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Tom tat

Bai bao trinh bay qua trinh xay dung va tham dinh phuong phap HPLC véi dau do PDA dinh
luong cefuroxime trong bot pha hdn dich zinat 125mg. Phuong phap HPLC véi dau do PDA, cot
C18 pha dao, pha dong gom methanol — dung dich amoni dihydrogen phosphat 0,2M theo ti 18
(38:62; v:v) toc do dong 1ml/phit, bude song phat hién 278nm. Khao sat tinh twong thich ciia hé
thdng séc ky cho thiy hé sé phan giai giita Cefuroxim axetil diasteroisomer B va Cefuroxim
axetil diasteroisomer A trong dung dich chuin >1,5 (3,734). Hé s6 phan giai giira Cefuroxim
axetil diasteroisomer B va Cefuroxim axetil delta — 3 isomer>1,5 (2,530). S dia ly thuyét ddi
v6i Cefuroxim axetil diasteroisomer A>3000 (9532,2), %RSD céac lan tiém ldp lai khong qua
2,0%. Cefuroxim axetil diasteroisomer B: 0,95. Cefuroxim axetil diasteroisomer A: 1,05. Tinh
dic hiéu: Do léch thoi gian lvu cia mau chuén va mau thir: 0,066%. Do lap lai: ham lugng mau
trong khoang 90% + 115%, véi %RSD = 0,11<2%. D¢ dung ctia phuong phép trong khoang
98,97% = 100,51% . Theo tiéu chuan cua USP34 thi d6 6n dinh cua thudc bot cefuroxime, tinh
tuong thich cta hé¢ théng sdc ky, tinh tuyén tinh, tinh dac hiéu, d¢ lap lai, 46 dung dat yéu cau
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1. Gidi thi¢u

Cefuroxime 12 mot khang sinh thudc nhém cephalosporin thé
hé thtr 2, c6 phd khang khuan rong, duge ding nhiéu trong
diéu tri nhitng bénh nhiém trung[1]. Cefuroxim duoc diéu
ché duéi nhiéu dang ché pham nhu vién dé udng, bot pha hdn
dich udng, dung dich tiém. Trong d6 bot pha hdn dich ubng
1a dang thudc thich hop cho tré em.

Nam 2011, nhom tac gia Duong thi Kim Thanh da xay dung
phuong phap sic ky long hiéu niang cao (HPLC) dé dinh
lugng cefuroxim trong huyét thanh ciia ngudi va dong thoi
danh gia d6 6n dinh mau dich sinh hoc[2]. Nhim nhim t&i
dbi tuong miu thude 12 bot pha hdn dich va dé dam bao chat
lugng cua thude trong sudt qua trinh bao quan, luu thong
phan phéi va st dung, 6 on dinh ciia thudc phai dugc cong
b khi ding ky Ivu hanh san phdm. Vi vy, muc tiéu cia dé
tai nay 1a xdy dung qui trinh dinh luong va khao sat d6 6n
dinh ctia ché pham thudc bot cefuroxim pha hdn dich udng
nhim x4c dinh tudi tho cta thude va cung cép dit liéu cho hd

@ Dai hoc Nguyén Tat Thanh
D

NGUYENTAT THANH

so ding ky thude. Quy trinh nay 4p dung cho cong ty can xac
dinh ham lugng cefuroxim trong bt pha hdn dich.

2. Vat liéu va phuong phap nghién curu

2.1 Nguyén vit liéu

Thudc bot cefuroxim (Zintat 125mg) pha hdn dich udng ham
luvong 125mg. Ba 16 thudc bot duge st dung trong nghién
ctru d6 6n dinh 13 16 110909, 16 130708 va 16 230508. Chét
chuin: cefuroxim axetil, s6 16: QT126 031007, ham luong
98,18% twong tng 81,82% cefuroxim (Vién Kiém Nghiém
thubc TP.HCM); natri dihydrophosphat, natri dihydro
phosphat dat tiéu chuin ding trong phan tich kiém nghiém
(Prolabo); acetonitril va methanol dat tiéu chuan ding cho
HPLC (Merck).

