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VIEN NEN NYSTATIN

VIEN NEN NYSTATIN

La vién nén bao c6 chira nystatin.

Ché pham phai dép (mg céc yéu cu trong chuyén lun
“Thudc vién nén” muc “Vién bao” (Phu luc 1.20) va céc
yéu ciu sau déy:

Ham lwgng nystatin, C,;,H,sNO,;, tir 90,0 % dén 130,0 %
so vdi lugng ghi trén nhan.

Pinh tinh

Ly mot Iuong bét vién tuong img véi khoang 300.000 TU
nystatin hoa trong hdn hop gom 5 ml acid acetic bang (TT)
va 50 ml methanol (TT), lic k¥, thém methanol (TT) vira di
100 ml, trén déu va loc. Pha lodng 1 ml dich loc thanh 100 ml
v6i methanol(TT). Po phé hap thu tir ngoai (Phu luc 4.1) ciia
dung dich thu dugc trong khoang budc séng tir 250 nm dén
350 nm. Mu tréng la dung dich dwoc tién hanh trong cing
didu kién nhimg khong c6 ché phim. Phd hip thu thu duge
phai c6 3 cuc dai ¢ cac budce song 291 nm, 305 nm va 319 nm.
Ty 1& 36 hép thu & cac budc song cuc dai 291 nm va 319 nm so
véi d6 hp thu & budc séng cuc dai 305 nm lan lugt phai ndm
trong khoéng tir 0,61 dén 0,73 va tir 0,83 dén 0,96.

PO ra (Phu luc 11.6)

Khoéng dugce qua 30 min.

Moi trudng: Dung dich acid hydrocloric 2,5 % (TT).

Néu vién khéng 13, rira vién bing cach nhing nhanh vao
nudre va cho vao méi truomg 1a dém phosphat chudn pH 6,8
/TT), thir thém 30 min nita, vién phai ra.

Mit khoi lwgng do lam kh

Khong dugce qua 5,0 % (Phu luc 9.6).

(1,000 g, phosphor pentoxyd, 60 °C, ap sudt khong qué
0,7 kPa, 3 h).

Dinh lwgng

Tién hanh trong diéu kién tranh 4nh séng.

Can 20 vién dd dugc loai bo 16p vo bao, tinh khéi lugng
trung binh va nghién thanh bdt min. Cén chinh xac mét
lrgng bét vién trong img vai khoang 200.000 IU nystatin
vao binh dinh mic 50 ml. Thém 40 ml dimethylformamid
(TT) v lic manh trong 1 h. Thém dimethylformamid (TT)
dén dinh mirc, lic déu. Ly tam liy dich trong. Pha lodng
dung dich thu dugc bing dung dich dém sé 19 (Phy luc
13.9) dé thu dugc cic dung dich thir. Tién hanh dinh lugng
theo Phu luc 13.9 X4c dinh hoat luc thudc khang sinh bﬁng
phuong phap thir vi sinh vat.

Bio quin .
Trong bao bi kin, tranh am va tranh anh séng.

Loai thudc
Thudc chong nam.

Ham lugng thuong ding
500.000 TU.
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C,sH2oFN;0, Ptl: 3614

Ofloxacin 1a acid (3RS)-9-fluoro-3-methyl-10-(4-methyl
piperazin-1-yl)-7-ox0-2,3-dihydro-7H-pyrido[1,2,3-de]-
1,4-benzoxazin-6-carboxylic, phai chira tir 99,0 % dén
101,0 % C,5H,0FN;0,, tinh theo ché phim da lam khé.

Tinh chit

Bot két tinh mau vang nhat hodc vang sang, kho tan trong
nuoc, tan trong acid acetic bang, khoé tan dén tan trong
methylen clorid, it tan trong methanol.

binh tinh
Pho he"'lp thu hong pgoai (P‘hu luc 4.2) cia ché pham phai
pht hop véi phd hap thu hong ngoai cua ofloxacin chuan.

