: Sdil: cim:yﬁ dang l:eo khan, natri cmscarrnellose. pnlyemylm glycol
6000, magnesi stearat, hydroxypropy! methyl cellulose 6cPs, bdt talc, litan
i ARt e e el i, 1 ) A viradin 1 vién.
DANG BAO CHE
1. NOCAPI 400
- Vién nén dai bao phim. mau vang nhat, mdt mét tron, mét mét cé chiz AP,

2. NOOAPI 800

- Vi#n nén dai bao phim, mau vang, mét mét cd vach ngang, m¢l maﬂ‘.‘l chir AP,
1. NOOAPI 1200

- Vign nén dai bac phim. mau triing, m&t mat oo vach ngang, mdt mét oo chik APL

CHI DINH

NOOAPI duge chi dinh 44 didu tri:

Nguéi 16n

- Didu trf ridu chirng cda héi chirmg tam than - thure thé véi nhiing dac didm duge cdi thign nhé
didu tri nhu mé&t tri nhé, réi loan chi y va thigu dong e,

- Bon I kgu hodc phdi hop trong chirng rung giat co do nguyén nhan vo nao,

- Bidu tri chdng mét va cac rbi logn thang béing di kém, ngoai Iri choding vang of ngudn
gbe do van mach hodc Bm than.

Treé em

-Didu tri ching khé doc. két hop véi céc bién phép thich hop nhu ligu phép day noi.
CACHDUNG, LIEUDUNG

- Cach diing: Piracetam ¢4 thé udng cing hoac khéng cung v thirc an. Nén ubng vién thubc
v nude.

_Liduding:

Nguwoi lém

Bﬂﬂﬂﬂh ﬂﬂmlﬂn - thyre thé: Khodng liéu ding hang ngay
duoc:achuyéncaoiéan 4gdén jaldm2-318n,

- Didu trj rung gidt co co ngudn gbce tir vé ndo: Bt dhu liéu hang ngay 14 7,2 g, sau db tang
thém 4.8 g mbi 3- 4 ngay dén i da 13 20 g, chia ldm 2 - 3i&n. Bidutr véi cac thuéc tri rung gidt
co khdc nén durge duy irf & cling lidu lwgng. Tuy theo lgi ich 18m sang dat durge, nén giam ligu
ciia nhirng thube ndy, néu o6 thé. Phai xéc dinh fidu cho timg bénh nhén bang cach thir didutri.
MSt khi 83 bat GAu, nén tiép tuc didu trj béng piracetam chirng nao bénh ndo can nguyén van
con tdn tal. & nhirng bénh nhin co mét com cap tinh, bénh c6 thé tién tridn tdt tinh ot sau mt
khodng thari gian va vi vy oir m&i 6 thang nén thir gidm lidu holic ngung didu tri. Nén giam 1.2
g piracetam méi 2 ngay (m&i 3 hodc 4 ngay trong tnréng hop c6 héi ching Lance - Adams
nham phéng ngira khd ndng t&i phat 9ot ngdt hodc co gidt do ngumg thudc 3t ngdt).

- Diéu trj chéng mét; Liéu ding hang ngay dugc khuyén céo trong khoang tir 24 g dénd 8g
chialdm2-31an.

- Didu tri nghién rugr: 12 g/ ngay trong thivi gian cai rurgu dAu tign. Didu triduy tri: Ubng 2 4 o/
ngay

- Suy gidm nh&n thirc sau chén thuong néo (oo kém chang mat hodc khong): Liéu ban dau
1a9-12g/ngay; liBu duy trild 2.4 g. udng thube it nht trong 3 tuan

Tréem

- Didu tr] chimg khé doc: Lidu khuyén céo cho tré trong 86 udi dén tnrdmg (tir 8 tubi) va
thanh thidu nién 14 3,2 o/ ngay, chia 1am 2 [n (tirong duang 2 vién nén bao phim B00 mg vaa
buibi sang va budi 1), thuang xuyén trong subt ndm hoc.

