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318110 1 Ampicillin 2 gm and Sulbactam 1 gm for injection
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1. ﬁ'am Ampicillin 2 gm and Sulbactam 1 gm for injection
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wauuanu Sulbactam 1 gm Tu 1 vial
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3. AmaNtAMIIna®e

3.1 Finish product specification'”

anaNiRmomana USP:38
1. Bunwemady 90.0 - 115.0% of the L.A. of Ampicillin
90.0 - 115.0% of the L.A. of Sulbactam

2. |dentification ATIVHIU
3. Constituted solution AU
4. Bacterial endotoxins NMT 0.17 USP Endotoxin Unit
5. Sterility ATV
6. pH 8.0-10.0
7. Water NMT 2.0%
8. Particulate matter AU

- IWI9 > 10 pm 14iLAw 6,000/container

- W@ > 25 um TiiAu 600/container
9. Uniformity of dosage units ATIHU
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3.2 Drug substance specification

3.2.1 Ampicillin sodium"

1. ﬂ?mmﬁ"zmﬁwﬂ"zy 845 ug - 988 pg of Ampicillin (calculated on the anhydrous basis)
2. Identification ATIINIU

3. Crystallinity ATIIHIU

4. pH 8.0-10.0

5. N,N-Dimethylaniline a79H U

6. Methylene chloride NMT 0.2%

7. Water NMT 2.0%

8. Bacterial endotoxins NMT 0.15 USP Endotoxin U/mg

9. Sterility AIINIH

3.2.2 Sulbactam sodium™

PRmamana

1. ﬂ?mme'ﬁmﬁ'lﬁry 886 pg - 941 pg/mg of Sulbactam (calculated on the anhydrous basis)

2. Identification ATIHU

3. Water NMT 1.0%

4. Bacterial endotoxins NMT 0.17 USP Endotoxin U/mg

5. Crystalinity ATINIU

6. Sterility ATV

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

- Amoxicillin related compound A : NMT 0.1%

- 6-Bromopenicillanic acid suifone : 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%
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7180130 2 Colistin 150 mg for injection
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1. Basn Colistin 150 mg for injection

2. amaanianalyl

2.1 3uuuy Wurmsmannideimfinandes fmivdaimenaaaifondn

2.2 dwleznay Ustnaudiudaen Colistimethate sodium ﬁaugaﬁ'u Colistin 150 mg 1 1 vial

2.3 MIUUIN msq'lumw:ms'gmﬁﬂﬁﬁﬂmm%a’nﬁmlﬁaua:ms'-gﬁ'mfﬁﬂaan"mm
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3. AENLRMIINARA

3.1 Finish product specification

(1))

Test!tem T S e k 7 S
1. BBnadndag 95.0 - 115.0% of the L.A. of colistin | 90.0 - 120.0% of the L.A. of colistin
2. Identification ATV ATIVAY
3. Loss on drying NMT 5.0% NMT 7.0%
4. pH 6.5-85 6.5-85
5. Constituted solution ATIVHIW AT19M %
6. Sterility AT ATHW
7. Bacterial endotoxins NMT 43.75 1U/ml NMT 2.0 USP EU/mg
8. Free colistin ATITHIU , ATITHU
9. Uniformity of dosage units ATV AT
10. particulate matter ATITHIN ATIINIW
- U9 2 10 pm laitAn
6,000/container
- UUIR 2 25 pm ailAn
600/container
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3.2 Drug substance specification : Colistimethate sodium™®?

| Testtem | BP2013 [
1. ﬂ%mméi‘amﬁm”zy Minim’um 11,500 IU/mg (dried substance) NLT 390 mcg of colistin per mg
2. Identification ATIININ AT
3. Appearance of solution | @529 Y A3INM
4. pH 65-85 65-85
5. Specific optical rotation | -46° to -51° (dried substance) -
6. Loss on drying NMT 5.0% NMT 7.0%
7. Sulfated ash 16% - 21% -
8. Heavy metals - NMT 0.003%
9. Free Colistin AU AN
10. Pyrogens / ATIIN NMT 2.0 USP Endotoxin U/mg