Thiét bi

Hé thong sac ky 1ong hiéu ning cao (HPLC) WATERS 600E
(MJ), ta vi khi hau CARON (M¥), may do pH INOLAB pH
720 (btc).

https://doi.org/10.55401/68s2z950
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2.2 Phuong phéap nghién ciru

Xay dung qui trinh dinh lugng cefuroxim bang phuwong phap
HPLC.

Cefuroxim axetil 1a mot hdn hop hai dong phan quang hoc
khong ddi quang A va B. Hai dong phan nay c6 thoi gian luu
khé& gan nhau, vi vay, diéu kién sic ky duoc khao sat sao cho
hé sé phan giai giita hai dinh cua dong phan A va B khéng
nho hon 2. Do cefuroxim axetil ¢6 tinh acid yéu (pKa=4,7)
va phan cuc nén diéu kién sic ky duoc chon la cot pha dao,
pha dong gdom acetonitril va dung dich d¢ém phosphat pH 4.
Phuong phép s& duoc tham dinh va &p dung trong khao sat
d6 6n dinh cua thubc bot cefuroxim. Mau thube bot ciing
duoc bao quan & nhiét do cao (55°C) dé tao san pham phan
hity nham chirg minh tinh dac hiéu cia qui trinh phan tich
ngay khi c6 su hién dién cua san phim phan hay trong
mau[4].

2.2.1 Chuén bi mau

Dung dich chuin gbc: Can chinh x4ac mét lugng cefuroxim
axetil chuan trong dwong 50mg cefuroxim cho vao binh dinh
murc 100ml, thém 10ml methanol, lic hoa tan, thém dung
dich dém phosphat pH 4 dén vach. Lic déu.

Dung dich chuan dinh lwong: Hat chinh x4c 10ml dung dich
chuin gbc cho vao binh dinh mic 100ml, thém dung dich
dém phosphat pH 4 dén vach. Lic déu. Loc qua mang loc
0,45mm.

Dung dich thu: Céan chinh xac mét lugng bot thude tuong
g v6i 50 mg cefuroxim tir 10 g6i thude bot di duge nghién
tron k¥, cho vao binh dinh mirc 100ml, thém 30ml methanol
siéu 4m trong 3 phuat, bd sung vira du bang dung dich dém
phosphat pH 4. Lic déu. Loc (bo 10ml dung dich dau), hat
chinh xac 10ml dich loc cho vao binh dinh mirc 100ml, b6
sung dung dich dém pH 4 vira du. Lic déu. Loc qua mang
loc 0,45um. Bom mau chay sac ky.

2.2.2 Tham dinh phuong phap dinh lugng (HPLC) [3]
Phuong phép dugc tham dinh vé tinh phu hop hé thong, do
tuyén tinh, d6 chinh xac va d¢ dung theo nguyén tic chung.
2.2.3 Khao sat d6 6n dinh cua thudc bot cefuroxim

Dé khao sat do 6n dinh, ba 16 thudc bot cefuroxim lién tiép
dugc bao quan & nhitng diéu kién qui dinh. Cac chi tiéu chét
luwong dugce dung dé danh gia do 6n dinh cua thudc 1a cam
quan, ham lwong nudce, pH, ham lugng cefuroxim va d§ hoa
tan [5].

Tubi tho thuc cta thudc dugc xac dinh tai thoi diém ham
lugng hoat chét giam dén gii han dudi theo qui dinh khi
dugc bao quan & diéu kién dai han. Trong truong hop nay,
tudi tho thuc cua thube duoc x4c dinh khi ham lugng
cefuroxim giam con 90% so véi ham lugng nhin dudi didu
kién bao quan 30 + 2°C/ 75 + 5% RH. Tuy nhién, d phuc vu
hé so dang ky thudc, tudi tho ciia thude c6 thé duoc uoc tinh
theo nguyén 1y van’t Hoff tir két qua nghién ctru d¢ on dinh
& 40 + 2°C/ 75 + 5% RH.[6]

