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Acyclovir 500 mg injection or for injection
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3. AMANLANIINATHA

3.1 Finish product specification

3.1.1 Acyclovir 500 mg injection

1. USanausendeny

95.0 - 105.0 % of the L.A. of Acyclovir

2. Identification test AU
3. pH 10.7 - 11.7
4. Sterility test ATI
5. Bacterial endotoxins NMT 4.37 (U / mL
6. Particulate matter AT
- 4w = 10 pm LA 6,000/container

-9w1a > 25 pm Mifin 600/container

7. Volume in container ATIU
8. Clarity and colure of solution AN
9. Guanine NMT 1.0%
10. Related substance NMT 0.5%
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3.1 Finish product specification (Gia)

3.1.2 Acyclovir 500 mg for injection @

1. Yhnnandagy 90.0 - 110.0% of the L.A. of acyclovir

2. ldentification ATIU

3. pH 11.0-125

4. Water NMT 5.5%

5. Guanine NMT 1.0%

6. Related substances - any other individual impurity : NMT 0.5%
- total impurities : NMT 1.0%

7. Bacterial endotoxins NMT 0.174 USP EU/mg of acyclovir

8. Sterility test AU

9 Uniformity of Dosage units ATIIU

10. Particulate matter ATHIU

-2w1@ > 10 pm liifin 6,000/container

- 9@ = 25 pm A% 600/container

(2

3.2 Drug substance specification : Acyclovir

| Testhom | 2013
1. Yadagndngy 98.0 - 101.0% of the L.A. of acyclovir 98.5 - 101.0% of the L.A. of acyclovir
(on the anhydrous basis) (on the anhydrous substance)

2. Identification ATIU AU

3. Appearance of solution - AWMU

4. Water NMT 6.0% NMT 6.0%

5. Ordinary impurities NMT 1% -

6. Related substances Guanine : NMT 0.7% - Impurity B (Guanine) : NMT 0.7%
- Imputrity O : NMT 0.3%
- Impurity A,G,J,K,N,P : for each impurity,
NMT 0.2%
- Impurity C,F,| : for each impurity, NMT 0.1%
- Unspecified impurities : for each impurity,
NMT 0.05%
- Total : NMT 1.5%

7. Sulfated ash - NMT 0.1%
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S’]&lﬂ’li‘?‘l 2 Amoxicillin 875 mg and Clavulanic acid 125 mg tablet
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1.Za81  Amoxicillin 875 mg and Clavulanic acid 125 mg tablet
2. ansaianaly
2.1 guuuy WupndanfauRau (Film coated tablet) §msUTUL Tz
2.2 dwudszney  Usznaudlsqann Amoxicillin trinydrate -ﬁqaugaﬁ’u Amoxicillin 875 mg Wa potassium
clavulanate %138 diluted potassium clavulanate "iimugaﬁ’u Clavulanic acid 125 mg Tu 1 (e
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3. AnENLANWINAKA

(1.(2)

3.1 Finish product specification

1. YSurudendary 90.0 - 120.0 % L.A. of Amoxicillin 80.0 - 105.0 % L.A. of Amoxicillin
90.0 - 120.0 % L.A. of Clavulanic acid 90.0 - 105.0 % L.A. of Clavulanic acid
2. Identification test ATIWIU AU
3. Uniformity of dosage unit ATITHIH ATIVHIW
4. Dissolution azmelikeendn 70% melwam 45 wfl

Test 1 or Test 2 (lun3din lilels Test 1 W2y Test AMlwlususesmamviemey)

Test 1

- Amoxicillin - NLT 85%(Q) of the L.A. of amoxicillin is
dissolved in 30 minutes

- Clavulanic acid - NLT 80%(Q) of the L.A. of clavulanic acid is
dissolved in 30 minutes

Test 2

- Amoxicillin - NLT 85%(Q) of the L.A. of amoxicillin is

dissolved in 45 minutes
- Clavulanic acid - NLT 80%(Q}) of the L.A. of clavulanic acid is

dissolved in 30 minutes
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(1).(2)

