https://trungtamthuoc.com/

e quin:

)

4o quin & oL 09 A1 0G|
Tekrk anh sirg va dm, :
Bl xm e by b e, '
Dge i burong ke sl dung ihi dng. |
Like g e mibi khi cung. I

1

]

|

[

Siedprper e
n-:n'-u':mmu - D-‘ -m F(ﬁﬁ
ne com VN0 )\
i CO PHAN

Box of 1 bottle x 60 ml

Rx Frescriplion Drug

Storage:

Store in temperature below 30°C.
Protect from light and moisture.
Specification:

In- House.

Keep out of reach of children,
Carefully read the leaflet before use.
Shake well before sach use.

Manufacturer:
THANH PHAT PHARMALY. |SC

Rx Thutc ké don

NILSU

Dung dwéng ubng

Hop 1 chai x 60 ml

u&mmamu&mnam

Piracetam ... ..200mg
Chi dinh, chch ding, chéng ehi
dinh v cdc thang tin khéc:
Xin xam % huéng din
S0 dung kém theo,

Bio quan:
Béo quain & nhigt 45 dudi 30°C.
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Rx Preseription Drug

NILSU

g/ml
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Rx Thutc ké don

NILSU

Compasition: Thanh Phiin:
Each mi oral sclution contains: Méi mil dung dich ubing o6 chua:
Firacetam......... 200mg PIrACSAM ............ 200Mg
Indication, administration, Chi dinh, cich diing, shdng chi
contraindication and other infomation: djnh vi cdc théng tin khic:
Sea the enclosad |aaflet inside, Xin xam tér uéng din
Siore | mm“n':mmc -bqun‘m,
. In "C. .
Protect from light and maisture. Bioqndrm-m-lem?msat.
Specification: Trh'ﬁhh;:z;{i A
In- House. :
Keep out of reach of childran, r?‘m::::
Carsfully read the lsaflet before use. Bockj e 33 durgy BN v
Shaka well belore sach usa. Liclukiﬁ.wh:n mdi khi dong
THANH PHAT PHARMACY. JSC "ﬁ"‘\ts“‘ﬂ
Oral route Ding dwéng udng m: :m": m”"'hm'.r
Box of 1 bottle x 120 ml |I I.||II|II Hép 1 chai x 120 ml “gﬁ&”ﬁmﬁ‘ﬁ“
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R — Thubc nay chi diing theo don thuéc

NILSU __
y y (Dung dich uéng Piracetam 200 mg/ml I
Dé xa tam tay tré em \%
Doc kj hudng dan st dung trudc khi ding

THANH PHAN CONG THU'C THUOC

M&i 1 ml dung dich uéng c6 chira:

Thanh phcfn OOt chdt: PROCEIAIN. i..oosisiissinissessssssississsinsisssisansess 200 mg/ml

Thanh phan td dwge: Glycerin, natri saccharin, methylparaben, propylparaben, amd acetic bing,

natri acetate trihydrate, ta duge huong ca phé/bac ha, ethanol 96%, nudc tinh khiét.

DANG BAO CHE

Dung dich uéng.

Ma ta dang bao ché: Dung dich trong sudt, khong mau dén vang nhat, ¢c6 mui thom déc trung.

CHI DPINH

Nguoi trueong thanh:

- Didu tri hd tro céc tridu chimg bénh 1y man tinh vé suy giam chirc ning nhén thirc va suy
giam than kinh cam gidc ¢ ngudi cao tudi (ngoai trir bénh Alzheimer va cdc chimg sa sut tri
tué khac).

- Cai thién triéu chimg chong mit.

- Piéu tri chimg rung giat co do nguyén nhin vé nio.

Tré em trén 30 kg (khodng tir 9 tudi):

- Piéu tri hé trg chimg khé doc.

