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AMANBUZIANIZYDILN
Ceftriaxone 1 g powder for solution for injection/infusion
1. Fa8 Ceftriaxone 1 g powder for solution for injection/infusion
2. qruantAnaly
2.1 luwy Wumssaanitiedum viedindssgou
22 dwuszneu T 1 vial Uszneushesen Ceftriaxone sodium dsauyariu anhydrous
Ceftriaxone 1 g
23 MUUrUSTy  USTINTUEUSIREnEaUTIATINge
2.4 aa1n sy o dulseneusendidyuaaiuus unde Tudueny laeiindn
waziaunzideus v fagretniuuuussydiu
UuMTurUTIIednlesfiswsr e miedevnamsfn dwustneuuasaunn
AIMLTITBILT LaTinGn SuFuenyliosedniay

3. auaNUANIamAia

namsasieiaaun wduluay Finished product specification wag Drug substance
specification fignadsanindushiuatuiieaiu dsldaandousedninnuanznssunsenmsuazen
nsEMTNEEIIUgY Reindihuillidhedeaduatuiifieuvimislmindunnspundiisulahiv
Vi AIUTENANTENTIENE1TMAY 1509 S8UFNT1E WA 2561 aeTudl 6 Suneu wa. 2561 (aasene
Tusiwfinangiunm ufl 12 nuaius 2562) uazusenAnsevssansisngy 1304 seyisne @Uui 2)
WA, 2562 a9¥ufl 3 nsnAN WA, 2562 (@eUsEmaluseRsngunmn Tuil 26 NINYIAN 2562)

3.1 Finished product specification:

Test Items USP 41 BP 2016

1.Identification Meet the requirements Meet the requirements

2 Assay NLT 776 pg/me of ceftriaxone calculated on 92.0-108.0% of the L.A. of
anhydrous basis ceftriaxone
and the equivalent of 90.0-115.0% L.A. of
Ceftriaxone

3.Uniformity of dosage units*

Meet the requirements

Meet the requirements

4. Constituted of solution/Clarity
of solution

Meet the requirements

Meet the requirements

5.Bacterial endotoxins

NMT 0.20 USP EU/mg

NMT 0.8 IU/ml

6.Crystallinity Meet the requirements -

7.Sterility Meet the requirements Meet the requirement
8.pH 6.0-8.0 6.0-8.0

9.Water determination 8.0-11.0% NMT 11.0%

n33uUNIT

(wey. 45350 Jysaasoua’)

GPU 694511 [V2408]

(ngy. 3Tam YAUIT)

(ngy.210A3 MuLd)




10.Particulate matter
-size 210 pm: NMT 6,000
particles/container

-size 225 um: NMT 600

particles/container

Meet the requirements

Meet the requirements

11.Impurities/Related
substances

- Deacetylcefotaxime lactone: NMT 0.5%
- Ceftriaxone triazine analog: NMT 1.0%

- Deacyl ceftriaxone: NMT 1.0%
- Ceftriaxone-3-ene isomer: NMT 0.3%
- Ceftriaxone E-isomer: NMT 1.0%

- Total impurities: NMT 5.0%

- Ceftriaxone benzothiazolyl oxime: NMT 0.2%

- Any individual unspecified impurity: NMT 0.2%

- Any impurity: NMT 1%
- Total: NMT 5%

3.2 Drug substance specification: Ceftriaxone sodium

Test ltems

USP 41

BP 2016

1.Identification

Meet the requirements

Meet the requirements

2 Assay

NLT 795 pg/me of ceftriaxone (anhydrous basis)

96.0-102.0% (anhydrous substance)

3.Appearance of solutions

Meet the requirements

4.0Organic impurities/
Related substances

- Deacetylcefotaxime lactone: NMT 0.5%

- T-Aminocephalosporanic acid: NMT 0.5% (if
present)

- Ceftriaxone triazine analog: NMT 1.0%

- Ceftriaxone benzothiazolyloxime: NMT 0.2%

- Deacyl ceftriaxone: NMT 0.5%

- Ceftriaxone 3-ene isomer: NMT 0.3%

- Ceftriaxone E-isomer: NMT 0.5%

- Any individual unspecified impurity: NMT 0.2%
- Total impurities: NMT 2.5%

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

5.Specific optical rotation - -155 to -170
6.pH 6.0 -8.0 6.0 -8.0
7.Water determination 8.0-11.0% 8.0-11.0%

8.Bacterial endotoxins

NMT 0.20 USP EU/mg

Less than 0.08 IU/mg

9.Crystallinity

Meet the requirements

10.N,N-Dimethylaniline

Maximum 20 ppm

11.2-Ethylhexanoic acid

Maximum 0.8% m/m
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