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1. Bao bi tryc tiép:
- Ong PVC-PE 4 ml.
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Dung dich uéng

CRIATAM

WHO-GMP

JNVLVIHD

Ry Thudc ke don AA%M CRIATAM Ry Prescription drug

MAU NHAN THUOC

2. Bao bi ngoai:
- Hop 1 vix 5 éng 4 ml.

Thanh pha

Piracetam

Chi dinh - Cach ding - QOral solution Dosaqe-c-

CRIATAM . |

Pi ra Ceta m 20% (W/V) . ‘ : : Ke;p out of reach nlfl:ildrl:n

Read carefully the
instructions before use

D& xa tam tay tré em
Boc ky hudng dan sifdung
trudc khi dung

Agimexpharm
wutical J5C
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Dung dich uéng

CRIATAM

Piracetam 20% (kl/tt)

WHO-GMP

MAU NHAN THUOC

2. Bao bi ngoai:
-Hép 2 vix 5 éng 4 ml.

Ry Prescription drug XPHARM C R I ATA M ;

Composition:
Piracetam 20% (w,

i di i Indications - Administration -
Chi dinh - Cach ding - i = icati
Ligu ding - Chéng chi dinh Oral solution DDN‘H‘: = C.nmramd.:mt:ons
va cac thang tin kh other in

S CRIATAM__ |

1 Specification: In house
Tiégu chu Pl racetam 20% (W/V) {;i v Keep out of reach of children

pé < 5 Read carefully the

& xa tam tayuf em ) instructions before use
Boc ki hudng dan sit dung Y AR,
trudc khi diing

WHO-GMP
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2. Bao bi ngoai:
-Hop 3vix 5 éng 4 ml.

JNVLVIHD

Ry Thuéc ke don e Aﬂmﬁm C R I ATA M i Ry Prescription drug

Thanh phéan:

Pira

i = - Ca . 3 . Indications - Administration -
Dung dld" u6ng E.';:, :L:.l; = c&::; ::: ;?nh Oral 5°|Ut|°n Dosage - Contraindications
® va cac théng tin khac: | ® ﬂ"“j ot n:
'| * E Storage:
! 2 30 and lig

Specification: In

Piracetam 20% (kl/tt) e Wl vechinrccs Piracetam 20% (w/v) Yl oot ot

Read carefully the
instructions before use

Déxa tam tay tré em
Boc kj huéng dan st dung
truac khi dung

WHO-GMP WHO-GMP
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Thanh phan:
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g ! g dung!- Chéng ch?nlinh k:: Oral SOIUtion Dosage - Contraindications

® cac thang tin kh n doc
trong tak =%
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@WVJ-VIH ) ' ?H%iosb\ili:cggagng 4 ml.

Ry Thuc ké don eAm CRlATAM Ry Prescription drug em CRIATAM

Compomlon
tam 20%

Indications - Administration -
Oral solution Dosage - Contraindications

Dung d!‘:h U5"9 diing - Chc'n-ng chi

CRIATAM_ & | CRIATAM

i (35 Tigu chuan: TCCS i ( ) {35 Keep out of reach of children
Piracetam 20% (kl/tt) : Ao yuerre Piracetam 20% (w/v _ Wf;ﬂ;;u;;;m;
be RALAD Ay Sre e instructions before use
Boc ky hudng dan sif dung
trurdc khiding
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WHO-GMP g : " WHO-GMP
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2. Bao bi ngoai:
-Hop 8 vix 5 6ng 4 mi.

CRIATAM'

Thanh ph
P

Ry Prescription drug

ki/tt)

Chi dinh - Cach dung - Lidu ding -
a cac thong tin
na to hudng dan

Oral solution

CRIATAM

Piracetam 20% (w/v)

Dosage - Contraindications and
other information:

Bao qua ranh

Am va

Tiéu chuan :
Keep out of reach of children
Read carefully the instructions
before use

D& xa tam tay tré em
Poc ky hutng dén sif dung
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1. Bao bi tryec tiép:
- Ong PVC-PE 12 ml.
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2. Bao bi ngoai:

@WV.LV“i) -Hop 1 vix 5 6ng 12 ml.

