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1. 8o Acyclovir 500 mg injection or for injection
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3. aANLAMIINARA

3.1 Finish product specification

3.1.1 Acyclovir 500 mg injection "

1. UTnmdedagy

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

2. |dentification test ATIWIU
3. pH 107 - 117
4. Sterility test a79HU

5. Bacterial endotoxins

NMT 4.37 IU / mL

6. Particulate matter ATIWU ,
- 2%19 = 10 ym 'laitRi% 6,000/container

- 9@ > 25 ym Wlifiu 600/container

7. Volume in container AU

8. Clarity and colure of solution AU

9. Guanine NMT 1.0%

10. Related substance NMT 0.5%
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3.1 Finish product specification (Giil)

3.1.2 Acyclovir 500 mg for injection @

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

2. Identification AT

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 AT

9 Uniformity of Dosage units AU

10. Particulate matter ATIHIU

- 9@ 2 10 pm lalifiu 6,000/container

-Uwe > 25 pm i 600/container

3.2 Drug substance specification : Acyclovir M@

1. URnmdnedagy 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 AU a3ru

3. Appearance of solution - AT

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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1. i'w Amoxicillin 875 mg and Clavulanic acid 125 mg tablet
2. amaaianly
2.1 uluuy Wugndanfaufda (Film coated tablet) §193UsLYTENL
2.2 dwdezney  Usznaudaedasn Amoxicillin trihydrate «foaugaﬁu Amoxicillin 875 mg uaz potassium
clavulanate W32 diluted potassium clavulanate %aaugaﬁ'v Clavulanic acid 125 mg I 1da
23 mawsussy  usnluunsdlasdin Jaan”umw"firuua:msqn”mwl’ﬁaaﬁ'utm'lumia:umm
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(1:(2)

3.1 Finish product specification

1. fRnmaandrdn 90.0 - 120.0 % L.A. of Amoxicillin 90.0 - 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 ATIY A%
3. Uniformity of dosage unit ATIHIU ATITHIU
4. Dissolution seaelaiieandn 70% molwae 45 wift
Test 1 or Test 2 (lunseifilailals Test 1 o2y Test Adlulufimemamsinme)
Test 1
- Amoxicillin - NLT 85%(Q) of the L.A. of amoxiciliin 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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5. Water Determination

3.1 Finish product specification

(#13)

NMT 10.0%

a2 uauNIzY LY Finished product
specification

6. Microbial enumeration tests Total aerobic microbial count NMT -

and tests for specified 10° cfu/g and Total combined molds and

microorganisms yeast count NMT 102 cfu/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

. UTnmaanddy

(1:2)

900 - 1050 mcg of Amoxicillin per mg

(on the anhydrous basis)

95.0 - 102.0% of Amoxicillin trihydrate

(on the anhydrous substance)

2. Identification ATI%Y ATIWYU

3. Appearance of solution - ATIIU

4. Crystallinity A7 U ATV

5. pH 3.5-6.0 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%
(NI 6-aminopenicillanic acid NMT 0.5%)

8. N,N-Dimethylaniline ATIVEU NMT 20 ppm
9. Water 11.5% - 14.5% 11.5% - 14.5%
10. Sulfated ash - NMT 1.0%

3.2.2 Clavulanate potassium

(142)

1. USunmdaendey 75.5% - 92.0% of clavulanic acid 96.5 - 102.0% of clavulanic acid

(on the anhydrous basis) (on the anhydrous substance)
2. Identification ATIU 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

UsemuamensIums
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3.2.2 Clavulanate Potassium"? (Gia)

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%

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

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

- . . . a e o oo
HUYLKA NT 'mqﬂmﬂu diluted potassium clavulanate 1#Siassianuwatad 3

