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1. 3amn Acyclovir 500 mg injection or for injection
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3. andAMIINekaA

3.1 Finish product specification

3.1.1 Acyclovir 500 mg injection

1. fRnmdam ey 95.0 - 105.0 % of the L.A. of Acyclovir

2. ldentification test ATIWIU

3. pH 10.7 - 11.7

4. Sterility test ATIWI

5. Bacterial endotoxins NMT 4.37 IU/mL

6. Particulate matter AT

- 9919 = 10 pm LitAu 6,000/container

-9w1a > 25 um Lifiu 600/container

7. Volume in container ATIU

8. Clarity and colure of solution AU

9. Related substance - Impurity B (guanine) : NMT 1.0%
- Impurity O : NMT 0.3%
- Unspecified impurity : NMT 0.2%
- Total impurity : NMT 2.0%
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3.1 Finish product specification (Gia)

3.1.2 Acyclovir 500 mg for injection n.e

1. WBnadmddy 90.0 - 110.0% of the LA, of acyclovir 95.0 - 105.0% of the L.A. of acyclovir

2. Identification ATIHIU ATIU

3. pH 11.0-125 10.7 - 117

4, Water NMT 5.5% ATIIU

5. Guanine NMT 1.0% -

6. Related substances - unspecified impurity : NMT 0.15% - Impurity B (guanine) : NMT 1.0%
- any other individual impurity : NMT 0.5% - Impurity O : NMT 0.3%
- total impurities : NMT 1.0% - Unspecified impurity : NMT 0.2%

- Total impurity : NMT 2.0%

7. Bacterial endotoxins NMT 0.174 USP EU/mg of acyciovir NMT 4.37 1U/ml

8. Sterility test AU ATITHIU

9 Uniformity of Dosage units | @373r" % ATIIHU

10. Particulate matter aTIY AT Y

-WUIA 2 10 ym

laiifin 6,000/container

- W9 2 25 pm

Wi 600/container

11. Clarity and colour of solution | #5796 ATIT

3.2 Drug substance specification : Acyclovir M@

1, ﬂ‘%mmmmﬁm”ry 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 AT ATIY

3. Appearance of solution - ATIIHIN

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%

- Sum of impurities O and Q : NMT 0.3%
- Sum of impurities K and R : NMT 0.2%

- 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. Bacterial endotoxins - Less than 0.50 [U/mg
8. Sulfated ash - NMT 0.1%
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18NN 2 Clindamycin phosphate 600 mg injection
aulszmadIvinauayasii

1. Bawn

2. amansianalyl
2.1 3uny
2.2 futlsznay
2.3 MTULUITY
2.4 287N

Clindamycin phosphate 600 mg Injection

Z 18al o L.
WuasazaeUnanide la W§ s wsde

Usznaudawaaen Clindamycin phosphate 150 mg/mL U35 4 mL
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3. amaNUaNsInaka

3.1 Finish product specification””

Test:Item

USP 41

BP 2016

-

- Bnmdmndeny

90.0 - 120.0% of the L.A. of Clindamycin

90.0 - 105.0% of the L.A. of Clindamycin

2. |dentification

AT

ATITWU

3. Bacterial endotoxins

NMT 0.58 USP EU/mg of clindamycin

NMT 0.6 IU of Endotoxin/mg of
Clindamycin (10 mg/mt)

4. pH 55-7.0 556-7.0

5. Related substances - - the sum of the areas of any secondary
peaks : NMT 8.0%

6. Sterility ATIIU ATIANIH

7. Volume in container ATUWNU AT

8. Pearticulate matter AU ATIIU

- 99 > 10 pm laiiAn
6,000/container
- w1 > 25 pm WiAn

600/container
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3.2 Drug substance specification : Clindamycin phosphate'?

e s . USP 41 o : .

