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31801190 1 Cefazolin sodium 1 g for injection
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1.8881  Cefazolin sodium 1 g for injection

2. amanlana Ll
J a o a o = (3
2.1 311LL1J1J Wunigndnaanidadznn Swsulenivasaifaadn
22 wdsznay Usznaueasaen Cefazolin sodium Nauyan Cefazolin 1 g lu 1 Vial
o tL [ a A’ a o @ (" a (1)
23 Mouzusy  vislwneuiinndedseanize Jesidn warussanmeidasiuues
2.4 28N - szyFee duznaummmAuaza NI Tunia Juiuay taafinda
waztauneidoudisuen LLa:’i%'mSLﬁU{nmm‘l'ﬁ"azm’ﬁ"mﬁmuumsqﬁmfﬁ
- UWMTUSUITN aﬂwqﬁauﬁaoszq%am wIa%aMmImIfn §ullsenay waz
PUNAR VLTIV LRVNNAS 'Yu?mmq‘lf’&'m%u

3. AANUANIIINARA

Namsmw%msw:ﬁqmmmﬂu‘lﬂmu Finished product specification a2 Drug substance specification
Ay a @ o @ o o A % = ;o
NOWAIINNLARTONTURUULABDINY mvlﬂwmmyumaa’mnd'\uﬂmznsmmsmmma:m NIENITI
t‘:;vov'vwnv PYRP ] ) @ o A avd
SNy MnFrduAlsdedsdaaduatunfsurimislmindianaspundsdsuladuniie anu
4 . o o a
ﬂi:ﬂ’]ﬂﬂi:ﬂi’)dmﬁ’ﬁmq’ﬂ L83 izqﬂﬂiﬂﬂﬁ W.¢.2556 RIIUN 11 LUBIYU N.¢.2556 (aaﬂszmﬂhswmm
Qs 4:' o = ot ] WA' s e
y‘smnm’mﬂ 10 uqmﬁu 2556) nsm‘lumﬂmm‘lmunuqaﬁwmmadﬂmznsmmsﬂs:mmﬂmm

3.1 Finish product specification'"”
amanianinaia BP 2013 USP 35

1. ﬂ?mmﬁ"w‘lﬁ’m@ 90.0 - 105.0% of the L.A. of Cefazolin 90.0 - 115.0% of the L.A. of Cefazolin
2. Identification ATITHY AT
3. pH 4.0-6.0 4.0-6.0
4. Clarity of solution / ATV AT
Constituted solution
5. Related substances - the area of any secondary peak : NMT 1.0% -

- the sum of the areas of any such peaks

: NMT 3.5%
6. Water NMT 6.0% wiw NMT 6.0%
7. Bacterial endotoxins NMT 0.15 IU per mL NMT 0.15 USP Endotoxin U/mg
9. Specific rotation - -10° to -24°
10. Sterility i p ol Nglll AT
11. Uniformity of dosage units | @330 4 ATITHIW
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3.1 Finish product specification"” (sa)
AMANLANWINATA BP 2013 USP 35
12. Particulate matter AT ATETU
- UBUIA = 10 pm
siifin 6,000/container
- UUIQ > 25 ym
laifin 600/container
3.2 Drug substance specification'""”
AMANTANWINAKA BP 2013 USP 35
1. ﬂ?mmﬁ’m’lﬁﬁﬁ'ﬂg 95.0 - 102.0% of the L.A. of Cefazolin sodium | 89.1 - 110.1% of the L.A. of Cefazolin sodium
(anhydrous substance) (calculated on the anhydrous basis)

2. Identification A7 fTIU

3. Appearance of solution ATV -

4. pH 46-6.0 40-6.0

5. Specific optical rotation -15° to -24° (anhydrous substance) -10° to -24°

6. Absorbance 260 - 300 (anhydrous substance) -

7. Related substances - Any impurity : for each impurity, NMT 1.0% - Tetrazolylacetic acid : NMT 1.0%

- Total : NMT 3.5% - Tetrazolylacetamide acetal : NMT 1.0%

- Cefazolin open-ring lactone-or Cefazolin
3-hydroxymethyl : NMT 0.5%
- Methylthiadiazole thiol : NMT 1.0%
- 7-amino¢ephalosporanic acid : NMT 1.0%
- Cefazolin 3-methyl analog : NMT 1.0%
- Cefazolin lactone : NMT 1.0%
-Cefazolin acetoxy analog: NMT 1.0%
-Cefazolin deacylated : NMT 1.0%
-Cefazoloic acid isomers : NMT 1.0%
-Cefazolin epimer : NMT 1.0%
-Cefazolin pivaloyl : NMT 1.0%
-Any individual unspecified impurity
: NMT 1.0%
- Total impurity : NMT 3.5%

8. N,N-Dimethylaniline NMT 20 ppm -

9. Water NMT 6.0% NMT 6.0%

10.Bacterial endotoxins NMT 0.15 1U/mg NMT 0.15 USP Endotoxin Unit/mg

11. Sterility test - ATIVHIU
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1 = The United states Pharmacopeia 35

2 = British pharmacopoeia 2013
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