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VIEN NEN METRONIDAZOL

La vién nén chira metronidazol.
Che pham phai dap irng céc yéu cau trong chuyén luén
“Thuoc vién nén” (Phy luc 1.20) va céc yéu cau sau day:

Ham luwgng metronidazol, C;HoN;O,, tir 95,0 % dén
105,0 % so v&i lugng ghi trén nhéan.

Pinh tinh

A. Can mdt lugng bt ché phadm twong tmg véi khoang
0,3 g metronidazol cho vao mgt binh non, thém 20 ml
dung dich acid hydrocloric 0,1 M (TT), lic vai phat, loc.
Pha loang dich loc trong dung dich acid sulfuric 0,5 %
trong methanol (TT) dé thu dugc dung dich c6 néng do
20 pg/ml. Po phé hip thu (Phu luc 4.1) cta dung dich thu
dugc trong khoang budc song tir 200 dén 400 nm. So s4nh
véi dung dich chudn c6 ndng d tuong duong, dugc chudn
bi trong cung diéu kién. Phd hép thu cua dung dich ché
phém phai phu hop vaéi phé hép thu cta dung dich metro-
nidazol chuan.

B. Trong phan Dinh luong, sic ky do cua dung dich thir
phai cho pic chinh c6 thoi gian Ivu trong ing vai thoi gian
luu cua pic metronidazol thu dugc trén sic ky d6 cua dung
dich chuan.

Tap chat lién quan

Phuong phép sic ky long (Phy luc 5.3).

Pha dong: Nudc - methanol (80 : 20).

Dung dich déi chiéu: Dung dich chira 0,5 pg/mlmetronidazol
chudn va 2,5 pg/ml 2-methyl-5-nitroimidazol chuin trong
pha dong.

Dung dich thu: Can chinh xac mot luong bdt vién tuong
{mg véi khoang 250 mg metronidazol vao binh dinh murc
500 ml. Thém khoang 400 ml pha dong, ldc siéu &m 10 min
dé hoa tan. Thém pha dong vira du 500 ml. Loc.

Diéu kién sdc ky: ‘

Cot kich thude (15 cm x 4,6 mm) duge nhdi pha tinh B
(5 pm).

Nhiét do cot: 30 °C.

Detector quang phd tir ngoai dat ¢ bude song 319 nm.

Tdc do dong: 1 ml/min.

Thé tich tiém: 30 pl.

Cdch tién hanh:

Tién hanh sic ky dung dich ddi chiéu. Thoi gian lwu twong
ddi cua 2-methyl-5-nitroimidazol so v6i metronidazol la
0,7. P) phan giai giita pic metronidazol va pic 2-methyl-
S-nitroimidazol it nhat 1a 4,0. P9 léch chuan twong doi cua
dién tich pic metronidazol va 2-methyl-5-nitroimidazol tur
6 lan tiém lap lai khong 16n hon 3,0 %.

Tién hanh séc ky dung dich thi véi thoi gian gap 3 lan thoi
gian luu cua pic metronidazol.

Tinh ham lugng phi‘m tram tap chat 2-methyl-5-nitroim-
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idazol dya vao dién tich pic 2-methyl-5-nitroimidazq) thy
duoc trén sic ky d6 cua dung dich tl.1ir,_ dung dich déi ch; &
va ham lugng cua Z-mcﬂlyl-S-nitrmmnldazol chuan,

Tinh ham hrong phan trim timg tap chat khac dva vao gig,
tich pic timg tap chat, dién tich pic meOpldgzol thu dyg,
rén sic ky db ctia dung dich doi chiéu va him lugng ¢,
metronidazol chudn.

Gioi han: )
2-Methyl-5-nitroimidazol: Khong duoc qua 0,5 %,

Tap chat khéc: Khong duge qua 0,1 %.

Tong tap chéat: Khong dugc qua 2,0 %.

Pp hoa tan (Phy lyc 11.4)

Thiét bi: Kiéu gio quay.

Mo6i triwong hoa tan: 900 ml dung dich acid hydrocloyi,
0,1 M (TT).