3.1 Finish product specification (via)

Testtom | . usp3s

5. Water Determination NMT 10.0% ﬂnamumu'?iszq'lu Finished product
specification

6. Microbial enumeration tests Total aerobic microbial count NMT -

and tests for specified 103 cfu/g and Total combined molds and

microorganisms yeast count NMT 102 cful/g

7. Clavulanate polymer and - NMT 5%wiw

other fluorescent impurities

8. Related substance - - The area of any peak of Amoxy dimmer
: NMT 2%

- The area of any other secondary peak
:NMT 1%

3.2 Drug substance specification
3.2.1 Amoxicillin trihydrate™®

1. Uanmddngy 900 - 1050 mcg of Amoxicillin per mg 95.0 - 102.0% of Amoxicillin trihydrate
(on the anhydrous basis) (on the anhydrous substance)

2. Identification ATIVEU ATIIU

3. Appearance of solution - ATIWU

4. Crystallinity AU ATIVU

5. pH 35-6.0 35-55

6. Specific optical rotation - + 290° to + 315 ° (anhydrous substance)

7. Related substances - Total impurities : NMT 5.0% - Any impurity : for each impurity, NMT 1%
- Impurity for each impurity : NMT 1%
(N3 6-aminopenicillanic acid NMT 0.5%)

8. N,N-Dimethylaniline ATINIU NMT 20 ppm

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

10. Sulfated ash - NMT 1.0%

3.2.2 Clavulanate potassium'™®

1. Yunusandny 75.5% - 92.0% of clavulanic acid 96.5 - 102.0% of clavulanic acid
(on the anhydrous basis) (on the anhydrous substance)

2. Identification AU anhu

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
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(1(2)

3.2.2 Clavulanate Potassium (Gia)

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

- Total : NMT 2.0%

9. Specific optical rotation - +53 ° to +63 ° (anhydrous substance)

10. Polymeric impurities and - NMT 0.4 (at 278 nm)
other impurities

8. Chromatographic purity Total impurity : NMT 2%

- v o

- 3 . . “n - [ .
UHIELKA NTTW mqmutﬂu diluted potassium clavulanate Wihansianuvaded 3

3.2.3 Diluted potassium clavulanate®

1. Uumeendidy 91.2 - 107.1% of the content of potassium clavulanate stated on the label

2. Identification AU

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 impurity, NMT 1.0%

- Any other impurity : NMT 0.2%
- Total : NMT 2.0%

wanuwe 1. niilETanAuFUuuunay (Amoxycilin and Clavulate potassium) 14 URANNINIMIATIINATIZRIENLHMY

inaliauas Amoxycillin Uz Clavulate potassium @uds 3.2.1 wae 3.2.2 vasuiunguiataniy
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1. Bam Cefditoren pivoxil 100 mg tablet

2. ansansignaly
2.1 3wy
2.2 #udyznay
2.3 MTULUIN
2.4 amnszy

vuede dwmiuiudszmu

dsznaudlnaien Cefditoren pivoxil 100 mg Tu 1 1ile
ursiluursaglifisunand 3o Blister pack Jaadin tasfuussuazanudn
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3. amAMNININARA

3.1 Finish product specificationm

Testltem

Japanese Pharmacopoeia 17" edition

1. YSunmdnendaty

90.0 - 110.0% of the L.A. of Cefditoren Pivoxil

. Identification ATV
. Loss on drying NMT 4.0%
AT

. Dissolution

azaelsitasndn 85% of the L.A. of Cefditoren Pivoxil 14 20 w1l

2
3
4. Uniformity of dosage units
5
6

. Purity / Related substances

AT

3.2 Drug substance specification : Cefditoren Pivoxil™

- TestItem . Jap’ép@s”ath,rﬁiyéé@pogiag,17‘§iedltio|i“f

1. USinmasndnny 770 - 820 pig/mg (Calculated on the anhydrous basis)
2. ldentification AU
3. Absorbance 340 - 360 (50 mg, methanol, 2500 mL)
4. Optical rotation -45° to -52° (50 mg, methanol, 10 mL, 100 mm)
5. Residue on ignition AT
6. Water NMT 1.5%
7. Purity - Heavy metals : NMT 10 ppm

- Related substances : a779H U

- Residual solvents : @379 %
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i’mmﬁ‘l 4 Ertapenem 1 g for injection

m'\mj‘szn'mﬁ'ow'i'ﬁquaﬂﬁﬁ'\ﬁ

1. Baun Ertapenem 1 g for injection

2. amanianaly

2.1 3wy Dursninenids dmsvda

2.2 dudsenay  Usznaudaneaea Ertapenem sodium ﬁaugaﬁ'v Ertapenem 1 g 1% 1 Vial

2.3 MBULUIN ussqlum’mzmsqmaﬂﬂﬂﬁmm’fa fagiin

24 287N - mﬁam FIUUTNOUMIINEAYUAZAMULTY TUNER i’uﬁvumq LOUTINE® uszinY
nufloudsuem wazdimafushms Batstauunussyniaed