ﬂx Thudc ké don e Aﬁlﬁﬁm C R I ATAM : lk Prescription drug A Agm C R I ATA M

Thanh phan:
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Indications - Administration -
Dosage - Contraindications

Storage:
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Specification: In house

Keep out of reach of children
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2. Bao bi ngoai:
- HOp 3 vix 5 éng 12 ml.

JNVIVIED
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Dosage - Contraindications

Specification: In

Pi ra ceta m 20% (W/V) 2 “h Keep out of reach of cl:i.idren

Read carefully the

Dé xa tam tay tré em ¥
instructions before use

Bocky hudng dan st dung

WHO-GMP WHO-GMP

ONB\GIAM POC

.f’. thang ..3. nam e&ews -
y Chét Luong /w/u, r P ~

. Pham Thi Bich Thay —_ — ey

\




https://trungtamthuoc.com/

MAU NHAN THUOC

2. Bao bi ngoai:
-Hép 4 vix 5 éng 12 ml.

hThudl: ké don c Am.m c R I ATA M ; Rx Prescription drug

. N - i F . Indications - Adi
Dung dICh UGng CHESIDhS CAch e (ingiF LI Oral solution Dosage - Contraindications

diing - Chang chi di and other information:

® cac thong tin khac: X L ® Read t
CRIATAM «ii 8y CRIATAM
Bioqua i ke

tranh am

Piracetam 20% (kl/tt) , Tiu chun: 1CC5. Piracetam 20% (w/v) P
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trudc khi dung
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2. Bao bl ngoai:
- Hbp 10 vi x 5 bng 12 ml.

Ry Thudc ké don e%m CR|ATAM Ry Prescription drug ABIMEXPHARM CRIATAM

Dung dich l.l6|'lg Chi dinh - Cach ding - Liéu ding - Oral solution Indications - Administration - Dosage -

CRI ® Chongchld h\ra:acthongunkhac: Contraindications and other
ATAM i = CRIAT AM

Piracetam 20% (kl/tt)

Specification: In |
Piracetam 20% (w/v) G

Read carefully the instructions
before use

Dé& xa tam tay tré em
Boc ki hudng din sif dung
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HUONG DAN SU DUNG THUOC
Rx - Thude nay chi ding theo don thude

CRIATAM®

Poc ki hwéng din sir dung truéc khi ding
Dé xa tam tay tré em
Thanh phén cong thirc:
Thanh phén hoat cht:
Dung dich uéng CRIATAM chira Piracetam 20% (w/v).
Thanh phén t4 duoc: Betadex, Sucralose, Sorbitol, Glycerin, Acid citric monohydrat, Natri
citrat, Methylparaben, Propylparaben, Propylen glycol, Lemon lime flavor, Menthol, Nude

™ tinh khiét.
Dang bao ché: Dung dich udng trong suét, déng nhat, c6 mui thom va vi dic trung.
Chi dinh:
O nguoi lon:
Piéu tri ho trg triéu chimg man tinh bénh Iy suy giam nhan thic va than kinh cam gide &
ngudi cao tudi (khong bao gom bénh Alzheimer va cac chimg mat tri khac).
Diéu tri cai thién triéu chimng chéng mat.
Diéu tri rung gidt co ¢6 ngudn gde tir vo nio.
O tré em trén 30 kg (tir 9 tuéi):
Piéu trj chimg khé doc.
Liéu dung, cich dung:
Cach dung:

Thube ding dudng udng, ¢6 thé udng lic déi hodc no. Nén chia lidu mdi ngay 2 - 4 lan.
Pha lodng dung dich trong mdt it nudc.

Sir dung 6ng nha giot chia vach kém theo dé chia lidu:

. Lwong dung dich Criatam 1 ml 2 ml 3 ml 4 ml 5ml

Lwong hoat chit Piracetam
trong duong

200mg | 400mg | 600 mg 800 mg 1000 mg

Hodc sir dung dang géi chia liéu sin 4 ml (twrong duong 800 mg piracetam) va 12 ml (tuong
duong 2.4 g).