Nguwi cao tudi:

- Nén chinh liéu & nguti cao twdl o6 16n thweng chire ning thin (xem Than trong khi dung
thube, Bénh nhan suy thin).

- Khi @u i dai han & ngudr cao tudl, clin gnh gl thurémg xuyén hé 4 thanh thii creatinin 44
d‘blrhﬂéuphﬂho'pmgn

Bénh nhén suy thén:

- Chéing chi dinh ding piracetam trén b&nh nhan suy thin ndng (40 thanh thai creatinin than
durdri 20 mii phit) (xem phin Chéng ehidinh, Thén trang khi ding thube).

- Lidu thube hang ngay durere tinh cho timg bénh nhan thee chirc nang than. Tham khia bang
dudi day va chinh lidu theo chi déin. D4 ding bang phén liéu ndy, cin wdc lugng hé sé thanh
thél creatinin cia bénh nhén (CL,) tinh theo mli phit. Co thé ud lugng hé st thanh thai
creatinin (mif phat) b nng &0 creatinin huyét thanh (mg/dl) qua cong thirc sau: CI, = {[140 -
tudi (ndm)] x thé trong (kg)! [72 x creatinin huyét thanh (mg/ di}]) x 0,85 (& phy nd).

thanh
Nhém mnoﬂ“:ﬂ\ Ligu va s6 I&n dung

Ligu thuémg di

Binh thutmg >80 by, chia 2 f::g,.m
213 ligu thrérng diing hang

s 50-79 ngdy, chia 2 - 3 lAn
113 lidu thueémg di

Trung binh 30 - 49 ngdy, chia2- 3 Ihng P
116 lidu thuérng ding hang

Nang <30 ngdy, chia 2 - 3 An

Bénh than

glal doan cudi = Chbng chi dinh

Bénh nhén suy gan:

Khéng cin chinh ligu & bénh nhén chi c6 suy gan. Nén chinh ligu thubc khi dung cho bénhnhan
vira suy gan vasuy than (xem chinh iéu cho Bénh nhén suy thédn).

Khaing nén ngirng ding NOOAPI khi chua c6 chi dinh cia béc sT, dimg thude 86t ngdt co thé
gay con dong kinh gidt co hodc con dong kinh todn thé hda & mét sé bénh nhén cé chirng gist
oo,

Néu quén ubng mét lidu thude, ngudr bénh udng ngay khinhd. Tuy nhién, néu ghn thdi gian
ubng liduliép theo thi b qua lidudaquén. Kning ubng gdp i liéude b liéuda quén.
Khéing co yéu céu dic bigt vé xiriy thudc sau khi sirdung

CHONG CHI DINH

;*:g:&ib&nhmén cim v piracetam, dan chét pyrrolidon hodc bt cir thanh phéin néo cla

- Nguedn bénh suy thannang (C1_ < 20mi phit).

- Ngursi mac bénh mua gidt Huntington.

~Ngurén bénh suy gan nang.

= Xuat huyétndo.

CANH BAO VA THAN TRONG KHI DUNG THUOC

- Téo dong rén két tdp tiéu cAu: Do Vac d8ng cla piracetamtrén kit tép tiducdu, nénthan trong
khi ding cho bénh nhan xult huyét ndng, bénh nhiin cb nguy co chay mau nhu loél dudmg tidu
héa, bénh nhan r6i loan cam mau tidém tang, banh nhan c6 tidn sir tai bién mach mau ndo do
xu#! huy8t, b&nh nhan cAn tién hanh dai phau k& cd phiu thult nha khoa va bénh nhan sir
dyng thudc chéng déng méu hodc chéing kit tap tiu chu bae gbm o aspirin lidu thip.

- Suy than: Piracetam duorc thdi trir qua théin, do dé nén thén trong trong trwéng hop suy than
(xem Cach ding vé Lidu lugng).

