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TO HUONG DAN SU DUNG THUOC

® Thuéc nay chi dimg theo don thuéc
DUNG DICH TIEM TRUYEN

A. T CETAM 200 mg/ml

“Dé xa tam tay tré em”
“Doc ki) hudng dan sir dung trude khi ding”

THANH PHAN

Hoat chit

M&i 1 ml dung dich tiém chita 200 mg piracetam.

Mai lo 15 ml dung dich tiém chira 3 g piracetam. - *

M&i lo 20 ml dung dich tiém chira 4 g piracetam.

Mai 1o 60 ml dung dich tiém chira 12 g piracetam.

Ta dwge: Viradu 1 lo.

(Natri acetat, acid acetic, natri hydroxyd, nudc cat pha tiém).
DANG BAO CHE: Dung dich tiém truyén.

M6 ta san phdm: Dung dich trong sudt, khéng mau hosic mau vang nhat.
CHi PINH

Ngwoi lon

- Didu tri triéu ching cta hoi chimg tdm than — thyc thé v&i nhimg dic diém duoe cai thién

nhd diéu tri nhu mat tri nhé, rdi loan chu y va thiéu dong luc.
- Don trj liéu hodc phdi hop trong chimg rung gidt co do nguyén nhan vé ndo.

- Piéu tri chéng mit va céc roi loan thing bang di kém, ngoai trir chodng vang cé ngudn gdc
do van mach hoéac tdm than.

- Phong ngira va lam giam cac dot cdp nghén mach & bénh hdng cau hinh liém.
Tré em
- Didu tri chirng kho doc, két hop véi céac bién phap thich hop nhu liéu phap ngdn ngft.
- Phong ngira va lam giam cac dot cdp nghén mach & bénh hdng cau hinh liém.

LIEU DUNG VA CACH DUNG
Liéu ding
Nguoi lon
Diéu tri triéu chieng cua hgi chirng tam thén — thuc thé va diéu tri chong mdt
Liéu ding hang ngay dugc khuyén cdo trong khoang tir 2,4 g — 4,8 g/ngay, chia lam 2 — 3 1an.
Diéu tri rung gidt co do nguyén nhan vo néo
Bét du liéu hang ngay 1a 7,2 g, sau d6 ting thém 4,8 g mdi 3 — 4 ngay dén t6i da 20 g, chia
lam 2 — 3 14n. Diéu tri v6i cac thudc tri rung gidt co khac nén dugc duy tri & cing liéu lugng.
Tuy theo loi ich Idm sang dat duoc, nén giam liéu cia nhitng thude nay, néu 6 thé. Phai xac
dinh liéu cho tirng bénh nhén bang cach thir dicu tri.
Mot khi da l:{ﬁt dau, nén tiép tuc diéu tri béng' piracetam chirng nao bénh néo cén nguyén van
con ton tai. O nhitng bénh nhén c6 mot con cap tinh, bénh c6 the tien tricn £t tinh ¢ sau mot
khoang thoi gian va vi vy ¢t mdi 6 thdng nén thir giam liéu hodic ngung diéu tri. Nén giam
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1,2 g piracetam mdi 2 ngay (mdi 3 hoic 4 ngdy trong trudng hop ¢6 hoi chimg Lance-Adams
nhim phong nglra kha niang tai phat dot ngdt hodc co giat do ngung thube dot ngot).

Phong ngira va lam giam cdc dot cap nghén mach trong bénh h0ng cau hinh liém

Lleu ding hang ngay dugce khuyén céo dé phong ngira céc dot cdp 1a 160 mg/kg, ding dudng
ubng, chia 1am 4 lan.

Liéu dung hang ngay dugc khuyén cao dé lam giam cac dot cép 1a 300 mg/kg, ding dudng
tinh mach, chia l1am 4 lan.

Khi ding lidu dugi 160 mg/kg/ngay hoidic dung thudc khéng déu, c6 thé din dén tai phat céc
con cap tinh.

