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1.82s1  Cefazolin sodium 1 g for injection
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3. AMANLANINNAKA

3.1 Finish product specification"”

1. ﬂ'%mmﬁmém”:y 90.0 - 105.0% of the L.A. of Cefazolin 90.0 - 115.0% of the L.A. of Cefazolin

2. Identification ATIINU AU
3. pH 4.0-6.0 40-6.0
4, Clarity of solution / ATIBHIY ATV

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 1U per mL NMT 0.15 USP Endotoxin U/mg
9. Specific rotation - -10° to -24°
10. Sterility ATIINW ATV
11. Uniformity of dosage units | @17291 % ATIW
12. Particulate matter AT ATIVN

- YU = 10 ym
5iiAiu 6,000/container
- BUIA = 25 pm

st 600/container
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3.2 Drug substance specification : Cefazolin sodium™®

amsiinemena

BP 2013

UspP 38

1. YBanmasdagy

95.0 - 102.0% of the L.A. of Cefazolin sodium

(anhydrous substance)

89.1 - 110.1% of the L.A. of Cefazolin sodium

(calculated on the anhydrous basis)

2. |dentification

FATITANI

ATIWIY
3. Appearance of solution ATIVAIU -
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%
- Total : NMT 3.5%

- Tetrazolylacetic acid : NMT 1.0%

- Tetrazolylacetamide acetal : NMT 1.0%
- Cefazolin open-ring lactone-or Cefazolin
3-hydroxymethy! : NMT 0.5%

- Methyithiadiazole 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
: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 1Uimg

NMT 0.15 USP Endotoxin Unit/mg

11. Sterility test
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1. Baen Ceftazidime 1 g for injection
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2.2 smsznay  Usznauanedaen Ceftazidime pentahydrate %oaugaﬁ'u Ceftazidime 1 g W&z sodium carbonate
Wi arginine 11 1 vial
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3. amaniANInaa

3.1 Finish product specification“)’(z’

: e =
ﬂﬂiﬂ&lljﬂﬂ'\d maua

USP-38

BP 2013

1. YSnmdrdagy

® 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% W/W of anhydrous sodium carbonate

2. Identification AT ATIININ
3. Clarity of solution - ATITHIU
4. Related substance

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

5. Bacterial endotoxins

NMT 0.1 USP Endotoxin Unit/mg of Ceftazidime

NMT 1.0 IU/ml (solution 10 mg/ml)

6. Sterility

ATIVHIU

ATV

7. pH

50-75

50-75

8. Loss on drying

NMT 13.5% (nsﬂl’ﬁ’ sodium carbonate)
NMT 12.5% (n3dklF arginine)

NMT 13.5% of its weight
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3.1 Finish product specification™? (sia)

quandAmonaia | USP 38 BP 2013
9. Particulate matter AT ATV
-we 10 um laAn
6,000/container
-9wa 25 pm Livfin
600/container
10. Sodium carbonate (1)) AN
11. Limit of pyridine NMT 0.4% (nifﬁl‘ﬁ sodium carbonate) NMT 0.5%
(impurity F) NMT 0.3% (nizﬁ‘l'f arginine)
12. Content of arginine ATIINU
13. Uniformity of dosage unit AT ATV
3.2 Drug substance specification
3.2.1 Ceftazidime pentahydrate“)’(z’
amauiaNanaia USP 38 BP 2013

1. Pnmaendary 95.0 - 102.0% of Ceftazidime

(on the dried basis)

95.0 - 102.0% of Ceftazidime

(on the anhydrous substance)

. Identification ATIVH ATIVHIU
. Sterility ATIINIU -
pH 3.0-4.0 3.0-4.0

. Loss on drying / Water content 13.0% - 15.0%

13.0% - 15.0%

. Bacterial endotoxins NMT 0.1 USP Endotoxin Unit/mg

NMT than 0.10 IU/mg

. Impurity F -

NMT 500 ppm

olN|jojolslw|m

. 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 ATIIHIU -
3.2.2 Ceftazidime pentahydrate with sodium carbonate'"?
- auandaniumeia BP:2013

1. Snmdsndngy

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

® 8.0 - 10.0% of sodium carbonate

2. Identification AT

3. pH 50-75

4. Related substances - Impurities A,B,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
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318NN 3 Ceftriaxone 1 g for injection
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1. Boen Ceftriaxone 1 g for injection

2. ansanifrialy

2.1 3uuy Wunsniennidaiuniauiefonime dwiude

2.2 #udsznay Usznauale@len Ceftriaxone sodium ‘Aﬁda&lgaﬁu Ceftriaxone 1 g Tu 1 Vial
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3. AENIANI9INAKA

3.1 Finish product specification”

 gmanienwmaa 0 [ ~ usPas o BPaos ;
1. PRanudeday 90.0% - 115.0% of the L.A. of Ceftriaxone | - 92.0% - 108.0% of the L.A. of Ceftriaxone
2. |dentification AV ATV
3. Constituted solution 37U AU
4. Crystallinity ATI -
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 AU
9. Particulate matter ATITU ATIININ
- WA > 10 pm WA 6,000/container
- Yu10 > 25 ym Taiifin 600 / container
10. Weight variation 38 ATIINI ATINU
Uniformity of weight(mass)

(W1Bdand NaAIILIT)
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(1).(2)

3.1 Finish product specification™? (sa)
anauiamomaiia USP 38 . BP2013
11. Related substances - - 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”
anENianmnaka USP 38 ER BP2013
1. ﬂ%mmﬁ'smﬁm”zy Not less than 795 pg of beftriaxone/mg 96.0 - 102.0% of the L.A. of Ceftriaxone
(Calculated on the anhydrous basis) (Calculated on the anhydrous basis)
2. Identification ATIINU ATITIN
3. Appearance of solution - AT
4. Crystallinity ATIININ -
5. pH 6.0 - 8.0 6.0-8.0
6. Water 8.0% - 11.0% 8.0% - 11.0%
7. Bacterial endotoxins NMT 0.20 USP Endotoxin Unit/mg of Less than 0.08 IU/mg
Ceftriaxone
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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mumm"n”l,utm (finished product specification) LLaJﬂam‘ﬂuﬂﬂmn’lwmad’mnﬂu (drug substance specification)
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21 nsdfiemdaludsmnalng JHiadasdionasiusesnespunsnaaaumaninasiuaz i msfielu
M3INEAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswsiaeanu PIC/S participating authorities
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