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TO HUGNG DAN SU DUNG THUOC
R% Cetampir 1200
DE xa tim tay (ré em
Doc k§ rdng déin sit dung triede khi dimg
Thude nay chi ding theo don thube

THANH PHAN CONG THUC THUOC
(Cho 1 vién nén bao phim Cetampir 1200)
Thanh phiin duwge chit:

Piracetam .. st

Thanh phﬁu ti duoc.

Croscarmellose  sodium,

...1200 mg

povidone K30, magnesium
hydroxypropyl
methylcellulose 6 ¢ps, polyethylene glycol 6000, titanium

stearate, colloidal anhydrous silica,

dioxide, talc,

DANG BAO CHE
Vién nén bao phim
MO TA SAN PHAM

Vién nén hinh oval, bao phim mau tring, hai mit khum, mot
mal co khic chir SVP, mdt mit tron, canh v thanh vién lanh
Iin.

CHI PINH

Cetampir 1200 dugc chi dinh & bénh nhin ngudi 16n rung
gidt co ¢ ngudn goe vo ndio (khong ké nguyén nhén) va nén
dung két hop céc ligu phap diéu tri chdng rung gidt co khdc.

LIEU DUNG, CACH DUNG

Litu diing

Lidu khéi diu 7.2 g/ngay, ting 4,8 g sau maéi 3-4 ngay 1 1An
dén litu t4i da 12 24 g, chia 2 hodic 3 law/ngdy. Vice diéu
véi cdc thudc chéng rung gidt co khac nén duge duy tl &
liu twong tu. Tiy theo lgi ich lim sang, néu duoc nén gidm
lidu ctia nhimg thude khéc.

Sau khi bAt ddu didu tri, piracetam nén tiép tuc ding dén khi
céc bénh co ngufin gbe & nfio con ton tai. O bénh nhan mic
bénh cp tinh, sy tién trién t6t c6 thé xay ra sau mdt khoang
thesi gian va cin kiém tra mdi 6 thing dé giam hofic ngimg
thudc diéu tri. Viéc giam lidu piracetam nén thuc hién 12g
mdi 2 ngay hotic mdi 3 - 4 ngay ddi voi hdi chiing Lance va
Adams dé ngén ngira tai phat hojc co giat.

Neroi cae tdi

Khuyén céo nén didu chinh lidu & bénh nhan cao tudi tiy
theo chirc ning than. Truomg hop didu tri lau dai, néu cin,
danh gia d thanh thai creatinine dé xéc dinh liéu ding cho
phép.

Suy thdn

Lidu hang ngay nén duge cd nhin hoa ty theo chirc néng

than. Tham khao bang bén dudi dé didu chinh liéu. D& sir
dyung bang lidu ndy, cin tinh toAn dg thanh thai creatinine
(Clee: mU/phiit) ctia bénh nhén, Cle (ml/phiit) co thé tinh toan

dira vao cong thire:
[ 140-tudi (nam) x can ning (kg)(x 0,85 déi v&i nir)]

Clec= 72 x creatinine huyét (img/dl)
Nhém Dy  thanh| Lidu ding va tin s |
thai str dung
creatinine
(mV/phiif)
Binh thwong >80 Lidu théng thudng
hang ngay, chia 2 dén
4 lan
Nhe 50-79 2/3 lidu théng thudng
hang ngay, chia 2 hodic
3 Ifin
Trung binh 30 - 49 [/3 lidu théng thuong
hang ngay, chia 2 lin
Ndng <30 1/6 lidu théng thudng
hang ngay, sir dung 1
Fn.
fows mﬁ:{ [ Chong chi dinh
dogn cudi

Suy gan

Khéng can chinh liéu & bénh nhéan chi miic suy gan. Khuyén
cdo didu chinh lidu & bénh nhén suy gan kém theo suy than.

Cich ding

Thudc ding duomg udng, ciing hojic khdng clng voi thirc
an. Ubng thubc véi nuéc. Khuyén cdo sir dung lidu hang
ngay chia 2 dén 4 lan.