Tré em

Diéu tri chitng khé doc két hop véi cée bién phdp thich hop nhie liéu phdp ngon ngie

Liéu khuyén céo cho tré trong d¢ tudi dén truong (tr 8 tudi) va thanh thiéu nién 14 3,2 g/ngay,
chia lam 2 lan.

Phong ngira va lam giam cdac dot cdp nghén mach trong bénh hong cau hinh liém

O tré em tir 3 tudi tré 1én, lidu phong ngira cic dot cip 1a 160 mg/kg/ngay, chia 1am 4 1an.
Trong trudong hop lam giam céc dot cép, dung lidu 300 mg/kg/ngay dudmg tinh mach, chia lam
4 1an.

Khi ding lidu dudi 160 mg/kg/ngay hodc dung thude khong déu co thé dan dén tai phat bénh.

C6 thé dung piracetam cho tré em bi thiéu mau hong cau hinh liém theo lidu dung hang ngay
duoc khuyén céo & trén. Piracetam da dugc diing & mot 6 it tré em trong d6 tudi 1 — 3 tudi.

Nguwoi cao tudi

Nén chinh liéu & ngudi cao tudi c6 suy giam chirc ning than.

Khi diéu tri dai han & ngudi cao tudi, cAn danh gia thuong xuyén do thanh thai creatinin dé
chinh liéu phi hop khi can thiét.

Bénh nhan suy thin

Chéng chi dinh dung piracetam cho bénh nhan suy than ning (do thanh thai creatinin than dudi
20 ml/phut).

Liéu dung hang ngay duoc tinh cho ttmg bénh nhén theo chirc néng thén. Xin tham khéo bang
du6i day va chinh lidu theo chi din. Dé dung bang I[cu nay, can udc lLrorng do thanh thai

creatinin cua bénh nhén (Cler) tinh theo ml/phit. C6 thé udc lugng hé sé thanh thai creatinin
(ml/phit) tir ndng do creatinin huyét thanh (mg/dl) qua cong thic sau:

[140 — tudi (ndm)] x thé trong (kg)

Cler = - % 0,85 ¢ phu nit
72 X creatinin huyét thanh (mg/dl) ( phy )
P§ thanh thaii
Nhém creatinin Liéu dung va s6 1in dung
(ml/phit)

Binh thudng > 80 Liéu thudng ding hang ngay, chia 2 - 4 1dn
Suy than nhe 50— 79 2/3 liéu thuong dung hang ngay, chia 2 — 3 lan.
Suy than trung binh 30-49 1/3 lidu thudng ding hang ngay, chia 2 lan.
Suy thén ning <30 1/6 lidu thuong dung hang ngay, dung 1 lan.
Bnh than:gial doan " Chéng chi dinh.
cuoi
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Bénh nhin suy gan
Khong can chinh liéu & bénh nhén chi c¢6 suy gan. Khuyén cdo chinh liéu & bénh nhan bj suy
gan va suy thén.
Céch dung
Diing dudng tiém truyén tinh mach.
Khi can dung dudng tiém truyén (nhu truong hop khé nubt, hon mé), piracetam c6 thé dugc
dung theo dudng tinh mach & muc liéu hang ngay khuyén céo.
Trong truong hop dung piracetam dudng tiém, trude ti€n bac siké don s& xac dinh liéu ding
piracetam thich hQP Liéu nay sé x4c dinh lm;mg dung dich thudc cin tiém truyén. Trong nhiéu
tru&mg hop, liéu can dung s& vuot qué | lo thudc tiém va it khi 12 mot s6 nhéan 1én chinh x4c
ctia s6 lugng lo thude tiém co sin.

CHONG CHI PINH
Mﬁr} cam voi piracetam, cac dan xudt khéc cia pyrrolidon hozic bét ky thanh phan nao cua
thuoc.
Bénh than giai doan cudi (do thanh thai creatinin thdn <20 ml/phit).
Bénh nhan bi xuét huyét nio.
Bénh nhan bi chirng mua giat Huntington (Huntington’s Chorea).

