https://nhathuocngocanh.com/

DUQC PIEN VIET NAM VI

VIEN NEN LEVOFLOXACIN

La vién nén chira levofloxacin.
Ché phim phii dap {mg cic yéu cu trong chuyén luin
“Thubc vién nén” (Phy lyc 1.20) va cic yéu ciu sau day.

Ham lwrgng levofloxacin, C,H,,FN;0,, tir 90,0 % dén
110,0 % so vé&i lugng ghi trén nhan.

Pinh tinh

A. Trong phan Pinh hrgng, thdi gian luu ctia pic chinh trén
sic ky dd cua dung dich thir phai twong tmg véi thoi gian
Iuru cua pic levofloxacin trén sic ky d6 ciia dung dich chuén.
B. Trong phin Pinh luong, phd hdp thu tir ngoai cua pic
chinh trén sic ky d6 ciia dung dich thir phai twong img véi
phé caa pic chinh trén sic ky d6 clia dung dich chuén.

D¢ hoa tan (Phu luc 11.4)

Thiét bi: Kiéu canh khudy.

Moi truong hoa tan: 900 ml dung dich acid hydrocloric
0,1 M (TT).

Téc dé quay: 100 r/min.

Thoi gian: 30 min.

Cdch tién hanh: Sau thoi gian hoa tan quy dinh, 14y mét
phﬁn dich hoa tan, loc va bo dich loc d4u. Pha lodng dich
loc voi moi trudng hoa tan dé thu duoc dung dich co néng
d6 khoang 5,5 ug/ml. Po 6 hip thu tir ngoai (Phu luc
4.1) cia dung dich thu dugc & budce séng cuc dai khoang
294 nm, st dung cbc do diy 1 cm, miu tring 1a méi trudng
hoa tan. So sanh véi dung dich levofloxacin chudn pha
trong moi tnrdng hoa tan c6 ndng do twong dwong.

Yéu cau: Khong it hon 80 % (Q) luong levofloxacin so véi
lugng ghi trén nhan dugc hoa tan trong 30 min.

Tap chit lién quan

Phuong phap sic ky long (Phu luc 5.3). Pha dng, dung dich
phin giai va diéu kién sic ky nhu mé ta & muc Dinh hrong.
Dung dijch thir: Can chinh xdc mét lugng bdt vién tuong
img vé&i 250 mg levofloxacin vao binh dinh mirc 250 ml.
Thém khoang 200 ml pha dgng, siéu 4m dé hoa tan, sau
d6 thém pha ddng dén vach va tron déu. Loc qua mang loc
0,45 pm.

Dung dich doi chiéu (1): Dung dich levofloxacin chudn
trong pha ddng c6 nong dd khoang 0,01 mg/ml.

Dung dich déi chiéu (2): Dung dich tap cht A chuén
cua levofloxacin trong pha d¢ng cé ndng 46 khoang
0,005 mg/ml.

Cdch tién hanh:

Kiém tra tinh phi hop ciia hé théng: Trén sic ky dd cua
dung dich phan gidi, 4} phan giai giita pic levofloxacin va
pic dextrofloxacin khong nhé hon 1,5.

Tién hanh sic ky dung dich thir véi théi gian gap 3 lan thoi
gian luu cia levofloxacin.

VIEN NEN LEVOFLOXACIN

Tinh ham luong phin trim cia tap chitA trong ché phﬁm,
néu 6, dya vao dién tich pic tap chit A trén sic ky d6 cia
dung dich thir, dung dich dbi chiéu (2) va ndng d6 cua tap
chét A trong dung dich di chiéu (2).

Tinh harn lucmg phan trim cua tap chat khac trong ché
pham néu cé, dya vao dién tich pic tap chét trén sic ky ad
cua dung dich thur, dlgn tich pic levoﬂoxacm trén sic ky dd
cua dung dich d6i chiéu (1) va nong do cua levofloxacin
trong dung dich déi chiéu (1), chia dién tich pic tap chét
cho hé sé dép tmg tuong dbi F (néu c6). Thoi gian luu
twong dbi, hé sb dap img twong ddi va gi6i han phén trim
clia céc tap chit dugc trinh bay trong Béang 1.