Liéu dung:

Céc lidu khuyén céo theo chi dinh:

Diéu tri h6 tro triéu chimg man tinh bénh Iy suy giam nhan thice va than kinh cam gide o nguoi
cao tuoi va chong mdt:

Liéu 800 mg/lan (cé thé dung goi 4 ml) vao mdi sang, trua va tdi, hodc 2,4 ¢ mbi ngay.
Diéu tri gidit rung co ¢ nguon géc tie vé ndo:

Liéu khoi dau hang ngay 12 7.2 g va sau d6 téng thém 4,8 ¢ mdi 3 - 4 ngay dé dat liéu t6i da
la 24 g, chia lam 2 - 3 lan trong ngay (c6 the dung g6i 12 ml). Dicu tri vdi céc thudce tri gidt
rung co khac nén dugc duy tri ¢ cung liéu luong. Tuy theo lgi ich lam sang dat duge, nén
giam liéu cua nhimg thude nay, néu co thé.

Trang 1/6
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Mot khi da bat dau, nén tsep tuc diéu tri bang piracetam khi bénh ly can nguyén tir ndo van
con. O nhtmg bénh nhan trai qua mot dot cap tinh, bénh ¢o the tu cai thién sau mét khoang
thoi gian, vi vdy nén thir giam llcu hodc ngung diéu tri cir mdi 6 thang. Trong truong hop
nay, nén giam 1,2 g piracetam mdi 2 ngay (mdi 3 hodc 4 ngay trong truong hop mic hoi
chimg Lance — Adams) I:Ihdm phong ngira kha nang tai phat rung giat co hodc gay ra con
dong kinh khi ngumg thude dét ngot.

Déi twong dic biét:

Nguoi cao tuéi:

Nén chinh liéu & nguai cao tudi c6 tén thuong chirc nang thin (xem “Canh bao va than
trong khi dung thude, suy thian”). Khi diéu trj dai han & ngudi cao tudi, can danh gia thuomg
xuyén hé sb thanh thai creatinin dé chinh liéu pht hgp khi can thiét.

Bénh nhan suy than:

Liéu hang ngay duoge tinh cho timg bénh nhén theo chire nang than. Tham khao bang sau va
didu chinh liéu theo chi dinh. D& ding bang phén liéu nay. cin udc lugng hé s0 thanh thai
creatinin cta bénh nhan (Cler) tinh theo ml/phat. Co thé wdc luong hé sé thanh thai
creatinin (ml/phut) tir ndng dé creatinin huyét thanh (mg/dl) qua céng thic sau:

[140 — tudi (ndm)] * can nang (kg) o
Cler= = (* 0.85 d61 vai phu nir)
72 * creatinin huyét thanh (mg/dl)

o Hé sb thanh thai | S .
Nhom creatinin (mUphit) | Liéu va so lan dung
| LA . 5 a X -
Chitc ning than binh thuong | > 80 I‘ﬂtf;‘mg Sl el e i
2 . 2/3 lidu thuomng dung hang ngay,
Sty tagnnbe 30 =72 chia 2 hoiic 3 Ian
Suy than trung binh | 30 - 49 | 15 Lienthutng ding hang naty,
chia 2 lan
Suy than nang i <30 Chéng chi dinh
Bénh than giai doan cudi - Chéng chi dinh

