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944239: Meropenem 1 g powder for solution for injection/infusion, 1 vial
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1.1
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1.3
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1,000 mg/ 1 vial
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1.5. MinaasunuautRialy

L.5.1. Anuaudfves Parenteral dosage form Snsuaning/n1350573 Universal test fasialud

) Test Acceptance criteria
Identification complied to all requirement of all specified
procedures in the test on Reference monograph
2. | Assay complied to specific test of Finished product
(Shelf-life COA only)
3. | Elemental Impurities analysis Complied to finished product specification or
/Related substance specific test
{¥ A B QT Elementa g iss i drug (Foesreaunaiiledirnuinnia Reporting threshold)
Ersfiusz>F<D£§§'i§§f;§ ?ﬁ;;?eﬁ:igyzfrf;ter v | e - 1130999 heavy metal ¢ audisSunsuriivun
G EP genenl text 3.20) mudsgmalussiyunm
4 | Particulate matter Complied to finished product specification or
specific test
5 | Sterility test Complied to finished product specification or
specific test
6 | Bacterial Endotoxins Complied to finished product specification or
specific test

1.5.2. Auaufives Active Pharmaceutical ingredient #in15uandsia/n15n339 Universal test fasilus

Test

Acceptance criteria

Description/Appearance

Complied to Active pharmaceutical ingredient

specification
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U8 Test Acceptance criteria

2. | Identification complied to all requirement of all specified

procedures in the test on Reference monograph

3. | Assay complied to specific test of Active
pharmaceutical ingredient
(Shelf-life COA only)

4. | Residual solvent cH asc (Rs-6), uspa2 Complied to Active pharmaceutical ingredient
<467> EP general text 5.4, BP appendix VIIl L, JP17
supplementl p.2634-40)

or specific test

2. qruantANImAla
Han15AsIvATIzviRA WTulUAM finished product specification wag Specification of Active
pharmaceutical ingredient (API) 181989910 nduiSuatuiondy deldeansidouseditniy
ABZNTTUNITOIMNTUAZY NTYNTNANSITAY TabndasinSulFsrededoaduatiuiifisunimieln
naasgundaiiiulasunis PIUUTENIANTENTIESITAUGY (309 S2UFTI87 WAL, 2561 agiudl
6 SunAu N.A. 2561 @wszmAlusfisanunuiuil 12 quawiug 2562) ua szysheIen @IUA2) we
2562 a3¥uil 3 nIngnA 2562 (aa‘diumﬂ‘luswnamuwnmauw 26 NINYIAY 2562)

2.1 Finished product specification

99 | Test Items Specifications (USP2024)
1 Identification
HPLC Correspond to the standard
uv Correspond to the standard
2 | Assay 90.0 - 120.0% of the labeled amount
of Meropenem
3 | Content of Sodium 80.0 - 120.0 of the labeled amount of
sodium
4 | Uniformity of dosage units <905> Meet the requirements:

- The acceptance value(AV) of the first
10 dosage units is less than equal to
L19% (L1=15.0)

- If the acceptance value is >L1% , test
the next 20 units. The requirements
are met if the final acceptance value
of the 30 dosage units is <L 1%, and
no individual content of any dosage
unit is less than {1-(0.01)(L2)}M nor
more than [1+(0.01)(L2)]M, (L2 = 25.0)

ﬂmxﬂi‘illﬂﬁﬁ’]‘vmmi']EJﬁSLﬁEJﬂLLaL’Qmé’ﬂ‘UiUSLQW']?J

J M
1.aste JOW. . QAL T UsEsIUNsSUNIS z‘aﬁa.......4.;,...3..‘..:‘.’ . ““ 5 ............... N33UANT 3. 0900 e b S A3IUNS
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99 | Test Items Specifications (USP2024)
5 | Organic impuirities
- Meropenem open ring NMT 0.8 %
- Meropenem dimer NMT 0.6 %
- Any individual unspecified impurity NMT 0.10 %
- Total unspecified impurities NMT 1.0 %
- Total impurities NMT 2.0 %
6 | Bacterial endotoxin Meet the requirements
7 | Constituted solution At the time of use : meet the

requirement
The solid dissolves completely, leaving
no undissolved matter
The constituted solution is not
significantly less clear than an equal
volume of the diluent of if purified
water contained in a similar vessel and
examined similarly
The constituted solution is free from
particulate matter