Toc d¢ quay: 100 r/min.

Thoi gian: 60 min. .
Céch tién hanh: Sau thoi gian hoa tan quy dinh, lay mg
phan dich hoa tan, loc, b6 20 ml dich loc dau. Pha loéing
bang dung dich acid hydrocloric 0,1 M (TT) (néu cén),
Po d6 hap thy (Phu luc4.1) cua dung !dich thu dugce & buge
séng cyc dai khoang 278 nm trong cOc do day 1 cm, ding
dung dich acid hydrocloric 0,1 M (T?) lam rpﬁu trang, So
sanh véi dung dich metronidazol chuan 6 nong d¢ tuong
duong, pha trong cing dung moi.

Yéu cdu: Khong duoc it hon 85 % (Q) lrong metronidazol,
C,H,N;0,, so vai lugng ghi trén nhan dugc hoa tan trong
60 min.

Pinh lwgng

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

Pha déng: Nube - methanol (80 : 20). Cé thé diéu chinh
ty 18 néu can.

Dung dich chudn: Hoa tan mot luong metronidazol chuén
trong pha dong dé thu dugc dung dich c6 ndng d6 khoing
0,5 mg/ml.

Dung dich thi: Cho 10 vién thuéc dugc nghién thanh
b6t min vao mdt binh dinh mirc ¢6 dung tich phu hop,
thém vao mot lugng methanol (TT) dé hoa tan, ac siéu 4m
khoang 30 min, pha lodng b'fmg methanol (TT) vira du dé
thu duoc dung dich c6 ndng do khoang 10 mg/ml. Dé yén
dung dich cho ta dugc ling xudng. Hat 5,0 ml 16p dung
dich trong ¢ trén cho vao binh dinh mirc 100 ml, pha lodng
bé’mg pha dong vira du dén vach, tron déu va loc.

Diéu kién sdc ky:

C6t kich thudce (15 cm x 4,6 mm) duge nhdi pha tinh B.
Detector quang phf) tir ngoai dat ¢ budc song 254 nm.
Téc d6 dong: 1 ml/min.

Thé tich tiém: 10 pl.

Cdch tién hanh:

Kiém tra tinh pha hop cta hé théng sic ky: Tién hanhsic
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MOXIFLOXACIN HYDROCLORID

ky dung dich chuan. Hg sé déi Ximg clia pic metronidazol
khong lon hon 2 va d% I¢ch chuan twong déi cia dién tich
pic metromdazol tir 6 1an tiém 13p lai khong 16n hon 2,0 %.
Tién hanh sac ky lan luot véi dung dich chudn va dung
dich thr.

Tinh ham lugng, CsHyN;0,, trong ché pham dua vao dién
tich pic metronidazol thu dwoc trén sic ky d6 cua dung

dich thir, dung dich chudn va ham lugng C,H,N;0, trong
metronidazol chuén.

Bio quan
Trong do dung kin, tranh anh sang.

Loai thudc
Thudc khang sinh.

Ham lugng thwong dung
200 mg, 400 mg.

MOXIFLOXACIN HYDROCLORID
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C5HFN;O, HCI Ptl1:4379

Moxifloxacin hydroclorid 1a acid (4aS-cis)-1-cyclopropyl-
6-fluoro-1,4-dihydro-8-methoxy-7-(octahydro-6H-
pyrrolo[3,4-b]pyridin-6-yl)-4-ox0-3-quinolincarboxylic
monohydroclorid, phai chira tir 98,0 % dén 102,0 %
CyH,,FN,0,.HCI, tinh theo ché pham khan.

Tinh chat

Bot hay tinh thé mau vang hay vang nhat. Hit 4m nhe. Hoi
tan trong nudce, kho tan trong ethanol 96 %, thuc té khong
tan trong aceton.

Dinh tinh

A. Phé hap thu hong ngoai (Phu luc 4.2) cia ché phim
phai pht hop vai pho hap thy hdng ngoai ciia moxifloxacin
hydroclorid chuén.

