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VIEN NEN PENICILIN V KALI

Tién hanh sic ky dung dich thir (1) va dung dich d6i chiéu (1).
Tinh ham luong C,¢H;;KN,OsS trong ché phim dya vio
dién tich pic phenoxymethylpenicilin kali thu dugc trén
sic ky d6 cua dung dich thir (1), dung dich déi chiéu (1) va
ham lugng C,¢H,;KN,OsS trong phenoxymethylpenicilin
kali chuén.

Tinh téng ham lugng cia phenoxymethylpenicilin va
4-hydroxyphenoxymethylpenicilin.

Bio quan
Trong d6 dung kin.

Loai thudc
Khang sinh.

Ché phim '
Vién nén, bt pha hon dich udng.

VIEN NEN PENICILIN V KALI

La vién nén chira phenoxymethylpenicilin kali.
Ché pham phai dap img cac yéu céu trong chuyen ludn
“Thudc vién nén” (Phu luc 1.20) va cic yéu cau sau:

Ham lwong phenoxymethylpenicilin, C,¢HsN,O;S, tir
90,0 % dén 120,0 % so véi luong ghi trén nhan.

Pinh tinh

A. Lic ky mot lugng bét vién twong img véi khoang
80 mg phenoxymethylpenicilin véi khoang 200 ml nudc
trong binh dinh mirc 250 ml, thém nwée dén dinh muc,
tron déu, loc. Phé hip thu (Phu luc 4.1) cia dich loc thu
dugc phai c6 cuc dai ¢ cac bude song 268 nm va 274 nm,
cuc tiéu & buéc séng 272 nm.

B. Trong phan DPinh luong, thoi gian luu cia pic chinh
trén sic ky d6 cua dung dich thir phai twong ing v6i thoi
gian lru cua pic phenoxymethylpenicilin trén sic ky d6
ciia dung dich chuén.

C. D6t 0,5 g bot vién, roi nung dén cén tro mau tring. Dé
ngudi, thém vao cin 5 ml dung dich acid acetic 2 M (TT).
Pun s6i, dé ngudi, loc. Dich loc phai cho phan ing (B) cua
ion kali (Phu lyc 8.1).

Mit khoi lwgng do 1am khd

Khéng dugc qua 1,5 % (Phu luc 9.6).

(Dung 0,5 g bdt vién da nghién min, sdy 3 h trong chin
khéng, 6 60 °C).

Pj hoa tan (Phu luc 11.4)

Thiét bi: Kiéu canh khuay.

Mbi trueomg hoa tan: 900 ml dém phosphat chudn pH 6,0 (TT).
Téc dp quay: 50 r/min.

Thoi gian: 45 min.

Cadch tién hanh: Lay mot phan dung dich méi trudng sau
khi hoa tan, loc, bo 20 ml dich loc dau. Pha lodng v6i moi
truomg hoa tan dé dugc dung djch c6 nong dé thich hgp
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(néu cAn). Po d6 hip thu (Phu luc 4.1) cta dung dich & cuc
dai 268 nm, trong coc do day 1 cm, méu tring 12 méi truong
hoa tan. So sanh v&i dung dich phenoxymethylpenicilin kali
chudn c6 ndng d6 twong dwong pha trong méi trudng hoa
tan. Tinh lwgng phenoxymethylpenicilin, C;sH sN,O5S,
dugc hoa tan trong vién dua vao cac do hép thu do duoc
va ham luong C,¢H,sN,05S trong mau chuin.

Yéu cau: Khong it hon 75 % (Q) lwgng phenoxy-methyl-
penicilin, C;¢HgN,OsS, so véi lugng ghi trén nhan dugc
hoa tan trong 45 min.

Pinh luwgng

Phuong phap sic ky 16ng (Phu luc 5.3).

Pha déng: Nudc - acetonitril - acid acetic bdng
(650 :350:5,75).

Dung dich phdn giai: Dung dich c6 chia 2,5 mg benzyl-
penicilin kali va 2,5 mg phenoxymethylpenicilin kali trong
1 ml, pha trong pha déng.

Dung dich chuan Dung dich phenoxymethylpenicilin kali
chuin cé ndng d6 khoang 2,5 mg/ml, pha trong pha dong
Dung dich thir: Can 20 vién, tinh khéi hrong trung binh vién
roi nghién thanh bot min. Can chinh xéc mét lurong bét vien
tuong urng khoang 400.000 don vi phenoxymethylpemcﬂm
hoa trong pha dong vira dai 100,0 ml, lic k§ trong 5 min, loc.
Diéu kién séc ky:

Cot kich thude (30 cm x 4 mm), dwoc nhéi pha tinh C
(3 pm dén 10 pm).

Detector quang phd tir ngoai dit & budc séng 254 nm.
Téc d6 dong: 1,0 ml/min.

Thé tich tiém: 10 pl.

Cdch tién hanh

Tién hanh sic ky vai dung dich phén giai, thdi gian luu
twong ddi cua pic benzylpenicilin khoang 0,8 va cia pic
phenoxymethylpemcllm la 1,0. Hiéu nang cua cit xic
dinh trén pic phenoxymethylpen1c1hn khong dugc it hon
1800 dia ly thuyét, &6 phén gii giira pic benzylpenicilin
va plc phenoxymethylpemcnlln khong dugc nho hon 3,0.
Tién hanh sic ky véi dung dich chudn, d6 léch chuan tuong
dbi cua dién tich pic phenoxymethylpenicilin trén sic ky d6
thu dugc trong 6 14n tiém I3p lai khéng dugc 16n hon 1,0 %.
C6 thé diéu chinh ty 1& pha dong dé dat cac didu kién trén.
Tién hanh sic ky lan luot v&i dung dich chudn va dung
dich thur.

Tinh ham lugng phenoxymethylpenicilin, C,¢H,sN,0sS,
trong vién dua vao dién tich pic trén sic ky do cua dung
dich thir, dung dich chuin va ham luong CH;gN,0sS
trong phenoxymethylpenicilin kali chuan.

Béao quan
Tranh am va anh sang, & nhiét d¢ khong qua 30 °C.

Loai thudc
Khéng sinh nhém penicilin.

Ham lugng thudong ding
200.000 don vi (IU); 400.000 dom vi (IU).