Bénh nhdn suy gan:
Khéng cén didu chinh liéu & bénh nhan chi ¢6 suy gan. Diéu chinh lidu dugc khuyén céo &
nhitng bénh nhén vira suy gan va suy than.
Tré em:
Diéu tri chimg khé doc: 50 mg/kg/ngay chia lam 3 lan.
Vi du, déi véi tré em 30 kg, liéu 500 mg/lan, 3 lin/ngay.
Mot s6 lwu ¥ diic biét vé xir Iy thude trude va sau khi sir dung thube:
Khéng c6 yéu ciu dac biét vé xir IV thudc sau khi sir dung.
Chéng chi dinh:
Qua man Vi piracetam, dan xuét khéc ctia pyrrolidon hodc bét ky thanh phan no ctia thude.
Nguoi bénh suy than nang hodc suy than giai doan cudi.
Xuét huyét nao.
Ngudi méc bénh Huntington (lam triéu chimg ning hon).
Cianh b:o va than trong khi dung thude:
Anh hwomg déi voi sw két tdp tiéu cau:
Do tac dung clia piracetam dbi véi sur két tap tiéu cau, nén than trong khi diing cho bénh
nhan xuit huyét ning, bénh nhén cé nguy co chay mau nhu loét dudng tiéu hoa, bénh nhan
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réi loan cim méu, bénh nhin c6 tién st d6t quy do xuat huyét, bénh nhén cén tién hanh
phau thuét (ké ca phau thudt nha khoa) va bénh nhén sir dung thude chéng déng méu hodc
chéng két tip tiéu cdu bao gdm ca acid acetylsalicylic lidu thép.
Suy than:
Piracetam dugc thai trir qua thén, do d6 nén thén trong & nhitng bénh nhén suy thin.
D4i v6i bénh nhan suy than nhe dén trung binh, giam lidu va/hodc gian lidu néu dé thanh
thai creatinin dudi 80 ml/phut.
Ngudi cao tudi:
Trong truong hop dleu tri dai han, nén danh gia thuong xuyén dd thanh thai creatinin dé
diéu chinh liéu khi cin thiét.
Ngung diéu tri:
Nén tranh ngung diéu tri d6t ngdt & nhing bénh nhan giat co, vi c6 thé tai phat rung giat co
hodc gdy ra con dong kinh.
Cénh bdo déi véi td duoc:

Mm ml thudc ¢ chira 40 mg betadex, do con han ché théng tin an toan & tré em dudi 2
. tudi, khong nén st dung thudc cho déi tugng ndy trir khi ¢6 chi din cua bac si.

Madi ml thube co chira 420 mg sorbitol. Do sorbitol la ngudn cua fructose, néu ¢6 sw khon
dung nap mét sb loai duong hodc khéng dung nap frutose di truyén hiém gap, khong thé
phd v& fructose, nén théng bao véi béc si trude khi dung. Ngoai ra, sorbitol c6 thé gay khoé
chiu dudng tiéu héa hoac nhuén trang nhe.
Thubc ¢6 chira methylparaben va propylparaben, cé thé giy phan tmg di tmg.
Thubc 6 chira glycerin, c6 thé gdy nhirc du, dau bung va tiéu chay.
M&bi ml thube c6 chira 4 mg propylen glycol, diing ddng thori vi bt cir chét nén cia alcohol
dehydrogenase nhu ethanol ¢6 thé gdy ra céc phan (g c6 hai nghiém trong & tré so sinh.
Sir dung thude cho phu nir ¢6 thai va cho con bi:
Thoi ky mang thai:
Khéng c6 du dir liéu vé viéc sir dung piracetam & phu nit mang thai. Céc nghién ciru trén
dong vét khdng cho thdy tac dung c6 hai truc uep hodc gian tiép nao dbi voi thai ky, su phat
trién cuia phdi hay bao thai, su sinh dé hay phat trién sau khi sinh.
Piracetam qua dugc hang rao nhau thai. Néng d6 thube & tré so sinh khoang 70% den 90%
ndng d6 clia me. Khéng nén dung piracetam trong khi mang thai trir khi that cén thiét, khi
.. loi ich mong doi cho ngudi me vurot qua riii ro tiém 4n.
Thoi ky cho con bu:
Piracetam duoc tiét vao sita me. Do d6, khong nén sir dung piracetam trong khi dang cho
con ba hoidc khong cho con bu trong thoi glan diéu tri bang plracetarn Nén tinh dén loi ich
cua viée bl sita me ddi véi tré va loi ich cia didu tri d6i v6i me khi quyét dinh khong cho
con bu hodc khéng sir dung piracetam.

Kha nang sinh san:

Céc nghién clru trén dong vit chi ra rang piracetam khong c6 anh huong dén kha ndng sinh
san ¢ chudt duc hoac cai.