Bacterial endotoxins

11. Sterility test AT AN
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1. foen Ganciclovir 500 mg for injection

2. anantianaly
2.1 3‘.1JLL‘1J'1J

& . o .
Wurisndneaannige (freeze dried powder) #mTLAadnaaaRaad

22 @udsznay  Usznauaas Ganciclovir 500 mg 1% 1 Vial
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3. amaNianinaia

3.1 Finish product specification'"

1. Sinmwdedary

90.0 - 110.0% of the L.A. of Ganciclovir (calculated on the anhydrous basis)

. ldentification

ATIWNIU

. Constituted solution

ATIVHIY

. Bacterial endotoxins

NMT 0.84 Endotoxin Unit / mg of Ganciclovir

2
3
4
5. Sterility tests
6
7
8

- IWI9 2 10 um laifin 6,000/container
- 2w@ > 25 um Lifiu 600/container

AT
. pH 10.8 - 11.4
. Water NMT 3.0%
. Particulate matter ATIHU

3.2 Drug substance specification : Ganciclovir'”

1. Mnmdnddy

98.0% - 102.0% of the L.A. of Ganciclovir

(calculated on the anhydrous basis)

2. Identification AU

3. Heavy metais NMT 20 ppm
4. Residue on ignition NMT 0.1%
5. Water NMT 6.0%

6. Organic impurities

- Ganciclovir retated compound A : NMT 0.5%
- Total impurities : NMT 1.5%
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8NN 4 Piperacillin 4 gm and Tazobactam 500 mg for injection
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1. 8o Piperacillin 4 gm and Tazobactam 500 mg for injection

2. amaniianialy
2.1 juuy Lﬂummﬂsﬁﬂmnc%aﬁmvﬁoﬁmamﬁaodau fmLAadimensani§ans
2.2 #usznay Usznaudandas Piperacillin %38 piperacillin sodium ﬁawgan"u piperacillin 4 g,
Tazobactam %38 tazobactam sodium ‘ﬁlawyaﬁu tazobactam 500 mg uaz
EDTA 1 mg 1u 1 vial
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3. AmANIGMIInaia

3.1 Finish product specification'”

90.0 - 110.0% L.A. of Piperaciliin
90.0 - 110.0% L.A. of Tazobactam

1. USinmdaendey

2. Identification AU

3. pH §0-7.0

4. Bacterial endotoxins NMT 0.08 USP EU/mg of a mixture of piperacillin and tazobactam

5. Sterility tests AU
6. Water NMT 2.5%
7. Uniformity of dosage units ATIVIU
8. Particulate matter ATIWU
- 419 > 10 um laiiA 6,000/container
- W19 > 25 um Lifiu  600/container
9. Constituted solution AU
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3.1 Finish product specification'” (via)

10. Related substances

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

- Tazobactam related compound A : NMT 1.0%
- Piperacillin imputiry 4 : NMT 1.0%
- Piperacillin penilioic acid : NMT 1.0%
- Piperacillin penicilloic acid : NMT 5.0%
- Acetylated penilcilloic acid of piperacillin : NMT 1,0%
- Piperacillin imputiry 5 : NMT 1.0%
- Piperaciliin imputiry 6 : NMT 1.0%
- Any individual unspecified impurity : NMT 1.0%
- Total impurities : NMT 5.0% (‘lﬂi’m piperacillin related compound A)

Procedure 2 N3tk impurity profile includes piperaciilin 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 penicilioic acid,isomer 2 : NMT 1.5%
- Piperacillin penicilloic acid : NMT 0.5%
- Piperacillin dimer ethyl ester : NMT 0.2%
- Piperagillin dimer thiazolamide derivative : NMT 0.2%
- Piperacillin piperacillamide : NMT 0.3%
- Piperacillin dimer : NMT 0.4%
- Piperacillinylampiciilin : NMT 0.3%