- Nguron cao tudic Khi didu trj dai han & ngudi cao twédi, cin danh gia thudmg xuyén hé sb thanh
thai creatinin 48 chinh liéu pha hop khi can thiét (xem Cach ding vé Lidu uong).

- Ngimg thude: Nén tranh ngung didu tri 46t ngBtvieo thé gay con dBng kinh giat co hoc con
dong kinh 1o4n thé hoa & mdt sé bénh nhain cé ching gidt co.
SUrDYNG THUOC CHO PHY NP CO THAI VA CHOCONBU

- Khé nang sinh sdm Khong ¢o san d ligu lién quan.

- Phy nir mang thai: Khiing nén ding piracetam trong khi mang thai tri khi that can thiét, khi
I fich virgt trdi nguy cor va tink trang Im sang cla thai phy yéu ciu phai didu trj bang
piracetam.

Khang co 40 dir liéu v vidc sir dung piracetam & thai phy. Céc nghién clru irén ddng vt khéng
cho théy tac dung c6 hai trye tiép hodc gian iép 661 véi thai ky, siy phat trién cla phoi hay bac
thai, sir sinh né hay phat trién sau khi sinh,

Piracetam qua dugc hang rao nhau thai, Néng 80 thubc & tré sor sinh khoding 70% dén 90%
néng dé clame.

- Phy nir cho con ba: Khong nén s dung piracetam trong khi dang cho con b hoac khéng
cha con b trong théi gian didu trf bing piracetam. Nén tinh dén lgi ich cla vigc ba sira me dbi
v tré va loi ich ciia dibu trj 3di véi me khi quyét dinh khdng cho con ba hogc khang sir dung
piracetam

Piracatam dugctidtvaostrame.
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ANHHUONG CUATHUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Vi cac tac dung bt lgi duge ghi nhan khi ding thube, thude oo thé cb dnh hudng |én vigc &1
X8 va van hanh méay moe, va difiu niy nin duge leu ¥,
TUONG TAC CUA THUOC VN CAC THUOC KHAC
- Tuomg téc duee dong hoe: Tuong tic thube cé kha nang dén dén nhimg thay dbi vé duoc
@8ng hoe clia piracetam dugc dur dodn 14 thap vi khodng 80% lidu piracetam duge thai trong
e tidu & dang khong ddi.
Do da, tweng e chuyén haa efia piracetam vivi nhiing thubc khac gn nhu khisng o
- Cée hormon tuyén giap: La ln, dé kich thich va rbi loan gi&c ngtida duge ghi nhan khi ding
thubic méy eling e vari cac chidbeult clatuyén gidp (T3+T4),
- Acanocoumarol: So voi the dung clia ecenccoumnara! ding don déc, vige bé sung piracetam
9.6 g/ ngay lam gidm dang ké két tap tidu ciu, phéng thich B - thromboglobulin, ndng dé
fibrinogen va cac yéu & von Willebrand (VIILLC; VIl vW: Ag; VIII: vW : Reo) vé d6 nhot clie
mau toén phin va huyét ivong.
- Cae thube chdng diing kinf: Sir dyng piracetam trén 4 tulin véi lidu hang ngay 20 g khang 1am
thay @i nding @6 dinh va ndng ¢ day trong huyét thanh cia cac thudc chéng dong kinh
{carbamazepin, phenytoin, phenobarbiton, valproat) & bénh nhan bj bénh ddng kinh dang
diing céc iéy bn dinh.