- UWMTUSLITTEN af.i’laﬁam\"amq%am wiafomamsia dauilsznay wazawe
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3. amANTAMIINARA

3.1 Finish product specification“"‘z’

1. USunmaaendagy mnmumuﬁsziﬂu Finished product specification
2. Identification asrerimauAiszylu Finished product specification
3, pH aTaeHumufszylu Finished product specification
4. Sterility test AU
5. Bacterial endotoxins mwmumuﬁnlﬂu Finished product specification
6. Particulate matter ATITNIU

- 9%1@ > 10 pm Litfin 6,000/container
- 94uI@ > 25 pm LiLfin 600/container

: J

7. Water content mmmumumzq‘lu Finished product specification
8. Uniformity of dosage units m‘nmhumuﬁ?:q'lu Finished product specification
9. Impurity / Related substances mmmumuﬁs:q'lu Finished product specification
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o4 L
318015 5  Fosfomycin sodium 2 g for injection

MalszMAIInINgUAIIBEIR

1. 8omn Fosfomycin sodium 2 g for injection

2. ansantianaly

21 3duuy Wursgndneanidedun dmitdadammasniiand

22 sautsznay  dsznaudasdasn Fosfomycin sodium "‘maugaﬁu Fosfomycin 2 g 1u 1 vial

23 MAULUITY ussqlumw:ussgmﬁ@ﬂﬂﬁmnL%a tastuanaiuled

24 amn - 3:yT0E FMUTENOUMINFIFYUATAIAILTI Sunda 'S'uﬁvumq \8vfikda uaziaw
nzfioudium wedimafuinmenlisddanuuuussied

- VWMTULLITEN amqﬁaaﬁaos‘:q%am wioTamimsm dmUeney uazawe

AT LAVTINGD i’uﬁyumq‘l'f'&'ﬂmu

3. amaANEN9INaRa

3.1 Finish product sgeciﬁcation("

Test ltem e - JapanesefiPﬁémadﬁéfeia 1fﬁ'éditi6n, o - J
1. PSnmaagndngy 90.0 - 110.0% of the L.A. of Fosfomycin
2. Identification ATIINU
3.pH 65-85
4. Purity Clarity and color of solution : Clear and colorless

5. Bacterial endotoxins

Less than 0.025 EU/mg

6. Uniformity of dosage unit ATIVU
(Weight variation)
7. Foreign insoluble matter AT

8. Insoluble Particulate Matter

- 94u19 = 10 pm JaitAin 6,000 ayna/container
- 9w1@ > 25 pm liifiu 600 ayuA/container

9. Sterility ATITFIH
10. Water NMT 4.0%
A
(BITBB) e e UTeFuaAmMENITUNNT
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3.2 Drug substance specification : Fosfomycin sodium"'

 Testem | JapanesePh: "edition
1. Y3nmuan mﬁﬂﬂ”n.; 725‘ug/mg - 770 pg/mg (Calculated on the anhydrous basis)
2. Identification ATV
3. Optical rotation -35°% to -5.5°

(0.5 g calculated on the anhydrous bases,water, 10 mL, 100 mm)

4. pH 8.5-105
5. Phosphorus content 16.2% - 17.9%
6. Purity - Clarity and color of solution : Clear and colorless

- Heavy metals : NMT 20 ppm
- Arsenic : NMT 2 ppm

7. Water NMT 3.0%
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38NN 7 Metronidazole 500 mg Injection

muﬂszmﬂﬁ’aw‘fﬁquaﬁﬁmﬁ

1. 30 Metronidazole 500 mg Injection

2. ansaaniana
2.1 pluuy Wumsszasdnannda la Lidd dsmsudadanonaaaidonsa
22 @mdenoy  Usznaudiuda Metronidazole 500 mg (0.5% WIV) U331@s 100 mL
2.3 MTULUIN ussqlumwzﬁ'ms”uuﬁqms‘iﬂﬂﬂﬂmm%'a u.a:ussqn”mﬁﬁaeﬁ’uuamnmw”