2.2.4 Khao sat tinh tuong thich cia hé théng sic ky

Tiém lap lai 6 lan dung dich chuin
Yéu cau:
- Thoi gian luu twong dbi clia cac pic lan luot 1a:
- 0,8 dbi voi Cefuroxim axetil diasteroisomer B;
- 0,9 dbi voi Cefuroxim axetil diasteroisomer A
- 1,0 dbi v6i Cefuroxim axetil delta — 3 isomer;
- Hé sb phén giai giita Cefuroxim axetil diasteroisomer B va
Cefuroxim axetil diasteroisomer A khong nho hon 1,5;
- Hé sb phén giai giita Cefuroxim axetil diasteroisomer B va
Cefuroxim axetil delta — 3 isomer khéng nho hon 1,5;
- S6 dia 1y thuyét ddi voi Cefuroxim axetil diasteroisomer A
phai 16n hon 3000;
- % RSD cac lan tiém 13p lai khong qua 2,0 %.
2.2.5 Tinh tuyén tinh
-Dung dich chuan gbc: Can chinh xac khoang 25mg
Cefuroxim axetil chuén vao binh dinh mic 50ml, hoa tan va
pha lodng v&i methanol dén vach.
- Lay 5 binh dinh mtrc 50ml: Tir dung dich chuén gbc, hut
chinh xac 14n luot tuong ung voi thé tich 2, 4, 6, 8, 10ml vao
binh dinh muc 50ml, thém 13,8ml methanol va sau cung
thém dung dich amoni dihydrogen phosphat 0,2 M dén vach
va tron déu, loc qua gidy loc milipore @ = 0,45um. Cac dung
dich chuén ¢ nong do tuong tng 1a 0,02; 0,04; 0,06; 0,08;
0,1mg/ml. Mdi néng do tiém 3 lan, liy két qua trung binh.
(v& db thi)
- Khao sat sy trong quan giita y (dién tich dinh) va x (ndng
d0), két qua cho thiy hé sé twong quan r = ... Yéu cau R2>
0,99
2.2.6 Tinh dac hiéu
- Phuong phap ¢6 tinh chon loc khi trong mau tring khong
cb sac ky dd tai vi tri tuong ung véi Cefuroxim axetil cd
trong mau thir vd mau chuan déi chiéu.
- Tién hanh tiém 6 lan dung dich mau tht, so séanh két qua
thoi gian luu gitra dung dich mau chuan va thir.
- Do léch thoi gian luu trung binh ciia mau chuan va mau thi
khong qua 1%.
Do lap lai:
Tién hanh tiém 6 1an dung dich mau tht, sir dung két qua sau
khi tiém dung dich chuan ¢ trén:
» Gia tri trung binh:
n
X

Y: i=1
6

> Do léch chuan (Standard Deviation):

SD=S=

> Do Iéch chuin tuong d6i (Relative Standard Deviation)
hay hé s6 phan tan (Coefficient of Variation):

RSD =CV = % x100%
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Do léch chuan turong dbi cho ham lugng hoat chat phai khong
qué 2,0%. Hé s6 nay cang nho ching té quy trinh dinh lugng
cang chinh xéac.

2.2.7 bo dung

Chuan bi 15 mau thir (theo quy trinh dinh lugng), thém chinh
x&c khoang 60%, 80%, 100%, 120%, 140% tuong ung
Cefuroxim axetil chuan vao mau thir, mdi nong do thém thyc
hién véi 3 mau va tién hanh dinh luong. [7]

2.2.8 Tién hanh

Dung dich chuan gbc: Can chinh xac khoang 25mg
Cefuroxim axetil chuén vao binh dinh muc 50ml, hoa tan va
pha lodng v4i methanol cho vira du thé tich. Dung dich chuén
6 nong d6 0,5mg/ml.

Dung dich thir: Can chinh xac 1 lugng placebo ta duoc da
nghién min tuong ng véi 50mg Cefuroxim vao binh dinh
muic 50ml, thém khoang 25ml methanol, lic siéu am 10 phit,
b6 sung methanol vira du. Lic déu va loc.