Néu quén udng thubc, khdng ubng gap doi lidu dé bu lidu
da quén, udng liéu tiép theo nhr binh thudng,

CHONG CHI PINH

Qua mén vai bt ky thanh phan ndo cta thudc,

Bénh nhin suy thin ndng (do thanh thai creatinine < 20
ml/phiit).

Bénh nhan xudt huyét ndo va mic bénh Hutington’s Chorea.

CANH BAO VA THAN TRONG KHIDUNG THUOC

Anh hong Ién kha ning két tdp tiéu cdu
Sir dyng thén trgng & bénh nhén xudt huyél niing, bénh nhén
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c6 nguy co chay mau nhur loét dg day, roi loan cim méu,
tién st tai bin mach médu ndo xudt huyét (CVA: Cerebro-
Vascular Accident), bénh nhin trai qua phiiu thudt 16n bao
gém ci phiu thudt nha khoa, bénh nhén dimg thude ching
dong hoflc chéng két tdp tiéu chu bao gdm acid
acctylsalicylic liéu thip.

Suy than

Piracetam thii trir qua thiin, than trong khi stir dung trong
truwong hop suy thin. '

Neguei cao tudi

Diéu tri dai ngiy & ngudi cao (wdi, throng xuyén ddnh gia
d thanh thai creatinine dé xac dinh lidu diing dap (g,
Ngimg thuoe

Trénh ngumg thude dot ngdt vi ¢ thé gdy rung gidt co vi co
gidt toan thé & mdt s6 bénh nhan.

SUDUNG THUOC CHO PHY NU CO THAI VA CHO
CON BU

Phu nit ¢6 thai

Khéng co dir lidu day di vige sir dung piracetam & phy nir
cd thai. Nghién ciru trén dng vt cho thiy khong c6 tac hai
true tiép hofic gian tiép d6i voi thai ky, phat wién phoi
thai/thai nhi, sinh sin hoge sy phit trién sau sinh.

Piracetam qua duoe hang rao nhau thai. Nong do thude
tong thai nhi xdp xi 70 dén 90% ndng do cia me, Khong
nén sir dl_mg};iracetam trong thai ky trir khi cin thiét, lgi ich
cao hon nguy co va tinh trang 1im sang ciia ngudi me cin
diéu tri voi piracetam.

Phu nit cho con b

Piracetam bai tiét vio stra ngudi. Do d6, khong nén sir dung
piracetam trong thai gian cho con b hodc nén ngung viée
cho con bi trong khi diéu tri véi piracetam. Quyét dinh viée
ngung piracetam hodic ngung cho con bu dya trén su cin
nhic loi ich viée cho con b va lgi ich diéu trj cho ngudi me

ANIT HUONG CUA THUOC LEN KHA NANG LAI
XE, VAN HANH MAY MOC

Trong nghién et [im sang, & liéu 1,6-15 g/ngay, ting dong,
budn ngu, cang thing, tram cam dugc béo cdo véi tn sb
nhiéu hon & bénh nhin sit dung piracetam so vai nhom gia
duge. Khong ¢6 dit ligu vé amh hufmg ctia thude 1én kha
nang lai xe & lidu 15 dén 20 g/ngay. Do d6 thdn trong khi sir
dung piracetam & bénh nhén [ai xe hodic vin hanh may moc,

TUONG TAC, TUONG KY CUA THUOC

Tuong tdce ciia thude

Tirong tde dirgc dong hoe

Tuong tac thude lam thay ddi duoc ddng hoc ciia piracetam
tuong, doi thip do 90% liéu piracetam duge thai trir qua

e tiéu dudi dang khong bién déi.

In vitro, piracetam khéng tic ché hé cytochrome PAS0 ciia
gan ngudi gom CYP ddng dang 1A2, 2B6, 2C8, 2C9, 2C19,
206, 2E1 va 4A9/11 & nong dd 142, 426 v 1422 pg/ml,

O ndng do 1422 pgfml, thudc e ché yéu 1én CYP 2A6
(21%) va 3A4/S (11%). Tuy nhién, gid trj Ki ctia sy (e ché
hai dang CYP 13 gilfmg nhau, gia tang & ndng da 16n hon
1422 pg/ml. Do d6, twong tac chuyén héa cia piracetam
voi céc thude khac khang chiic chin.