)

24 amn - szq%am dmﬁs:naum"’:mﬁ’m’ryuazmwuso IHEN i’uﬁ”umq wufinda
uazinanziioudrsuen ua:ﬁfn’mﬁu?nmm‘l’famo'&'ﬂwuuunﬁqﬁ’wﬂ
- UWMTUSUTIIEN ar.iwﬁaud’aﬁxq%am wWiadamamsen samdtenay uas
PUIRAIULTIVBILN (8UTIHAR 'i'uz‘?vumq'l':"ﬁ’mau

3. anaNLiGinIInaka

3.1 Finish product specification'”

1. USunmdaeday 90.0 - 110.0% of the L.A. of Metronidazole | 95.0 - 110.0% of the L.A. of Metronidazole

2. Identification a1 IU ATIVHU
3. Bacterial endotoxins NMT 0.35 USP EU/mg NMT 3.5 IU/mL
4. pH 45-7.0 45-6.0
5. Particulate matter AU AU

-1w1@ > 10 pm 3017 6,000/container
- 111¢ > 25 pm "hiifiu 600/container

6. Sterility ATIF ATIVIN
7. Volume in container AU ATITHIU
8. Related substances - the area of any secondary peak is not

greater than the area of the peak due to 2-
methyl-5-nitroimidazole : NMT 0.5%
9. Nitrite - NMT 0.8% calculated with reference to the

content of Metronidazole
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3.2 Drug substance specification : Metronidazole"*?

1. Pnmudandny

99.0 - 101.0% of Metronidazole
(Calculated on the dried basis)

99.0 - 101.0% of Metronidazole
(Calculated on the dried basis)

2. Identification AU anu
3. Appearance of solution - AT
4. Heavy metals NMT 50 ppm NMT 20 ppm

5. Related compounds

- Tinidazole related compound A

:NMT 0.1%

- Any single unspecified impurity : NMT 0.1%
- Total impurities : NMT 0.2%

By liquid chromatography
- Any impurity : NMT 0.1%
- Total impurities : NMT 0.2%

6. Loss on drying

NMT 0.5% (at 105° for 2 hour)

NMT 0.5% (drying in an oven at 105° for 3 hour)

7. Residue on ignition

NMT 0.1%

8. Sulfated ash

NMT 0.1%
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(02

v

3.1 Finish product specification

1. Antibiotic-microbial assays 85.0 - 105.0% of the LA. of the estimated potency | 90.0 - 115.0% of the LA. of Vancomycin

2. Identification AT AT

3. pH 25-45 25-45

4. Related substances - Any impurity : NMT 4.0% - Any peak other than the main peak
- Total impurities : NMT 12.0% : NMT 9.0%

5. Vancomycin B NLT 88.0% NLT 80.0%

6. Constituted solution AU ATIWMU

7. Water NMT 5.0% NMT 5.0%

8. Bacterial endotoxins NMT 2.5 IU of endotoxin/mL NMT 0.33 USP endotoxin U/mg of vancomycin

9. Uniformity of dosage units ATITHIU AT

10. Sterility tests ATIHIU ATIWIN

11, Particulate matter -2w19 210 pm 'Liifiu 6,000 eume/container | - ¥w1a 2 10 pm ‘LitAiu 6,000 8yMA/container
- U9 2 25 um Laiifin 600 auMf/container - UIUA 2 25 um 13ivfin 600 aynn/container
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. Potency NLT 1,050 IU/mg of Vancomycin (on the NLT 900 pg/mg of Vancomycin (on the

anhydrous basis) anhydrous basis)

2. ldentification AU AU

3. Appearance of solution AN -

4. pH 25-45 25-45

5. Related substance - Any impurity : for each impurity, NMT 4.0% | - any peak other the main peak : NMT 5.0%
- Total impurities : NMT 7.0% - Limit of monodechlorovancomycin : NMT 4.7%

6. Vancomycin B NLT 93.0% NLT 85.0%

7. Heavy metals NMT 30 ppm NMT 30 ppm

8. Water NMT 5.0% NMT 5.0%

9. Sulfated ash NMT 1.0% -

10. Bacterial endotoxins Less than 0.25 IU/mg NMT 0.33 USP endotoxin U/mg

11. Sterility tests ATITNU AU
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