CANH BAO VA THAN TRONG KHI DUNG THUOC
Téc dgng trén ket tdp tiéu cdu Do tac dong ciia piracetam trén két tap tiu cau, khuyén céo
than trong & bénh nhan xuét huyet ndng, bénh nhéan c6 nguy co chdy mau nhu loét dudng tiéu
h6a, bénh nhén ¢6 nguy co rdi loan dong méu tiém 4n, bénh nhén c6 tién sir tai bién mach mau
ndo do xuét buyeE bénh nhén cAn tién hgmh dai phiu vke ca phéu thuét nha khoa va b@r}h nhén
sir dung thubc chéng déng mau hodic chdng két tap tiéu ciu bao gdm ca aspirin liu thip.
Suy thdn: Piracetam dugc thai trir qua thén, do do nén thén trong trong trudng hop suy than.
Ngueoi cao tudi: Khi diéu tri dai han & ngudi cao tudi, can danh gia thudng xuyén do thanh thai
creatinin d€ chinh licu pht hop khi can thiét.
Ngung thude: Nén trénh ngung diéu trj dot ngdt vi ¢6 thé gdy con co giat hodc con co gidt toan
thé hoa & mot s6 bénh nhan c6 ching giét co.
Cdc dot cdp nghén mach ¢ bénh hong cau hinh liém: V6i chi dinh trong bénh hong cu hinh
liém, liéu thap hon 160 mg/kg/ngay hodc dung thubc khéng thuomg xuyén cé thé dan dén tai
phét cdc con cap tinh.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir c6 thai
Khong nén ding piracetam trong khi mang thai trir khi tht can thiét, khi loi ich vuot tri nguy
co va tinh trang lam séng clia thai phu yéu ciu phai diéu trji bing piracetam.
Khong c6 du dir liéu vé viée st dung piracetam & phu nff mang thai. Céc nghién ctru trén dong

vat khéng cho théy téc dung cé hai truc tlep hodc gian tiép doi voi thai ky, sy phét trién cta
phéi hay bao thai, su sinh n& hay phét trién sau khi sinh.

Piracetam qua dugc hang rao nhau thai. Ndng d6 thude & tré so sinh khoang 70% dén 90%
nong do thuoc & me.

Phu nir cho con bu

Khong nén str dung piracetam trong khi dang cho con bit hodic khong cho con bii trong khi diéu
trj biing piracetam. Nén tinh dén l¢i ich cta viéc cho tré b sita me va lgi ich cua diéu tri doi
voi me khi quyét dinh khong cho con ba hoic khéng sir dung piracetam.

Piracetam dugc tiét vao sira me.
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ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Vi cac tic dung khong mong mudn dugc quan sét sau khi ding thude, thube ¢6 thé c6 anh
huong 1€n viée lai xe va van hanh may moéc, va diéu nay nén dugce luu y.

TUONG TAC, TUONG KY CUA THUOC
Tuwong tac thube

Twong tic duge dgng hoc: Tuong tac thube ¢ kha nang dan dén nhing thay d6i vé duge dong
hoc ciia piracetam duoc du doén 1a thip vi khoang 90% liéu piracetam théi trir qua nudc tiéu
& dudi dang khong dbi.

In vitro, piracetam khdng @rc ché cac ddng phan clia cytochrom P450 & gan ngudi CYP 1A2,
2B6, 2C8, 2C9, 2C19, 2D6, 2E1 va 4A9/11 & chc ndng d6 142, 426 va 1422 pg/ml. O ndng dd
1422 pg/ml, quan sit thiy tic dong e ché nhe 1én CYP 2A6 (21%) va 3A4/5 (11%). Tuy
nhién, cdc gi4 trj K; dé tc ché hai dang dong phan €YP nay la tét khi ndng do vuot qua 1422
pg/ml.

Do d6, trong tdc chuyén héa cia piracetam vai céc thube khac gan nhu khong cé.

Cdc hormon tuyén gidp: L 14n, dé kich thich va rdi loan gidc ngii da dugc bdo céo khi diing
ddng thoi voi cac chiét xuét cua tuyén gidp (T3 + T4).

