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18N 1 Amoxicillin 2 gm and Clavulanic acid 200 mg for injection
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Boen Amoxicillin 2 gm and Clavulanic acid 200 mg for injection
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1. umsgnenigaiumienma (off-white) FNILAA

2. 1w 1 Vial dsznaudodien Amoxicillin sodium ﬁaugaﬁ’u Amoxicillin 2.0 gm ‘uaz Clavulanate
Potassium ﬁaugaﬁ'v Clavulanic acid 200 mg
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4. MIRTAIWNIL6E Water for injection endiasiinnunsdamamaniw lemsacmufnamsau-iniasgeu
wazendasnsdragurnlaidanndt 20 wift

5. a8y - Haen drulsEnaufnAYUATAILT TuNEe i’u%’vumq WIAkEe uazasnzidoudiium

Vathsfanuuuussgsiel
- LUWMTULTRAN atakand amq%am FIUUTNOUALNFNTY AU 'i'uﬁyumq WRSTTIRE A

amauiGimanana”
. amAndamInaia ‘ ‘ ¢ BP 2013
1. WSanuaasdany 90.0 - 107.5 % L.A. of Amoxicillin
90.0 - 107.5 % L.A. of Clavulanic acid
2. ldentification test ATIVEW
3. pH 8.0 -10.0
4. Bacterial endotoxins NMT 2.5 IU/mL
5. Water content NMT 3.5%
6. Constituted solution ATIVEW
7. Uniformity of dosage units ATV
8. Particulate matter ATITHIU

- 29U = 10 um lailfin 6,000/container
-9w1a 2 25 pm Litfin 600/container

9. Sterility test ATV

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. ihl,mn'lwﬁ”ml,anmsmsvl@?{uakuyﬂmifumtﬁ pudsueied s ulmnalng urduag (declare) UWaINR®
1.1 lwidymstunadoudium mo.2 ne.3 no.4 ududnsd)
1.1.1 lunsd@ifduenindalulszinelng wansfis ne.2
11.2 1unstﬁﬁtﬂummLﬁ'ﬁtﬁammﬂoussq wB .3
1.1.3 luns@fduebhidrannansyszine nanefe ne 4
1.2 ludmedunaone ne.1 wie 0.1 v0senfiauasan wigunsazidsaiadaniinuguamninas
waaseTanuAtunsfowld (finished product specification) nsﬁﬁag;szwhonwnﬂﬁ'uuuﬂmurﬂmv‘i‘mﬁu
wdasunulenaId@LINTIEMIVaUR Lo (8.5) swdaal finished product specification Uaz / #3a Drug
substance specification
2. LlaNAITILTBINIAIFIUNIINE AL
2.4 nsd@nieuAalulsanalng grAadaslidumnwinentiRasusannaspunsndagany
ﬂﬁmnm‘ﬁ’:ﬁmsﬁmumwﬁmmmamszmwa’msmqm (GMP %32 GMP/PICs) lunanaeniitanasne
2.2 nsdfudngindrandwlsana drAadslidnmwdnsniaReusasanasgunisriag
mwé’nmmwf’iﬁmsﬁﬁlum*mﬁmmmmﬂszmmj’wﬁm 7138 Certificate of pharmaceutical products
3. e‘hmewmmanmsqmﬁ'num:maamﬁ'muaﬁm
3.1 wamIaT AR wHRai e akia (Certification of analysis) 'luwnjuﬁdmﬂm“:azi'm
3.2 Wan1saTRAeS TR INIAQAL (Raw material) vasmaenddnyldlunsniasn vﬁmaaﬁwﬁmm
ua:;‘il'wﬁmquﬁuﬁtﬁujwﬁmﬁu LLa:Lﬂuiutﬁmﬁ'umﬁ'qamaﬁﬁa (LRILBNFTIILITDY)
33 nsrﬁﬁi’mqﬁmﬂuuunwaumuﬁa (Amoxycillin and Clavulate potassium) #aIUFAINTIATINAUINLIR
nanalinras Amoxycillin sodium Uz Clavulate potassium aade 3.4 vasusunEndaTagau
3.4 WtedienziidgAdesusmslulufiensiingay 1dun

n a . R 1
1. Qmauumnwmﬂ%ﬂﬂad Amoxicillin sodlum( )

 quaniamanaia R . BP2013 .
1. ﬂ‘imm@”’.lmmﬁ'ty 89.0 - 102.0% of the L.A. of Amoxycillin (anhydrous substance)
2. Identification ATIWU
3. Appearance of solution ATV
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 IU/mg
12. Sterility ATIVEIU
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2. AENUANIINARAYBY Clavulanate Potassium

(1,2)

: amauifnmenaiia

BP 2013

UsP 35

1. Wnmdandiagy

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

ATIVHIY

ATIINIH

3. Polymeric impurities and
other impurities absorbing at
278 nm

NMT 0.40

4. Bacterial endotoxins

NMT 0.03 1U/mg

NMT 0.03 USP Endotoxin Unit per mg

acid

5. Sterility - ATIWIU ATITHU

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%

11. Chromatographic purity

- Impurities E,G : for each impurity, NMT 1%
- Any other impurity : for each impurity,

NMT 0.2%

- Total : NMT 2.0%

- Disregard limit : NMT 0.05%

Total impurities : NMT 2.0%

12. Specific optical rotation

+53 ° to +63 ° (anhydrous substance)

+53 ° to +63 %(anhydrous substance) @
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7.1 FUWIUFAINANIANBIANNAIAIVDILN (Stability data)
ad P ' v A . a .
7.1.1 lunsddunzifousrunannnii 2 9 ssdasdiduwnntnunan1sAne Long term stability
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1 = British pharmacopoeia 2013
2 = The United states Pharmacopeia 35
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