Khéng ¢6 dit liéu 14m sang vé anh hudng ctia piracetam dbi vi kha ning sinh san.
Anh huéng ciia thudc 1én kha ning 14i xe, vin hanh mdy méc:

Thudc ¢6 anh hudmg vira phai dén kha ning 14i xe va sir dung méay méc.
Twong tic, twong ky cia thude:

Twong tdc cia thude véi thude khac va céc loai twong tac khac:

Tuong tdc duoe dong hoc:

Tuong tc thude cé kha nang dan dén nhimg thay ddi vé duoc déng hoc cia piracetam duoc
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cho la thap vi khoang 90% li¢u piracetam duoc thai trong nude tiéu & dang khong dbi.
Trong phong thi nghiém (in vitro), piracetam khong trc ché cac dang ddng phan cia
cytochrom Paso & gan ngudi (CYP 1A2, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1 va 4A9/11) &
nﬁng dd 142, 426 va 1422 pg/ml.

O ndng do 1422 pg/ml, quan sat thiy c6 tac dong tic ché nhe 1én CYP 2A6 (21%) va 3A4/5
(11%). Tuy nhién, khi ndng d6 vuot xa 1422 pg/ml, gia tri Ki cua viéc e ché hai dang
dong phan CYP nay la rit 16n. Do do, tuong téc chuyén héa clia piracetam véi nhiing thude
khac gén nhu khong ¢6.

Cdc hormon tuyén gidp:

Téc dung gay la lAn, dé kich thich va réi loan gidc ngi da duoc ghi nhén khi ding thude
nay cung lic vdi cac hormon cua tuyén giap (T3+T4).

Acenocoumarol:

Trong mot nghlen ctru mu don trén bénh nhan bi tai phat huyet khéi tinh mach nang da
duoc cong bo, piracetam liéu 9,6 g/ngay khong lam thay ddi liéu acenocoumarol can thiét
dé dat INR 2,5 dén 3,5. Tuy nhién, so véi tac dung cia acenocoumarol dung don doc, viéc
bd sung piracetam 9,6 g/ngay lam giam dang ké két tap tiéu cau, phong thich B -
thromboglobulin, fibrinogen va cac yéu t6 von Willebrand (VIIL:C; VIII: vW: Ag; VIII:
vW: Rco) va d nhdt cuia mau toan phén va huyét tuong.

Céc thuée chong dong kinh:

Str dung piracetam trén 4 tudn vai liéu hang ngdy 20 g khong lam thay ddi ndng do dinh va
nong do day trong huyét thanh cua cac thudc chéng dong kinh (carbamazepin, phenytoin,
phenobarbital, acid valproic) & bénh nhén dong kinh dang ding cac liéu 6n dinh.

Ruwou:

Ding ddng thoi véi ruou khong anh huong dén ndéng do piracetam trong huyét thanh va
nong do rugu khong thay d6i khi dung liéu uéng 1,6 g piracetam.

Twong ky ciia thube: Do khéng c6 cac nghién ciru vé tinh tuong ky cta thude, khong tron
1dn thubc nay véi cac thudc khac.

Téc dung khéng mong mubn cia thube:
Tém téit hé so vé tinh an toan:
Céc nghién ctru duge 1dm sang thiét ké mu doi, cé kiém chimg véi gia duge hodc nghién
clru ldm sang dir liéu c6 san (trich tir ngén hang dit liéu ciia UCB vao thang 6 nam 1997),

bao gom hon 3.000 dbi tuong dung piracetam, khong phan biét chi dinh diéu tri, dang bao
ché, liéu dung hang ngay hoic dic diém cta dén s6 nghién ciru.

Céac tac dung khéng mong muén dugc xép loai theo tan sudt sir dung quy udc sau: Rét
thuong gip (21/10); thuong gip (21/100, <1/10); it gap (=1/1.000, <1/100); hiém gip
(=1/10.000, <1/1.000); rat hiém gap (<1/10.000); chua 13 tan suét (khong thé ude tinh duoc
tir dir liu c6 san).

Réi loan mau va hé bach huyét:

Chua rd tn suit: Réi loan chay méu.

R&i loan hé mién dich:

Chua 5 tan sut: Phan tmg phan vé, qua man.