Hornone tuyén gidp

Nhim 1an, kho chiu, rbi logn giéc ngi di duge bdo cao trong
khi diéu trj ddng thdi véi hormone tuyén gidp (T3 + T4),
Acenocovmarol

Trong nghién ctru ma don & bénh nhin méc huyét khdi tinh
mach tai phat nghiém trong, piracetam 9,6 g/ngay khing
lam thay ddi liéu cin thiét acenocoumarol dé dat dwoc INR
(huernational Normalized Ratio) 2,5 dén 3.5, nhung so véi
tic dung cuia acenocoumarol don dée, phdi hop piracetam
9,6 g/ngay gitp giam ding ké kha nang két tip tiéu cu,
phéng thich f-thromboglobulin, uﬁng 46 fibrinogen va cic
yéu th von Willebrand (VI : C; VIIT : vW : Ag; VIII: vW
: RCo), méau toan phan va d nhdt miu.

Thitoe chong dong kinh

Liu 20 g piracetam/ngdy hon 4 tudn khong lam thay doi
dinh va ndng d¢ huyét thanh cia thude chong déng kinh
(carbamazepine, phenytoin, phenobarbitone, valproate) &
bénh nhan ddng kinh dang sir dung lidu én dinh.

Rirgrn

Sir dung dbng thivi véi nrou khong anh hudng dén néng do
piracetam huyét va ndng do ruou khong lam thay dbi lidu
pitacetam 1,6 g didmg udng,

Tuong ky, cia thube

Do khéng c6 cie nghién ciru vé tinh twong ky cta thude,
khong tron 1an thudc nay véi cic thube khic.

TAC DUNG KHONG MONG MUON CUA THUOC
(ADR)

Tém tit cic ADR

Thudng It giip

g:}r’(;::t’:’ (t;Z::ig Clra ro tin sait
P A 1/100)
Mdu va ié Xudt huyét
bach hayét _

HE¢  mién Phan fmg phin

diclt o ] ve quimin
T thiin Cang thing | Trimcim | Kich dong, lo Au,

| b dogidc

HE  thin | Chinglang | Budn nga | Mét didu hoa, suy
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kiuth dong yéu, 1im trong
hem bénh  déng
kinh, dau ddu,
1 .
miit ngr.

Tal v fai Chéng mit

irong

Tidu hda Bau bung, dau
bung trén, tiéu

chay, budn non,

non.

Da va cic Phit

md duwdi da angioneurotic,
viém da, ngia,
may day

Réi logn Suy nlurgre

cliung

Xdét nghigm | Tiing ciin

Hudng din cach xit tri ADR
C6 thé giam nhe cac ADR ctia thudc bing céch giam licu.

QUA LIEU VA CACH XU TRI

Trigu cluing qud lidu

Khéng c6 phan tmg bét loi lién quan qud lidu piracetam
duoc béo cao.

Xit tri qud lién

Truomg hop qua lidu cp tinh, c6 thé lam réng da day bing
bién phép rira da day hogc gy non. Khéng c6 chit giai doc
diic hiéu trong trudmg hop qua lidu piracetam. Didu tri qud
lidu biing céch didu trj triéu chimg va c6 thé bao gdm chay
thin nhin tao. Hi¢u qua loai tiir khodng 50 dén 60%
piracetam.

DUQC LUC HOC

Nhom duge Iy: Thube hung tri (cai thién chuyén héa cua
t& bao thin kinh).

Mi ATC: N06B X03

Co ché tic dyng

Co ché tac dung cia piracetam trén rung gidt co do ngudn
abc vo nilo chua duge biét.

Duge lwe hoc

Piracetam c6 tic dung gy xuéit huyét tiéu cdu, hong cu, va
thanh mach méu biing cach ting bién dang hong cdu, gidm
két tap tidu cAu, giam su gin két cia héng céu vao thanh
mach va giam co thit mao mach,

- T4c dong trén hdng chu: O nhiing bénh nhan thiéu méu
héng ciu hinh liém, piracetam cai thign sy bién dang cia
mang hong ciu, giam d§ nhét méu, va ngin W mau.