CACH DUNG, LIEU DUNG

Li¢u ding:

- Diéu tri hd trg céc triéu chimg bénh Iy man tinh vé suy giam chic ning nhén thirc va suy

giam thin kinh cam gidc & ngudi cao tudi va tridu chimg chéng mit: Ding liéu 800 mg/lin (4 ml

dung dich ubng) x 3 lan/ngay (2.4 g moi ngay tuong duong véi 12 ml dung dich udng) vao sang,

trua va toi.

- Diéu tri chimg rung gidt ca do nguyén nhén v6 ndo: Bét ddu vai lidu 7,2 g/ngay (36 ml dung

dich uémg) va ting thém 4.8 g (24 ml dung dich uéng) oir sau 3-4 ngay cho den khi dat liéu t6i da

la 24 g (120 ml dung dich uong) chia thanh 2-3 lanfngay Piéu tri vai céc thude didu trj rung glat
co khac nén duge duy tri & cing liéu luong. Tiy theo lgi ich 14m sing dat duge, nén giam liéu
ctia nhimg thude nay néu co thé.

Mot khi da bit déu nén uep tuc diéu tri bing piracetam chimg nao bénh ly & ndo con ton tai. (3

nhimg bénh nhén c6 dot cﬁp tinh, sur cai thlén tur phét c6 thé xay ra theo thai glan, vi vay ¢t mdi

6 thang nén thir giam lidu hodc ngimg diéu tri. Nén giam 1,2 g piracetam moi 2 ngay (cr sau 3

hoiic 4 ngdy trong trudmg hop c6 hdi chimg Lance-Adams) nhdm phong ngira kha ning tai phat

dot ngdt hodc co gidt do ngimg thude dot ngot.

Déi tuong dic biét

Nguoi cao tudi:

Khuyén cdo hidu chinh lidu & bénh nhén cao tubi bi suy giam chirc ning than (Xem phan “Suy

thdn” du6i déy). Ddi v6i bénh nhan didu tri 1au dai, cin danh gia thuomg xuyén d6 thanh thai

creatinine dé diéu chinh lidu khi cin thiét).

Suy than:

Liéu hang ngay dugc tinh theo chirc nang thin. Tham khao béng dudi déy va diéu chinh liéu theo

hudéng din. Dé ding bang liéu dudi ddy, cin ude tinh hé s6 thanh thai creatinine ciia bénh nhén

(Cley) tinh theo ml/phit. Cé thé udce luong hé sb thanh thai creatinine (ml/phat) tir ndng do

creatinine huyét thanh (mg/dl) qua cong thirc sau:

[140—tudi (n¥m)]xcin ning (kg)
72 ¥creatinin huyét thanh (mg/dl)

Cl, =

x 0,85 (& phu nit)
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P{ thanh thai

Nhém creatinine Liu va s6 lin dung

(ml/phiit)

Binh thudmg > 80 Liéu thuong ding hang ngay, chia 2-4 1in
Nhe 50-79 2/3 liéu thudng ding hang ngay, chia 2-3 lin
Trung binh 30 - 49 1/3 liéu thuomg ding hang ngay, chia 2 lan
Niing <30 Chéng chi dinh.
Bénh nhén giai doan cudi = Chéng chi dinh.

Suy gan: Khong can diéu chinh liéu & bénh nhan chi suy gan. Nén diéu chinh li¢u ddi véi bénh
nhéan vira suy gan va suy than (xem phén “Suy thin™).

Tré em: Piéu tri chimg khé doc: 50 mg/kg/ngay chia lam 3 lan.

Ciéch dung: Ding duﬂmg ubng. Ding cung hodc khéng ciing bira &n. Nén chia lam 2-4 14n dung.
C6 thé udng truc tlep hogc pha lodng véi mot it nude.

Sir dung cdc dong c6 chia vach dé 1y thude trong chai, 1 ml twong dwong véi 200 mg piracetam.