Acenocoumarol: Trong 1 nghién ctru mu don da duge cong b & nhirng bénh nhan bi huyét
khoi tinh mach tai phat néng, piracetam liéu 9.6 g/ngay khong lam thay doi liéu acenocoumarol
can thiét dé dat INR 2,5 dén 3,5, nhung so véi tic dun g cua acenocoumarol dung don dge, viée
b6 sung piracetam 9,6 g/ngdy lam giam dang ke két tap tiéu cau, phéng thich PB-
thromboglobulin, ndng d6 fibrinogen va céc yéu t6 von Willebrand (VIIL: C; VIII: vW: Ag;
VIII: vW: Rco) va do nhét clia mau toan phan va huyét tuong.

Cdc thube chong dong kinh: Liéu hang ngay 20 g piracetam trén 4 tudn khong 1am thay ddi
néng do dinh va n6ng d ddy trong huyét thanh ctia cac thube chéng déng kinh (carbamazepin,
phenytoin, phenobarbita] valproat) & bénh nhén bi bénh dong kinh dang dung liéu n dinh.

Riegu: Vlcc uong rugu cung luc khong anh huong dén nong do piracetam trong huyét thanh va
ndng d6 con khong bi thay dbi boi mot liéu udng piracetam 1,6 g.

Tuong ky: Do khong c6 cde nghién ciru vé tinh twong ky ciia thuéc, khong tron 1dn thude nay
véi céac thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Céc thc dung khong mong mubn dugc liét ké trong bang sau theo hé théng co quan va tan sudt
dugc xdc dinh nhu sau: Rdt thirong gap (ADR 2 1/10), thwong gap (1/100 < ADR < 1/10), it
gdp (1/1000 < ADR < 1/100), hiém gap (1/10 000 <ADR < 1/1000), rat hiém gdp (ADR <
1/10 000), va khéng biét (khong thé wéc tinh dieoc tan sudt tiv dit liéu c6 sin)

H¢ théng co quan Tén suét Tac dung khong mong mudn
Roi loan méu va hé bach | Khong biét | R6i loan chiy méu.
huyét
Réi loan hé mién dich Khdng biét Phan (mg dang phan v¢, qu man.
R6i loan tAm than Thirong gdp | Bon chon.

It gap Tram cam.

Khong biét | Kich dong, lo léng, la 13n, a0 giéc.
R&i loan hé thin kinh Theong gdp | Ching ting dong.

It gap Budn ngu.
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Khéng biét | Mét diéu hoa van dong, rdi loan thing bing,
déng kinh ning thém, nhirc du, mét ngu.

R6i loan tai va mé dao Khong biét Chéng mat.

R6i loan mach mau Hiém gip Viém tinh mach huyét khdi, ha huyét ap.

Roi loan tiéu héa Khéng biét Dau bung, dau viing bung trén, tiéu chay,
budn nén, nén.

Réi loan da va mé dw6i Khéng biét Phit mach thin kinh, viém da, ngta, ndi may

da day.
R&i loan toan than va tai | It gap Suy nhuoe.
chd diing thude 2 Hiém gap Sbt, dau tai chd tiém.

Cac nghién ciru khdo sat | Thweong gap | Tang cén.

Théng bdo cho bdc st hodc dwoc st nhikng phan ieng cé hai gdp phii khi sie dung thubc
QUA LIEU VA CACH XU TRi
Qua4 lidu
Khéng ¢6 thém cac phan tng c6 hai dic trung lién quan dén quéd lidu dugc bao cdo voi
piracetam.
Trudng hop qua liéu cao nhét duoc bdo cdo 12 udng piracetam liéu 75 g, xudt hién tiéu chay

c6 mau kem dau bung, rat c6 thé lién quan dén ham lugng sorbitol rat cao trong thanh phﬁn
cua thuoc.
Cach xir tri
Trong trudng hop qué lidu dang ké, clp tinh, c6 thé lam tréng da day bing c4ch ding thubc
gy non.
Chua c6 thude giai ddc dédc hiéu cho qua lidu piracetam. Piéu tri qué liéu chu yéu diéu tri' triéu
chimg va co thé bao gom tham tich mau. Hiéu suat ciia may tham tach 1a 50 — 60% doi vdi
piracetam.