1. ll‘immmmﬁ’mry Not Iess than 758 ug/mg of Cllndamycm 96.0 - 102.0% of Clindamycin phosphate
(Calculated on the anhydrous basis) (anhydrous substance)

2. Identification AU AT

3. Appearance of solution - ATITEIU

4. Crystallinity ATIIU -

5. pH 35-45 -

6. Water NMT 6.0% NMT 5.0%

7. Sterility tests ATIWIU

8. Bacterial endotoxins NMT 0.58 USP Endotoxin U/mg of Less than 0.6 IU/mg
clindamycin

9. Related substances - Lincomycin phosphate : NMT 1.0% - Impurities B,L : for each impurity, NMT 1.0%
- Lincomycin : NMT 0.5% - Impurities E,F : for each impurity, NMT 0.5%
- Clindamycin B phosphate : NMT 1.5% - Impurities G,1,J,K : for each impurity,
- 7-Epiclindamycin phosphate : NMT 0.8% NMT 0.2%
- Clindamycin 3-phosphate : NMT 0.3% - Unspecified impurities : for each impurity,
- Clindamycin : NMT 0.5% NMT 0.10%
- Any individual, unspecified impurity ] - Total impurity : NMT 2.0%
s NMT 1.0%
- Total impurities : NMT 4.0%
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ﬁEImiﬁ 3 Fluconazole 200 mg injection
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aNlIEnAIIvIN aURNT5 N

1.@887  Fluconazole 200 mg injection
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3. AmMENIANIIINARA

3.1 Finish product specification

(0.2}

1. MRnmdandey

90.0 - 110.0% of the L.A. of fluconazole

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

- 2918 > 10 pm LA
6,000/container
- AW > 25 um laifin

600/container

2. Identification ATIIHIY ATIHIU
3. pH ATIWH 4,0-80
4. Bacterial endotoxins NMT 0.416 USP EU/mg of fluconazole AT
5. Sterility AT ATIWU
6. Volume in container AT ATIIU
7. Particulate matter AT U ATIWU

8. Related substances

Procedure 1 a2 2 : For Nonpolar impurities
- Largest unknown nonpolar impurity

: NMT 0.1%

- Total unknown nonpolar impurities

: NMT 0.5%

Procedure 2 : For Polar impurities

- Largest unknown polar impurity

:NMT 0.1%

- Total unknown polar impurities : NMT 0.5%
- Total unknown polar and nonpolar impurities
* NMT 1.0% (sum of results from Procedure
1 Uz 2)

- Impurity A : NMT 0.4%

- Impurity B : NMT 0.3%

- Any other secondary peak : NMT 0.2%
- Total impurities : NMT 1.0%
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3.1 Finish product specification™® (sia)

8. Related substances (i) %38 Procedure 3 (if Bistriazole ketone and
Epoxyfiuconazole are potential impurities)
- Bistriazole ketone : NMT 0.2%

- Fluconazole isomer : NMT 0.2%

- Epoxyfluconazole : NMT 0.2%

- Any other individual impurity : NMT 0.2%
- Total impurities : NMT 0.5%

%30 Procedure 4 (if Fluconazole
bromohydrine and Epoxyfluconazole are
potential impurities)

- Aminofluconazole quaternary salt

:NMT 0.1%

- Fluconazole isomer : NMT 0.1%

- Fluconazole diol : NMT 0.1%

- Fluconazole bromohydrine : NMT 0.1%

- Epoxyfluconazole : NMT 0.1%

- Any other individual impurity : NMT 0.1%
- Total impurities : NMT 0.5%

3.2 Drug substahce specification : Fluconazole'™®

1. ﬂsu'lmmmfhﬂmu 98.0 - 102.0% of the L.A. of fluconazole 99.0 - 101.0% (dried substance)

(calculated on the dried basis)

2. Identification AU ATNY

3. Appearance of solution - Clear and colourless

4. Residue on ignition NMT 0.1% -
5. Iron NMT 20 ppm. -
6. Heavy metals - NMT 10 ppm.

7. Loss on drying NMT 0.5% NMT 0.5%

8. Sulfated ash - NMT 0.1%

9. Related substances Procedure 1 - Impurity A : NMT 0.4%

- Fluconazole related compound A: NMT 0.2% | - Impurity B : NMT 0.3%
- Fluconazole related compound B: NMT 0.1% | - Impurity C : NMT 0.1%

- Fluconazole related compound C: NMT 0.2% | - Unspecified impurities : for each impurity,
- Specified impurity : NMT 1.0% NMT 0.10%
- Any other individual impurity : NMT 0.1% - Total : NMT 0.6%