- Rupu: Vige ubngmumsghckhﬁnganhmr&ngdén nbng &4 piracetam trong huyét thanh
wanong dé con khdang bi thay ddi béi mot lidu uding piracetam 1,6 g.
TAC DUNG KHONG MONG MUON CUA THUOC
- Thirmg gép, ADR > 1/100
Toan than: Mét mol.
Tiéu hod: Budn ndn, nbn, fa chay, dau bung, chuéng bung.
Thén kinh: Bbn chén, dé bj kich dong, dau dAu, mAt ngl. ngd ga.
-t gép, 1/1000 < ADR < 1/100
Toan than: Chdng mal, tang cdn, suy nhuoc,
Than kinh: Rung, kich thich tinh dyc, cang thang, tang van ddng, tram cam.
Huyét hoc: Réi loan ddng mau hodc xudt huyét nang.
Da: Vigm da, nglra, may day,
Huréng din cach xi tri ADR: Co thé gidm nhe cac ADR cila thudc bing céch gidm lidu.
Béo céo cic phan tng c6 hai: Hay bao cha bac sf, duge sTnéu ngudi dung thude nhan thay
bét ky tac dung phu ndo, ké ca cac tac dung chua dugre ligt k&, hodc bao cao cac phan img co
hgi clia thudc vé Trung tam Théng tin thudc va Theo doi phan tng cb hai cla thude (bdo cao
ADR online tai dja chi hitp://baccacadr.vn).
QUA LIEU VA CACH XU TRi
- Triéu chimg va du higu: Khong cb thém ca:: phén img bét lgi én quan dén qua lieu dugs
bao cAo v piracetam.
Truremg hop qua lidu cao nhéit dugr bao cho 1 ubng piracetam liéu 75 g, xuat hign liéu ohdy ob
maL kém dau bung
- Xir tri qua lidu: Trong trwéng hop qué li8u dang k&, cép tinh, cb thé 1am tréng da day béing
cach diing thube gdy nén.
Chura oo thubic gisl doe dac hidu dbi vdi qué lidu piracetam. Didu trf qua lidu chi yéu didu tri
trifu chimg va cd thé bao gdm thém téch méu. Hidu sust clia may thdm tach & 50 dén 60% déi
Vi piracetam.
DAC TINH DUQIC LIFC HOC
Nhom dugre Iy: Thude hung i (cai thign chuyén hod coa té bao than kinh).
Mz ATC: NOSBXD3
Piracetam (dfn xudl vong ol acid gamma amine - butyric, GABA ) dugo coi 13 mdt chil b tac
dyng humg Iri (i thign chuyén hoa clia 14 bao thdn kinh) méc di con chira bidt nhidu vé cac
téc dyng dac hidu cling nhu co ché tac dyng clia nd.
Piracetam tac dgng Ien mot 58 chdt dn truyén thin kinh nhu acetylcholin, noradrenalin,
dopamin.... Disu nay ¢4 thé gidi thich tac dung tich oy cla thuéc &n sy hoc tap va céi thign
kha nang thire hién cactestve trinhd
Thudc cb thé kam thay dbi sur dan truyén than kinh va gop phan cai thién mdi trrérng chuyén
hod aé cac 18 bao thin kinh ot dng 151,
Trén thyre nghiém, piracetam o 1ac dung bao vé chang lai nhiing rdiloan chuyén hed do thiéu
mau cuc b nhé Iam tang 6& khang cia ndo ddi voi tinh trang thigu oxy.
Piracetam lam t&ng sy huy dfng va sir dung glucose ma khéng hop 1€ thude vao sy cung clp
oxy, tao thudn loi cho con durémg pentose va duy tri 1bng hop nang krong & nio, Piracelam
tdng curdmg t 18 phuc hdi sau tdn thirong do thidu oxy bing cach tng sv quay véng cla cac
phosphat vd co va gidm tich ty glucose va acid lactic.
Trong diéu kign binh thudmg ciing nher khi thidu oxy, piracetam Em 1ang lrong ATP trong ndo
do tang chuyén ADP thanh ATP, didu nay cd thé la mot cor ché d& gidi thich mdt sb tac dung cb
ichcia thude.
Tac ddng 1&n sur ddn truydn tiét acetyichalin (lam tang gidi phong acetylchaling ciing c6 thé gop
phéin véo co ché tac dung cia thubc.
Thubc can o4 tic dyng lam téng gidi phéng dopamin va didu nay co thé cd tac dung tét 1én sy
hinh thanh tri nhér. Thude khiing co tac dung gy ngd, an thin, héi stre, gidm dau, an thin kinh
hodc binh than kinh cling nhu khéing c6 tic dung clla GABA.