CHONG CHI PINH

Qué mén véi piracetam hoic bit ky thanh phan nao cua thude. o
w Suy than niing hoic suy than giai doan cudi. \/\,-_

Xuét huyét ndo. ) / CON

Ngu&i mic bénh mua giat Huntington (céc triéu chimg tram trong hon). CcOF

CANH BAO VA THAN TRONG KHI DUNG THUOC ]

Anh heong dén kha néing két tdp tiéu cau: Do tic dung cua piracetam trén kha nang két tap tiéu . ~ ,

céu nén thin trong khi ding cho bénh nhan xuét huyét niing, bénh nhin c6 nguy co xuit huyét - : »u
nhu viém loét dudng tiéu héa, bénh nhan réi loan dong méau, bénh nhén c6 tién sir tai bién mach ="
m4u nio do xuat huyét, bénh nhén can tién hanh phiu thudt (ké ca phdu thujt nha khoa), bénh
nhén sir dung thudc chong dong mau hodc chong két tip tiéu cau, ké ca aspirin liéu thap.
Suy thédn: Piracetam dugc thai trir qua thin, do d6 nén thin trong trong trudémg hop suy than.
Trong trudng hop suy than mirc dd nhe dén trung binh, giam liéu va/hoidc ting thii gian sir dung
thudc gitra cac licu néu d thanh thai creatinine dudi 80 ml/phut.
Ngudi cao tuoi: Khi diéu tri lau dai ¢ ngu‘m cao tudi, can danh gia thuong xuyén do thanh thai
creatinine dé diéu chinh liéu phu hop néu can.
Ngirng thubc: Nén tranh ngimg diéu tri dot ngdt & bénh nhan bj rung gidt co, vi cé thé gy rung
gidt co dot ngdt hodc co giat do cai thude.
Canh bdo td duoc:

~ Glycerin: ¢6 thé giy dau diu, dau bung, tiéu chay.
Methylparaben va propylparaben c6 thé gdy ra phan (mg di img (c6 the xay ra cham).
Ethanol: Thuéc nay c6 chira 4,5 mg ethanol trén 1 ml dung dich uong, do do khong anh hudng
dén ngudi 16n, thanh thidu nién va tré em. N6 c6 thé gdy cam gisc budn ngti & tré nhd. Phu nit ¢6
thai, cho con bt hodc ngudi nghién rgu nén héi y kién bac si truée khi sir dung thube nay.
Thudc nay c6 chira 166,2 mg natri trén 120 ml dung dich ubng (24 g piracetam), twrong duong
véi 8,31% lugng natri khuyén céo t6i da hang ngay cia WHO la2g doi véi ngudi lom.
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir cé thai: Khong cé du dir liéu vé sir dung plracetam trén phu nir ¢6 thai. Cac nghién ciru
trén dong vét khong cho thiy tac dung khong mong mudn truc tlep hodc gidn tiép trén thai ky, su
phat trién cua phdi thai hay bao thai, qua trinh sinh n& hay phat trién sau khi sinh.
Piracetam di qua hang rao nhau thai. Ndng do thu6c & tré so sinh chiém khoang 70 — 90% ndng
do thube cua me. Khong nén sir dung piracetam trir khi thét can thiét, khi lgi ich vuot trdi hon
nguy co va tinh trang 14m sang ctia bénh nhan yéu cdu phai diéu trj bing piracetam.
Phu nir cho con bi: Piracetam dugc bai tiét qua sita me. Khong nén sir dung piracetam khi cho
con b hoic khéng cho con bi trong thoi gian diéu tri bing piracetam. Nén can nhéac lgi ich va
nguy co cua viéc khong cho con bl hodc khong sir dung piracetam.
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Khi niing sinh sin: Nghién ciru trén déng vét chi ra riing piracetam khong dnh hudng dén kha
néng sinh san & chudt dyc va cai.

Khéng c6 dir ligu 1am sang vé anh hudéng cia plracetam trén kha ning sinh san.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Piracetam anh huéng mirc d6 trung binh 1én kha néing 14i xe va van hanh may méc.