- Total unknown impurities : NMT 0.3%
- Total impurities : NMT 1.5%
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3.2 Drug substance specification : Fluconazole'"* (Gia)

9. Related substances (¢ia) Procedure 2

- Specified impurity : for each impurity,
NMT 0.1%

- Any unspecified impurity : NMT 0.1%
- Total impurities : NMT 0.5%

Procedure 3

- Any impurity : NMT 0.2%
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57981150 4  Levofloxacin 750 mg injection
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Levofloxacin 750 mg injection
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3. amaNANIINATA

3.1 Finish product specification'"®

1. USunmdasndnagy 79 mumu'?fi:q'lu Finished product specification
2. Identification m’:’«]mu@nuﬁi:qlu Finished product specification
3. Particulate matter AU
- 4319 > 10 pum haiiAiu 6,000/container
-9u1e 2 25 um Wiliu  600/container
. Sterility ATIININ

. Bacterial endotoxins

av9rUaaNszylu Finished product specification

pH

) o - o
m’mmumu‘mzqm Finished product specification

. Volume in container

AT

. Impurity / Related substance

. P L N
mi’mmumuﬂizq‘lu Finished product specification

(WHEMPIET 58)

4
(89%8) ovvvere e ( ................... nIIUNII

(wngialien faeadtug)

.................. Lo UIZBUMAUSATIUANG

nITUNIT

(MWRFNINTS Agyawia)

wiiiemsiie qaﬁmslzsss



3.2 Drug substance specification : Levofloxacin ‘"

1. ﬂ?mmﬂ"'amﬁ'm”mu 98.0 - 102.0% of the L.A. of Levofloxacin, calculated on the anhydrous basis

2. Identification ATIIHIU

3. Residue on ignition NMT 0.2%

4, Heavy metal NMT 10 ppm

5. Organic impurities Procedure 1 (if levofloxacin N-oxide is a potential organic impurity)

- N-Desmethyl levofloxacin : NMT 0.3%

- Diamine derivative : NMT 0.3%

- Levofloxacin N-oxide : NMT 0.3%

- 9-Desfluoro levofloxacin : NMT 0.3%

- D-Isomer : NMT 0.8%

- Any unknown impurity : NMT 0.1%

- Total impurities : NMT 0.5%

Procedure 2 (if levofloxacin related compound B is a potential organic impurity)
- Levofloxacin related compound A (N-Desmethyl levofloxacin) : NMT 0.20%

- Levofloxacin related compound B : NMT 0.13%

- Any other impurity : NMT 0.10%

- Total impurities : NMT 0.50%

Procedure 3 (if levofloxacin related enantiomeric purity is a potential organic
impurity) : NMT 1.0%

6. Optical rotation -92° to -106° at 20°

7. Water 2.0% - 3.0%
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318n15N 5 Piperacillin 4 gm and Tazobactam 500 mg for injection

muﬂszmﬁﬁ’ow‘i’ﬂqumwmﬁ

1. Boen Piperacillin 4 gm and Tazobactam 500 mg for injection

2. amasianialy
2.1 3uuyy Wumssnunenidaiumfsininiassou Fmivdadimanasaiiond
2.2 dwdsznay Ysznaudas@aen Piperacilin #3a piperacillin sodium ﬁaugan”u piperacillin 4 g,
Tazobactam %38 tazobactam sodium ﬁaugaﬂwu tazobactam 500 mg uas
EDTA 1 mg 1% 1 vial
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3. AuEIGMIINeka

3.1 Finish product specification'”

1

- Binmdamdny 90.0 - 110.0% L.A. of Piperacillin

90.0 - 110.0% L.A. of Tazobactam

2. Identification ATIWU

3. pH 50-7.0

4. Bacterial endotoxins NMT 0.08 USP EU/mg of a mixture of piperacillin(O.BQ)mg and
tazobactam (0.11 mg)

5. Sterility tests ATIINIH

6. Water NMT 2.5%

7. Uniformity of dosage units ATIWU

8. Particulate matter AU

- 910 > 10 pm l41fin 6,000/container
- 4u1@ > 25 um WU 600/container

9. Constituted solution AU
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{1

3.1 Finish product specification

(via)