8 | Loss on drying 9.0% - 12.0%

9 Particulate matter > 10 Um NMT 6000/container
> 25 bm NMT 600 /container

10 | pH 7.5-83

11 | Sterility test Meet the requirements

12 | Labeling Meet the requirements

2.2 Specification of Active pharmaceutical ingredient (API):

(A) Meropenem

D) Specification of API Acceptance criteria USP 2024
1 | Identification (USP)
A. Infrared absorption Complied with the standard
B. Ultraviolet absorption Complied with the standard
2 | Assay 98.0% - 101.0 % of Sterile Meropenem
(On anhydrous basis)
or

muznismmsﬂ"mumiwanﬁamazﬁ.mﬁnwmzLavm

’ 4
1.89%0 MW l(&%"/ Us¥sIUNTIUNIS 2.84%8 = NIIUANT 3. Ao N3IUNS
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U Specification of API Acceptance criteria USP 2024
78.0% - 84.0% of Meropenem with Sodium
carbonate sterile
3 | Specific rotation Between -17° and -21°

4 | pH 4.0 - 6.0

5 | Water content (Method | or 114 % - 13.4 %
Method la or Method 1c<921>

6 Residue on ignition Not more than 0.1%

7 | Limit of Acetone (USP39-42) Not more than 0.05%

8 | Organic impurities

Not more than 0.3%
Not more than 0.3%
Not more than 0.05%

- Meropenem open ring

- Meropenem dimer

- Any individual unspecified
impurity

- Total impurities ,excluding Not more than 0.3%
meropenem open ring and

meropenem dimer

9 | Bacterial endotoxin Where the label states that meropenem is
sterile or that is must be subjected to further
processing during the preparation of injectable
dosage form, the level of bacterial endotoxins
is such that the requirement under the
relevant dosage form monograph is which

Meropenem is used can be met

Or Not more than 0.125 EU/mg or meropenem

10 | Sterility Meet the requirements

NMT = not more than

* sf1da Dissolution wag Uniformity of dosage units TiuULBNANSUARIIIBALIBEANANTS
a3293n 1 wnilldudeeasduadidusuauiluly coa

- nsdinvansidouudanisiiu (waive) 115ns19a0UAT RS8N 5l IREuLERENETS
vangrusananilisueyiRde

- Drug substance specification #9158191n1uT1A 1Y vBIEKER drug substance #3e lu
AA3129 drug substance vasuansdnTagy atulaatunils felinsmsaiinseiasunn
wdeiitvun

EUTTE

3. M5UsEIUAUILENSAINABI1A1 (Price Performance)
$188LLDEAMULBNATT 1389 MIUSEIUAYUSEANSANEB1A (Price Performance)

ANENTIUNSAMUATIauBEnLa ANEN YN ANy

)
2.89%0 %/\éo ATIUNNS 3. a4l ff& ASTUANT

Lavte RN, AUV UTesunsIunIg
(un.wans ASEEYa)
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4. PNENSN Y IUNITNINT U

1)

3)

6)

1.89%0 ...

LaﬂaﬁﬁlﬂumsﬁﬁmmqmmwﬂﬂﬁﬁmﬁﬁuLaﬂmsw%amzqwmaLa*umﬂmsmuﬁﬁu Fsioluil
dwenansmiuen nunlng uaz/miontwsingy

wrewe: lunsalidlyefunuuasdosiionansuansdousldvesenititunsfusesnin
dninnuanznssunseInuaze uansineuiifevdld demssets Terulideumituen
sunuulurunegldlunissnuiiu wagdnisseytornudiounisidenliluenansiiuen
?ﬁLiﬂLE]ﬂﬂ’]'iLLﬁﬂx‘l‘UE]ﬂ’]’]ﬁJUUQﬁ’]ﬂ‘UENﬂ’]‘UU“USiQ (Wewaznaeden) auildtunedouls
diundvetunadeudi3uen (W v.e.1 vie o.1) ATUYANTN WIBNTwasBnRUNYNTIaNTE
maammmgﬂLLaz‘uamwummmgmmEmﬁm‘nLﬂsuwm (Finished Product Specification and
Analytical Procedures) fitungieuly Tnesosdraduiiueiussmansenssansisaguiuses
wsalinIUsene

