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THUOC GIQT NIKETHAMID

Dung dich thir: Hoa tan 0,4 g ché phim trong methanol
(TT) va pha loang thanh 10,0 ml v6i cing dung mdi.
Dung dich déi chiéu (1): Hoa tan 40 mg ethylnicotinamid
chuan trong methanol (TT) vi pha lodng thinh 100,0 ml
véi cing dung moi.

Dung dich déi chiéu (2): Pha loang 1,0 ml dung dich d6i
chiéu (1) thanh 10,0 ml bing methanol (TT).

Cdch tién hanh: Cham riéng biét 1én ban mong 10 pl mdi
dung dich trén. Trién khai sic ky dén khi dung méi di duoc
15 cm, ldy ban moéng ra dé kho ngoai khéng khi. Quan
sat dudi anh séng tir ngoai & budc séng 254 nm. Bét ky
vét ndo twong Umg véi ethylnicotinamid trén séc ky d cia
dung dich thir khong dwoc ddm mau hon vét trén sic ky
d6 cua dung dich déi chiéu (1) va bét ky vét phu nao khac
ngoai vét chinh va vét twong tmg véi ethylnicotinamid
khéng dugc dam mau hon vét trén sic ky dd cia dung
dich dbi chiéu (2).

Kim loai ning

Khéng duoc qué 10 phén triéu (Phu luc 9.4.8).

Lay 12 ml dung dich ché phidm 10 % trong nudc tién hanh
thir theo phuong phap 1. Ding dung dich chi méu I phin
triéu Pb (TT) dé chuin bi mau d4i chiéu.

Nwrée
Khéng duoc qua 0,3 % (Phu luc 10.3).
Dung 2,000 g ché pham.

Tro sulfat
Khoéng dugc qua 0,1 % (Phy luc 9.9, phuong phap 2).
Ding 1,0 g ché phim.

Dinh lugng

Hoa tan 0,150 g ché phim trong hdn hop gdm 20 ml acid
acetic khan (TT) va 5 ml anhydrid acetic (TT). Chuin d6
bang dung dich acid percloric 0,1 N (CP). Xéc dinh diém két
thic bang phuong phép chuin d6 do dién thé (Phu luc 10.2).
1 ml dung dich acid percloric 0,1 N (CD) tuong duong véi
17,82 mg C]0H14N20.

Béo quin
Trong lo kin, tranh 4nh séng.

Loai thube
Kich thich hé than kinh trung uong,
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La dung dich thuéc chira nikethamid.
Ché pham phai dap ung cac yéu cau trong chuyén luin
“Dung dich thuoc” (Phu luc 1.3) va cac yéu cau sau day:

Ham lwgng nikethamid, C,,H,,N,O, tir 95,0 % dén 105,0 %
so véi lugng ghi trén nhan.
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Tinh chit
Dung dich trong, khéng mau hoic hoi vang.

Pinh tinh

A. Liy 1 ml ché phiam, kiém héa bang dung dich natri
hydroxyd 5 M (TT), chiét véi 5 ml dicloromethan (TT).
Dich chiét dugc bdc hoi dung méi dén cin khé trén cich
thity du6i ludng khi nito. Phd hap thy hong ngoai (Phy luc
4.2) cha cin thu dugc phai phi hop véi phd hong ngoai
cua nikethamid chudn.

B. Phd hép thy tir ngoai (Phu luc 4.1) trong khoang tir
230 nm dén 350 nm, trong cc do day 1 cm cua dung dich
thu dugc & phin dinh lwong, chi c6 mét cuc dai hap thy &
263 nm.

Pinh lrgng o )
Pha loing 5,0 ml ché pham thanh 500,0 ml véi nuoc. Lay
chinh xac 5,0 ml dung dich nay, thém 5 ml dung dich acid
hydrocloric 1 M (TT) va pha lodng véi nuwoc cat thanh
500,0 ml, lic déu. Po d hip thu (Phu luc 4.1) ciia dung
dich thu dugc & budc séong 263 nm, diung cbe day 1 cm.
M3u tring 14 dung dich acid hydrocloric 0,01 M (TT).
Tinh ham lugng nikethamid, C,,H,;;N,O, theo A (1 %,
1 cm). LAy 282 1a gia tri A (1 %,1 cm) & budc séng 263 nm.

Bédo quan
Trong bao bi kin, d€ noi kho mat, tranh 4nh sang.

Loai thube
Kich thich hé than kinh trung wong.

Ham lwgng thwong dung
Dung dich 25 %.
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Nimodipin la isopropyl 2-methoxyethyl 1,4-dihydro-2,6-
dimethyl-4-(m-nitrophenyl)-3,5-pyridindicarboxylat, phai
chira tir 98,0 % dén 102,0 % C,HyN,0,, tinh theo ché
pham d4 lam khé.

Tinh chat

Bot két tinh da hinh mau vang hodc vang nhat, nhay cim
v6i anh sang. DE tan trong ethyl acetat, hoi tan trong
ethanol 96 %, thuc té khéng tan trong nudc.



