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VIEN NEN CIPROFLOXACIN

Loai thubc
Khang sinh nhém quinolon.

Ham lurgng thwdmg ding
200 mg/100 ml, chai hoic lo tiém truyén 100 ml, 200 ml.

VIEN NEN CIPROFLOXACIN

La vién nén chira ciprofloxacin hydroclorid.
Ché pham phai dap umg cac yéu cau trong chuyén luan
“Thudc vién nén” (Phu luc 1.20) va céc yéu cau sau day:

Ham lrgng ciprofloxacin, C,;H,sFN;0,, tir 95,0 % dén
105,0 % so vai luong ghi trén nhan.

Pinh tinh

A. Phuong phap sic ky 16p mong (Phu luc 5.4).

Ban mong: Silica gel GF »s,.

Dung moi khai trién: Methanol - dicloromethan - amoniac
dam ddc - acetonitril (40 : 40 : 20 : 10).

Dung dich thir: Lic mot hrong bt vién tuong tng vai
100 mg ciprofloxacin vai 10 ml nuwdc, loc.

Dung dich déi chiéu: Hoa tan mét lugng ciprofloxacin
hydroclorid chuén trong muéc dé duge dung dich c6 ndng
do ciprofloxacin 10 mg/ml.

Cdch tién hanh: Chim riéng biét 1én ban méng 5 ul mbi
dung dich trén. Trudc khi trién khai, ¢ ban mong vao mét
binh c6 hoi amoniac (TT) trong 15 min. Sau d6 trién khai
sic ky dén khi dung méi di dirgc khoang 15 cm, liy ban
mong ra, dé khé dung méi ngoai khong khi 15 min, quan
sat dudi anh sang tir ngoai & budc song 254 nm va 365 nm.
Vet chinh trén sic ky d6 cua dung dich thir phai trong img
vé vi tri va kich thudc véi vét chinh trén sic ky d cia dung
dich dbi chiéu.

B. Trong phan Pinh lugng, théi gian hru ciia pic chinh
trén sic ky db cua dung dich thir phai twong {mg v&i thoi
gian lru cia pic ciprofloxacin trén sic ky d6 ciia dung
dich chuin.

Do hoa tan (Phu luc 11.4)

Thiét bi: Kiéu canh khudy.

Mobi truomg hoa tan: 900 ml nirdc.

Téc dé quay: 50 r/min.

Thoi gian: 30 min.

Cach tién hanh: Sau thdi gian hoa tan quy dinh, lay mqt
phan dich hoa tan, loc va pha lodng dich loc véi nude dén
néng do6 thich hop. Po d§ hap thu cua dung d;ch thu dugc &
budc song cuc dai 276 nm (Phu luc 4.1), cbc do déy 1 cm,
dung mwéc 1am miu tring. Song song do dd hap thy cia
dung dich chuan ciprofloxacin hydroclorid (C,;H,sFN;0;.
HCI) trong nuée c6 ndng d6 twong duong.

Tinh lugng ciprofloxacin, C,;H,sFN;0;, d3 hoa tan dya
vao do hép thu cua dung dich chuén, dung djch thir va ham
lugng C,,H,sFN;0, trong ciprofloxacin hydroclorid chuan.
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1 mg ciprofloxacin hydroclorid, C;;HsFN,0;.HCI, twong
duong 0,9010 mg ciprofloxacin, C,;H;sFN,0;.
Yéu cau: Khong it hon 80 % (Q) ciprofloxacin so véi
lugng ghi trén nhan dugc hoa tan trong 30 min.

Tap chit lién quan

Phuong phap sac ky long (Phu luc 5.3) v&i pha djng va
diéu kién séc ky nhu & phan Dinh lugng.

Dung dich thie: Can chinh xac mét lugng bt vién da
nghién min twong tmg véi khoang 0,25 g ciprofloxacin vao
binh dinh mirc 200 ml, thém 150 ml pha dong va siéu am
20 min. Thém pha déng dén vach, lic déu va loc. Pha lodng
10,0 ml dich loc thu dwoc thanh 50,0 ml bing pha dong.
Dung dich déi chiéu (1): Pha lodng 1,0 ml dung dich thur
thanh 200,0 ml bing pha déng.

