https://nhathuocngocanh.com/

pUQC DIEN VIET NAM V1

Sir dung dung djch imidazol (TT) 10 % trong methanol khan
(TT) lam dung méi hoa tan,

Tro sulfat
Khéng qué 0.2 % (Phy luc 9.9).
Ding 1,0 g ché phim.

Dinh lugng )
Phuong phap sic ky long (Phy luc 5.3). Diéu kién sic ky
nhu mé ta trong phén Tap chét lién quan.

Tién hanh séc ky véi dung dich thir, dung dich déi chiéu
(1)va ().

Kiém tra tinh phu hop cua hé théng: Trén sic ky 46 ciia dung
dich d6i chiéu (1), hé sb d6i x{mg cta pic erythromycin A
khong 16m hom 2,0; 49 léch chuén twong ddi cia dién tich
pic erythromycin A thu dugc tir 6 lan tiém lap lai khong
Iém hon 1,0 %.

Tinh ham lugng phén trim cua erythromycin A trong ché
phim sir dung sic ky d6 cua dung dich ddi chiéu (1). Tinh
ham lwgng phén trim cua erythromycin B va erythromycin
C trong ché phim sir dung sic ky dd cia dung djch d6i
chiéu (2).

Bdo quin
Trong 46 dyng kin, trdnh 4nh sang.

Loai thudc
Khéng sinh nhém macrolid.

Ché phim
Vién nén, vién nang, vién bao, thubc tiém, thudc md tra
mét, dung dich b6i ngoai, kem bbi ngoai.

VIEN NEN ERYTHROMYCIN

La vién nén bao tan trong ru$t chira erythromycin.

Ché phdm phai dép (mg céc yéu ciu trong chuyén luan
“Thude vién nén” (Phuy lyc 1.20) myc “Vién bao tan trong
ruft” va cac yéu cau sau:

Ham lwgng erythromycin, Cy;HgNO,;, tir 90,0 % dén
110,0 % so vai lugng ghi trén nhéan.

Djnh tinh

A. Lic mt lugng bt vién cd chira khodng 0,1 g erythromycin
v6i 5 ml cloroform (TT) (néu bt vién c6 mau, lic thém
ciing than hoat), loc ldy dich loc va béc hoi dén khé. Pho
héng ngoai cta cin phai phd hgp véi phd héng ngoai cua
erythromycin chuén (Phy luc 4.2).

B. Liy mot lugng bdt vién c6 chira khoang 3 mg erythromycin,
thém 2 ml aceton (TT), lic k§ va thém 2 ml acid hydrocloric
dim dgc (TT). Xuét hién mau vang cam, rdi chuyén san
mau 46 tim ddm. Thém 2 ml cloroform (TT) va lac k¥, d
yén cho tach 16p, 16p cloroform c6 mau tim.

D) ra
Ché phdm phai dap img phép thir 4§ ra cua vién bao tan

ERYTHROMYCIN ETHYL SUCCINAT

trong rudt (Phy lyc 11.7), nhung thdi gian thir trong moi
trudmg acid 12 60 min.

M4t khdi lrgng do 1am kho

Khdng duge qua 5,0 % (Phy lyc 9.6).

Cn chinh xac khoang 0,1 g bt thudc, sdy trong chan
khéng & 60 °C trong 3 h.

Djnh lugng

Cén 20 vién (loai bd vo bao), tinh khdi lwgng trung binh
vién va nghién thanh bdt min. Cin chinh xdc mét lugng
bt vién twong img v&i 25 mg erythromycin vao binh dinh
mirc dung tich 100 ml. Thém 50 ml methanol (TT), lic k§
va thém methanol (TT) vira 4G dén vach.

Tién hanh dinh lugng theo chuyén ludn “Xac dinh hoat lyc
thudc khang sinh bing phuong phap thir vi sinh vat” (Phuy
luc 13.9).

Tinh ham lugng cua erythromycin, C3;Hg;NO, 5, trong vién.
1000 IU tuong ung véi 1 mg Cy7HgNO, ;.

Bdo quin
Trong 46 dyng kin. Dé noi khd mat, tranh 4nh sang.

Loai thubc
Khang sinh.

Ham lwgng thudng dung
250 mg; 500 mg.

ERYTHROMYCIN ETHYL SUCCINAT

Thanh phdn  Cong thécphdntr R, R, Ptl
Erythromycin A
ethylsuccinat CastasNOy OH. CH; $62 |
| Erythromycin B ‘
ethylsuccinat CustzsNOs B Clly B
Erythromycin C CiHyNO, OH H 848

ethylsuccinat

Erythromycin ethyl succinat 14 mot hdn hgp cia cac ester
ethylsuccinat cua erythromycin, thanh phn chinh la
(3R,45,55,6R, TR 9R,11R,12R,135,14R)-4-[(2,6-dideoxy-
3-C-methyl-3-O-methyl-a-L-ribo-hexopy-ranosyl)oxy]
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