R&i loan tAm than:

Thuong gip: Bon chon.

t gap: Trdm cam.

Chua 16 tan suat: Kich déng, lo lang, li Ian, 4o gidc.
R&i loan hé thin kinh:

Thuong gap: Chirng tang dong.
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It gap: Cang thang.
Chua rd tan ,suét: Mz’it‘diéu hoa van déng, rdi loan thang bang, dong kinh trdm trong hon,
nhirc dau, mat ngu, buon ngu.
Réi loan tai va mé dao:
Chua rd tan sut: Chimg s¢ do6 cao.
Réi loan tiéu héa:
Chua rd tan suat: Pau bung, dau viing bung trén, tiéu chay, budn nén, non.
Réi loan da va mé duéi da:
Chua r0 tan suat: Phi mach, viém da, ngia, ndi mé day.
R6i loan toan thin va tai chd:
it gip: Suy nhuoc.
Cic nghién ciru khao sit:
Thuong gap: Tang can.
Thong bao dén bac si cac tac dung khong mong muén gip phai khi ding thudc.
' Qui liéu va xir tri:
Qui liéu:
Triéu ching: 'lrucmg hop qué liéu cao nha.t dugc bao cao la uong piracetam lieu 75 g, xuét

hién tiéu chay ¢6 mau kém dau bung, rét cé thé lién quan dén liéu SDI’bltOl rat cao trong
thanh phin cua thude.

Khéng c6 thém cic phan ting bt lgi lién quan dén qua liéu duoc bdo cdo véi piracetam.

Xir tri:

Trong trudng hop qua. liéu dang ké, c4p tinh, c6 thé lam 1rong da day bang céch ding thude
gay non. Chua c6 thube giai doc déc hi¢u dm voi qua liéu plracetam Bleu tri qué liéu cha

yeu la dleu tri triéu chimg va c6 thé bao goém tham tach méu. Hiéu suét thdm tach 1a 50 dén
60% d6i vai piracetam.

Dic tinh dwoe lue hoc:
Nhém duge ly: Thube kich thich than kinh va hudng than kinh.
Mi ATC: N06BX03.
Co ché hoat dong:
| Co ché hoat dong cua céc tac dung diéu tri chua dugc biét.
. Téac dung duogce lue hoc:
O dong vat, trong cac diéu kién diéu tri khdc nhau, déc biét 1a voi liéu lugng hodc ndng do
cao, céc tac dung duoc 1y sau diy da duge quan sat thay:
Cai thién dan truyén than kinh trong h¢ GABAergic, cholinergic va glutamatergic.
Téng kha ndng tiép thu va téc do xi Iy thong tin trong v lién ban ciu.
Dac tinh dwoge dong hoc:
Hap thu:
Sau khi uéng, thude tai hdp thu hoan toan va nhanh chong. Néng dé t5i da trong huyét
. tuong dat duoc trong 45 phit.
Phan bo:
Thoi glan ban thai trong huyét tuong cta piracetam la 4 dén 5 gid. Thoi gian ting gip doi
déi voi d6 thanh thai creatinin dudi 60 ml/phut.
Piracetam qua duoc hang rao mau ndo va hang rio nhau thai.
Thai tru:
Thai trir vao nuéc tiéu trong 30 gio.
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' Di¢u kién bio quan, han ding, tiéu chuin chit lwgng ciia thube:

Quy cich dong goi:
Hép 10 goi, 20 goi, 30 goi x géi 4 ml hoac goi 12 ml.
Hop 1 vi,2 vi,3 vi, 4 vi, 6 vi, 8 vi, 10vix 5 6ng 4 ml hoic 6ng 12 ml.
Chai 30 ml, 60 ml, 100 ml. Hop 1 chai kém éng nho giot chia vach.

Piéu kién bao quan: Nhiét do dudi 30°C, tranh am va anh sang.
Han dung cua thudc: 36 thang ké tir ngay san xuat. Khong ding thuée qué thoi han st dung.
Thube sau khi mé ndp duge bao quan cung diéu kién trén va c6 thé sir dung trong vong 30
ngay.

T:cu chuan chat luo-ng TCCS.
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