Mau thir 1: HUt chinh xac 5ml dung dich thir va 6ml dung
dich chuin géc cho vao binh dinh mic 50ml, thém 13,8ml
methanol va sau cung thém dung dich amoni dihydrogen
phosphat 0,2M dén vach va tron déu. Loc qua gidy loc
milipore ® = 0,45um.

Mau thir 2: HUt chinh xac 5ml dung dich thir va 8ml dung
dich chuan géc cho vao binh dinh mic 50ml, thém 13,8ml
methanol va sau cung thém dung dich amoni dihydrogen
phosphat 0,2M dén vach va tron déu. Loc qua gidy loc
milipore ® = 0,45um.

Mau thir 3: Hut chinh xac 5ml dung dich thir va 10ml dung
dich chuan géc cho vao binh dinh mac 50ml, thém 13,8ml
methanol va sau cung thém dung dich amoni dihydrogen
phosphat 0,2M dén vach va tron déu. Loc qua gidy loc
milipore ® = 0,45um.

Mau thir 4: Hut chinh xac 5ml dung dich thir va 12ml dung
dich chuan gdc cho vao binh dinh mac 50 mL, thém 13,8ml
methanol va sau cung thém dung dich amoni dihydrogen
phosphat 0,2M dén vach va tron déu. Loc qua gidy loc
milipore ® = 0,45um.

Mau thir 5: Hut chinh xac 5ml dung dich thir va 14ml dung
dich chuan géc cho vao binh dinh mac 50ml, thém 13,8ml
methanol va sau cung thém dung dich amoni dihydrogen
phosphat 0,2M dén vach va tron déu. Loc qua gidy loc
milipore ® = 0,45um.

+Tiém 20uL cac dung dich mAu thir vao hé thong sic ky, méi
mau tiém 3 lan

+Tudién tich pic cua Cefuroxim axetil thu dugc tir dung dich
chuan ¢ tinh tuong thich hé thong va dung dich thtr, ham
luong cua cac chat chuan, tinh ham lugng cua Cefuroxim cé
trong mau thu )

- Luong thém vao la mT (suy tr khoi lugng cén va ham
lwong trén nhén cua chat doi chiu).

- Két qua dinh luong hon hop trén la M

- Hi¢u suat thu héi duoc tinh theo cong thure:
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M

—x100%

My
- Trong dinh luong ty 1& phuc hoéi phai trong khoang tir
98,0% dén 102,0%.

3. Két qua nghién ciru

3.1 Khao sat tinh tuong thich cuia hé thong sic ky:

St dung dung dich chuén tiém 6 lan. Két qua khao sat 6 1an
tiém

- Cefuroxim axetil diasteroisomer B:

7T |Thoi gian| Dién tich S6 dia | Hé s6
luu dinh ly thuyéet | kéo dudi

1 21,013 837882 | 8972,392 | 1,027

2 21,018 820503 | 8986,902 | 1,026

3 21,009 818877 | 8986,170 | 1,027

4 21,022 818325 | 8982,332 | 1,021

5 21,015 818111 | 8978,215 | 1,019

6 | 21,046 | 818632 | 8945365 | 1,025
TB | 21,021 | 822055,0 8975,2 1,024

RSD | 0,06 0,95 0,17 0,33
- Cefuroxim axetil diasteroisomer A: i ]
STT .Th(‘)ri Diéntich | Sodia |Héso IFéO H¢ S(A.).
gian luu| dinh Iy thuyeét| dudi |phan gidi

1 | 24,543 | 882002 [9525,235| 1,024 3,729
2 | 24,552 | 863997 |9518,891| 1,030 3,733
3 |24,545| 859585 |9528,687| 1,027 3,737
4 124,532 | 859321 |9525,333| 1,031 3,725
5 | 24,521 | 859132 |9546,327| 1,049 3,739
6 |24,536| 858956 |9548,562| 1,038 3,741
TB | 24,538 [863832,200/9532,200| 1,033 3,734
RSD| 0,04 1,05 0,13 0,88 0,17

.....