B. Trong phan Pinh lugng, pic chinh trén séc ky dd cla
dung dich thir phai co thoi gian luu twong irng vai pic
chinh trén sac ky do cta dung dich chuén.

C. Hoa tan 50 mg ché pham trong 5 ml nuwdc, thém 1 ml
dung dich acid nitric loang (TT), lic déu, dé yén 5 min.
Dung dich thu dugc phai cho phan img dinh tinh (A) cta
clorid (Phy luc 8.1).

pH

Tir3,9 dén 4,6 (Phu luc 6.2).
Ding dung dich ché phim 2 mg/ml trong nwéc khong co

carbon dioxyd (TT).

Tap chit lién quan

Phuong phép sic ky long (Phu luc 5.3). Cac dung djch
moxifloxacin phai bao quan tranh anh sang.

Pha déng: Methanol - dung dich dém (28 : 72).

Dung dich dém: Hoa tan 0,5 g tetrabutylamoni hydrosulfar
(TT) va 1,0 g kali dihydrophosphat (TT) trong nicée, thém
2 ml acid phosphoric (TT) va thém nwoc vira da 1000 ml.
Dung méi pha mau: Thém 20 mg natri sulfit khan (TT) vao
1000 ml dung dich dém, tron déu. '

Dung dich thir: Dung dich chira 0,1 mg/ml ché pham trong
dung méi pha mau.

Dung dich chuan: Dung dich chira 2 pg/ml moxifloxacin
hydroclorid chuén trong dung moi pha méu.

Dung djch phan giai: Dung dich chira 0,1 mg/ml moxifloxacin
hydroclorid chuan va ] ug/ml tap chat A ciia moxifloxacin
trong dung moi pha mau.

Dung dich thir do nhay Pha lodng dung dich chuan bang
dung méi pha mau dé thu dugc dung dich c6 nong do
moxifloxacin hydroclorid 0,05 pg/ml, bao quan trong tu
lanh va tranh anh sang

Dung dich maa tridng: Dung méi pha mau.

Piéu kién sic ky:

Cotkich thuéc (25 cm 4,0 mm) duge nhoi pha tinh phenyl-
silyl silica gel ding cho sdc ky (5 pm).

Nhiét do cot: 45 °C.

Detector quang ph tir ngoai dit & budc song 293 nm.
Téc d6 dong: 0,9 ml/min.

Thé tich tiém: 25 pl.

Cach tién hanh:

Tién hanh sic ky véi thoi gian gap 2 lan thoi gian luu cia
moxifloxacin.

Thoi gian luu tuong ddi so voi moxifloxacin: Tap chéat A
khoang 1,15; tap chit B khoang 1,32; tap chat C khoang
1,48; tap chat D khoang 1,71; tap chat E khoang 1,83.
Kiém tra tinh phu hop cua hé théng: Trén sic ky dd ctia dung
dich phan giai, d¢ phin giai gitra pic cua moxifloxacin va pic
ctia tap chét A it nhét 1a 1,5. Trén sac ky d6 cta dung dich
chuin, hé s6 ddi ximg cua pic moxifloxacin khéng 1én hon
2,0 va do 1éch chuan twong déi cua dién tich pic moxifloxacin
tir 5 1an tiém lap lai dung dich chuan khong 16n hon 2,0 %.
Trén sic ky do ctia dung dich thir d6 nhay, ty s6 tin higu trén
nhidu it nhat 1a 10 d6i véi pic moxifloxacin.

Pé tinh ham lwgng, chia dién tich pic cac tap chit sau cho
hé sb dap tng twong dbi bang 0,71 vai tap chit B; 0,29 véi
tap chat E va bang 1 véi cac tap chét khic.

Tinh ham lwong phdn trim cua mdi tap chat trong ché
pham, néu co, dua vao dién tich pic tap cht trén sac ky do
cua dung dich thu, dién tich pic moxifloxacin trén séc ky
dd ciia dung dich chuin va nong do cua moxifloxacin trong
dung dich chuén.

Gioi han:
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