3.2.3 Diluted potassium clavulanate®

1. UTanudaendrdiy

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

2. ldentification AU

3. pH 48-80

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%

YNGR 1. n':tﬁ'l"ﬁﬁnﬁusﬂuuuwau {(Amoxycillin and Clavulate potassium} 'lm"uamLanmsmmnﬁmﬂvﬁamawﬁme

inalinusd Amoxycillin iaz Clavulate potassium #uT8 3.2.1 use 3.2.2 maouswwnamwnmu
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57811371 3 Cefditoren pivoxil 100 mg tablet
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1. Bagn Cefditoren pivoxil 100 mg tablet

2. amsaasiania
2.1 3Uuuy
2.2 guienay
2.3 MTULUIN
2.4 asnszy

Wupde dmsusudsenn
Usznausiudann Cefditoren pivoxil 100 mg 1w 1 1iia
a a & A . A t o &
ussa;‘luumagmuwwam 738 Blister pack Jaafin Uasnuuaduazanusu
A R a o ar a o 2 a a
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3. AMANIIAN19INAKA

3.1 Finish product specificationm

- |

- Pinmdaendey

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

2. ldentification ATIVHIU

3. Loss on drying NMT 4.0%

4. Uniformity of dosage units A7HU

5. Dissolution axaelaifaandn 85% of the LA, of Cefditoren Pivoxil 1u 20 wh#t
6. Purity / Related substances ATITHI

3.2 Drug substance specification : Cefditoren Pivoxil”

- Uy 770 - 820 pg/mg (Calculated on the anhydrous basis)
2. Identification ATIVHTU
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 ATIININ
6. Water NMT 1.5%
7. Purity - Heavy metals : NMT 10 ppm

- Related substances : #3196 %

- Residual solvents : @539/ %
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918NN 4 Ertapenem 1 g for injection
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1. Been Ertapenem 1 g for injection

2. amwaANLAN 11

P o as
2.1 3wy Wungndmaniia dmsvile

' v ¥ o o
2.2 fulsznay  Ussneudiealen Ertapenem sodium Miguyany Ertapenem 1 g 1 1 Vial
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3. amAninNIINARa

3.1 Finish product specification“”(z)

1. YSunmaaerdagy

asasuaufiszylu Finished product specification

. ldentification

A97% N’Ium&lﬁﬁ‘:qh Finished product specification

.pH

f379 dﬁumwﬁiquu Finished product specification

ATV

. Bacterial endotoxins

a9 N"mmuﬁ?:'q'lu Finished product specification

2
3
4. Sterility test
5
6

. Particulate matter
- aw@ > 10 pm laitfiu 6,000/container
- UUQ = 25 pm Litfin 600/container

ATIHIU

7. Water content

m’mi'mmuﬁ's:q'lu Finished product specification

8. Uniformity of dosage units

; 4 . e
ms‘mmumumzq‘lu Finished product specification

9. impurity / Related substances

; | - e
a7 mumu‘ns:q‘lu Finished product specification
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NN : 81989310
1 = General requirement VaUNFTHTL § %IV Finished products 3UUBY Injections
(Parenteral preparations)
2 = The International Conference on Harmonisation of Technical Requirements for Registration of

Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B (R2) ;
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8NN 5§ Fosfomycin sodium 2 g for injection

malszmeadminauasysii 2900 2567

1. Baen Fosfomycin sodium 2 g for injection

2. ansansana il

2.1 giluny Wiuwsmdnannideinn dmsudatmenaendoad

22 d@wlwnay  dsznaudaudlsn Fosfomycin sodium %oauagan”n Fosfomycin 2 g 14 1 vial

2.3 MTwEUTTY ussq‘lum'nu:msgmﬁﬂﬁﬁﬁmm%a Yesruanudule
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3. amaNinMaunaia

3.1 Finish product specification'”

1. YSunmarendan 90.0 - 110.0% of the L.A. of Fosfomycin

2. Identification AU

3. pH 65-85

4. Purity Clarity and color of solution : Clear and colorless
5. Bacterial endotoxins Less than 0.025 EU/mg

8. Uniformity of dosage unit ATIW

(Weight variation)

7. Foreign insoluble matter AU
8. Insoluble Particulate Matter - UYUIA 2 10 ym TaiiAun 6,000 ayna/container
- W19 > 25 ym laiLfin 600 sunA/container
9. Sterility NTIIN
10. Water NMT 4.0%
(NG 12) RORTTTRTI . ST UsTruaUENISNNg

