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Amoxicillin 500 mg + Clavulanic acid 125 mg Tablet
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2.1 1 da Usznaudlaeen Amoxicillin trihydrate TIRNYANU Amoxicillin 500 mg Uaz Clavulanate potassium
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USP 35

BP 2013

1. dSnmardny

90.0-120.0 % L.A. of Amoxicillin
90.0-120.0 % L.A. of Clavulanic acid

90.0-105.0 % L.A. of Amoxicillin
90.0-105.0 % L.A. of Clavulanic a¢id

2. Identification test

ATIHU

AU

3. Uniformity of dosage unit

AN

AN

4. Dissolution

- NLT 85%(Q) of the L.A. of Amoxicillin
in 45 minutes
- NLT 80%(Q) of the L.A. of Clavulanic

acid in 30 minutes

szmelitaundn 70%(Q) melwam
45 wifi

5. Water Determination

NMT 10.0%

av9ruaufiszylu Finished

product specification

6. Microbial enumeration
tests and tests for specified

microorganisms

Total aerobic microbial count NMT
103 cfu/g and Total combined molds
and yeast count NMT 102 cfu/g

7. Clavulanate polymer and

other fluorescent impurities

NMT 5%w/w

8. Related substance

- The area of any peak of Amoxy
dimmer : NMT 2%

- The area of any other secondary
peak : NMT 1%
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1.1.1 nsdifiduenitndaludszinalng wanede no.2
1.1.2 'lunsrﬁv‘fl,ﬂummtiww‘v'amsuﬁmﬁq nuefa ne.3
1.1.3 lunsdifidusninidranenaseng nunois ne.s4
1.2 ludmedunsidone ne.1 wie 8.1 vesnfiauasan wiaunazduaiitanisniuguammnaey
wRnrmiawiidunsadonld (finished product specification) nmmaus*wmn'mﬂanuuﬂaouﬁ"lmwuLﬁu
ABIUUVLBNANTENUIAIWENYNITTAUR |2 (©.5) ¥ W3BY finished product specification Uaz/m3a Drug
substance specification
2. 1lNMITUTRINATFIUNTTHAALN
21 nsdnienwdalssanalng HuRadastidnmwineniaFasusesnasgmnsiacmuna ninas
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3. mﬁtauaoTauﬂumﬁn?ﬁmﬂug{wﬁw%as{uwua‘i’mmu ( WAILENRIITUTDY)
4. ﬁ’ummwrhmanmsqma"nwmwaamﬁ'muasﬂm
4.1 wammﬁﬁmﬁzﬁqmwwwﬁmn”m*rfmaag{wﬁm (Certification of analysis) 'lum‘iuﬁduﬂm”a 8E9
4.2 NaMIATINNATIERGUMWIAGAY (Raw material) vasdanimeyiidlunsdan VINEREN
uRzmIvBIHARIaAnAL u,anﬂwg'mﬁmn”umm"’mzha’?fa‘o (LWAAILANFITIVTDY)
43 nsrﬁﬁi’mqﬁmﬂuuuuwauu'\ué‘a (Amoxycillin and Clavulate potassium) #8ILAAINITATIY
AMANTANMANARAva9 Amoxycillin Uaz Clavulate potassium anuTs 4.4 vouTngnindagiu
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1. AMFNUANMINARATDS Amoxicillin Trihydrate ™?

AmANLANWINAia USP 35 £ BP2013
1. USsnmusenddiy 900 - 1050 mcg of Amoxicillin per mg, 95.0 - 102.0% of Amoxicillin Trihydrate
calculated on the anhydrous basis (anhydrous substance)
2. Identification AU AU
3. Appearance of solution - ATIIH
4. pH 35-6.0 35-55
5. Specific optical rotation - + 290° to + 315 ° (anhydrous substance)
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(W1pd1809
(ﬂ\‘l"ﬂiﬂ) ................. é/ ........................... nIung n3ITUNII
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AnENIAMIINARAYEI Amoxicillin Trihydrate ?  (da)

Amauinnunaia

USP-35

BP 2013

6. Related substances

- Total impurities : NMT 5.0%
- Impurity for each impurity : NMT 1%
(unein 6-aminopenicillanic acid NMT 0.5%)

- Any impurity : for each impurity NMT 1%

7. Crystallinity AT -
8. N,N-Dimethylaniline ATITEH NMT 20 ppm

9. Water 11.5% - 14.5% 11.5% - 14.5%

10. Sulfated ash - NMT 1.0%
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2. AMFANUAMIINAKRAYSY Clavulanate Potassium( s

auaiamMunaiia

USP 35

BP 2013

1. Inudandng

75.5% - 92.0% of clavulanic acid

calculated on the anhydrous basis

96.5 - 102.0% of clavulanic acid

(anhydrous substance)

2. Identification ATIVU ATIIU

3.pH 55-8.0 55-8.0

4. Water NMT 1.5% NMT 0.5%

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

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

7. Limit of 2-ethylhexanoic NMT 0.8% NMT 0.8%

acid

8. Chromatographic purity

Total impurity : NMT 2%

- Impurities E, G = for each NMT 1.0%
- any other impurity : NMT 0.2%

- total : NMT 2.0%

- disregard limit : NMT 0.05%

9. Specific optical rotation

+53 ° to +63 ° (anhydrous substance)