NUGLR: ﬂmmaﬂsummamaauLLUaaLLf’ﬂmmm'i%mmmamwummmﬁw“lwaaﬂﬂam
mumswmﬂsvmmusmmamﬁmmammamumwuﬂmvmsumsmmsuaum Tokuudunm
vousludsuuasmenislunsifous3uen (wuu ne. 9) vie dunmveudludfsuuassenis
Tunzileusisuen (W 8.5) iwfeudusie
fuunluddymstunsidoumsuen wuu ne.2 vie ne.3 vie ve.a v 0.2 uaUANTel)

4.1. 1.5l wdsluussndlng (e 2)

4.1.2.nselemduiomauiaussylusandlne (e.3)

4.1.3 n3digdaneeUseme (ne.d)

UYL ﬂimumswaauLLUaqLLﬁlwwsuaummLauamuwmam Tuuvdnurdiveudly
LﬂaauwaqswmﬂumLuaums‘um (WU n.8. 9) w3e dundveudluiudsuulassienisly
nerdeusiuenieafudiueygauazaauiingn (v .4)
duumlidedusewmsgunswdneinamdninasi3snsialunisuanen (Good Manufacturing
Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science) Tag 128914 PIC/S
participating authorities 2UUa1@ANILTBUNIINTIVEOU THANTTUTINTTUUTENAUIZNIASIAN
didnvseiind lumnafiAudesiueilaue Ussnaude
5.1. dnumilideiusewnsgumsuanginundninasiisnisinlunisnaningfudenddy

(Certificate of GMP Active Pharmaceutical Ingredient (API))

52 ﬁuumﬁaﬁa%saammgmﬂﬁwﬁmmmwé’ﬂLﬂmsyﬁﬁ'm317fﬁ‘1umm§mwﬁmﬁmeﬁmﬁ%%gﬂ

(Certificate of GMP Finished Product)
lunsdidugnindrainieusema guandesiidiumtsdesusonan s (Certificate of
pharmaceutical products, CPP) nsanisdasuseinissivmiuneg (Certificate of free sales, CFS) Tu
mnaefiEuewe atiuagamuseunmsassaeulasinadusesdsTulsenmalszninsian
nasguvesdarimungunmingiuiiendifey (Active Pharmaceutical Ingredient Specification)
waznanfnaiendniagy (Finished Product Specification)

7.1 dunnsgiuingiudie1diAy (Active Pharmaceutical Ingredient Specification) was

NIRTFIUNENAusi81d811593U (Finished Product Specification) Tag sy ysis1en

(Pharmacopoeia) VII‘ZIEJ’NENﬂ’ﬁ’JLﬂi']uMIWEJNW\S%’]U@EJ'NU@EJG\ENLIJUIUG]”I@J?JEJﬂ'muﬂLLﬁu

ANENTTUNIAIMUATIEAsI AL ANAN YT IaNE

IR AOUTB UsE51UNTTUNIS 2.a3%0........0.0 % A n551N1S 3. A9U9 o, 9,‘19 ............. ATUANS
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1asguveInsitassilusmnelassemils suusemansenssasisaugy e Y
3187
7.2. @11 drug monograph maqﬁgﬁamﬁwﬁiy (Active Pharmaceutical Ingredient) waguansae
g1d 593U (Finished Product)
7.5 ﬂiiﬁﬁfmqauﬁ’smﬁﬁﬁm (Active Pharmaceutical Ingredient Specification) #30Ha/ s 98N
d1593U (Finished Product Specification) Liusinglusiisien (Non-official pharmacopoeia)
sesuanwanguienfinasgruvesmsiteseiiulumutenieladeluil
7.3. LildorMnuauazinasgiureanisinnesiluiineweslsemaiifuaundnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %58

7.3.2. faMMUALAZIATTNYRINTIATIZERER (In-house process) Tideandaariu ICH
Guidelines %39

733 foftwuauazanasguiluresmslienesiiitmualilushse ssela e
MUUIENIANTZNINEAEITUEY 309 SYYTIEN fi’m%“ugmwumﬁﬁuﬂ (General
requirement for dosage form)

warginn: dedimuaquainTngiuiiend1fgy (Active Pharmaceutical Ingredient

Specification) uagnan Aneie1d11593U (Finished Product Specification) A758195991061157