Dung dich doi chiéu (2): Pha lodng 1,0 ml dung dich thir
thanh 500,0 ml bang pha dong.

Dung dich doi chiéu (3): Dung dich chira ciprofloxacin chudn
dung dé dinh tinh pic (chufn ciprofloxacin ¢6 chira cic tap
chit B, C, D va E) trong pha dng c6 nong d6 0,025 %.
Cédch tién hanh:

Kiém tra tinh phi hop cia hé thong: Trén sic ky db cua
dung dich ddi chiéu (3), thoi gian hru twong ddi so véi
ciprofloxacin (thoi gian lru khoang 9 min): Tap chit E
khoang 0 .4; tap chat B khoang 0 6; tap chat C khoang 0,7
va tap chét C it nhét 14 1 3

Tién hanh sic ky dung dich thir véi thdi gian gép 2,5 lin
thoi gian luu cia pic ciprofloxacin.

Trén sac ky d6 ciia dung dich thr, xac dinh céc pic tap chét
(néu c6) trong {mg v6i tap chat B, C, D, E va nhén dién
tich pic tap chét véi hé sb hidu chinh twong tmg lan luot la:
0,7;0,6; 1,4 va6,7.

Gidi han:

Tap chét C: Dién tich ctia pic twong {mg véi tap chat C da
hiéu chinh khong 16m hon di€n tich pic chinh thu dugc trén
sic ky db cia dung dich d6i chiéu (1) (0,5 %).

Tap chét E: Dién tich cuia pic twrong tmg véi tap chit E da
hiéu chinh khéng 16n hon 1,5 lan dién tich pic chinh thu
dugec trén sic ky do cua dung dich di chiéu (2) (0,3 %).
Tap don khac: Dién tich cua bat ky tap cht nao khac (da
hiéu chinh néu cin) ciing khéng 1én hon dién tich pic
chinh thu duoc trén sic ky d6 cia dung dich ddi chiéu (2)
(0,2 %).

Téng dién tich cac pic tap chit khdng 1én hon 2 lan dién
tich pic chinh thu dugc trén sic ky d6 cta dung dich dbi
chiéu (1) (1,0 %).

B0 qua cdc pic tap chit c6 dién tich nho hon hoac bi’mg 0,5
lan dién tich pic chinh thu dugc trén sic ky d6 cua dung
dich d6i chiéu (2) (0,1 %).

Pinh lwgng

Phuong phap sic ky long (Phu luc 5.3).

Pha déng: Dung dich acid phosphoric 0,245 % dwoc diéu
chinh dén pH 3,0 bang triethylamin - acetonitril (87 : 13).
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Dung dich thir: Can 20 vién, tinh khéi lugng trung binh
ciia vién, nghién thanh bt min. Can chinh xac mét lugng
bdt vién tuong Umg vai khoang 0,2 g ciprofloxacin vao
binh dinh mirc 100 ml, thém 70 ml pha dong va siéu am 20
min. Thém pha dong dén vach, lic déu va loc. Pha lodng
10,0 ml dich lgc thu dugc thanh 100,0 ml bang pha déng.
Dung dich chuan: Hoa tan mét luong ciprofloxacin
hydroclorid chuén trong pha dong dé thu dugc dung dich
c6 ndng do ciprofloxacin khoang 0,2 mg/ml.

Diéu kién sdc ky:

Cot kich thuéc (25 cm x 4,6 mm) dugc nhdi pha tinh C
(5 pm) (cot Nucleosil 120-C18 1a phu hop).

Nhiét d6 cot: 40 °C.

Detector quang phd tir ngoai dat ¢ budc song 278 nm.

Thé tich tiém: 10 pl.

Téc d6 dong: 1,5 ml/min.