10. Polymeric impurities and

other impurities

NMT 0.4 (at 278 nm)
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3. AANTANIINAT ALY Diluted Potassium Clavulanate @

anauitmMmania 8P 2013
1. ﬂ“immé"amﬁ’lﬁm‘, 91.2 - 107.1% of potassium clavulanate
2. identification QS’HN’]umuﬁ'S:q‘lu Finished product specification
3. pH 48-8.0
4. Polymeric impurities and other impurities NMT 0.40 (at 278 nm)
5. Water NMT 2.5%
6. Related substance ' - Impurities E, G = for each NMT 1.0%
- any other impurity : NMT 0.2%
- total : NMT 2.0%
- disregard limit : NMT 0.05%
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7.1 FUWWFAINAMIANIANUAIAIT8ILN (Stability data)
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naBINA : 81989970
1 = The United states Pharmacopeia 35

2 = British pharmacopoeia 2013
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies ua:g\:ﬁa
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Ceftriaxone 2 gm for injection
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Foem Ceftriaxone 2 gm for injection
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1w 1 vial dsznaudqa@qsn Ceftriaxone sodium nayyany Ceftriaxone 2 gm
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1. WSnmdandagy - 90.0% - 115.0% of the L.A. of

92.0% - 108.0% of the L.A. of

Ceftriaxone Ceftriaxone
2. ldentification ATIVHIU ATV
3. Crystallinity ATIHU -
4. pH 6.0-8.0 6.0-8.0
5. Water 8.0% - 11.0% NMT 11.0%
6. Constituted solution ATAVHU ATITHIU
7. Bacterial endotoxins NMT 0.20 USP Endotoxin Unit/mg of | NMT 0.08 1U/mg
Ceftriaxone
8. Sterility ATIVHIW AT
9. Particulate matter ATITEU ATIVNIN
-awa 10 pm lifin
6,000/container
- U@ 25 pm i
600/container
10. Uniformity of dosage units | #329H % AT
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ARANUANIIINANA (wa)

amaniamanaiia UsP3s BP 2013

11. Related substances - By liquid chromatography

- Any secondary peak : NMT 1%

- Sum of the areas of all the
secondary peaks : NMT 5%

- Disregard any peak : NMT 0.1%
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AnFNIANIIMARA

USP 35

BP 2013

1. YSunmdmdny

Not less than 795 pg of ceftriaxone/mg

(Calculated on the anhydrous basis)

96.0 - 102.0% of ceftriaxone sodium

( anhydrous substance)

2. Identification ATIIU AU

3. Crystallinity ATIIU -
4. pH 6.0-8.0 6.0 - 8.0

5. Water 8.0% - 11.0% 8.0% - 11.0%

6. Sterility ATIWU -
7. Bacterial endotoxins NMT 0.20 USP Endotoxin Unit/mg of NMT 0.08 IU/mg

Ceftriaxone

8. Appearance of solution - ATIWN

9. Specific optical rotation - -165 to -170 (anhydrous substance)

Dissolve 0.25 g in water R aqd dilute to

25.0 ml with the same soiven}

10. Related substances - By liquid chromatography
-Any impurity : NMT 1.0%
-Total : NMT 4.0%

NMT 20 ppm

NMT 0.8% m/m

11. N,N-Dimethylaniline -

12. 2-Ethylhexanoic acid -
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s8N 3 Imipenem 500 mg + Cilastatin 500 mg for injection
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Hom Imipenem 500 mg + Cilastatin 500 mg for injection
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1. USnaardng 90.0 - 115.0% of the L.A. of imipenem
90.0 - 115.0% of the L.A. of Cilastatin
2. Identification I
3. Constituted solution ATV
4. Bacterial endotoxins - NMT 0.17 USP Endotoxin U/mg of Imipenem
- NMT 0.17 USP Endotoxin U/mg of Cilastatin
5. Sterility AT
6. pH 6.5-85
7. Uniformity of dosage units ATV
8. Loss on drying NMT 3.5% of its weight
9. particulate matter ATIVHU
-9u1@ = 10 pm Liifin 6,000/container
-9u1a = 25 pm Wi 600/container
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1. aANUANWINAKAYY Imipenem

anauianumaiia USP 35 ! 1
1. USunmeaendag 98.0 - 101.0% of Imipenem monohydrate
2. ldentification #729: w237 Infared absorption
3. Specific rotation +84° to +89°

Test solution ; 5 mg/ml, in a pH 7 buffer

4. Crystallinity ATIMIU

5. Bacterial endotoxins NMT 0.17 USP Endotoxin U/mg

6. Sterility ATIWY

7. Loss on drying 5.0% - 8.0% of its weight

8. Residue on ignition NMT 0.2%

9. Heavy metals NMT 0.002%

10. Solvents - Acetone and Isopropyl alcohol : Total NMT 0.25%
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2. adaNvaANsinawadad Cilastatin sodium
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UsP 35

1. Yanmarednny

98.0 - 101.5% of Cilastatin sodium

(Calculated on the anhydrous and solvent - free basis)

2. identification

AT

3.pH

65-75

4. Specific optical rotation

+415° to +44.5°(anhydrous and solvent free basis)

5. Related substances /

Chromatographic purity

Chromatographic purity
- Any individual impurity : NMT 0.5%

6. Mesityl oxide, Acetone and Methanol

- Acetone : NMT 1.0%

- Methanol : NMT 0.5%
- mesityl oxide : NMT 0.4%
7. Heavy metals NMT 0.002%
8. Water NMT 2.0%

9. Bacterial endotoxins

NMT 0.17 USP Endotoxin U/mg

10. Sterility
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