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Cefaclorlaacid (6R,7R)-7-[[(2R)-2-amino-2-phenylacetyl]
amino]-3-cloro-8-oxo-5-thia-1-azabicyclo[4.2.0]-oct-2-
en-2-carboxylic monohydrat, dwoc ban téng hop tir mét
san pham lén men, phai chira tir 96,0 % dén 102,0 %
C,sH,4CIN;O,S, tinh theo ché phim khan.

Tinh chit
B6t mau trang hodc hoi vang. Kho tan trong nude, thuc té
khéng tan trong methanol va trong methylen clorid.

Dinh tinh o
Phé hép thu hong ngoai (Phu luc 4.2) ciua ché pham Phéi
phu hop véi pho hap thu hong ngoai cia cefaclor chuén.

pil _

Lic 0,250 g ché phim véi nuwde khéng cé carbon dioxyd
(TT) va pha loang thanh 10 ml vé&i cing dung méi. pH ctia
hén dich thu dugc phai tir 3,0 dén 4,5 (Phu luc 6.2).

Goc quay cuc riéng

Tir+101° dén +111°, tinh theo ché pham khan (Phu lyc 6.4).
Hoéa tan 0,250 g ché pham trong dung dich acid hydrocloric
I % (TT) va pha lodng thanh 25,0 ml véi cing dung méi.

Tap chit lién quan

Phwong phap sic ky long (Phy luc 5.3).

Pha dong A: Dung dich natri dihydrophosphat 0,78 % (TT)
duoc diéu chinh dén pH 4,0 bing acid phosphoric (TT).
Pha déng B: Tron déu 450 ml acetonitril (TT) va 550 ml
pha dong A.

Dung méi pha méu: Dung dich natri dihydrophosphat 0,27 %
(TT) dugc diéu chinh dén pH 2,5 béng acid phosphoric (TT).
Dung dich thir: Hoa tan 50,0 mg ché phim trong 10,0 ml
dung méi pha miu.

Dung dich doi chiéu (1): Hoa tan 2,5 mg cefaclor chuén va
5,0 mg delta-3-cefaclor chuan (tap chét D) trong 100,0 ml
dung méi pha mau.

Dung dich doi chiéu (2): Pha loang 1,0 ml dung dich thi
thanh 100,0 ml biang dung méi pha miu.

Piéu kién sdc ky:

Cot kich thudc (25 cm x 4,6 mm) duge nhdi pha tinh end-
capped octadecylsilyl silica gel ding cho séc ky (5 pm).
Detector quang phd tir ngoai dit & budc séng 220 nm.
Téc do dong: 1,0 mV/min.
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DUGQC PIEN VIET NAM VI
Thé tich tiém: 20 pl.
Cach tién hanh:
Tién hanh sic ky theo chuong trinh dung moi nhu sau:
o 'i‘l;b;gl:: " Pha dong A Pha diong B
(min) (% tt/tt) (% ti/tt)
0-30 95 — 75 5525
30-45 75—0 25 — 100
45-55 | ﬁfioi I L

Kiém tra tinh phu hop cia hé thong: Trén sic ky 46 cua
dung dich déi chiéu (1), d6 phan giai gitra pic ctia cefaclor
véi pic cla tap chét D it nhét 1a 2,0; hé sb d6i ximg coa
pic cefaclor khéng qua 1,2. Néu cin, diéu chinh ty 1¢ cua
acetonitril (TT) trong pha dng.

Gioi han:

Tap don bét ky: Dién tich pic cia mdi tap chit khéng dugc
1ém hon 0,5 lan dién tich pic chinh thu dugc trén sic ky do
ctia dung dich dbi chiéu (2) (0,5 %).

Tdng dién tich pic cua tat ca céc tap chit khong dugc 1on
hon 2 l4n dién tich pic chinh thu dugc trén sic ky do cia
dung dich dédi chiéu (2) (2 %).

Bo qua nhiing pic c6 dién tich nho hon hodc bang 0,1 lan
dién tich pic chinh thu dugc trén sic ky db cua dung dich
d6i chiéu (2) (0,1 %).

Ghi chu:

Tap chit A: Acid (2R)-2-amino-2-phenylacetic (phenylglycin).