CAC PAC TiNH DUQC LY
Nhom diwege [y: Nhom thudc kich thich than kinh khac va nhém thude hung tri (nootropic).
Ma ATC: N0O6BX03
Co ché tic dung
Dir liéu sdn c6 goi y rang co ché tac dung co ban cua piracetam khong chuyen biét trén te bao
1an co quan. Piracetam gan két vat Iy v&i dlu cuc cia phospholipid trong md hinh mang té bao
theo kiéu phu thudc lidu, tao nén su ‘phuc hdi ciu tric phlcn mong ctia mang té bao déc trung
boi su hinh thanh céc phire hop thude — phospholipid linh dong. Piéu nay c6 thé dan dén tinh
4n dinh cua mang té l:?ﬁo duogc cai thién, cho phép céac protein mang va cac protein xuyén mang
duy tri hodc phuc hoi cé‘u triic ba chiéu hoic gép lai dé thuc hién chirc ndng cua chiing.
Piracetam tdc dung Ién than kinh va mach mau.
Cdc tac dung dwge lwe hoc
Tdc dung lén than kinh
O mic do té bao than kinh, piracetam thuc hién hoat tinh tai mang bing nhiéu cach thirc khéc
nhau.\ﬁ dong vit, piracetam lam tang nhiéu loai dAn truyén than kinh khéc nhau, chu yéu qua
su diéu hoa hau synap cuiia mat d§ va hoat dong cua thu the. Trén ca dong vat va nguoi, nhiing
chire néng c6 lién quan dén qué trinh nhén thic nhu hoe hdi, tri nhd, cha y va tinh téo déu
duge cai thién & ca ca thé binh thudmg hoge suy gidm, ma khong phat trién tac dung kich thich
tdm than hodc an than. Piracetam bdo vé va phuc hoi cdc kha niéing nhén thic & dong vt va
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ngudi sau cc ton thuong ndo khac nhau nhu giam oxi huyét, ngd doc va trj liéu xung dong
dién. Piracetam bao vé chdng lai nhitng thay ddi chirc ning va hoat dong cia ndo do giam oxi
huyét khi dénh gi4 bing dién ndo db (EEG) va cac danh gia tim than.

Tdc dung lén hé mach mau

Piracetam co tac dong huyét hoc trén tleu cau hﬁng cdu, va thanh mach bﬁng cach lam téang
tinh bién dang ciia hdng cau va giam két tap tiéu cu, giam két dinh hEmg cau vao thanh mach
va giam co mao mach.

Tdc dung lén hdng cdu: O nhung bénh nhén b1 bénh thiéu mau hf)ng cau hinh liém, piracetam
cai thién tinh bién dang mang té bao hdng cau, giam dd nhdt ciia mau va ngin ngira sy hinh
thanh cac dam hong cau.

Tdc dung lén tiéu cau: Trong nhitng nghién ciiu mé & ngudi tinh nguyén khoé manh va & bénh
nhén cé héi chimg Raynaud, cic lidu piracetam témg dén 12 g thu'fmg di kém véi giam chic
na.ng tiéu cu phu thudc lidu dung so vdi céc tri s6 trude khi diéu tri (céc xét nghiem két tép
tiéu céu gy bdi ADP, collagen, epinephrin va phéng thich fTG), ma khong c6 su thay doi
dang ké vé s6 luong tiéu cAu. Trong cac nghién ctru nay, piracetam lam kéo ddi thoi gian chay
mau.

Tdc dung lén mach mau: Trong nhitng nghién ctru & dong vat, piracetam (c ché co mach va
lam mét tac dung cuia nhiéu loai thudc co mach khac nhau. Piracetam khong c6 téc dong gian
mach va khdng c6 hién tuong “cudp mau”, khéng c6 tac dung [am chdm dong méu hodc chay
nguoc dong hodc 1am tut huyét ap.

O ngudi tinh nguyén khoe manh, piracetam lam giam két dinh hdng céu vao ndi mac mach
mau va ciing c¢6 tic dung kich thich truc tiép 1én su tong hop prostacyclin & ndi mac mach mau
lanh lan.

