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‘s’mms'ﬁ 1 Ampicillin 2 gm and Sulbactam 1 gm for injection
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1. daen Ampicillin 2 gm and Sulbactam 1 gm for injection

2. ansEntiara
2.1 3wy uksendseenids snsuia
2.2 #wdsznay dtznauainenn Ampicilin sodium ﬁlawgaﬁu Ampicillin 2 gm a8z Sulbactam sodium
‘ﬁlaugaﬁ"i_l Sulbactam 1 gm % 1 vial
2.3 MTULVIT ussaﬂumwzmsqmﬁmﬂs’mmm%amﬁmﬁa
2.4 28N - szq%am U NBLAENEATYUREA IS TUNG® 'J”u?;umq wwfinde wamzion
d3uen uwazdtnaAusnwnon Tadnetaianunussyimet
- UUMBULUTIEN o wiand amq%am WiaTamImsen §IuUENaLUATIINAANAILS
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3. Qmamﬁmdmﬂﬁﬂ

3.1 Finish product specification'”

amaaiamon ﬂﬁa , USP 38
1. PSunushendagy 90.0 - 115.0% of the L.A. of Ampicillin
90.0 - 115.0% of the L.A. of Sulbactam
2. Identification ATITNIU
3. Constituted solution ATIINY
4. Bacterial endotoxins NMT 0.17 USP Endotoxin Unit
5. Sterility AT
6. pH 8.0 - 10.0
7. Water NMT 2.0%
8. Particulate matter ATIININ
- 4@ > 10 pm it 6,000/container
- YW@ > 25 pm Witfin 600/container
9. Uniformity of dosage units ATITAY
XL 8 {“\V ............... ASSUMS XL N W"b"% ................. NIINNT
(wgiadion Aaasue) (WIWIUAT TUUI)

wfmansi qnﬁ833m561



3.2 Drug substance specification

3.2.1 Ampicillin sodium™

amaNiAnNIINARA

USP 38

1. Uanadaendney

845 g - 988 ug of Ampicillin / mg (calculated on the anhydrous basis)

2. ldentification ATITHIN

3. Crystallinity FTITNIU

4. pH 8.0-10.0

5. N,N-Dimethylaniline NMT 0.002%

6. Methylene chloride NMT 0.2%

7. Water NMT 2.0%

8. Bacterial endotoxins NMT 0.15 USP Endotoxin U/mg
9. Sterility ATIVHIN

3.2.2 Sulbactam sodium™

amsNiAnIamaia

1. dSumdnedragy

886 pg - 941 g of Sulbactam / mg (calculated on the anhydrous basis)

2. Identification ATIVNIN

3. Water NMT 1.0%

4. Bacterial endotoxins NMT 0.17 USP Endotoxin U/mg

5. Crystalinity ATIVHIN

6. Sterility ATITHU

7. Organic impurities - Sulbactam related compound A : NMT 0.5%

- Amoxicillin related compound A : NMT 0.1%

- 6-Bromopenicillanic acid sulfone : NMT 0.2%

- Sulbactam related compound D : NMT 0.1%

- Sulbactam related compound E : NMT 0.2%

- Sulbactam related compound F : NMT 0.1%

- Any individual unspecified impurity : NMT 0.10%
- Total impurities : NMT 1.0%

w1, nadifiaemadomdanaiu waive) mismaseriiemeinumsla Wi uusmnansmsnguasnsn 1uauiadas

2. Drug substance specification ﬁaﬂimﬂﬂﬁﬂlﬂ%tﬂﬂ:ﬁ%ﬂd%ﬂﬁm drug substance #3al1Aia31294 drug substance 289
Awiaendusagl atuleatunite sfsoﬁ'msmm%me:ﬁmunnﬁ";iﬂﬁﬁmuﬂ