- Téc déng trén tidu clu: Trong nghién citu m& & tinh
nguyén vién khoe manh va bénh nhén mic hdi ching

Raynaud, ting liéu piracetam dén 12 g két hop voi giam lidu
tity thude vao chirc niing tidu chu so véi gid tri truede khi diéu
tri (cic xét nghiém tdng hop gdm ADP, collagen,
epinephrine va sy phong thich PTG) ma khéng lam thay doi
s6 lwgng tiéu ciu. Trong nghién ciru nay, piracetam kéo dai
théri gian déng méu.

- Téc ddng trén mach mdau: Nghién ciru trén dfng vt
piracetam 1rc ché sy co mach va chéng lai tic djng ctia
nhiéu tac nhin co thit khic nhau. Thiéu tic dong lam gidn
mach va khong géy ra hién tuong “dinh cip”, khong lam
(hép, khang diéu chinh va ciing khong cé téc dung ha huyét
4p. O ngudi tinh nguyén khée manh, piracetam lam giam
géin két ctia céc té bao mau 1én ndi md mach mdu va ciing
kich thich tryre tiép sy tdng hop prostacycline & ndi mé.

- T4c ddng trén cc yéu 16 dong maw: O ngudi tinh nguyén
khée manh, so v&i gia trj trude khi didu tri, piracetam 9,6 g
1m gidm ndng do fibrinogen huyét twong va cdc yéu t6 von
Willebrand (VIIT : C; VIIIR : AG; VIIL R : vW) 30 dén 40%
v kéo dai thoi gian chay médu. O bénh nhan méc hdi chimg
Raynaud nguyén phét va thir phét, so v6i gia trj trude khi
didu tri, piracetam 8 g/ngay trong 6 thing [Am gidm ndng d§
fibrinogen va cdc yéu t6 von Willebrand huyét twong (VIII
. C; VIII R : AG; VIIT R : vW) 30 dén 40%, giam do nhét
mau va kéo dai thoi gian chay miu.

DUQC PONG HQC

Heip thu

Piracetam hép thu nhanh va gén nhir hoan toén. Nong do
dinh trong huyét twong dat duge sau khi ubng 1,5 gio. Sinh
kha dung dudng ubng dwge danh gia dya vao dign tich dudi
dwdmg cong (AUC: Area Under Cuive) 1a 100% cho vién
nang, vién nén va dungdi::h.Némg do dinh va AUC ti 18 voi
lidu sir dung.

Phdn b

Thé tich phén bb ciia piracetam la 0,7 Vkg. Piracetam qua
dugc hang rao mau ndo va nhau thai va khuéch tin qua
méng lgc mau thin,

Chuyén héa

Téi thoi diém hién tai, khong 1o vé chuyén héa piracetam.
Thai tri

Piracetam thii trir ghn nhu hoan todn trong nude tidu va
phén liu duge thai trir phu thuge lidu sir dung, Gié tri thoi
gian ban thai phi hop véi dir ligu tinh todn tir huyét
fuong/mau. Thoi gian ban thai I § gid, & nam gidi truong
thanh. D3 thanh thai phy thudc dd thanh thai creatinine va
giam & ngudi suy thén.

QUY CACH PONG GOI

Hop 3 vix 14 vién

PIEU KIEN BAO QUAN

— 5.2 </N/

N
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Noi khd, nhiét d§ khdng qua 30 °C, tranh anh sang,.
HAN DUNG

36 théing, ké tir ngay san xudt.

TIEU CHUAN CHAT LUQNG

Tiéu chudn nha sin xudt

CO SO SAN XUAT

IRACHE A A FRON VN

CONG TY CO PHAN DUQC PHAM SAVI

( SaWpharm J § )

L6 Z.01-02-03a, Khu Céng nghiép trong Khu Ché xudt
Tén Thuéin, Phudng Tan Thugn Dong, Quén 7, Thanh phd
Ho Chi Minh.

Dién thoai: (84.28) 37700142-144

Fax: (84.28) 37700145

Tp. H& Chi Minh, ngay > Elléng OF ndm 207/
KT, TONG GIAM bOC

MPOC (CL - KHCN)+~