D hip thy 4nh sing

Hoa tan 0,5 g ché phim trong dung dich acid hydrocloric
0,1 M (TT) va pha loang thanh 100,0 ml v6i cing dung
moi. Do hé"lp thu anh sang (Phu luc 4.1) cia dung dich thu
duogc & budc séng 440 nm khdng duge 16m hon 0,25.

Goc quay cuc

Tir -0,10° dén +0,10° (Phu luc 6.4).

Hoa tan 0,300 g ché phim trong hdn hgp methanol -
methylen clorid (1 : 4) va pha loang thanh 10,0 ml véi
cung hdn hop dung méi.

Tap chit A

Khong duge qua 0,2 %.

Badn mong: Silica gel GF,s4 (day 2 pm - 10 pm).

Dung méi khai trién: Acid acetic bang - nuéc - ethyl acetat
(10: 10 : 20).

Hén hop dung méi: Methanol - methylen clorid (10 : 40).
Dung dich thir: Hoa tan 0,250 g ché phdm trong hdn hgp
dung moi va pha lodng thanh 5,0 ml véi cing dung méi.
Dung dich déi chiéu: Hoa tan 10,0 mg tap chét A chuén
clia ofloxacin trong hdn hgp dung méi va pha loing thanh
100,0 ml véi cing dung moi.

Cdch tién hanh: Cham riéng biét 1én ban moéng 10 pl méi
dung dich trén. Trién khai sic ky t6i khi dung mai di dugc
2/3 chiéu dai ban méng. Pé kho ban mong ngoai khéng khi
va quan sat dudi 4nh sang tr ngoai & budc séng 254 nm.
Vét cua tap chit A trén sic ky dd cua dung dich thir khong
dugc ddm hon vét trong Vmg trén sic ky d6 cua dung dich
d6i chiéu.
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Ghi chi:
Tap chit A: Acid (3RS)-9,10-difluoro-3-methyl-7-0x0-2,3-dihydro-
7H-pyrido[ 1,2,3-de]-1,4-benzoxazin-6-carboxylic (FPA).

Tap chét lién quan

Phuong phap sic ky 1ong (Phu luc 5.3). Chuén bj cac dung
dich ngay trude khi dung.

Pha djng: Hoa tan 4,0 g amoni acetat (TT) va 7,0 g natri
perclorat (TT) trong 1300 ml nuwée, diéu chinh dén pH 2,2
bing acid phosphoric (TT). Thém 240 ml acetonitril (TT)
va tron déu.

Hon hop dung méi: Acetonitril - nuoe (10 : 60).

Dung dich thir: Hoa tan 10 mg ché phim trong hén hop
dung méi va pha loang thanh 50,0 ml véi cing dung mdi.
Dung dich doi chiéu (1): Pha loang 1,0 ml dung dich thir
thanh 50,0 ml bang hdn hop dung méi. Pha loang 1,0 ml
dung dich thu duoc thanh 10,0 ml bing hdn hop dung méi.
Dung dich déi chiéu (2): Hoa tan 10 mg tap chit E chudn
cua ofloxacin trong hén hop dung moéi va pha lodng thanh
100,0 ml v6i ciing dung méi. Trén déu 10,0 ml dung dich
thu dugc va 5,0 ml dung dich thir va thém hdn hgp dung
moi thanh 50,0 ml. Pha lodang 1,0 ml dung dich thu dugc
thanh 50,0 ml bang hén hep dung méi.

Diéu kién séc ky:
Cét kich thuéc (15 cm x 4,6 mm) dugc nhdi pha tinh C
(5 pm).

Nhiét d6 cot: 45 °C.

Detector quang pho tr ngoai dat & budc song 294 nm.

Téc dd dong: Piéu chinh téc do dong sao cho thai gian luu
cua ofloxacin vao khoang 20 min.

Thé tich tiém: 10 pl.

Cch tién hanh:

Tién hanh sic ky véi thoi gian gép 2,5 14n thoi gian luu
cua ofloxacin.

Sir dung sic ky db cna dung dich déi chiéu (2) dé xac dinh
pic cia tap chét E.