- Cefuroxim axetil diasteroisomer B:

7T |Thoi gian| Dién tich 86 dia Heé s6 .

luu dinh ly thuyet | kéo dudi
1 | 21,025 | 818362 | 8521,254 | 1,024
2 | 21,018 | 825321 | 8542,229 | 1,021
3 | 21,036 | 824125 | 8545365 | 1,031
4 | 21,032 | 832654 | 8571,362 | 1,015
5 | 21,015 | 836621 | 8512,456 | 1,028
6 | 21,021 | 824568 | 8562,389 | 1,023
TB | 21,025 | 826941,8 | 85425 1,024
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RSD | 0,04 0,80 0,27 0,54
- Cefuroxim axetil diasteroisomer A:
STT Thoi |Diéntich| So dTa’ Hé so kéo| H¢ so
gian luvu| dinh |1y thuyét| dudi |phan giai

1 | 24,521 | 859325 [9568,211| 1,031 3,742
2 |24,515| 854256 |9521,254| 1,029 3,746
3 | 24,531 | 852143 |9568,333| 1,018 3,751
4 124,528 | 856621 |9548,254| 1,022 3,752
5 |24,512 | 860232 |9585,632| 1,032 3,739
6 | 24,522 | 860012 |9578,251| 1,025 3,742

TB | 24,522 |857098,2| 9561,7 | 1,026 3,745

RSD| 0,03 0,39 0,25 0,54 0,14
- Cefuroxim axetil delta — 3 isomer:

77| Thoi |Dién tich S6 dialy| Hé s6 | Héso

gian lvu| dinh thuyét | kéo dudi | phan giai
1 (27,321 | 82331 |4523,222| 0,936 2,536
2 127,332 | 82551 |4533,215| 0,929 2,522
3 27,316 | 82125 |4578,325| 0,925 2,533
4 |27,341| 82632 |4514,254| 0,931 2,534
5 | 27,325 | 82418 |4533,632| 0,928 2,529
6 |27,329 | 82365 |4582,365| 0,938 2,526
TB | 27,327 | 82403,7 | 4544,2 0,931 2,530

RSD| 0,03 0,22 0,64 0,53 0,21

Két qua cho thiy:
- Hé s phan giai gitra Cefuroxim axetil diasteroisomer B va
Cefuroxim axetil diasteroisomer A trong dung dich chuin >
1,5 (3,734).
- Hé sb phén giai giita Cefuroxim axetil diasteroisomer B va
Cefuroxim axetil delta — 3 isomer > 1,5 (2,530).
- S6 dia 1y thuyét di voi Cefuroxim axetil diasteroisomer A
> 3000 (9532,2).
- %RSD cac 1an tiém lap lai khong qué 2,0%
= Cefuroxim axetil diasteroisomer B: 0,95
= Cefuroxim axetil diasteroisomer A: 1,05

- Pat yéu cau dé tién hanh dinh luong
3.2 Tinh déc hiéu
- Thoi gian luu cua Cefuroxim axetil diasteroisomer B:

Thoi gian luu | Thoi gian luu
STT | . % 2 L Tx
cta mau chuan| cua mau thir
1 21,013 20,954
2 21,018 20,946
3 21,009 20,980
4 21,022 20,979
5 21,015 20,925

6 21,046 20,968
B 21,021 20,959
RSD 0,063 0,089

Do léch thoi gian luu cia mau chuan va mau thir: 0,312 %
Tiéu chuan chip nhan: Khong qué 1% (Dung)
- Thoi gian luu cua Cefuroxim axetil diasteroisomer A:

Thoi gian luu | Thoi gian luu
STT | . % X L x

cua mau chuan| cua mau thir
1 24,543 24,535
2 24,552 24,528
3 24,545 24,540
4 24,532 24,518
5 24,521 24,503
6 24,536 24,508
B 24,538 24,522
%RSD 0,045 0,061

Do léch thoi gian luu cia mau chuan va mau thi: 0,066%
Tiéu chuén chip nhan: Khong qua 1% (Pung)
3.3 Tinh tuyén tinh

3500000 Cefuroxim Axetil
3000000
£ 2500000 v = 3E407x - 14929
= R?=0.9954
S 2000000
2 1500000
a
1000000
500000
0
0 0.02 0.04 0.06 0.08 0.1 0.12

Nong d9 (mg/ml)

Dung dich chudn géc: Can chinh xac khoang 25mg
Cefuroxim axetil chun vao binh dinh mac 50ml, hoa tan va
pha lodng v&i methanol dén vach.