3. wamsanadianeigmmne iWuldeu Finished product specification uaz Drug substance specification f
SeBannnsrdiuatidoatu Suldeananisudesminnuauensaimiemiuazen NIENTNEITIIUGY
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4. nﬁcﬁl‘ﬁ’@qaugﬂunuma&l (Ampicillin sodium with sulbactam sodium 2 : 1) Wuaasanss ldud tanginmInse
”’3mﬁ:qumauu”amamﬂﬁﬂmaai’mqaugﬂtmuNauu,a:t.anmsmsm’;ﬁms’m:ﬁqmmﬁamamﬂﬁﬂmm Ampicillin

sodium Uas sulbactam sodium ANTD 3.2.1 UAz 3.2.2
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1. Lanmsmﬂé’%uakmonm‘i{umLﬁw@‘h%'uﬂ'n,ﬁlaa‘i'mu'm'luﬂszmﬂvlﬂy Lazd ey (declare) WRAINEA
1.1 lugdgymsunadoudriue me.2 ne.3 ne.4 uiudnsd)
1.1.1 luns@indunnfindaludsznealng vansds ne.2
1.1.2 ’LunszﬁﬁtﬂumihuT’n‘v"v"ammﬂamsq nunedie ne.3
1.1.3 lunsd@ifduetudhandnsyszina nanefls ne.4
12 ludwetunadousn ne w3e 0.1 vasndiiawanen wiaungazidsaiadaniniuqua wWYes
HRaR T uRTuNzLT s (finished product specification) uazTarMuARMAIWIBITARAY (drug
substance specification) nszﬁﬁagjszwmmsmsuuuﬂaomﬂmﬁmﬁu WADIUBULONRITFUWININENEY
myvaunly (1.5) uWIaw finished product specification Waz/MIa Drug substance specification lazva
ui lrdewinszmeadszmanadidnnsefing wazliiiu 2 9 o Fudssmeadsznenandidnnsaiing
2. 1aNAITUIDINATZ NN IHRALN
21 nsdifiguanlulsanalng QwﬁmcsTaaﬁLanms%’usaommgmmsuﬁmmﬁwﬁmnwﬁua:ﬁ%msﬁéﬂu
NINAAN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taawazau PIC/S participating authorities
w30 HlanaITUTeNAIIUNMIHRAINNRANIN DML I TN IRG W NIHRADWEIINIUA LN ITUNNS
DIMITUAZE NIENTHENDITTRGY Farmruadulasdinnuseandesuasriaisurunaninariuaz3snsialu
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22 ns@fiueningraindwyssine AnRadasdianaatusennasunTINEamammanN LSS
3Emsfialunisnaasn GMP PIC/S (Pharmaceutical Inspection Co-operation Science) latwwaeu PIC/S
participating authorities W38 GMP clearance aULa§AINATBUNINTIIFOY lasdnan13susastioiudsznme
Uizmanmailinnseiing nisenyasandn ududnsdl
3. Lanmsqmmwmaamﬁtauaﬂm
31 Namsemﬁmmzqummwwﬁmﬁ'mfrf & Ta3U Ve NAR (Certification of analysis of Finished product)
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3.2 wannIaTaadlanevaanwiagiuaasdiendinty (Certification of analysis of Drug substance) il
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3.3 lanaIwlenangmduduanusunusiznihsiunsniavasiandurssdiendaty (Drug substance)
78 3.2 MujumsnAavasnaanuisdiagy (Finished product) Ta 3.1
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3.4 lunsdidunsidoueruuinnit 2 9 azdasliduuinmanenansdnen Long term stability aafin
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4. Aot
4.1 fisuanan dasdedangwatnaten 3 miroussesid T Sadudunuusasneszdeldasudan
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3780190 2 Cefditoren pivoxil 100 mg tablet
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1.8a81  Cefditoren pivoxil 100 mg tablet

2. ansaaianaly

2.1 guny Wueda §wsusudsenu

22 #udsznay  Usznaudiudann Cefditoren pivoxil 100 mg 1w 1 1l

23 mawrussy  unluunsagdifioavend wie Biister pack Jasiin Yaauugouszanatnu
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3. AMENLANIIMARA

