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‘rmmsﬁ 1 Amoxicillin 2 gm and Clavulanic acid 200 mg for injection
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1. Dussntnenidefunfiriwa (of-white) FniLaa

2. 1% 1 Vial Ustnaudpé3u Amoxicillin sodium ﬁaugnﬁ'u Amoxicillin 2.0 gm uas Clavulanate
Potassium m«uuanu Clavulanic acid 200 mg
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1. Yhnodaunag 90.0 - 107.5 % L.A. of Amoxicillin
90.0 - 107.5 % L.A. of Clavuianic acid

2. Identification test ATy

3. pH 8.0 — 10.0

4. Bacterial endotoxins NMT 2.5 IU/mL

5. Water content NMT 3.5%

6. Constituted solution ATIVHIU

7. Uniformity of dosage units A

8. Particulate matter AT

-aue 2 10 pm Litfin 6,000/container

-yu1n 2 25 pm hitfiv 600/container

9. Sterility test ATIVWMU

10. Related substance - the area of any peak due to oC-penicilloic acid : NMT 5%

- Amoxicillin dimer : NMT 5%

- the area of any other secondary peak : NMT 3%

- the sum of the areas of all the secondary peak : NMT 15%

11. Clavulanate polymer and other fluorescent | NMT 5% W/W
impurities (Calculated with respect to the content of clavulanic acid)
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1.2 lwéwatiunziduue no.1 wie 0.1 vasnfitauanen wiaunuaziBuanITanINLUANINYE)
e eiaufidunziiowly (finished product specification) N3k gnwmmsl.ﬂﬁuuuﬂmurﬂmﬂ'uu‘m
cRBMuUBnsEKIMWENEATYaun LY (8.5) iwidy finished product specification uas / wa Drug
substance specification
2. 1BNINTSLIINATIIUNTIHEALD
2.1 nidfigwmaaiudsamalng guisdasftunmiemiiaiisennargummdnmma
m"m.nm‘v'ﬁin‘wﬁﬁ'lun‘nnﬁﬂuwaansznﬂammsmqm (GMP w38 GMP/PICs) lunanatnfilansune
2.2 nadfidugmingroindrshana duasdasiunmminomisdsiseanaspumanien
muué’nmmwf’iimsﬁoﬂummﬁam-xmnh:mm‘{uﬁn w30 Certificate of pharmaceutical products
3. ihnnmwrhmanmmma"nuwmaamﬁmuaﬂm
3.1 KIMIATINAATIERRUNRNEAN VB WA (Certification of analysis) 1um'§uf;detﬂui‘z DTN
3.2 HANSATTATRRGUMNIAGAL (Raw material) vasdaningAlslunsnia ﬁ’weag{uﬁnm
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33 nstﬁﬁi‘nqﬁmﬂuununavu1u§1 (Amoxycillin and Clavulate potassium) #BILEAINIATINA TR
manainvad Amoxycillin sodium uaz Clavulate potassium #1418 3.4 ¥a3uTEMHARTAGAY
3.4 Witelaneiiayfidasuredliluinnsiagy Ioud
1. amaaiamomaiares Amoxicillin sodium'”
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1. Wunadamay 89.0 - 102.0% of the L.A. of Amoxycillin (anhydrous substance)
2. ldentification AU
3. Appearance of solution anrIn
4. pH 8.0-10.0
5. Specific optical rotation + 240° to + 290 ° (anhydrous substance)
6. Related substances - impurity J : NMT 3%

- Any other impurity : NMT 2%
- Total : NMT 9%
- Disregard limit : NMT 0.1%

7. N,N-Dimethylaniline NMT 20 ppm

8. 2-Ethylhexanoic acid NMT 0.8%

9. Heavy metals NMT 20 ppm

10. Water NMT 3.0%

11. Bacterial endotoxins Less than 0.25 WU/mg
12. Sterility AT
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2. AMANIANIINARAYBY Clavulanate Potassium' "
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1. USinaiamddy

96.5 -~ 102.0% of the L.A. of Clavulanic acid

(anhydrous substance)

75.5% - 92.0% of clavulanic acid calculated

on the anhydrous basis

2. Identification ATWAIU ATIVU

3. Polymeric impurities and NMT 0.40 -
other impurities absorbing at

278 nm

4. Bacterial endotoxins NMT 0.03 iUimg NMT 0.03 USP Endotoxin Unit per mg
5. Sterility - AT AT

6. pH 55-80 5.5-8.0

7. Water NMT 0.5% NMT 1.5%

8. Limit of clavam-2- - NMT 0.01%
carboxylate potassium

9. Limit of aliphatic amines NMT 0.2% NMT 0.2%

10. Limit of 2-ethylhexanoic { NMT 0.8% NMT 0.8%

acid

11. Chromatographic purity - Impurities E,G : for each impurity, NMT 1% | Total impurities : NMT 2.0%
- Any other impurity : for each impurity,
NMT 0.2%

- Total : NMT 2.0%

- Disregard limit : NMT 0.05%

12. Specific optical rotation +53 ° to +63 ° (anhydrous substance) +53 ° to +63 °(anhydrous substance) @
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WNENg : 1989370
1 = British pharmacopoeia 2013
2 = The United states Pharmacopeia 35
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