Tap chit B: Acid (6R,7R)-7-amino-3-cloro-8-oxo-5-thia-1-
azabicyclo[4.2.0]Joct-2-en-2-carboxylic.

Tap chit C: Acid (6R,7R)-7-[[(2S)-2-amino-2-phenylacetyl]
amino]-3-cloro-8-oxo0-5-thia-1-azabicyclo[4.2.0]oct-2-en-2-
carboxylic.

TapchétD: Acid (2R,6R,7R)- va (25,6R,7R)-7-[[(2R)-2-amino-2-
phenylacetyl]Jamino]-3-cloro-8-oxo-5-thia-1-azabicyclo[4.2.0]
oct-3-en-2-carboxylic (delta-3-cefaclor).

Tap chit E: Acid 2-[[(2R)-2-amino-2-phenylacetyl]amino]-2-
(5—c]or9-4~0x0-3,4-dihydro-2H-I ,3- thiazin-2-yl)acetic.

Tap chat F: 3-phenylpyrazin-2-ol.

Tap chit G: Acid (2R,6RR)- va (2S,6R,7R)-7-[[(2R)-2-
amino-2-phenylacetyl]amino]-3-methylen-8-oxo-5-thia-1-
azabicyclo[4.2.0]octan-2-carboxylic (isocefalexin).

Tap chat H: Acid (6R,7R)-7-[[(2R)-2-[[(2R)-2-amino-2-pheny!
acetyl]amino]-2-phenylacetyl]Jamino]-3-cloro-8-oxo-5-thia-1-
azabicyclo[4.2.0]oct-2-en-2-carboxylic (N- phenylglycyl cefaclor).

Kim loai nidng

Khéng duoc qua 30 phén tridu (Phu luc 9.4.8).

Lay 1,0 g ché phim tién hanh thir theo phwong phap 3.
Dung 3 ml dung dich chi mau 10 phan triéu Pb (TT) dé
chuin bi miu d6i chiéu.

Nudc )
3,0 % dén 6,5 % (Phuy lyc 10.3),
Dung 0,200 g ché pham.

Pinh lugng
Phuong phap sac ky long (Phu luc 5.3).
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Pha dgng: Hoa tan 1 g natri pentansulfonat (TT) trong hén
hop gom 780 ml nwoc va 10 ml triethylamin (TT). Thém
220 ml merhanol (TT) vao hén hgp trén va diéu chinh dén
pH 2,5 béng acid phosphoric (TT).

Dung dich thir: Hoa tan 15,0 mg ché pham trong pha dong
va pha lodng thanh 50,0 ml véi ciing dung méi.

Dung dich chudn (1): Hoa tan 15,0 mg cefaclor chuin trong
pha dong va pha loang thanh 50,0 ml véi cing dung moi.
Dung dich chudn (2): Hoa tan 3,0 mg cefaclor chuan va
3,0 mg delta-3-cefaclor chun (tap chét D) trong pha dong
va pha loang thanh 10,0 ml vé&i cing dung mdi.

Diéu kién sdc ky:

Cot kich thude (25 cm x 4,6 mm) duge nhoi pha tinh C
(5 pm). )

Detector quang phd fir ngoai & budc séng 265 nm.

Tbc do dong: 1,5 ml/min.

Thé tich tiém: 20 pl.

Cdch tién hanh:

Kiém tra tinh phi hop ctia hé théng: Trén sic ky dd cua
dung dich chuin (2): D6 phan giai gitra pic cua cefaclor
v6i pic cua tap chat D it nhit 1a 2,5. Néu cén, didu chinh
ty 1€ cua methanol trong pha dong dé dat d6 phan giai theo
yéu cau Hé sé dbi ximg cia pic cefaclor 16n nhat 1a 1,5.
Trén sic ky db cia dung dich chuén (1), 46 1éch chudn
frong dbi cua dién tich pic cefaclor thu duoc tir 6 14n tiém
khong qua 1,0 %.

Tinh ham lugng ciia cefaclor trong ché pham dwa vao dién
tich pic thu dugc trén sac ky d6 cta dung dich thtr, dung
dich chuan (1) va ham luong cua cefaclor chuén.