3.1 Finish product specification“’

Testitem Jap ; poe
1. USnmeiedegy 90.0 - 110.0% of the L.A. of Cefditoren Pivoxil
2. Identification AT
3. Purity / Related substances ATIINIU
4. Loss on drying NMT 4.0%
5. Uniformity of dosage units ATITNIW
6. Dissolution szaelaitorndn 85% lu 20 wdl

3.2 Drug substance specification : Cefditoren Pivoxil"

. Testitem ‘ " Japanese Pharmacopoela 17" edition
1. YSinmeamndney 770 - 820 pg/mg (Calculated on the anhydrous basis)
2. ldentification AN
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 ATV
6. Water NMT 1.5%
7. Purity - Heavy metals : NMT 10 ppm

- Related substances : #T3N 1%
- Residual solvents : #37aH %

YR uamznNITuNg

................... ALVBLS oo NTINMT
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2. Drug substance specification Ansnnanludiamzivesdnia drug substance wialuiins1zw drug substance 189
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3. Naﬂﬂi@ﬂﬁﬁm‘s’l:ﬁqmnﬁwm Wwldeny Finished product specification i8> Drug substance specification ﬁ
Sradsnundadiiuatuidennu Seldeanznfousedinnuamensmmomisuasen NINTHITIIUFY
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1. Lanmsms"l,ﬁ'é‘”Uakmgw'ifuml,ﬂw@h%’umLﬁaaﬁmmﬂluﬂsxmﬂ"lm LATRILAY (declare) WARINRS
1.1 ludagmsunadoudiue mo.2 ne.3 ne.d udauensdl)
1.1.1 lunsdifidunfindalutszinalng nanefls no.2
1.1.2 'Lunszﬁ'ﬁu,ﬂumﬂwmT”:Lﬁammﬂwssag nneie ne.3
1.1.3 Tunsdifidusnihidhandadszing nanedls ne4
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21 nsdinenaalwlssnalng Jriadesdianasiusesnaspumndaseaananinusiuasi5nsnaly
MINAAL PIC/S (Pharmaceutical inspection Co-operation Scheme) Tasvingau PIC/S participating authorities
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18019 3 Metronidazole 500 mg Injection
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1. Bown Metronidazole 500 mg Injection

2. amanianaly

2.1 juwy Wusmsazaounenda 1s Bidd switdadimmssaidaas

2.2 fwdiney  Usznauaiuenen Metronidazole 500 mg (0.5% WV) U3unas 100 mL

2.3 MIUUTTY ussq’[umm:e?m%’umﬁgm«ﬁ@ﬂﬁﬂmnL‘Eva LLa:ussqﬁanﬁaoﬁ'uuamnmﬂ“’

2.4 amn - s:u‘%am FIUUTENAUMENEIAYUIZAINUIT TUNE® fuéumq \finda
uaztaansidoudsuen LLa:’Tﬁ'miLﬁu{nmmvlfathofﬂmuuumsgﬁ'wﬂ

- UWMTUUTIEN aﬂwaﬁanﬁaaszq%am WiaBomensdn damusznay uas
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3. AndNGNmARA

3.1 Finish product specification‘”

Test Item " USF
1. YSnmdendary 90.0 - 110.0% of the L.A. of Metronidazole | 95.0 - 110.0% of the L.A. of Metronidazole
2. |dentification AN A
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 AIITHIW AT

-2 > 10 pm litfiu 6,000/container
- 9979 > 25 pm Ll 600/container

6. Sterility ATITNIN ATVHI
7. Volume in container ATITNIW AT
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

A 2l ) ]
(BT, B et eseeseeseeens ATINMT [GEE12) oA ATINMS
(wngiaden Nawioud) (WIWWIWAR TULA7)
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3.2 Drug substance specification : Metronidazole