Piracelam lam giam kha nang két by lidu cdu va giam 00 nhét cda mau O liéu cao, irong truéng
hop héing cu bj cing bét thudmg thi thube cb thé lam cho hdng cAu phyc hdi kha nang bién
dang va khi néing di qua céc mao mach, Thubc o6 tic dung gidtrung cor. Miic di, mdt sb
nuréro st dyng piracetam trong didu tri sa st trf twé va suy nhdn thire, mét danh gia ha
théing da két luin 12 cac bing chimg tir cic y viin chinh théng khong ing h vige sir dyng
piracetam cho cac didu tri nay.

DACTINH DUQC BONGHOC

Bac @ém duge ddng hoo cia piracetam o6 tinh chit tuyén tinh va khong phy thude vao théi
gian viri sy khac bi#l nhd gitia cac ca thé trén mot khodng liéu dang réng. Biéu nay ph hop
vai tinh thdm qua méng cao, tinh haa tan cao va sy chuyén héa 14 thidu cda piracetam. Thed
gian ban hdy trong huyt trong cda piracetam |8 5 gio. Thé glan bén hly 1& twong dueng
it nguetri Iim khod manh va ngudd bénh. Théi gian ban hiy tang & ngudi cao 1wdi (ehid yéu
do gigm &0 thanh loc & thén) va & dai tweng bi suy thén, Néng df thube trong huydt tuemg &
trang thai 8n dinh dat duroe trong véng 3 ngay ding thudc.

- Hép thu: Piracetam dugc hap thu nhanh va nhidu sau khijudng. O déi tweng ¢4 nhin doi,
nbng ¢8 dinh trong huyét twong dat duec sau 1 gid dong thude. Sinh kha dyung luyét ddi cia
piracetam dang udng dat gdn 100%. Thirc &n khang anh hudng dén mirc d6 hdp thu
piracetam nhung lam gidm nong do dinh €, 17% valam tang thtri gian datndng g dinh T, tir
118n 1.5 gier. Nbng d6 dinh didn hinh khi udng lidu dom 3.2 a v Huﬂpiﬂaﬂgxiﬂnh&w
ngay, tuomng trng 1a 84 pg/ mi va 115 pg/ mi.

- Phén bé: Piracetam khang gén két protein huyét tuong va o thé tich phan b xAp 11 0,6 I kg.
Piracetam qua dugc hing rdc mau néo vi 32 fim thiy thubc hién dién trong dich ndo tiy sau
khi tiém tinh mach. Tai dich n3o tdy, théri gian dat ndng 60 dinfi 13 5 giér sau ding thudc va thei
gian ban hiy khodng 8,5 gi¢r. O Géng vat, ndng 49 piracstam dat durgc cao nhit & néo 1 tai vo
nao (thuj tran, thuy dinh va thuy cham), tai vé liéu ndo va cac hach nén. Piracetam khuéch tan
dén t&t ca cac md ngoai trir md m&, qua dugc hang rao nhad thai va thdm vao mang th bao
héng cu dugre phanidp. |
- Chuyén héa: Piracetam khéng chuyén héa trong co thé ngudn. Digu ndy dugc chirmg minh
béi thi gian ban huy cia thube trong huyét tuong kéo dai & bénh nhén b nigu va ndng 4
thude gbe rat cao tim dugre trong nude tidu.