Bdo quin
Trong bao bi kin.

Loai thude
Thudc khang sinh nhdm cephalosporin.

Ché phim 3
Vién nén, nang, bot pha hon dich.

BQT PHA HON DICH CEFACLOR

La thudc bt ding dé pha hdn dich udng chira cefaclor. C6
thé c6 thém céc ta duoc thich hop tao mui vi, tao mau, chit
bao quan, chit dn dinh hdn dich,..

Hén dich tao thanh sau khi pha theo huéng din trén nhan
thude phai dép img cic yéu cau trong chuyén luén “Hén
dich thuéc” (Phu luc 1.5).

Bot pha hdn dich phai dap img cac yéu cau trong chuyén
ludn “Thubc bot” (Phu luc 1.7) va cac yéu cu sau diy:

Ham lugng cefaclor khan, C,sH ,CIN;O,S, tir 90,0 %
dén 120,0 % so voi Iurgng ghi trén nhan.

Tinh chat
Bot thuéc khé toi, khéng bj im, khéng von, mau sic
dong nhit.

BOT PHA HON DJCH CEFACLOR

DPinh tinh

A. Lic mét lugng bot thudc tuong img véi khodng 0,3 g
cefaclor khan vdi 100 ml nwdc, loc va pha lodng 1 ml dich
loc thanh 100 ml v&i nude. Phd hap thu tir ngoai ciia dung
dich thu dugc & dai séng 190 nm dén 310 nm chi c6 mét
cuc dai hdp thu & 264 nm (Phu luc 4.1).

B. Trong phan Dinh lugng, pic chinh trén sic ky dé cia
dung dich thir phai c6 thdi gian luu twong (mg véi thi gian
luu cua pic cefaclor trén sic ky dd cia dung dich chuén.

Nuée
Khéng duge qua 2,0 % (Phu luc 10.3).
Dung 0,5 g ché pham.

pH
Tir 2,5 dén 5,0 (Phu luc 6.2).
Str dung hdn dich pha theo huéng dan ghi trén nhin dé do.

Tap chat lién quan

Phuong phép sic ky long (Phu luc 5.3).

Pha dong A: Dung djch natri dihydrophosphat 0,78 %
dugc diéu chinh vé pH 4,0 bang acid phosphoric (TT).
Pha dong B: Acetonitril - pha dong A (45 : 55).

Dung méi pha mau: Dung dich natri dihydrophosphat
0,27 % (TT) da dugc didu chinh téi pH 2,5 bing acid
phosphoric (TT).

Pha cac dung dich sau trude khi dung.

Dung dich thir: Can mét lugng bot thudc hodic mét lugng
hén dich tao thanh pha nhu quy dinh trén nhin twong tng
v&i 0,25 g cefaclor khan. Thém 200 ml dung méi pha miu
va lic, pha loang thanh 250,0 ml v6i cung dung méi, tron
déu va loc.

Dung dich d6i chiéu: Dung dich cefaclor chuan 0,001 %.
Dung dich phan giagi: Hén hgp dung dich chira cefaclor
chudn c6 ndng do 0,0025 % va delta-3-cefaclor chuin cé
nong d6 0,005 %.

Dung dich gia dwec (thuc hién khi c6 du diéu kién): Can
mot Iwgng hén hop t4 dirgc (tf 1é thanh phan nhu trong ché
phdm) trong (g v&i lugng duge tron ciing 0,25 g cefaclor
khan. Thém 200 ml dung méi pha méu va lic, pha lodng
thanh 250,0 ml véi ciing dung méi, tron déu va loc.

Diéu kién sdc ky:

Cot kich thudc (25 cm x 4,6 mm) duge nhdi pha tinh C
(5 pm). '

Detector quang pho tir ngoai dit & budce séng 220 nm.
Tébc d dong: 1,0 m/min.

Thé tich tiém: 20 pl.

Cdch tién hanh:

Cén bang cot véi hdn hop pha déng A - pha déng B (95 : 5)
trong it nhat 15 min.

Tién hanh séc ky v6i dung dich thir, dung dich ddi chiéu,
dung dich phan giai va dung dich gia dugc (néu co).

Tién hanh sic ky theo chuwong trinh dung méi sau:
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