10. Related substances

Procedure 1 n3db impurity profile includes piperacillin impurities 4, 5 ahd 6

- Tazobactam related compound A : NMT 1.0%

- Piperacillin imputiry 4 : NMT 1.0%

- Piperacillin penilloic acid : NMT 1.0%

- Piperacillin penicilloic acid : NMT 5.0%

- Acetylated penilcilloic acid of piperacillin : NMT 1.0%

- Piperacillin imputiry 5 : NMT 1.0%

- Piperacitlin imputiry 6 : NMT 1.0%

- Any individual unspecified impurity : NMT 1.0%

- Total impurities : NMT 5.0% ('L&i?’m piperacillin peniciloic acid)
Procedure 2 n5tb impurity profile includes piperacillin dimer ethyl ester and
piperacillin dimer thiazolamide derivative

- Tazobactam related compound A : NMT 0.3%

- Amoxicillin related compound A : NMT 0.2%

- Piperacillin related compound E ; NMT 0.8%

- Formyl Piperacillamine : NMT 0.2%

- Ampicillin : NMT 0.2%

- Piperazinedionecarbonyl D-phenylglycine : NMT 0.2%

- Acetylated penicilloic acid of piperacillin: NMT 0.5%

- Piperacillin penicilloic acid,isomer 1 : NMT 0.15%

- Piperacillin penicilloic acid,isomer 2 : NMT 1.5%

- Piperacillin penicilloic acid : NMT 0.5%

- Piperacillin dimer ethyl ester : NMT 0.2%

- Piperaciilin dimer thiazolamide derivative : NMT 0.2%

- Piperacillin piperacillamide : NMT 0.3%

- Piperacillin dimer : NMT 0.4%

- Piperaciilinylampiciilin : NMT 0.3%

Procedure 3 nith impurity profile includes piperacillinpenicillenic acid and
piperazinedionecarbonyl D-phenylglycyliglycine

- Piperacillin related compound E : NMT 0.5%

- Tazobactam related compound A : NMT 1.0%

- Formyl Piperacillamine : NMT 0.2%

- Ampicillin : NMT 0.3%

- Piperazinedionecarbonyl D-phenylglycine : NMT 0.5%

- Piperazinedionecarbony! D-phenylcylglycine : NMT 0.2%

- Acetylated penicilloic acids of piperacillin: NMT 0.3%

- Piperacillinpenicillenic acid : NMT 0.2%

- Ampicillin hydantoin analog : NMT 0.3%

- Piperacillin penicilloic acid, isomer 1 : NMT 3.0%

- Piperacillin penicilloic acid, isomer 2 : NMT 3.0%

- Piperacillin oxalylamide : NMT 0.2%
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3.1 Finish product specification™ (oia)

10. Related substances (¢a) - Piperacillin penicilloic acids : NMT 1.0%
- Piperacillin penicillamide  : NMT 0.2%
- Piperacillin dimer - NMT 0.5%
- Piperacillinylampicilin : NMT 1.0%
- Any individual unspecified impurity : NMT 0.1%
Procedure 4
nath impurity profile includes piperacillin sulfoxide and piperacillin methyl penicilloate
- Tazobactam related compound A : NMT 1.0%
- Amoxicillin related compound A : NMT 0.2%
- Piperacillin related compound E : NMT 0.8%
- Ampicillin : NMT 0.2%
- Acetylated penicilloic acids of piperacillin : NMT 0.6%
- Piperazinedionecarbonyl D-phenyliqglycine : NMT 0.1%
- Piperacillin penicilloic acid, isomer 1 : NMT 2.0%
- Piperacillin penicilloic acid, isomer 2 : NMT 2.0%
- Ampicillin hydantoin analog, isomer 1 : NMT 0.2%
- Ampicillin hydantoin analog, isomer 2 : NMT 0.15%
- Piperacillin sulfoxide : NMT 0.15%
- Piperacillin penicilloic analog, isomer 1 : NMT 0.5%
- Piperacillin penicilloic analog, isomer 2 : NMT 0.5%
- Piperacillin dimer : NMT 0.3%

