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Amoxicillin 500 mg + Clavulanic acid 125 mg Tablet
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2. 1w 1 Ja Usznaudla@aen Amoxicitiin trihydrate TIRUYANY Amoxicillin 500 mg was Clavulanate potassium
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USP 35

BP 2013

1. PSnueandag

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

90.0-105.0 % L.A. of Amoxicillin
90.0-105.0 % L.A. of Clavulanic acid

2. |dentification test

ATIHIW

AN

3. Uniformity of dosage unit

ATIBHIN

ATITHIU

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

sxanelitteenin 70%(Q) malunan
45 w1

5. Water Determination

NMT 10.0%

asaaruawfiszylu 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 cfulg

7. Clavulanate polymer and

other fluorescent impurities

NMT 5%wiw

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. AMENIAMIINAKAYBI Amoxicillin Trihydrate
qudaianmaiia ; USP 35 : BP 2013
1. ﬂ?u'lmﬁ"m‘lﬁ’lﬂ"ty 900 - 1050 mcg of Amoxicillin per mg, 95.0 - 102.0% of Amoxicillin Trihydrate
calculated on the anhydrous basis (anhydrous substance)

2. |dentification AU ATV

3. Appearance of solution - AT

4. pH 35-6.0 35-55

5. Specific optical rotation - + 290° to + 315 ° (anhydrous substance)
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AmANIAMIINAkANaI Amoxicillin Trihydrate "  (d9)

AnEIiAinvinana

USP 35

BP 2013 {

6. Related substances

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

- Any impurity : for each impurity NMT 1%

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

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

10. Sulfated ash - NMT 1.0%
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2. AMENTANIIINATAYBY Clavulanate Potassium

(1).(2)

AnFInInawa

UsSP 35

BP2013

1. Uanmaaendngy

75.5% - 92.0% of clavulanic acid

calculated on the anhydrous basis

96.5 - 102.0% of clavulanic acid

(anhydrous substance)

2. Identification AT AU

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. amaNIANMIMARAYDY Diluted Potassium Clavulanate ©

AnFNANINaka BP 2013 I
1. YSanusaendeiy 91.2 - 107.1% of potassium clavulanate
2. |dentification m’m&i'}u@rmﬁizq‘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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RANEING : 81989970
1 = The United states Pharmacopeia 35

2 = British pharmacopoeia 2013
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies ua:ﬁﬂa
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Ceftriaxone 2 gm for injection
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Ceftriaxone 2 gm for injection
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1% 1 Vial Usznauda@2en Ceftriaxone sodium nauyany Ceftriaxone 2 gm
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AMANUANIIINAUA

amauianinaiia USP 35 BP 2013
1. Panudrdagy - 90.0% - 115.0% of the L.A. of 92.0% - 108.0% of the L.A. of
Ceftriaxone Ceftriaxone
2. Identification ATITEY ATIVNIU
3. Crystallinity ATIVHY -
4. pH 6.0-8.0 6.0-8.0
5. Water 8.0% - 11.0% NMT 11.0%
6. Constituted solution AU AT
7. Bacterial endotoxins NMT 0.20 USP Endotoxin Unit/mg of | NMT 0.08 1U/mg
Ceftriaxone
8. Sterility ATIINN ATIHU
9. Particulate matter ATV ATV U
-gw@ 10 pm LiiAin
6,000/container
-9u1e 25 pm lifin
600/container
10. Uniformity of dosage units | @T23N T ATITHU
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ammiamanaiia USP 35 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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AmmniAnvinaia

USP 35

1. USunmeendnty

Not less than 795 pg of ceftriaxone/mg

(Calculated on the anhydrous basis)

BP2013 | i
96.0 - 102.0% of ceftriaxone odium '

( anhydrous substance)

2. Identification ATIIIY AU

3. Crystallinity ATIVHIU -

4. pH 6.0 - 8.0 6.0-8.0

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

6. Sterility AU -

7. Bacterial endotoxins NMT 0.20 USP Endotoxin Unit/mg of NMT 0.08 1U/mg

Ceftriaxone

8. Appearance of solution - AT

9. Specific optical rotation - -165 to -170 (anhydrous substance) }
Dissolve 0.25 g in water R a[:; dilute t&

25.0 ml with the same solvent
By liquid chromatography
-Any impurity : NMT 1.0%
-Total : NMT 4.0%