Bang 1
hii B Thi glan-_ “_lié_sg B Efn—
Tap chit Iuu twong  ddp ung han
dadi twong doi (%)
Decarboxy levofloxacin® 0,38 0,60 0,3 W
}:v]z;ir::fgl * (Tap chit A) L ) 0.7
Dén xuét diaminb 0,52 - 0,83 0,3 )
Levofloxacin N-oxid® C 0,63 1,0 0,7
Levofloxacin 1,00 - o
— -
Levoﬂoxacm 9-piperazino - -
isomer® A 1,62 ) )
Tap don chua xéc dinh . I,Oi 0,2
Tong tap - o | 1 7
Ghi chu:

® Acid (8)-9-fluoro-2,3-dihydro-3-methyl-10-(piperazin-1-yl)-7-
oxo0-7H-pyrido[1,2,3-de][ 1,4]benzoxazin-6-carboxylic.

PAcid (S)-9-fluoro-2,3-dihydro-3-methyl-10-[2-(methylamino)
ethylamino]-7-oxo-7H-pyrido[1,2,3-de][1,4]benzoxazin-6-
carboxylic.
¢(S)-4-(6-Carboxy-9-fluoro-2,3-dihydro-3-methyl-7-oxo-7H-
pyrido[1,2,3-de][1,4]benzoxazin-10-yl)-1-methyl-piperazin-1-
oxid.

4 Acid (5)-2,3-dihydro-3-methyl-10-(4-methyl- 1-piperazinyl)-7-
oxo-7H-pyrido[1,2,3-de][1,4]benzoxazin-6-carboxylic.

‘Acid (R)-9-fluoro-2,3-dihydro-3-methyl-10-(4-methyl-1-
piperazinyl)-7-oxo-7H-pyrido[1,2,3-de][1,4]benzoxazin-6-
carboxylic.

f (5)-9-fluoro-2,3-dihydro-3-methyl-10-(4-methyl- 1 -piperazinyl)-
7-oxo0-TH-pyrido[1,2,3-de][1,4]benzoxazin.

BAcid (8)-10-fluoro-3-methyl-9-(4-methylpiperazin-1-yl)-
7-0x0-3,7-dihydro-7H-pyrido[1,2,3-de][1,4]benzoxazin-6-
carboxylic.

" Tap sinh ra trong qua trinh san xudt, chi mang tinh chét cung
cdp thong tin.
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LEVOMEPROMAZIN MALEAT

Dinh lwrgng

Phuong phap sic ky long (Phu luc 5.3).

Dung dich A: Hoa tan 8,5 g amoni acetat (TT), 1,25 g dong
sulfat (TT) va 1,3 g L-isoleucin (TT) trong 1000 ml nuoc,
lic déu va loc.

Pha déng: Methanol - dung dijch 4 (3 : 7).

Dung dich thir: Can 20 vién (bo 6p bao phim, néu can),
tinh khéi luong trung binh vién va nghién thanh b6t min.
Can chinh x4c mét lugng bdt vién tuong tng véi 100 mg
levofloxacin vao binh dinh mic 100 ml. Thém khoang
85 ml pha dong, si€éu 4m dé hoa tan, sau d6 thém pha dong
dén vach va tron déu. Pha lodng 5,0 ml dung dich thu duge
thanh 25 ml bing pha ddng va tron déu. Loc qua mang loc
0,45 pm.

Dung dich chuan: Dung dich levofloxacin chuin trong pha
dong c6 nbng d¢ khoang 0,2 mg/ml.

Dung dich phan giai: Dung dich ofloxacin chuén trong pha
dong c6 ndng d khoang 0,2 mg/ml.

Diéu kién sdc ky:

Cot kich thude (25 cm * 4,6 mm) dwoc nhdi pha tinh C
(5 pm).

Nhiét d6 cot: 45 °C.

Detector quang phd tir ngoai dit & budc séng 360 nm.
Dung detector diode array trong khoang budc séng tir
220 nm dén 400 nm cho Dinh tinh B.

