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Piperacillin sodium 4 ¢ and Tazobactam sodium 500 mg for injection
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Fou Piperacillin sodium 4 g and Tazobactam sodium 500 mg for injection
1. ansulAnaly
1.1 Fumenusaande
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2.1 ldentification

Piperacillin @iwmummﬁizqiu finished product specification

Tazobactam mwmummﬁ'iwiu finished product specification
2.2 YFsnamendey

Piperacillin 90.0 - 120.0% of labeled amount of piperaclin

Tazobactam 90.0 - 115.0% of labeled amount of tazobactam

oH G\iaﬂrmummﬁﬁzﬂu finished product specification
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3. nsUsRuAsEANSAMsBs1A1 (Price Performance)
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(Certificate of GMP Active Pharmaceutical Ingredient (API))
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mL‘fﬂi‘U (Certificate of GMP Finished Product)
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4.8 ﬁ’numﬁﬂﬁéﬁuaawamﬂ \AT189 (Certificate of Analysis (CoA)) laenasUsznausie
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4.8.1. Anunmladssusesuanisiase (Certificate of An alysis of Active Pharmaceutical
Imgredient (APD) TaeFosdsenausny
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(Manufacturer)
4.8.2 @U@ 0SUTRINANITILAT LV AN U sﬂdmaid (Certificate of Analysis of
Finished Product ) ﬁuzigjm%wamm’ ;%ae;c‘d (Manufacturer)
4.8.3 L,aﬂaws%’uﬁuﬂ'a”mﬁ&ﬁﬂéizﬂﬂfmjummﬁ@\?JN”*-’@@G‘L\}""WFJ f1éey (drug substance) Lagiu
nsuAnvesdniaeiEnsazy (Finished product¥ily Luﬂ‘ﬁmammqumu
4.9 @UNBNAITLEAINANITANAN3PIA7T (Stability data)
4.9.1 FuenmSLERKNANSANNFY ATz (Long term stadility data) 913U 3 JUNSHaR
4.9.2 A NNENEUERHEN 1SR NIRRT e (Accelerated stability deta) 911 3 SUNTIWER
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Auen (In use stability data)
4.10 dumnidesusasdindamiendiiag (Certificate of Phamaceutical Product) izl idnn
Tutszmalney
4.11 drunsingiuanuanyavewindagian (Bioequivalence) Uuldsnudaniinua ASEAN
Guidelines for the Conduct of Bioavailability and Bioequivalence Studies %38 ?;j 3
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4.12 redtldldondunuudpananinisfingniaedin (Clinical trall) veseluusemelvefinansd
nanedatinvaserlusulzaninnazanudasaduSouifisuiueisruuuuwas ANyl
1A INNNITLANEY
4.13 duuwidefusawasgrumauaudnnamiinsiisludes RS (Good Labora
tory Prac tices (GLP)) iumﬁﬁﬁwﬂﬂ'ﬁf%>°%"3&1;@ﬂ@mtimm
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4.15 glanamneddisnegeetagnalos 3 wiigusseiue

4.16 FrunvilsdadusannsgiuresUjUiinag 1ISO/EC 17025 Tusieniseiiaus (G7d)

4.17 denansiansayamslasunisussglu Green book vadlve (601)

o

4.18 dunena1skanlayanishisunisusslu Orange book w84 US.FDA. %38 European
Medicines Agency ¥SeUa@uinnysy (63)
4.19 MIBUTHAILTTIUANTINUALUTENARENTIUNNTA
o A
5. Waulvdun

5.1 gvesdiongwideldiesndt 1 U duainiuid

5.2 gwneunsndniidsauliunandus agfpaddiuvildeiuemanisiniies (Certificate of
Analysis (CoA))
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4 g and Tazobactam sodium 500 mg for injection
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nanmsiAasa il (General quality criteria)

1) mwaijumiN?cﬂmmwé’mﬂmvﬁimiﬁﬁiummémm

5
2) wmspwingAusiediediAty (Active Pharmaceutical Ingredient Specification) warunnsgiusdniagodiiegy
(Finished Product Specification) 5
3) Lmigmmifﬁu%ﬂmnazﬂim'mmmwﬁﬂer%i%’mi?ﬁﬁ‘gﬂﬁﬁb%ﬁmmaaﬂizmﬂm
(Good Storage Practice/ Good Distribution Practice; GSP/GDP) 5
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1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) Tuvngfidueie m&d%aﬁ
susaunsasaseulesiivadusedieTutssedssmesey/daden (Fandeladenis) 2.5
1.1.1. asumafuses GMP-PIC/S 910 PIC/S participating authorities W30 cGMP 2.5
1.1.2. ¢&unsSuses WHO GMP Tumsneiiieadasiu AP 1
1.1.3. lAsun1s3UTes WHO- GMP rr%ﬂﬂﬁgﬁgg&grg / S_w__bf_j;a@%inﬁJﬁ GMP (laiwansan) 0
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