Théi gian lwu tuong dbi so voi ofloxacin (thoi gian huu
khoang 20 min): Tap chét B khoéng 0,3; tap chit C khoéng
0,5; tap chitD khoang 0,7; tap chit E khoang 0,9; tap chét
F khoang 1,6.

Kiém tra tinh phi hop cia hé théng: Trén sic ky dd cua
dung dich d6i chiéu (2), 4 phan giai giita pic cia tap chét
E va pic ciia ofloxacin it nhat 1a 2,0.

Gidi han:

Tap chit B, C, D, E, F: Véi mdi tap chét, dién tich pic
khong dugce 16n hon dién tich pic chinh thu dugc trén séc
ky 45 ciia dung dich déi chiéu (1) (0,2 %).

Tap don khéc: Vi méi tap chit, dién tich pic khong dugc
I6m hon 0,5 1an dién tich pic chinh trén sic ky d cua dung
dich d6i chiéu (1) (0,10 %)

Téng dién tich pic cua tat ca cac tap chét khong duqc 16n
hon 2,5 lin dién tich pic chinh thu dugc trén sdc ky d6 cua
dung djch déi chiéu (1) (0,5 %).

Bo qua nhirng pic ¢6 dién tich nho hon hodc bing 0,25 lan

NANG OFLOXACIN

dién tich pic chinh thu dugc trén sic ky dd cua dung dich
dbi chiéu (1) (0,05 %).

Ghi chu:

Tap chit B: (3RS)-9-fluoro-3-methyl-10-(4-methylpiperazin-1-
yl)-2,3-dihydro-7H-pyrido[ 1,2,3-de]-1,4-benzoxazin-7-on.

Tap chit C: Acid (3RS)-3-methyl-10-(4-methylpiperazin-1-
yl)-7-0x0-2,3-dihydro-7H-pyrido[1,2,3-de]-1,4-benzoxazin-6-
carboxylic.

Tap chat D: Acid (3RS)-10-fluoro-3-methyl-9-(4-methyl
piperazin-1-yl)-7-ox0-2,3-dihydro-7H-pyrido[1,2,3-de]-1,4-
benzoxazin-6-carboxylic.

Tap chét E: Acid (3RS)-9-fluoro-3-methyl-7-oxo-10-(piperazin-
1-yl)-2,3-dihydro-7H-pyrido[1,2,3-de]-1,4-benzoxazin-6-
carboxylic.

TapchitF: 4-[(3RS)-6-carboxy-9-fluoro-3-methyl-7-oxo-2,3-dihydro-
7H-pyrido[1,2,3-de]-1,4-benzoxazin-10-yl]-1-methylpiperazin
1-oxyd.

Kim loai ndng

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

Liy 2,0 g ché phim tién hanh thir theo phuong phap 3.
Dung 2 ml dung dich chi mdu 10 phan triéu Pb (TT) dé
chuin bj mau déi chiéu.

Mit khoi lwgmg do 1am khd
Khéng dugce qua 0,2 % (Phu luc 9.6).
(1,000 g; 105 °C; 4 h).

Tro sulfat
Khéng dwoc qua 0,1 % (Phu luc 9.9, phuong phép 2).
Dung 1,0 g ché pham.

Pinh lwgng

Hoa tan 0,300 g ché phim trong 100 ml acid acetic khan
(TT). Chuan d6 bing dung dich acid percloric 0,1 N (CP),
xac dinh diém két thic bing phwong phap chuin d§ do
dién thé (Phu luc 10.2).

1 ml dung dich acid percloric 0,1 N (CP) tuong duong véi
36,14 mg C]gHngN304.

Bio quéin
Trong bao bi kin, tranh anh sang.

Loai thube
Khang sinh nhém fluoroquinolon.

Ché pham , )
Vién nén, nang, thuéc nhoé mit.

NANG OFLOXACIN

La nang cirng chira ofloxacin.
Ché pham phai dap tmg céc yéu cau trong chuyén luan
“Thudc nang” (Phu luc 1.13) va cac yéu cdu sau:

Ham lrgng ofloxaxin, C,gH,,FN;0,, tir 90,0 % dén 110,0 %
so voi lugng ghi trén nhan.
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