Céch tién hanh:

Kiém tra tinh phu hop ciia hé théng: Trén sic ky db cua
dung dich chuén, sb dia ly thuyét tinh trén pic ciprofloxacin
khong nho hon 2500, hé s6 d6i ximg cia pic ciprofloxacin
khong 16m hon 2 va dd 1éch chuin twong déi cua dién tich
pic ciprofloxacin thu dugc tir 6 lan tiém lap lai khéng 16n
hon 1,5 %. i

Tién hanh s#c ky 14n luot dung dich chuén va dung dich thir.
Tinh ham lugng ciprofloxacin, C;;H,gFN;0;, trong
ché pham dua vao dién tich pic thu dugc trén sic ky do
cia dung dich thir, dung dich chudn va ham lugng cia
C,-H,sFN;0; trong ciprofloxacin hydroclorid chuan.

1 mg ciprofloxacin hydroclorid, C,,H;sFN;0,.HCl, tuong
duong 0,9010 mg ciprofloxacin, C;H,;gFN;0s.

Bio quén
Trong d6 dung kin, & nhiét d6 phong.

Loai thuéc
Khang sinh nhém quinolon.

Ham lurgng thudng dung
250 mg, 500 mg, 750 mg.
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CITICOLIN NATRI

Citicolin natri 1a cytidin-5’-diphosphocholin natri, phai
chira tir 98,0 % dén 102,0 % C,4H;sN,NaO,,P,, tinh theo
che pham khan.

Tinh chit ’
Tinh thé hodc bt két tinh mau tring, khong mui. Dé tan
trong nudc, khong tan trong ethanol va aceton.

Pinh tinh

A. Phd hip thu hdng ngozu (Phu luc 4.2) cia ché phim
phai phu hop véi phd hip thu hong ngoai cua citicolin
natri chudn.

B. Trong phan Dinh lugng, thoi gian luu cia pic chinh thu
duogc trén sic ky db cia dung dich thir phai twong Ung véi
thoi gian luu cua pic chinh thu dwoc trén séc ky do cia
dung dich chuén.

Clorid ‘
Khéng dugc qua 150 phén trigu (Phu luc 9.4.5).
Hoa tan 0,33 g ché pham trong 10 ml nwoc va tién hanh thir,

Sulfat ‘
Khéng dugce qua ;OO .phz‘m triéu (Phu luc 9.4. 14).
Hoa tan 0,75 g ché pham trong 15 ml nwede va tién hanh thir.

Tap chit lién quan

Phuong phép sic ky 1ong (Phu luc 5.3).

Pha dong A: Hoa tan 8 g tetrabutylamoni hydroxyd (TT) va
2,13 g dinatri hydrophosphat khan (TT) trong 1000 ml nwdc,
diéu chinh dén pH 6,0 bang dung dich acid phosphoric
(TT) 20 %.

Pha dong B: Methanol (TT).

Dung dich thir. Dung dich chira 2,4 mg/ml ché phim
trong nwroc.

Dung dich déi chiéu (1): Dung dich chia 2,4 pg/ml
citicolin natri chuén trong nwdc.

Dung dich doi chiéu (2): Dung dich chira 4,8 pg/ml acid
5°-cytidylic chuén trong rnuéc.

Dung dich ddi chiéu (3): Dung dich chira 24 pg/ml
citicolin natri chuén va 48 pg/ml acid 5’-cytidylic chudn
trong nuoc.

Diéu kién séc ky:

Cot kich thuéc (25 cm x 4,0 mm) duoc nhdi pha tinh C
(5 pm).

Nhiét do cot: 40 °C.

Detector quang phé tir ngoai dit & buéc séng 262 nm.
Téc d6 dong: 1,0 m/min.

Thé tich tiém: 15 pl.

Cdch tién hanh:
Tién hanh sic ky theo chuong trinh dung méi nhur sau:
Thi gian Pha dfng A Pha djng B
(min) (% tt/tt) (% tt/tt)
0 100 0
5 100 0
15 85 15
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