(Wipdeas  NadsLaT)
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3.2 Drug substance specification : Fosfomycin sodium'”

1. Pnmdrsdeg 725 pg/mg - 770 pg/mg (Calculated on the anhydrous basis)
2. ldentification A3IHU
3. Optical rotation -35° to -5.5°

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

4. pH 85-105
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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5780137 6  Linezolid 600 mg tablet
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18981 Linezolid 600 mg tablet
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ﬂ&ln'ﬁﬁ 7 Metronidazole 500 mg Injection

anlsznadininguanysiii 29 (R 2561

1. Baen Metronidazole 500 mg Injection

2. amsEiAna

2.1 guluwy Wumsazwtnanndes la Widd swmibdadimmssaidaad

22 dwudenoy  Ysnaudiuaasn Metronidazole 500 mg (0.5% WV) USanas 100 mL

2.3 MU ussg‘lunwu:ﬁm%’uussgmaﬂﬂﬂﬁmm%ra ua:nssqn"m%ﬁaan"uuamnm’m“)

2.4 aan - s2yBagn SN NI A YUAZA LT SunRe i’u?;umq \ufindn
unztaanuioudrsuen uaﬁﬁm‘stﬁué’nmm‘ﬁazhofmwuuussqﬁm'ﬁ

- URMTUSLTINEN azhaﬁam’famq%am wiafamamsh damdsznoy use

PUIRAINUTIVEIN (RUTIHE® i‘uéumq'tﬁ'mw

3. AnEINIGMIINARA

3.1 Finish product sgeciﬁcation“)

1. ﬂ?mm@ﬁmﬁ'm"ty 90.0 - 110.0% of the L.A. of Metronidazole 95.0 - 110.0% of the L.A. of Metronidazole
2. Identification ATIB AU

3. Bacterial endotoxins NMT 0.35 USP EU/mg NMT 3.5 1U/mL

4. pH 45-7.0 45-6.0

5. Particulate matter ATIU AT

-4w1a > 10 pm Liifin 6,000/container
- 170 > 25 pm A 600/container

6. Sterility ATIY ATIININ
7. Volume in container AU ATITHIH
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(2)

1. WSnmaensaty

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

99.0 - 101.0% of Metronidazole

(Calculated on the dried basis)

2. Identification ATIHIU ATIHIU
3. Appearance of solution - ATIININ
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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3. amaNLGNIINALe

3.1 Finish product specification

(1.(2)

-

. Antibiotic-microbial assays

95.0 - 105.0% of the L.A. of the estimated potency

90.0 - 115.0% of the L.A. of Vancomycin

- Total impurities : NMT 12.0%

2. Identification ATIU AU
3. pH 25-45 25-45
4. Related substances - Any impurity : NMT 4.0% - Any peak other than the main peak

: NMT 9.0%

5. Vancomycin B NLT 88.0% NLT 80.0%

6. Constituted solution AU ATIIN

7. Water NMT 5.0% NMT 5.0%

8. Bacterial endotoxins NMT 2.5 |U of endotoxin/mL NMT 0.33 USP endotoxin U/mg of vancomycin
9. Uniformity of dosage units A3 ATIIU

10. Sterility tests ATIWU ATIIU

11. Particulate matter

- 119 210 pm 1xifin 6,000 BuMAVcontainer
-2u1@ > 25 pm iifis 600 ByMAvcontainer

- 219 > 10 um lsiifin 6,000 By A/container
- U@ = 25 pm lalifin 600 aunf/container
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3.2 Drug substance specification : Vancomycin

M.2)

- Total impurities : NMT 7.0%

1. Potency NLT 1,050 IU/mg of Vancomycin {on the NLT 800 ug/mg of Vancomycin (on the
anhydrous basis) anhydrous basis)

2. Identification AU ATIU

3. Appearance of solution ATIWIU -

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%

- 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

ATV

ATIVU
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