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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. ansEntiari2 1)

2.1 jluny WussnUnenidedzn dwmiudanmasaiiand

22 fwmdsznay  dsznaudaeaaen Cefazolin sodium "ﬁ'amﬁaﬁ'u Cefazolin 1 g 1 1 Vial
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3. AMENIGNINAKA

3.1 Finish product specification”
1. Snadrendagy 90.0 - 105.0% of the L.A. of Cefazolin 90.0 - 115.0% of the L.A. of Cefazolin
2. Identification ATIINU ATV
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 NI AT
11. Uniformity of dosage units | @779M % AT
12. Particulate matter ATIHIU ATV

- YU > 10 uym
sivfins 6,000/container
- WA > 25 pm
1%iifiss 600/container
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3.2 Drug substance specification : Cefazolin sodium™®

. amaniememena | BP 2013 L uspss

1. U%mm@”amﬁwﬁy 95.0 - 102.0% of the L.A. of Cefazolin sodium | 89.1 - 110.1% of thé L.A. of Cefazolin sodium
(anhydrous substance) (calculated on the anhydrous basis)

2. |dentification AT AT

3. Appearance of solution AT -

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-hydroxymethy! : NMT 0.5%

- Methylthiadiazole thiol : NMT 1.0%

- 7-aminocephalosporanic 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

1 NMT 0.1%

- 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 IU/mg NMT 0.15 USP Endotoxin Unit/mg
11. Sterility test - ATITEIU
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31811310 2 Ceftazidime 1 g for injection
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1. %EIEI'I

2. amantanaly
2.1 gﬂu;uu
2.2 grutsznay

Ceftazidime 1 g for injection

& . o
umspfrnautenws Uneanite Swsuia

=) . .
W38 arginine 1w 1 vial

23 m’nu:ussg
24 arn

@ o & as
1znausieaien Ceftazidime pentahydrate BIFUYanU Ceftazidime 1 g use sodium carbonate
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3. AMANUANIIINARA

3.1

Finish product specification

(1:(2)

amauiEnmaia

USP 38

BP 2013

1. WS marsday

® 90.0 - 105.0% of Ceftazidime on the dried and

sodium carbonate or arginine - free basis and

® 90.0 - 120.0% of the L.A. of Ceftazidime

©90.0 - 110.0% of the L.A. of Ceftazidime
@ 8.0 - 10.0% WW of anhydrous sodium carbonate

2. Identification ATIHU ATITEU
3. Clarity of solution - AT
4. Related substance

- Impurity A NMT 0.2%
- Impurity B NMT 0.2%
- Impurity G i NMT 0.2%
- Unspecified impurities NMT 0.1%
- Total impurities NMT 1%

5. Bacterial endotoxins

NMT 0.1 USP Endotoxin Unitymg of Ceftazidime

NMT 1.0 1U/ml (solution 10 mg/ml)

6. Sterility

AT

AT

7. pH

50-75

50-75

8. Loss on drying

NMT 13.5% (nﬁﬁl’ﬁ' sodium carbonate)
NMT 12.5% (nTdhl% arginine)

NMT 13.5% of its weight

(WNFIANET Raasue)
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(1:(2)

3.1 Finish product specification® (sia)
quansAmemaiia uSP 38 BP 2013
9. Particulate matter ATV ATITHW
-u1a 10 pm ifin
6,000/container
- uIa 25 ym TR
600/container
10. Sodium carbonate (1) ATIIHU
11. Limit of pyridine NMT 0.4% (nﬂiﬂ‘ﬁ sodium carbonate) NMT 0.5%
(impurity F) NMT 0.3% (n38il% arginine)
12. Content of arginine AT
13. Uniformity of dosage unit AT ATIINU
3.2 Drug substance specification
3.2.1 Ceftazidime pentahydrate‘”’(z’
amautanvInaia USP 38 BP 2013
1. Snmdndagy 95.0 - 102.0% of Ceftazidime 95.0 - 102.0% of Ceftazidime
(on the dried basis) (on the anhydrous substance)
2. Identification ATITEI ATITEU
3. Sterility AT -
4. pH 3.0-4.0 3.0-40
5. Loss on drying / Water content 13.0% - 15.0% 13.0% - 15.0%
6. Bacterial endotoxins NMT 0.1 USP Endotoxin Unit/mg NMT than 0.10 1U/mg
7. Impurity F - NMT 500 ppm
8. Related substances - Impurities A,B,G : for each impurity, NMT 0.2%
- Unspecified impurities : for each impurity,
) NMT 0.1%
-Total : NMT 1.0%
9. Heavy metals - NMT 20 ppm
10. Crystallinity ATINW -
3.2.2 Ceftazidime pentahydrate with sodium carbonate*”
amauianmana BP 2013

1. UTnmaasdnty

€ 93.0 - 105.0% of Ceftazidime pentahydrate (dried and carbonate-free substance)

©® 8.0 - 10.0% of sodium carbonate

2. |dentification

ATIINIU

3. pH

50-75

4. Related substances

- Impurities AB,G : for each impurity, NMT 0.2%
- Unspecified impurities : for each impurity, NMT 0.1%
-Total : NMT 1.0%

5. Impurity F

NMT 0.3%

6. Loss on drying

Maximum 13.5%

7. Bacterial endotoxins

Less than 0.10 IU/mg

(R9%8)
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Ceftriaxone 1 g for injection
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3. amanian1mnaha

3.1 Finish product specification"”

3 TR CoA :
amAsAnamaiie -

- usP 38

. BP2M13

1. ﬂ?mmﬁ’améﬁzy 80.0% - 115.0% of the L.A. of Ceftriaxone | - 92.0% - 108.0% of the L.A. of Ceftriaxone
2. Identification AT AT
3. Constituted solution ATITH AT
4. Crystallinity AIHU -
5. pH 6.0 - 8.0 6.0 - 8.0
6. Water 8.0% - 11.0% NMT 11.0%
7. Bacterial endotoxins NMT 0.20 USP Endotoxin Unit/mg of NMT 0.8 IU/mL
Ceftriaxone
8. Sterility AT ATIAH
9. Particulate matter AT AT
- U@ > 10 um TaiLAn 6,000/container
- 9wI9 > 25 ym 1%1fi% 600 / container
10. Weight variation #38 ATITU ATIWMIU
Uniformity of weight(mass)
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(1).(2)

3.1 Finish product specification (da)
amauTanimaiia USP 38 BP 2013
11. Related substances k - - the area of any secondary peak
: NMT 1%
-the sum of the areas of all the secondary
peaks : NMT 5%
3.2 Drug substance specification™”
AnENLANIINA%A USP 38 BP 2013

1. YSnmdasdary

Not less than 795 pg of ceftriaxone/mg

(Calculated on the anhydrous basis)

96.0 - 102.0% of the L.A. of Ceftriaxone

(Calculated on the anhydrous basis)

. Identification

AT

. Bacterial endotoxins

NMT 0.20 USP Endotoxin Unit/mg of

Ceftriaxone

2 AT

3. Appearance of solution - AT

4. Crystallinity ATITHIW -
5. pH 6.0 -8.0 6.0 - 8.0

6. Water 8.0% - 11.0% 8.0% - 11.0%

7

Less than 0.08 1U/mg

8. Specific optical rotation

-155° to -170° (anhydrous substance)

9. Related substances

- Any impurity : NMT 1.0%
- Total : NMT 4.0%

10. N,N-Dimethylaniline

NMT 20 ppm

11. 2-Ethylhexanoic acid

NMT 0.8% m/m
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