Werfunazatuideatu snfuusnsdildsefifefmuauazinnsgiureinsinssiams

IngAudeddny vide nandusiendisogy

8) @numisdeiusearanisinIeyt (Certificate of Analysis (CoA)) TnedasUsznaudie

8.1 dnumiidesusemansiinseiingiumendfey (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) Inedasusznausmie
8.1.Ldwumilidesusesamsiinneiingiusiiend ey vosantngiusetddy

(Supplier)

[

8.1.2. @MU MaEasUTOINAaNITILATIZI

v v v (3

ngAusEd@ATY YesENaRNEnsueied TGy
(Manufacturer)
8.2. a‘hLumﬂ’qﬁa%’maqwamﬁmswﬁm?ﬁmﬁmsﬁmﬁ%%mgﬂ (Certificate of Analysis of Finished
Product) vesinanudnsingiendnsagy (Manufacturer)
8.3. lenanstudunnuduiusszrineiumsnanvesingiusend iy (drug substance) wa JUMT
wAnvaandnAnsid1Sagu (finished product) Mldlumsnanefuiidsey
9) @nuNBNATUARNANISANYIAILAIT (Stability data)
9.1. dnuenansuanInansfnyIAuATITEELE17 (Long term stability data) $1uau 3 JUAT3
HaR
9.2. dunenasuansmanisinwamasiiluan1izss (Accelerated stability data) $1uau 3 §u
NSHER
9.3. duuenarsuanmansAnniluansierannsadnudadinenld 1 9 /dunansussansua
33w (Nsdlenda) (G130

ﬂmzﬂismmiﬁwumwamﬁaﬂLLa:ﬂmﬁ”ﬂwmsLaww

4
1.84%0 M.‘%Mmzmuﬂﬁumi 2.a4%0......0.0% i 7 G ASIUANS

n33UN1S
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9.4. nsghueniidiosazans Afeandeuld Whdnuenansuanisfnwnunafandanisazans
waz/v3e 139919 / vaaulald lusviazanesne asudunazaenndssiuienalsiifue (In
use stability data)

10) dunmiledeusesnindngiendusagy (Certificate of Pharmaceutical Product) tannzentiidnan

Tulsznalney

11) dumdngumuauyavendndusien (Bioequivalence) InenansAnyimnuasyauesnan o

81 (Bioequivalence) 1ulumiudariivua ASEAN Guidelines for the Conduct of Bioavailability

and Bioequivalence Studies v3e gilansAnunTuszansnauasrauyavosndniueien nsengae

as15agy Inganfuniembenunniauyailaiiunisiusesin dnfnunaenssunsems
wazen adutagiu (nsalldlvensdunuy)
12) dnumiideiusennasgunsufiRnumdninasiisnsialuiesu joinis (Good Laboratory

Practices (GLP) lunsalilvhmsfinundauyaiishauszme

13) i susesnnsgiunmsiivinviuasnssneemundninaueiisnisiialunisifiusneuas

N35£31881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) fiauesimdasdsiiegsenetnales 3 mheusstui

Y
o

15) dunmisdeuseanasguiiesuuiinis 1SO/IEC 17025 Tusremsendiaue (§13)

16) dunienansuansteyanislaiunisussylu Green book vesnsuimemansnisunmeg (i)

17) dnunenansuansdeyanislasunisussylu Orange book 48 US.FDA. %38 European Medicines
Agency (83])

18) nsallaildersunuusiowuananisdnvimeadin (Clinical trial) vasenlulsemalneiuansdanans
AalnvesNUIEUIBUAUB P UL UULAE AR TN SN (§13)

19) MIBUINIIYTTTUNINIUAINUTTMARULATTUNTRAILITEUUENITIR 130 0N09iaSe5I5UT8e

mMsduasuMsveeIveIsEmAlig w.a. 2559 W3oaSusTTuauY denndaatiuusyniad (§qi)

5. Hovludug

1) sweslegwdelidesnin 1 U duaniuiidweue

2) vwnamssdniidweuliunguinsumenedasduumidosusemamsiinme (Certificate
of Analysis (CoA))

3) fuiwasdesdiluBusensudeuedonlndvunrgriadioiansidonanmrousmusmusiuay
939

4 mnguénisumd mulgmaunmanudndusivasdemnisdmsafiolnsesiguam §mne
wainfasizdufSuinveumlidelumsinnginuamen wazdwnluswuiignguinsien
AUUAAUINSWINE "