Téc do dong: 0,8 ml/min.

Thé tich tiém: 25 pl.

Cdch tién hanh:

Kiém tra tinh pha hop ciia hé thong:

Trén sic ky d6 cia dung dich phan giai, d6 phan giai giita
pic levofloxacin va pic dextrofloxacin khéng nhé hon 1,5.
Trén séc ky dé cia dung dich chuén, hé sb d6i ximg cia
pic levofloxacin khong 16n hon 2,0, d6 1éch chuén tuong
dbi cia dién tich pic thu dugc tir 6 1an tiém Lip lai khong
16n hon 2,0 %.

Tinh ham lugng levofloxacin, ClsHZOFN304, trong vién
dura vao dién tich pic thu duoc trén sic ky d6 cia dung
dich thir, dung dich chuin va ham lugng cia C,gH,oFN;0,
trong levofloxacin chuén.

Bio quin
Trong d6 dung kin, tranh 4nh séng.

Loai thude
Khéng sinh nhém quinolon.

Ham lurgng thwong diung
250 mg; 500 mg.
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LEVOMEPROMAZIN MALEAT

N/ﬁtﬁ//\\N/CHa CO,H
H | |

s CHs CHs
COLH
OCH,4
C19H24N208.C4H404 P.t.l: 444,6

Levomepromazin maleat la (2R)-3-(2-methoxy-10H-
phenothiazin-10-yl)-N,N,2-trimethylpropan-1-amin-
(Z)-butendioat, phai chira tir 98,5 % dén 101,0 %
C\oH,4N,08.C4H,0,, tinh theo ché phdm d lam khé.

Tinh chit

Bot két tinh mau trdng hay vang nhat, khé tan trong nuéc
va ethanol 96 %, hoi tan trong methylen clorid, thuc té
khong tan trong ether.

D& bj phan huy khi tiép xtic véi khong khi va 4nh séng,
chay & nhiét d khoang 186 °C kém theo phan huy.

Pinh tinh

Cé thé chon mét trong hai nhém dinh tinh sau:

Nhém I: A, B.

Nhém II: B, C, D.

A.Phd hép thu hdng ngoai (Phu luc 4.2) ciia ché phim phai
phi hop véi phd hdp thu hdng ngoai clia levomepromazin
maleat chuén.

B. Ché phdm phai d4p g phép thir Géc quay cuc riéng.
C. Phuong phép sic ky 16p méng (Phu luc 5.4). Tién hanh
trdnh anh sang.

Bdn mong: Kieselguhr G. ThAm ban mong bing cach dé
vao trong binh c6 sin mot 16p méng dung dich c6 chira
2-phenoxyethanol 10 % va polyethylen glycol 300 5,0 %
trong aceton, sao cho ban mong ngap trong dung moéi khoang
5 mm, sau d6 dé dung moi thdm din lén khoing 17 cm.
L4y ban mong ra va tién hanh séic ky ngay lap tic.

Pha déng: Lic hén hop gbém 100 thé tich ether dau héa
(50 °C dén 70 °C), 2 thé tich diethylamin (TT) va 6 dén
8 thé tich 2-phenoxyethanol (TT) cho dén khi thay van duc
bén vimg, gan va sir dung 16p phia trén méc du c6 vén dye.
Dung dich thir: Dung dich ché phim 0,2 % trong cloroform
(TT).

Dung dich déi chiéu: Dung dich levomepromazin chudn
0,2 % trong cloroform (TT).

Cdch tién hanh: Tién hanh chay sic ky gidng nhu chuén bi
ban moéng. Cham riéng biét 1én ban méng 2 pl mdi dung
dich trén. Trién khai sic ky, ldy ban méng ra, quan sét
dudi anh sang tir ngoai & budc séng 365 nm trong mdt
vai phut. Vét trong sic ky d6 thu duge cuia dung dich thir
phai gidng vé vi tri, mau sic, huynh quang va kich thudc
véi vét thu dugc tir dung dich ddi chiéu. Phun 1én ban mong