Procedure 3 n5th impurity profile includes piperacillinpenicilienic acid and

piperazinedionecarbonyi D-phenyiglycylglycine
- Piperacillin related compound E : NMT 0.5%
- Tazobactam related compound A : NMT 0.5%
- 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 0.2%
- Piperacillin penicilloic acid,isomer 1 : NMT 2.0%

- Piperacilin penicilloic acid,isomer 2 : NMT 2.0%
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3.1 Finish product specification (sia)

st ltem

~ usPag

10. Related substances (din)

Procedure 4 nya 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-phenyiqlycine : 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. Blnudindny 960 - 1030 gimg of Piperacilin (anhydrous basis)
2. Identification AT
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 ATIEU
7. Related substances Ampicillin, Piperacillin penicilloic acid, Piperacillin related compound E, and
Acetylated penicilloic acid of piperacillin
- Piperacitlin 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
- Piperacillinylampicitlin : NMT 2.0%
- Total impurities: NMT 3.8%
8. Heavy metals NMT 20 ppm.
3.2.2 Piperacillin sodium ?
: Test Item USP:38 ;
1. U?mmﬁ";mﬁ’m”mv 863 — 1007 pg/mg of Piperacillin (anhydrous basis)
2. Identification AT
3. pH 55-75
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3.2.2 Piperacillin sodium ™ (gig)

4. Related substances Piperacillin penicilloic acid and Acetylated penicilloic acid of piperacillin
- Acetylated penicilioic acid of piperacillin : NMT 1.0%
- Piperacillin penicilioic acid : NMT 3.5%
5. Water NMT 1.0%
6. Bacterial endotoxins NMT 0.07 UsSP EU/mg of Piperacillin
lLSterility test AN
3.2.3 Tazobactam
| Testitem R  usP3s
1. ﬂ?mm@hmé'lﬁ'ty 98.0% - 102% of tazobactam (anhydrous basis)
2. Identification ATITHU
3. Specific optical rotation +160° to +167° (t = 20°)
4. pH 18-28
5. Bacterial endotoxins ATIHH
6. Water content NMT 0.6% (anhydrous form)
NMT 2.2 - 3.8% (hemihydrate form)
7. Microbial enumeration test and The total aerobic microbial count : NMT 103 cfulg
specified microorganisms The total combined molds and yeasts count : NMT 102 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
WNEme 1. nsdifemadowdematu (waive) NnIaTIsReLSiaT R nansle 'ln"ﬁw,mmmnmmé’nyuﬁma’nﬁ'ﬁfuagﬁﬁﬁm
2. Drug substance specification Wmim‘lmn'luiﬂﬂ:ﬁ‘waijﬁﬂ drug substance #3al151A3eH drug substance 984
WHdamduTagy atileatimis Sfaﬁmwnaﬁmﬂ:ﬁmunnﬁ‘ﬁaﬁﬁwuﬂ
3. Nnm?m‘:ﬁ)’)l,ﬂswm’qmmwm Wulveny Finished product specification L&e Drug substance specification °71
S9BsnmnFrdUatudioty éu'[ﬂ”wmtﬂﬂw&iaﬁwﬁnmuﬂwnsﬁumsmmma:m NIENTHNTIUGY
n:zﬁqmauu“‘élmamﬂﬁﬂmamm?ad”ﬁqﬁu vosfiana i liassmuilsowenunsdszma i Srdundudsy
aﬁuf‘iluﬂninff‘[ﬂwmmaﬂnmﬁ Hudn 'lw”ifuﬁuqaﬂﬁﬁw HAMUNITUMILIEMIATINEN
4, ns:ﬁl’ﬁ’:"@qﬁu;ﬂuuunaw (Piperaciliin with Tazobactam 8 : 1) IWusaaianas laur NN TIEN
Qmauﬁ'ﬁmomﬂﬁﬂwaai’@lqﬁugﬂuuuwamm:tanminwm’:ﬁmwm’qm&uU‘?m'wmﬂﬁﬂwao Piperacillin,
Piperacillin sodium uax Tazobactam ey 321,322 U8 3.2.3
(BRI 5ik)
(ae%‘a) ................................................. nIINNIT
Wnginfien Aaestud) (wramrauss loadia)