TUONG TAC, TUONG KY CUA THUOC

Twong tic thude:

Twong tde duoc dong hoc: Tuong téc thudc c6 kha ning din dén nhimg thay ddi vé duge dong
hoc cua piracetam dugc dy dodn la thdp vi khoang 90% liéu piracetam duogc thai trir qua nuée
tiéu duoi dang khong doi.

Piracetam khéng trc ché ddng phan cytochrom P450 & gan ngudi in vitro (CYP 1A2, 2B6, 2C8,
2C9, 2C19, 2D6, 2E1 va 4A9/11) & nong do 142 pg/ml, 426 pg/ml va 1422 pg/ml. 0] nf)ng dé
1422 pg/ml, kha nang irc ché nho duac quan sat thay trén CYP 2A6 (21%) va 3A4/5 (11%). Tuy
nhién, c6 kha nang cic gia tri K can thiét dé (rc ché hai dong dang CYP nay cao hon nhiéu so
voi 1422 pg/ml. Do d6, khong xay ra tuong tac chuyen hoa cua piracetam voi cdc thudc khac.
Hormon ruyen gidp: La lan, dé kich thich va rdi loan gidc ngu di duge bao cdo khi dung
piracetam ddng thoi véi hormon tuyén gidp (T3 + T4).

Acenocoumarol: Trong mét nghién ciru mi don & nhimg bénh nhén bi huyét khéi tinh mach
ning tai phat, liéu piracetam 9,6 g.f’ngay khéng 1am thay déi liéu acenocoumarol cén thiét dé dat
INR tir 2,5 dén 3,5. Tuy nhién, so véi tac dung khi sir dung acenocoumarol don djc, viéc bd
sung piracetam 9,6 g/ngdy lam giam dang ke kha ning két tip tiéu cdu, giai phong B-
thromboglobulin, mirc fibrinogen va cdc yéu té von Willebrand (VIII: C; VIII: vW: AG; VIII:
vW: RCo) ciing nhu d nhét ciia méu toan phan va huyét tuong.

Thubc chéng dong kinh: Sir dung piracetam trén 4 tuan véi liéu hang ngay 20 g khong lam thay
ddi nong d6 dinh va nong do day trong huyét thanh céa cic thuéc chong dong kinh
(carbamazepine, phenytoin, phenobarbital, acid valproic) & bénh nhéan bi dong kinh dang dung
thudce fm dinh.

D6 ubng ¢6 con: Sir dung dong thot voi dd ubng c6 cbn khong anh huong dén nong dd cua
piracetam trong huyét thanh va ndng do con khong bi thay déi khi sir dung 1,6 g plracetam
Twong ky: Do khong c6é nghién ciru vé tinh twong ky cia thudc, khéng tron 14n thube nay véi
céc thude khic.

TAC DUNG KHONG MONG MUON CUA THUOC

Tém tét dix liéu lam sang: Cac nghién ciru dugc 1y 1am sang hodc mu d6i, ¢6 d6i chimg véi gia
dwoce cung cép dif liéu an toan (tir Co s& dit liéu UCB, thang 6 nim 1997) tir hon 3000 ddi tugng
d ding piracetam, khong phan biét chi dinl;, dang bao ché, liéu ding poac déi tugng.

Sy dénh gia cdc téc dung khong mong mudn dua trén dir liu tén suat nhu sau: Rat hay gap (=
1/10), hay gap (= 1/100 dén < 1/10), it gap (> 1/1000 dén < 1/100), hiém gép (> 1/10000 dén <
1/1000, rét hiém gdp (< 1/10000), khéng rd (khong thé ude tinh tir nh(‘mg dir liéu c6 sin).

