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NANG PIRACETAM

piracetam vdi pic cua tap chit A it nhét 1a 3,0 va hé sb dbi
ximg cua pic piracetam khéng qua 2,0.

Gioi han:

Tap chat A, B, C, D: Vi mdi tap chét, dién tich pic khong
dugc 16n hon dién tich pic chinh thu duoc trén sic ky d6
cua dung dich d6i chiéu (2) (0,1 %).

Tap don khéc: V&i méi tap chét, dién tich pic khéng duge
16n hon dién tich pic chinh trén sic ky db cia dung dich
d6i chiéu (2) (0,1 %).

Tbng dién tich pic cua tit ca céc tap chét khéng dugce l6n
hon 3 1an dién tich pic chinh thu dugc trén sic ky dd cua
dung dich di chiéu (2) (0,3 %).

Bé qua nhimg pic c6 dién tich nho hon hodic bing 0,5 lan
dién tich pic chinh thu dugc trén sic ky db cua dung dich
déi chiéu (2) (0,05 %).

Ghi chu:

Tap chit A: Pyrrolidin-2-on (2-pyrrolidon).

Tap chat B: Methyl (2-oxopyrrolidin-1-yl)acetat.

Tap chit C: Ethyl (2-oxopyrrolidin-1-yl)acetat.

Tap chét D: Acid (2-oxopyrrolidin-1-yl)acetic.

Kim loai ning

Khéng dugc qua 10 phin triéu (Phu luc 9.4.8).

Hoa tan 2,0 g ché phim trong 20 ml murée. Ly 12 ml dung
dich thu duoc tién hanh thir theo phwong phép 1. Dung
dung dich chi mdu 1 phan triéu Pb (TT) dé chuin bi méu
d6i chiéu.

Mit khdi lwgng do 1am khd

Khéng dugc qua 1,0 % (Phu luc 9.6).
(1,000 g; 105 °C).

Tro sulfat
Khéng durge qua 0,1 % (Phu luc 9.9, phuong phap 2).
Dung 1,0 g ché phim.

Pinh lugng

Phuong phéap sic ky long (Phu luc 5.3). Piéu kién sic ky
nhu mé ta trong phén Tap chét lién quan.

Tién hanh sic ky véi dung dich thir (2), dung dich dbi
chiéu (3).

Tinh ham lugng phén trim cua CeH 0N, 0O, trong ché phim
dua vao dién tich pic thu duqc trén sic ky dd cua dung
dich thir (2), dung dich d6i chiéu (3) va ham lugng cua
CeH 0N, 0, trong piracetam chuén.

Bdo quén
Trénh énh séng.
Loai thudc
Thubc hung tri.

Ché phim
Nang, thudc tiém.
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NANG PIRACETAM

La nang cimg c6 chira piracetam.
Ché pham pha1 dap Ung cac yéu céu trong chuyén lun
“Thudc nang” (Phu luc 1.13) va cac yéu cdu sau day:

Ham lugng piracetam, CH,,N,0,, tir 93,0 % dén 107,0 %
so vai lugng ghi trén nhan.

Pinh tinh

A. Trong phan Dinh luong, pic chinh trén sic ky dd thu
dugc tir dung dich thir phai c6 thoi gian luu twong (mg véi
thoi gian luu cia pic piracetam trén sac ky d6 cua dung
dich chuén.

B. Lay mét lugng bot ché phim da nghién min twong {mg
khoang 0,5 g piracetam lic k¥ v&i 10 ml nurde, loc. Lay 2 ml
dich loc thém 1 giot dung dich kali permanganat 5 % (TT).
Sau d6 thém dung dich natri hydroxyd 10 % (TT) s& c6 mau
tim chuyen sang xanh da trdi va cuoi cing 1a mau xanh 14 céy.

Pinh luong

Phwong phép séc ky 1ong (Phu luc 5.3).

Pha dong: Methanol - nuéc (10 : 90).

Dung dich thu: Can thudc trong 20 nang, tinh khm luong
trung binh cia thube trong mét nang, tron déu rdi nghnen
thanh bot min. Can chinh x4c mot lugng bt ché pham
twrong img khoang 0,1 g piracetam hoa tan trong pha dong
vira di 100 ml, lic k§ va loc. Liy chinh xac 5,0 ml dich loc
pha lodng dén 50,0 ml bang pha dong, tron déu.

Dung dich chudn: Can chinh xac khoang 100 mg piracetam
chuan vao binh dinh mac 100 ml, thém 60 ml pha dong
lac siéu 4m dé hoa tan, thém pha dong dén dinh mir, lac
déu. Pha loang 5,0 ml dung dich trén thanh 50,0 ml bing
pha dong, lac déu.

Diéu kién sdc ky:

Cot kich thuée (25 cm x 4,6 mm) dwgc nhdi pha tinh C
(5 pm).

Detector quang phd tir ngoai dit & budce séng 210 nm.
Toc d6 dong: 1,5 ml/min.

Thé tich ti€ém: 10 pl.

Cach tién hanh:

Kiém tra tinh phu hop cua hé¢ thong Tién hanh sic ky
v6i dung dich chudn. Hiéu nang cua cot xc dinh trén pic
piracetam khéng dugc nh6 hon 2000 dia ly thuyet

Tién hanh sac ky lan lugt véi dung dich chuan va dung
dich thur.

Tinh ham lugng piracetam, CﬁHmNzOz, trong nang dya
vao dién tich pic trén sic ky 46 coa dung dich chuén, dung
dich thir va ham luong C¢H,,N,O, ciia piracetam chuén.

Bio quin
Trong 46 dung kin, tranh 4nh sing.

Loai thude
Thudc hung tri (cai thién chuyen hoéa cia té bao than kinh).

Ham lugng thudng dung
200 mg va 400 mg.