Test ltem ' ~ysP38 - =
1. YImanndemy 99.0 - 101.0% of Metronidazole 99.0 - 101.0% of Metronidazole
(Calculated on the dried basis) (Calculated on the dried basis)
2. Identification ATIINY AU
3. Appearance of solution - ATH I
4. Heavy metals NMT 50 ppm NMT 20 ppm
5. Related compounds - Tinidazole related compound A By liquid chromatography
: NMT 0.1% - Any impurity : NMT 0.1%
- Any single unspecified impurity : NMT 0.1% | - Total impurities : NMT 0.2%
- 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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1. B Piperacillin 4 gm and Tazobactam 500 mg for injection

2. ansangianall
2.1 gluyy Wurssndenidaiiunifeiininissseu STuAaTnavasaiaadn

2.2 dudsznay Usenaudaudas Piperacillin %38 piperacillin sodium ﬁlau%{aﬁ'u piperacillin 4 g

U Tazobactam %38 tazobactam sodium ﬁaugaﬁ'v tazobactam 500 mg 1w 1 vial
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3. AmENIGNImaka
3.1 Finish product specification'”
Test Item C ’ usp3s -
1. PRanodaeday 90.0 - 110.0% L.A. of Piperacillin
90.0 - 110.0% L.A. of Tazobactam

2. Identification AT
3. pH 50-7.0
4. Bacterial endotoxins NMT 0.08 USP EU/mg of a mixture of piperacillin and tazobactam
5. Sterility tests AT
6. Water NMT 2.5%
7. Uniformity of dosage units ATIINIU
8. Particulate matter AT

- W9 > 10 um |%LAin 6,000/container

- W18 > 25 pm LA 600/container
9. Constituted solution ATITHU
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3.1 Finish product specification” (sdia)

k Test Iltem

USP 38

10. Related substances

Procedure 1 n5th impurity profile includes piperacillin impurities 4, 5 and 6

- Tazobactam related compound A : NMT 1.0%

- Piperacillin imputiry 4 : NMT 1.0%

- Piperacillin imputiry 1 : NMT 1.0%

- Piperacillin related compound A : NMT 5.0%

- Piperacillin related compound C : NMT 1.0%

- Piperacillin imputiry 5 : NMT 1.0%

- Piperacillin imputiry 6 : NMT 1.0%

- Any individual unspecified impurity : NMT 1.0%
- Total impurities : NMT 5.0% (hinu piperacillin related compound A)
Procedure 2 n3ib 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%

- Piperacillin dimer thiazolamide derivative : NMT 0.2%

- Piperacillin piperacillamide : NMT 0.3%

- Piperacillin dimer : NMT 0.4%

- Piperacillinylampiciilin : NMT 0.3%
Procedure 3 n4th impurity profile includes piperacillinpenicillenic acid and
piperazinedionecarbonyl D-phenylglycylglycine

- Piperacillin related compound E : NMT 0.5%

- Tazobactam related compound A : NMT 0.5%

- Formy! 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 0.2%

- Piperacillin penicilloic acid,isomer 1 : NMT 2.0%

- Piperacillin penicilloic acid,isomer 2 : NMT 2.0%
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3.1 Finish product specification' (fa)

*; ! . Testltem

10. Related substances (¢ia)

Procedure 4 n38h 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%

- Piperazinedionecarbonyi D-phenyliqlycine : 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%

3.2 Drug substance specification

3.2.1 Piperacillin "

Test Item

usP3s

1. SSnmaasdary

960 — 1030 pg/mg of Piperacillin (anhydrous basis)

2. Identification

ATITNU

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

ATITNIU

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%

Piperacillinylampicillin

- Piperacillinylampicillin : NMT 2.0%
- Total impurities: NMT 3.8%

8. Heavy metals

NMT 20 ppm.