NMT 20 ppm

NMT 0.8% m/m

winome 1. indrdinldiidenduwaiviiisuhnialnini nadlidisuriuddwliewdnansmaenmningy

10. Related substances -

11. N,N-Dimethylaniline -

12. 2-Ethylhexanoic acid -
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7. LANEIOU 9 ‘

7.1 FSUWLRAINAMIANBININAIAIVDILN (Stability data)
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NINSUNNENBate leuszNamsAndUsEininwnsinen laidasninisdnsnuassnduuuy wis daan
an_ & . a o o oM var
MsANHINIRRINGaLITaN19TzLUUSEEM (CNS Infections) L3 uiAsuUstAnSnmwiuenduuuuilasuns
da cad A & Y
ARuWlwTENITINsunnEndediale
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7'1aaztSanmé’nummmzuunﬁ'lmanmsm‘sﬁ'ﬁ%aLwﬁ'mﬁm
\a2fl Ad1 /2558
i’lﬂmiﬁ 3 Imipenem 500 mg + Cilastatin 500 mg for injection
awlszmasoviaguasesi | 5 (A, 2098

fom Imipenem 500 mg + Cilastatin 500 mg for injection

amauianaly
X a ° o o v A °
Wumsgntnenniiadeng smsuiadnasaiaad

1

2. w1 Vial Usznaudoaaen Imipenem 500 mg uae Cilastatin Sodium 'ﬁla&lgaﬁu Cilastatin 500 mg

3. wsnlumauzussgendadnaenida ’

4. ANy - Fatn SuLlaznaudItTE R QUATANAINTY KGR ’i'uﬁuumq wufinde uazsunadoud g
Haghsfaramuuussysioel

- UWMTUsUTIInde adwaudpsiyam damsznaudamdinn anauss Tuiuang

waiTinda
ansuiannana’
amaNANMIINAia ~ USP35
1. USanmdapndngy 90.0 - 115.0% of the L.A. of Imipenem
90.0 - 115.0% of the L.A. of Cilastatin
2. Identification ATITHU
3. Constituted solution ATIINIU
4. Bacterial endotoxins - NMT 0.17 USP Endotoxin U/mg of Imipenem
- NMT 0.17 USP Endotoxin U/mg of Cilastatin
5. Sterility ATIHIN
6. pH 6.5-8.5
7. Uniformity of dosage units ATIIHY
8. Loss on drying NMT 3.5% of its weight
9. particulate matter AT
-9w@ > 10 pm Lilfin 6,000/container
-qu1a > 25 pm LilAin  600/container
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Gowludu q
1.zi'ummwrhzJLanmsmsvl@i'%'umgzymi‘fumtﬁﬂuﬁﬁumtﬁ admiheludszindlng uazduas (declare) unainie
1.1 ludrdymeiunzidoudrfve mo.2 ne.3 no.4 udusinsi) |
1.1.1 nsdifiduenfindaludszamelng waneds ne.2
1.1.2 'lunszﬁﬁﬂumﬂnnl"'uﬁamma.iam‘sq nuede ne.3
1.1.3 luns@fidueidranenslssme nanefs no.4
1.2 ludmatunzifoue ne.1 wie 0.1 vastnilauasan wiaungsziduanataniinugunmnwas
nRan e uitunzidowly (finished product specification) nsrﬁ‘?’fa;js:wi'mn’mﬂﬁﬂwﬂamn“l‘uw‘i'mﬁu
asdaunuanamIEnwIMIwan1svaunty (8.5) uawsaa finished product specification uaz/M3a Drug
substance specification
2. 1aNENITUIINAIFIUNINE AL
21 psdfgmaasanalng HrAndaslidunnndeniiiasusennaspunsriacnaumaninmuel
iﬁmsﬁﬁlumswammmaonszmnmmsmqw (GMP w32 GMP/PICs) lunanag fiiauatny
2.2 nsdfiwemingronedwlsanda HrAadasiidmumnmudnawiiiasusesnaguniniaoanu
mé’mnm«vﬁﬁmsﬁﬁlumwﬁmuwaoﬂszmmj’wﬁm %38 Certificate of pharmaceutical products
3. ﬁ'ummwmmanmiqma"nnmwaomﬁmuaswm
3.1 WamIaTI i nEAMNAREA LB KRR (Certification of analysis) ‘lums;uﬁziuﬂuﬁ"aazm
32 Namsmm%mﬂ:ﬁqmwwfﬂqﬁu (Raw material) maqﬁ’aﬂwﬁWﬂ“mﬁlﬂunﬁiwamﬂw Vﬁmaa@ﬁmmuaz
Q’wﬁmi’mqﬁuﬁnﬂuﬁutﬁmﬁu u,a:Lﬂus;utﬁﬂ'aﬁ'umé'aaai'nﬁdq waadanasiuses) lasludiemeiingiudasuans