Ly 5 binh dinh mtrc 50ml: Tir dung dich chudn gbc, hut
chinh xac 1an luot tuong ung voi thé tich 2, 4, 6, 8, 10ml vao
binh dinh muc 50ml, thém 13,8ml methanol va sau cung
thém dung dich amoni dihydrogen phosphat 0,2 M dén vach
va tron déu, loc qua gidy loc milipore @ = 0,45um. Cac dung
dich chuén c6 nong do tuong tng 1a 0,02; 0,04; 0,06; 0,08;
0,1mg/ml. Mdi nong do tiém 3 1an, 14y két qua trung binh (vé
dd thi).

Khao sat sy twong quan gitta y (dién tich dinh) va x (ndng
d0), két qua cho thdy hé s tuong quan R?=0.9999 Yéu cau
R2>0,99

3.4 Do lap lai

Luong can chuén: 25,7mg  Ham luong % chuén Cefuroxim
axetil: 97,58 %
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D0 pha lodng cia chuan: 416,67 0.0334 0.0331 99.09
Lugng can mdu thir (mg): 0.0334 0.0330 99.07
Maul | Mau2 | Mau3 | Mau4 | Mau 5 | Mau 6 0.0334 0.0330 9907
7132 | 7148 | 7141 | 7138 | 7139 | 7136 0'0334 0'0331 99'08
Do pha lodng cua mau: 500 : : :
= .0334 . :
Nﬁi . ) 3 | 4 . 6 0.033 0.0330 99.00
Ham luon 0.0334 0.0330 99.04
Ham luong 0.0334 0.0330 99.06
Cefuroxim  [25,22| 25,29 |25,26(25,19 | 25,26 | 25,21
(mg) 0.0334 0.0330 98.97
Ham lugng % |100,9 | 100,9 {100,9{100,6 | 100,9 [100,8 0.0417 0.0419 100.47
0.0417 0.0419 100.44
Két qua trung binh 2524mg |RSD (%) =0,11 0.0417 0.0419 100.45
Ty 16 % 100,8 % 0.0417 0.0419 100.43
Khoéng tin cay: 90% < HL% < 115% 100% 0.0417 0.0419 100.51
%RSD = 0,11 <2%: Phuong phap dat d chinh xac 0.0417 0.0419 100.47
3.5 P9 diing ciia phuong phap kiém nghiém 0.0417 0.0419 100.49
MAu chuén: Cefuroxim axetil ’ ’ ’
Ham luong NT %: 9758 0.0417 0.0419 100.47
Luong can chuan (mg) 25.7 0.0417 0.0419 100.43
YT - R 0.0500 0.0499 99.79
0 lan pha loang chuan | Lay (m a(m
1 = 0.0500 0.0499 99.75
5 6 50 0.0500 0.0498 99.60
Nong dd mau chuan (mg/ml) 0,06 0.0500 0.0498 99.59
_ 120% 0.0500 0.0498 99.60
HL nhén ctia mau thir (mg) 125
K&t qua dinh Toong % 1008 0.0500 0.0499 99.66
M (Mg): 3564.8 0.0500 0.0499 99.63
0.0500 0.0499 99.65
S6 lan pha loang the | Lay (ml) | Pha (ml) 0.0500 0.0500 99.99
L >0 0.0584 00584 | 99.96
2 5 50
Bang két qua khao sat do ding cua phuong phap 0.0584 0.0582 99.78
~ ., |Nong dothém | Nong do tim |Hiéu suat 0.0584 0.0583 99.85
% Do dung | | A, X
vao (mg/ml) | thay(mg/ml) | thu hoi 0.0584 0.0582 99.74
0.0250 0.0248 | 9931 0.0584 0.0583 | 99.79
0.0250 0.0248 | 99.19 140% 0.0584 0.0583 | 99.85
0.0250 0.0248 99.30 0.0584 0.0583 99.83
0.0250 0.0248 99.30 0.0582 0.0583 99.95
0.0250 0.0248 99.22 0.0584 0.0583 99.86
0.0250 0.0248 99.33 B 99.66
0.0250 0.0248 99.25 RSD (%) 05
0.0250 0.0248 99.21 Yéu cau: Khoang tin cay: 98% < HL% < 102% (98,97 +100,51%)