3.2.2 Piperacillin sodium "

Testitom

USP 38

1. dTnmdrdnry

863 — 1007 pg/mg of Piperacillin (anhydrous basis)

2. Identification FATIINU
3. pH 55-7.5
2
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3.2.2 Piperacillin sodium

Testltem

‘USP 38

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 Piperacillin

7. Sterility test

ATIINU

3.2.3 Tazobactam "

“ TestItem

usP3g

1. S udasndagy

98.0% - 102% of tazobactam (anhydrous basis)

. Identification ATIIN
. Specific optical rotation +160° to +167° (t = 20°)
pH 1.8-2.8

. Bacterial endotoxins

NMT 0.7 EU/mg of tazobactam

olalsr|lwin

. Water content

NMT 0.6% (anhydrous form)
NMT 2.2 - 3.8% (hemihydrate form)

7. Microbial enumeration test and

specified microorganisms

The total aerobic microbial count : NMT 103 cuf/g

The total combined molds and yeasts count : NMT 102 cufig

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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378011%N § Voriconazole 200 mg tablet
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1.Z981  Voriconazole 200 mg tablet

2. aaaianaly
2.1 31uy Wueude frsusudszmu
2.2 gwdzney  Usenaueipeaen Voriconazole 200 mg 1w 1 1a
2.3 MTULUIN ussiﬂuum@mﬁwwam‘ %38 blister pack
24 a8 - s:yﬁ}am §IUUTTNAUAILNEIATIUAZANLTY TUKER fuﬁvumq I8VTINE uas
wwanziioudsuen LLa:’EEmSLﬁui’nmm"l.':”azha'ﬁﬂl.auuumsagﬁ'mfﬂ
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3. AndENGNIMARA

3.1 Finish product specification""m
1. USanmerendagy ma'«amumuﬁszg‘lu Finished product specification
2. ldentification test m’;’q]mumw‘ﬁ'iquu Finished product specification
3. Dissolution mmmumu‘ﬁiquu Finished product specification
4. Uniformity of dosage units m’mﬁhumuﬁ'ixq’lu Finished product specification
5. Impurity / Related substance m’ﬁ]mumuﬁnqh Finished product specification
3.2 Drug substance specification : Voriconazole
__amEniananaia usP3s ¢ ... . bBP2WIB
1. YSanmaredngy 97.5 - 102.0% of Voriconazole 97.5 - 102.0% of Voriconazole |
(calculated on the anhydrous and solvent-free (anhydrous substance)
basis)
2. Identification ATIVEIU AT
3. Crystallinity ATIINY -
4. Appearance of solution - Clear and colourless
5. Sterility ATITWNIN -
6. Residue on ignition NMT 0.1% -
7. Bacterial Endotoxins NMT 0.2 USP Endotoxin Unit/mg of NMT than 0.2 {U/mg
Voriconazole
8. Impurity D - NMT 0.2%
9. impurity E - NMT 0.10%
(aw'a) ................................ < .............. UsemuntenITuny
(WgF1eay  NOAITLIY)
(ao‘ﬁa) ................. ﬂw/ .................... nIIUNI (m%a) ................... AN nyIUNT
(wwgiafien Aaaid) (WIHWIWAR TWUN?)
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2. Drug substance sgecnflcatlon Vorlconazole @4 (Gla)

maha

S usP3s

10. Related substances

- Voriconazole related compound C : NMT 0.2%
- Voriconazole related compound D : NMT 0.1%
- Any unspecified impurity : 0.1%

- Total impurities : 0.5%

- Impurities A,B,C : for each impurity, NMT 0.15%
- Unspecified impurities : for each impurity,
NMT 0.10%

- Sum of impurities A, B, C, D, E and
unspecified impurities : NMT 0.5%

11. Voriconazole related NMT 0.1% -
compound F

12. Voriconazole related NMT 0.2% -
compound B

13. Heavy metals NMT 10 ppm NMT 10 ppm

14. Water NMT 0.4% NMT 0.4%

15. Sulfated ash - NMT 0.1%
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