wirflamunsia yaiisssizse2



Sowludnq
élﬁ%871ﬂﬂﬁﬂdﬁuﬁ1l%’lﬂ'lwnl’lill.ﬂﬂa’ﬁ ws’aummuﬁa%a%’madm ﬂﬁ'ﬁrﬂﬂéﬁﬂ‘,’l%'l’ﬂ 7’1832!59(']
aaih
1. mnmsms‘l@ﬁ"uagmm"ﬁumtﬁﬂuﬁﬁumLﬁaﬁmma‘luﬁswmﬂ"lm UBTEIUAY (declare) WARINAR
1.1 luﬁ'm”zums’i‘rruw*mﬂumsum (MB.2 Ne.3 8.4 URILANTEH)
1.1.1 lunsdifduenAndoluszmelng nueie ne.2
1.1.2 'lunsmmﬁummLmtwammmusm V\&ﬂtm\‘l Nne.3
1.1.3 Tunsmmﬂummwwmnmaﬂvmﬁ V\&J’IUI‘N ne.4
12 IUﬂ’l’UE’J’U%ﬂ”LUU‘HU’] ne.1 v\sa 8.1 'UENU'W]LH‘HBTWYI Wimﬁ’lﬂﬂdﬂ Uﬂ‘r‘\’l’ﬂﬂﬂ’ﬁﬂ’JUﬂNﬂM’lW’ﬂﬂd
Namnm*nmumummau (fnlshed product specification) Ltawamuuﬂﬂmmwmaa’mnﬂu (drug
substance speCIﬁcatlon) ﬂsm‘nam”mwmﬂﬂa U%LLUNGLLFﬂ'HLW&Jm&J 'il..(ilE]\'ILLuULiJﬂﬁ’ﬁﬁ’]Lu'lﬂ’lWﬂ"lﬂ
mMsvaun ly (8.5) AWSaw finished product specification uaz/"3a Drug substance specification a87a
Lm'”lmnamuﬂswmﬁﬂszmmwmmanmauna unzliin 2 9 o Twlemalenienandidnnseing
2. 12na1T3UTRNRI MM AN
21 nsmnmwam?m.lsvmﬂlny wwa@maamanmﬁmmmmsmummammmummnmmLm“aﬁmswé‘ﬂu
mMsuaaen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tasmiiaenu PIC/S participating authorities
ma manmssmaammmumswammm&manansnLLawﬁmsnﬁ'lumswammmaomumwuﬂm.,nssums
2IRTURZHT N mwmmsmam mmv\uﬂmuhﬂumwaaﬂﬂaaameﬂmwnummnmmuanﬁmsﬂﬁ'lu
ﬂ'ﬁNa@liﬂ PIC/S 'luvsmmmmauamﬂ QHUR’]R@W]’INSE]UWW@]TJ?]ﬁE]UIG]UNNRN’]?‘SUSBGQG’J%]JSJT]?I
dszmenedidnnsafing
2.2 nsmmﬁummammnmarb sine Nwama\mLanmssnsaammmumwammmwamnm‘nu,aw
nmsm‘lumswamm GMP PIC/S (Pharmaceutical Inspection Co-operation Science) Iﬂﬂ'ﬂu’w\ﬁu PIC/S
participating authorities %38 GMP clearance auumawmmanmsmmaau Iﬂﬂumﬂmﬁumdﬂd’mﬂﬁnﬁﬁ
ﬂs*mﬂﬁmmanmauna mamumamw LLR'JLL@ITI?ELL
3. tanmsﬂmmw‘uaammanmwm