- Thai trir. Thivi gian ban hiy trong huyét tong cla piracetam & ngudi Ian khoang 5 gidy sau
khi tiém tinh mach hodc sau khi ubng. Hé s& thanh thai bidu kifin toan phan 1a 80— 90 mi/ phut.
Thuéc Guge dao thai chil yéu qua nuéc tidu, chiém B0 - 100% lidu dung. Piracetam dugc thai
trirqua loc cu than.

- Bdc diém tuyén tinh: Dugc ding hoc ciia piracetam tuyén tinh trong khodng ligu sir dung
0.8 g-12 g. Cac bién 56 duge ddng hoc nhir thér gian ban hiy(va hé s6 thanh thai khang thay
dbi theo lidu diing va khodng thiri gian didutr.

Tré eny: Khing o nghién ciru dugc ddng hoc dugre tidn hanh chinh thire o tréem.

- Nguer cao twdi: O nguéi cao tubi, thed glan bén huy ctia piraoqlamgia tang do suy giam chirc
nang thiin {xem phédn Cach ding va Lidu luomg).

+ Suy thén: Su thai tnl piracetam twang quanmn&wbmmmrm creatinin. Do dé, khuyén céo
chinh liu piracetam ding hang ngay dya theo hé 56 thanh thai creatinin & bénh nhin suy thén
(xem phén Cach ding vé Lidu lugmg). O abi tugng suy thén gial doan cubi cb vé nidu, thai gian
ban huy piracetam tang l&n dén 59 gitr. Higu suit thim tach plracetam I& 50 - 60% trong mét
dotthim tach dién hinh 4 gidr.

- Suy gan: Anh hurémg cia suy gan 1én duge ddng hoc clia piracetam chura dirge danh gid. Vi
B0 - 100% Béu thudc duge bai lift vao nudc ibu & dang khang dbi, nén suy gan don thuan,
theo dy doan, s& kndng anh hudmg déng ké 18n sy thal tr piracetam.

Cac dc tinh khac:

- Bidt tink: Trong mét nghién ciru temg durong sinh hoc so sanh cdc dang lidu diing & libu 2.4
g. ndng 33 dinh va dign lich dudrd dutmg cong ndng dé theo théi gian (AUC) & phu nli (N = 6)
cao hom khodng 30% so véi nam (N = &), Tuy nhién, hé 50 thanh thai da diéu chinh theo thé
trong & hai phai thi twong duong.
- Chiing toe: Nhimg nghign ciru dugre d6ng hoe chinh thirc vé 1ac dong cia chiing 1oc vin
chura duge tign hanh. Tuy nhién, sy so sanh chéo gitra cac nghidn ciru & dbitugng da trdng va
ngudi Chau A cho théy duge ddng hoc ciia piracetam gilra 2 chiing 166 nay k nhur nhau. Vi
piracetam chil yéu thai triz qua théin va khéng e6 sir khac biét guan trong vé hé sb thanh thai
creatinin lién quan dén chiing 15¢, nén khéng dy doan i co sy khac bist vé duge ddng hoc cla
thubic li&n quan dén ching toc.
QUY CACH DONG GOI:
Hop 10 % 10 vién, 1o huémg din sirdyng. .
BIEUKIEN BAO QUAN, HAN DUNG, TIEU CHUAN CI-IA‘I‘LL*NG CUATHUOC

g

-Diéu kign bao quan: Bio quén noi khé réo, trénh anh sang, nhiét d6 duéi 30°C. B& thubc ra
khdi tim nhin va tAm tay cla tré em.

-Han diing: 24 thang ké tir ngay san xudl, |

- Tigu chuén chit lwgng: TCCS.

CO SO SAN XUAT

Céng ty Cé phin Dwgc APIMED

-Dia chitry 56: 263/ 9 Ly Thirdng Kiét, Phuéng 15, Quan 11, phdHA Chi Minh

- Bia chi nh& may: Biréng N1, cym cdng nghiép Phi Thanh -{Vinh Thanh, x& Vinh Thanh,

huyén Nhon Trach, tinh Béng Nai. | A Emed