Tdc dung lén cac yéu to dong mau: O nguéfl tinh nguyén khée manh, lidu piracetam dén 9,6 g
d4 1am giam ndng d6 trong huyét twong cua fibrinogen va céc yéu t6 von Willebrand (VIII:C;

VIII R: AG; VIII R: vW) dén 30 — 40% va lam tang thoi gian chay méu so véi trude khi diéu
tri.

O bénh nhan ¢c6 hoi chlmg Raynaud nguyén phat va ca thir phét piracetam lidu 8 g/ngay dung
trong 6 théng da lam giam ndng d6 cua fibrinogen va céc yéu t6 von Willebrand tronj:, huyét
twong (VIII: C; VIII R: AG; VIII R: vW (RCF)) dén 30 - 40%, giam do nhét cia huyét tuong
va lam ting thoi gian chdy méu so véi cdc trj s6 trudc khi dicu tri.

Duge dong hoc

bic diém duge dong hoc ctia piracetam c6 tinh chit tuyén tinh va khéng phu thudc vao thei
gian v6i su khéc biét nho giita cac c4 thé trén mot khoang liéu dung rong. Didu nay 1a nhét
quan v6i tinh thAm qua mang cao, tinh hoa tan cao va sy chuyén hoa t6i thiéu cia piracetam.
Thoi gian ban huiy trong huyét tuong ctia plracetam 1a 5 gio. Thoi gian ban huy 1a ttrcmg du‘orng
giita nguoi lén khoe manh va ngum bénh. Thoi gian ban hiy tang & ngudi cao tudi (chu yéu
do giam thanh thai qua thin) va & d6i tugng bi suy than. Céc ndng d6 thubc trong huyét tuong
& trang thai 6n dinh dat duoc trong vong 3 ngay ding thude.

Phdn bé: Piracetam khong géin két protein huyét ur(mg va co thé tich phan b xdp xi 0,6 lit/kg.

Piracetam qua dugc hang rao méau néo vi dd tim lhay thuoc trong dich ndo tuy sau khi dung
dudng tiém tinh mach. Tai dich ndo tiy, thoi gian dat nong dd dinh 1a 5 gid sau khi ding thude
va thoi gian ban hily khoang 8,5 gio. O dong vat, ndng do piracetam dat duge cao nhét 13 &
ndo tai vé ndo (thy trén, thiy dinh va thily cham), tai vé ndo va céc hach nén. Piracetam
khuéch tan dén tit ca cac md ngoai trir md md, qua duoc hang rao nhau thai va thdm vao mang
té bao hdng cdu di dugc phan lap.
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Chuyén héa: Khong rd piracetam ¢6 chuyén hoa trong co thé nguoi hay khong. Viée khong
chuyén héa nay duge chimg minh bai thdi gian bén hiy cta thude trong huyét tuong kéo dai
& bénh nhén v6 niéu va thudc dang khong dbi durge tim thAy nhiéu trong nude tiéu.
Thai trie: Thoi gian ban huy trong'huyét twong cua piracetam & ngudi 1on khoang 5 gid sau
khi tiém tinh mach hogc sau khi uong. Thanh théi bi¢u kien toan phan la tir 80 — 90 ml/phat.
Con duong thai trir chinh 12 qua nudec tiéu, chiém 80 — 100% liéu dung. Piracetam dugc thai
trir qua loc cAu than.

QUY CACH PONG GOI
Hop 119,310,519, 10 lox 15 ml.

Hop 1 1o, 3 1o, 5 1o, 10 Io x 20 ml.

Hop 1 1o x 60 ml. \
BAO QUAN: Noi khé rdo, nhiét do khong qua 30°C, tranh 4nh séng. h
HAN DUNG: 24 théng ké tir ngay san xuét. .

TIEU CHUAN: TCCS.
Séan xuat tai nha may:
CONG TY CO PHAN DUQC PHAM AN THIEN
L6 C16, Puong $6 9, KCN Hiép Phuéc, Huyén Nha Be, TP Hd Chi Minh

TP. H& ChiMinh, ngay 05 thang 07 nim 2021
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