- Any individual unspecified impurity : NMT 0.10%

3.2 Drug substance specification

3.2.1 Piperacillin®

1. Fhnmdedegy 960 - 1030 pg/mg of Piperacillin (anhydrous basis)

2. Identification AU

3. Specific optical rotation +155° to +175° (anhydrous substance)

4. Water NMT 2.0 - 4.0%

5. Bacterial endotoxins NMT 0.07 USP Endotoxin Unit/mg of Piperacillin

6. Sterility test ATINIU

7. Related substances Ampicillin, Piperacillin penicilloic acid, Piperacillin related compound E, and

Acetylated penicilloic acid of piperacillin

- Piperacillin related compound E : NMT 0.2%

~ Ampicillin : NMT 0.2%

- Acetylated penicilloic acid of piperacillin : NMT 0.4%
- Piperacillin penicilloic acid : NMT 1.0%
Piperacillinylampiciliin

- Piperacillinylampicillin : NMT 2.0%

- Total impurities: NMT 3.8%

8. Heavy metals NMT 20 ppm.
UszmuAmMeEnIsunTg
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3.2.2 Piperacillin sodium"

1. ﬂ?mmﬁdmﬁm’ry 863 - 1007 ug/mg of Piperacillin (anhydrous basis)

2. \dentification AT

3. pH 55-75

4. Related substances Piperacillin penicilloic acid and Acetylated penicilloic acid of piperacillin

- Acetylated penicilloic acid of piperacillin : NMT 1.0%
- Piperacillin penicilloic acid : NMT 3.5%

5. Water NMT 1.0%
6. Bacterial endotoxins NMT 0.07 USP EU/mg of Piperagillin
7. Sterility test AT

3.2.3 Tazobactam "

1. YTy 98.0% - 102% of tazobactam (anhydrous basis)

2. Identification AU
3. Specific optical rotation +160° to +167° (t = 20°)
4. pH 18-28
5. Bacterial endotoxins AU
6. Water content NMT 0.6% (anhydrous form)
NMT 2.2 - 3.8% (hemihydrate form)
7. Microbiai enumeration test and The total aerobic microbial count : NMT 103 cfulg
specified microorganisms The total combined molds and yeasts count : NMT 10° cfulg
8. Related substances - Tazobactam related compound A : NMT 1.0%

- Any other individual impurity: NMT 0.1%
- Total impurities: NMT 0.3%

9. Residue on ignition NMT 0.1%

10. Heavy metals NMT 20 ppm
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778M31 6 Raltegravir 400 mg tablet

ANUsTNEIINIA auanush

1. o Raitegravir 400 mg tablet

2. amatianaly
2.1 puyy
2.2 gawlsznay
2.3 MTUUITY
2.4 98N

Wusde §9UsuLsznn
sznauaInaa Raltegravir 400 mg lu 1 e
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3. AMENURMIINARA

3.1 Finish product specification"”

o

1. YSunwdendinn

. p - e
m’ﬁlmumuws:qlu Finished product specification

2. Identification

mi?'ﬂmumuﬁixﬂu Finished product specification

3. Dissolution

; J . o
ﬁs’zilwﬁumﬁuﬂi:qlu Finished product specification

4. Uniformity of dosage units

ATIVNU

5. Impurity / Related substance

#5239 U uNTEYY Finished product specification

3.2 Drug substance specification : Raltegravir Potassium®

)

o

1. YSumdrndrey

3

98.0 - 102.0% L.A of Raitegravir potassium

(calculated on the anhydrous and solvent-free basis)

2. Identification

ATIH®

3. Water Determination

NMT 0.6%

4. Organic impurities

- Raltegravir amine : NMT 0.15%

- Raltegravir formididyl analog : NMT 0.15%

- Raltegravir oxallylacetohydrazide analog : NMT 0.20%

- Raltegravir related compound E : NMT 0.15%

- Raltegravir E-ethoxyacethydrazone analog : NMT 0.20%
- Raltegravir Z-ethoxyacethydrazone analog : NMT 0.15%
- Any individual, unspecified impurity : NMT 0.10%

- Total impurities : NMT 0.7%
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1= General requirement Y83\nFU#1 3 M3Y Finished product JUUDY Tablets
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) ; Current step4 version, 2006.
3 = The United States Pharmacopeia 41
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