%RSD = 0,5 <2%: Phuong phap dat d6 chinh xac
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4. Két luan va dé nghi

Két qua phuwong phap tham dinh quy trinh phan tich x4c dinh
hop chat cefuroxime trong bot pha hdn dich bang phuong
phap HPLC nhu sau: Khao sét tinh twong thich ctia hé thong
sic ky cho thidy hé s6 phan giai giita Cefuroxim axetil
diasteroisomer B va Cefuroxim axetil diasteroisomer A trong
dung dich chudn > 1,5 (3,734). Hé sb phan giai giira
Cefuroxim axetil diasteroisomer B va Cefuroxim axetil delta
— 3 isomer>1,5 (2,530). S6 dia ly thuyét d6i v6i Cefuroxim
axetil diasteroisomer A>3000 (9532,2), %RSD cac lan tiém
lap lai khong qué 2,0%. Cefuroxim axetil diasteroisomer B:
0,95. Cefuroxim axetil diasteroisomer A: 1,05. Tinh dac
hiéu: Do 1éch thoi gian luu ciia mau chuin va miu thu:
0,066%. Do lap lai: ham lwong mau trong khoang 90% =+
115%, véi %RSD = 0,11<2%. B$ ding cua phuong phap

trong khoang 98,97% + 100,51%. Véi Kkét qua dat duoc nhu
trén vé d6 nhay, d6 chinh xéac, d6 ding dép g yéu cau cho
viéc timg dung dé dinh lugng cefuroxime trong thudc bot. Do
nhém ching toi chua ¢6 thoi gian dé mod rong pham vi nghién
clru, voi mong mudn c6 thé tham dinh hoat chit cefuroxime
trong thudc tiém. Tir d6 co cai nhin tong quat vé do 6n dinh
clia quy trinh trong nén mau 1a bot pha hdn dich va trong
thude tiém.

Loi cdm on

Nhém nghién ctru xin chan thanh cam on PH Nguyén Tét
Thanh d hd trg kinh phi thuc hién thong qua d¢ tai nghién
cliu Cap co s& Vi ma sb dé tai: 2017.01.31
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Determination of cefuroxime and estimation of its stability in zinnat 125mg powder by HPLC
method
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huynhtan2511@gmail.com

Abstract This paper presents the process of developing and validating the HPLC method with PDA detector for the
determination of cefuroxime in zinnat suspension 125mg. Under the conditions of reverse phase C18 column, mobile phase
consisting of methanol - 0.2M ammonium dihydrogen phosphate solution (38:62; v/v respectively), and flow rate 1ml.min™,
the detector wavelength is 278nm. Examination of chromatographic system compatibility showed the resolution coefficient
between Cefuroxime Acetyl Diasteroisomer B and Cefuroxime Acetyl Diasteroisomer A in standard solution is higher than or
equal to 1.5 (3.734). The resolution factor between Cefuroxime axetil diasteroisomer B and Cefuroxime axetil delta-3 isomer
is higher than or equal to 1.5 (2.530). The number of theoretical plates for Cefuroxime axetil diasteroisomer A>3000 (9532.2)
with % RSD repeated repeat

doses not more than 2.0%. Cefuroxime axetil diastereoisomer B: 0.95. Cefuroxime axetil diasteroisomer A: 1.05. Specificity:
Time deviation of sample and sample: 0.066%. Repeatability: Sample content is in the range of 90% to 115%, with % RSD =
0.11 <2%. The correctness of the method is in the range of 98.97% to 100.51%. In accordance with USP34 standards, the
stability of cefuroxime powder, the compatibility of the chromatography system, linearity, specificity, repetition, and the
correctness meet the desired level of analysis.

Key words determination of cefuroxime, zinnat 125mg suspension, HPLC method,
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