3.1 Namsmﬂﬁmﬂ*mmmwwa antusH mmmsﬂ'u ENNNRGI (Certification of analysis of Finished product)
Iuonguisadudragng

as

3.2 Namsmammﬂammmwmnﬂw 830LdATY (Certification of analysis of Drug substance) 7115l

@
a

mwammsumuﬂumamam’uawwammua Nwammmu

3.3 LanaImTananIuEusUn LA UL mwsumswamaomnﬂwaommmﬂm (Drug substance)
99 3.2 nusumswamaawamnmmmmmsﬂ (Finished product) 98 3.1

3.4 an13finw1 Long term stability maacvvmamzruaommummﬂu'l’m"uﬁwﬁnmuﬂmznssumsmmma:
B NIENTRRITIUFY

A
(GRETT:) SR | Bheit A dsrmunmensunig
(WWaN3 1)

(CRXT) S s\/ ................ nIIUNT (89B8)..oe T NITUNT

wgiaded Aaestud) (WHETauss lrsdan)

wirlsmunsia yailessizsez



35 LﬁaamnLﬂumﬁéfaaa:mﬂﬁau‘li FIURLLANAIUAAININAIAAVDIL I URAINTAZAY UaziS 897
mamsm‘nw\m‘*aummmnrmumm'lﬂ"l,umwwwuﬁ'l'muwmzJ LLa,maaLLaﬂoﬁuaﬂammaaﬂﬂaaanu
Jayaluienasiniuen
4. Aagee

4.1 dlauanen dasdsdrntnanathoten 3 wihguITIAIet Faududunuusasmoasioaldasudan
mmmmmlummaﬂmauuwmvlﬂmmu
5. msﬂsznuqmnwmnmuau (wanstand@TN1TTULlTEnn)

5.1 m'ﬁﬁmauew"aaﬁmﬂ‘l’&'lﬂ“hiﬁaan'h 1 D dunniusswey

5.2 m*nmmwaauau amaaaamtmmwmﬂlmmawamsmamLﬂﬁmmsumwau

53 nsmwv\mus’mmsmmmumamum‘nmuauLwammammﬂ”mmmw nUILTITNTISYINRIRe

Savvadiating memummaaaamtwuanmummuwmuwﬁmsaomnmmﬂ = uazsidugsuAaway
m'lmnﬂwmm’uao’lummnmmﬂmﬂmmw n'mmwmwm'lmﬂu"l.ﬂmuﬂmanvm.,mwv WHLTITNTVE
imuaﬂﬁvlmuwmsmmsmuaswmmmna’n’uaa Nmmm*/mawwamluﬂsmavhJ

5.4 wwmmawmﬂawmwamlnawmma mawamﬂnmaauamwmuﬂswmsl@q naufnue lag

lifidouly
6. flana e (§one) iwsanlisnidndganawasuimua aodi

6.1 nsmwamsammmmﬁmmu Tﬂsmssmqmmammsu,wmmawaaﬂgummsn"mmmmu ISO/IEC
17025 Lsiduluanwan msmu'uamﬂuﬂluﬂs,mﬂﬂs:mmﬁm

6.2 nsmwa AU, m"ﬁumunmsﬂmnmumnw Tasemalasdminnuanenssumsawauazen g asaswas
fynrdausany

6.3 nsmwuﬂmmammwmnwamnmmna’r«:aowamaﬂsw*nwaLLa"m’miJaa@numawﬂ'mﬂ'lmum
7. v‘mm’mmwaaoauawﬂmuwmmmNamnm‘nmmﬂs.mnmsumnmuiﬂua’mnmuﬂmmssun'ﬁ
asuazenluszezm 1 Sdauiudsemadsenanamaidnnseing
8. N aIaRUARYU Sensitivity disc 189 oxoid ’lﬁﬁ'u“[sawmmamaaﬂmq wy (Wuaasensssusasms
AULAYM)

WK : 1989370

1 = The United states Pharmacopeia 38

(wian3en i)

(GET:) W “\( NYINAT (89%8) Q\/msums

(wgiafien Aaesd) (WHRTausT loadan)

winilemuniiia yailsasi2se2