Hib oo cahn Tan suit
vRES Hay gip | Hiém gip Khong rd
Roi loan méu va hé bach huyét Réi loan dong mau
Roi loan hé thong mién dich Soc phan vé, qua min
R oan thm thn it | T o | 0% B0, o g, hoang

! . ] Mat diéu hoa, r6i loan thang bing,
Rdi loan hé thong thin kinh Tang dong | Hoi hop chimg dong kinh trAm trong hon,
dau diu, mat ngi, budn ngu

Roi loan tai va mé cung Choéng mat

Pau bung, @au bung trén, tiéu

La l - - r e A -
Roi loan tiéu héa chay, non, budn non

Rdi loan da va mé dudi da Phi mach, viém da, ngira, may day
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R6i loan tai chd va toan thin Suy nhugc
Xét nghiém Téng can
QUA LIEU VA CACHXU T
Triéu chimg: Truémg hop qua liéu cao nhét duge béo cdo 12 uéng piracetam 75 g, xut hién tiéu
chay cé mau kém dau bung, nhiéu kha néng 1 do sir dung qua lidu sorbitol trong thudc.
Khoéng cd tac dung khong mong muon khac lién quan cu thé den qua lidu di dugce bao cdo.
Xir tri: Trong tmcmg hop qua lidu cap tinh déng ké, nén tien hanh rira da day hoéc gdy non.
Khoéng cé thude giai djc dédc hiéu. Diéu tri qui lidu cha yeu diéu tri triéu chimg va c6 thé loc
méu. Hiéu qua cta viéc loc mau c6 thé lam giam 50 — 60% piracetam.
PAC TINH DUQC LUC HQOC
Nhém tde dung diege ly: Thude huéng thin, cai thién chire nfing nhén thirc; Ma ATC: NO6BX03.
Co ché tac dung: Co ché hoat dong la chua rd.
Téc dung duoc luc hoc: O dong vat, trong cée diéu kién khde véi khi diéu tri, déc biét 1 khi st
dung & lidu lurong hodic nf'mg dd cao, cic tac dung duoc Iy sau diy d dugce quan sit thiy:
- Cai thién din truyén thin kinh GABAergic, cholinergic va glutamatergic;
- Tao diéu kién hoc tdp va tdc dd xir ly thdng tin trong va ngoai bén cau.
PAC TiNH DUOC DPONG HQC
Hap thu: Sau khi uong, piracetam dugc hip thu hoan toan va nhanh chong. Nong do t6i da trong
~ huyét twong dat duogc sau 45 phut. N\
Phan bé: Thoi gian ban thai trong huyét turong ciia piracetam 1a 4 - 5 gir. Thoi gian ban thai tang A :\
gap doéi khi d6 thanh thai creatinine dudi 60 ml/phit.

Piracetam qua dugc hang rao mau ndo. J * j /
Piracetam dé dang qua nhau thai. )/
Thai trie: Thoi gian thai trir qua nude tiéu 1 30 gio. 7
QUY CACH DONG GOI

Hop 1 chai 60 ml, Hop 1 chai 120 ml, kém coc dong chia lidu.
Hop 20 éng x 4 ml. Hop 20 éng x 8 ml.
HlEZU g6i x 4 ml. Hop 20 g6i x 6 ml.
U KIEN BAO QUAN Béo quan ¢ nhi¢t d dudi 30°C. Tranh anh séng va Am.
TIEU CHUAN CHAT LUQNG CUA THUOC: Tiéu chuin nha sén xuit.
HAN DUNG: 24 théng ké tir ngay san xuét. Chi sir dung trong vong 1 théng ké tir ngay mo néip
chai (d6i véi dang quy céch déng g6i la chai).
TEN, PIA CHI CUA CO SO SAN XUAT THUOC:
CONG TY CO PHAN DUGC PHAM THANH PHAT ;
Bia chi: L6 CN1-6, khu céng nghiép Phi Nghia, xa Phi Nghia, huyén Chuong M¥, thanh pho
Ha Ngi, Viét Nam.
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