M3ATI9AIR
1. quaNianwIaRaYas imipenem’
amaulaNnwInaia USP 35
1. YBnmdendey 98.0 - 101.0% of Imipenem monohydrate
2. Identification AT UATT Infared absorption
3. Specific rotation +84° to +89°

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

4. Crystallinity ATININ

5. Bacterial endotoxins NMT 0.17 USP Endotoxin U/mg

6. Sterility AT

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. adaniAMIaRhayas Cilastatin sodium’

amauiamanaia USP 35 | i

1. USunoeendnany 98.0 - 101.5% of Cilastatin sodium
(Calculated on the anhydrous and solvent - free basis)

2. Identification ATIU
3. pH 65-75
4. Specific optical rotation +41.5° to +44.5°%(anhydrous and solvent free basis)
5. Related substances / Chromatographic purity
Chromatographic purity - Any individual impurity : NMT 0.5%

6. Mesity! 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 AN
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5. mﬁ'tauaﬁaaLﬂumﬁu%ﬁ'mﬂmjwﬁw?acjt.mua‘i’mﬂnn (WROILDNETIVIBY)
6. msﬂs:ﬁ'nqmmwmﬁﬁmau (WRAILANEITATTUUTZNN)

6.1 a’nqmaamﬁdmaué’m‘l&iﬁazm:i’l 12 1AB% NUININEINDL
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7. 1anEnIau e
74 FUWUAAINAMIANNATINAIATBIL (Stability data)
7 1.4 lwnsdidunadsugnanannndt 2 2 qedpsigunmwangNaMsAni Long term stability anufiv
qumu'luﬂ-muummuam
7 1.2 lwnsdidunadoumaniaanii 2 | amawmmewmuwamsﬁnmmmawﬁmaammuﬁﬁu
Wadnlunzidonsnanuaad u,avvlmumsmmmusaamnmsmnNummwaauswn
713 dasnniduenfidesasaenawld 61aawmanmsuammmmmmaammumamsa“mﬂ LazL3839
ﬁ'sumsﬁ'mmmzauzmmnL’u"m'umm'lﬁ'luﬂ'rmwwuuﬂ'lmnuwmu u.amamams’ma*taumaaamaaanumaua
Twenasinumn
8. neduduenililsenduuuy Fasfindngutsznandin 2 70 sadoluil
8.1 uﬂmwumsﬂnmmaﬂaunmawsaLmﬂmsuLmsuaunaﬂmuvlsnu ESBL lunsdfiRaannsaagelu
Tsswenuna (Nosocomial infection) ua*vlmumwwuw’lmwsmsmumsuwnuvmmna'lﬂLLa.Namsvmmu
ﬂi*awﬁmwmﬁnm"lajﬂ”azm'nmiﬂnmmmmmmmu RD) ammmmsﬂnmmaﬂaunmwau.uaﬁl,%'mmwau
Aaaiwlel ESBL 1unsmmnm\'mmsmwa'lulsqwmma (Nosocomial infection) WisusudssimSmwny
mwuuuﬁ‘lmummwuw’lwmmsmomsuwnwL’ﬁana'lm
8.2 uﬂmumsanmmaﬂaunﬂama Pseudomonas aeruginosa AnasasnljEiuznansauin (MDR) lunsdl
A Annmsaagalulsansnuna (Nosocomial infection) u,a~'l@17'un’u‘smwuw’lm'\imsmamsu,wwum'ﬁana‘l@]u.a*
Namsﬂnmuﬂ?aﬂﬁmwms‘snm‘lmaan’nmsﬁnmmaammuuw 730 uﬂmﬂun'ﬁﬁnmmaﬂaunmavﬁa
Pseudomonas aeruginosa Aaadatnifiusnauwin (MDR) 'lunsmmnﬂmnmsmma’luisawmma
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