5) fauann(fuie)Busenlienidndyaneunsurivun wail
5.1 wndimsguamniiassinnsiinamaninsunmdudinanisinssilidulumunasgy
5.2. nydludnnsfeiatignFenifuiunnvesmarslnedineuanenssunisensuasen
55, ﬂsmwuﬂzumﬂmmwmﬂwamnmwmaawamaﬂsuawﬁwaLLaUmmUaamnamawmw”{,ﬂs‘um
5.4. naliinngnssumsindunssuwagnsiidadneeenandayden quimsumndvesnidnms

daifaenlunsadialy

ANENTINNSIIVUATIEAsBEALATAMAN YN AN

Lagge W O UsEsUNTIUNS 2880 Lo I . ATIUNNS ASTUNS

Y
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6) TnansAnmauladerseuiisuivendunuulusunsuuinuazunsuay
7) flLanms/sﬂmﬂuamnﬁsLLanmiwam“mqenaum carbapenem uay Cephalosponn Lwaaﬂ
msUuLﬂauﬁ“m'Nmswamwaanaum WENSZUULN STUUBNNTA SEUUNT NG uDg19auEe

ANZNTIINIIMUATIEaSEALAzAMEN YT IaNE
2.83%8..... %Z ................... N3IUNTT
(un.wans ASE5 Tand) (ney.adian Wsna) (ney.a%51 Alnwadn)

v

N3IUATT



audnsunnddsygurtiuming vauszniu

71 1310 19

wuuUsEliuAU s ansn1nmeas1A1 (Price Performance) Ussnveadi (@)

s dwmiin Gova)
L nuazanentEnidusylovidomasenis 80
2,971 20
1. quamuazausulandulslenidenisnyms Govas 70) Fan3én
nausinmsuszifiunnunwwdadusien oy AZUUL
n. inausinan Wity (General quality criteria) 20
1) 11AI5IUMSKEREAUMENINAITIBN TR UM IHEAEN 15
2) wmguingaufiendey (Active Pharmaceutical Ingredient Specification) wazannsgnu
Hansuae1dN393U (Finished Product Specification) 3
3) 1AsTIUNavieUURnIs 2
4) wespumaivinvieznsTaBnnmdnnueIsMIRRuNRAudhvkarnsT e (Good
Storage Practice / Good Distribution Practice ; GSP/GDP) il
5) U INTFIUKENS 0N 7.5
6) auautAniZoUsloviionsufihny 5
. InAUSIRMNINIAWIEY (Specific quality criteria) 80
1) wafigauRunmvisdesuseamnamsingzi (Certificate of Analysis ; CoA) 15
2) wafigannnnmmsAnynuaeh (Stability data) 15
3) waiigatlnanmueinvurussyiduian vsssusiuazaain (Package & Labeling) 5
4) anuhiedlunisiidashwdueidiuluy (Therapeutic Equivalence) 15
5) MsAn¥/ATen1amain i
6) FPUUDUTUINMUNIILEIIU WANTINITU 5
7) fimereasiudousarsnenuiiy Risk assessment of elemental impurities 10
ASLUUTIU 100

s ' H o : ¥ o - v ¥y a a ¢
Fovazazuuulaglivdnnisdasimin (Grehwinlasszuunisiadodndnenaigiedidnmsetind)

ANENIIUNMSIMUATwaIBUALaTALdN YL IaWTY

H.mg.nu._w O Ao ILHIUNTIUNTT 2.a3%0.......... M ..... M .. wk\ ................... N33UNTT
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2. 1@ (3awaz 20)

&uram%ﬁﬁéuamima_vwcz.magaarE.&gmmuc:3jmsmamsmzbﬁmw%mmrmnsm@wnm (Electronic Government Procurement; e-GP) wa3nsuUnydnans
ATTNTNNITARS

AUENIIUN MDn NUAT mﬁtr\num_SmeC‘._emDiEa\rws @
18979 Y Wm LUse DIUNIIUNTT

W M uN, ASIUATS 3. 89%® &% nITUNT
I
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1IN sUszIliunAWRER e Yeaniiey

ASLUU

. 52.&@233&&& (General quality criteria)

20

ganat al

WINTFIUNTTHAAIANANNMUANITNTNA UM INBAEN (AN = T8 1.1 + 1.2+1.3)

1.5

1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) Tumsineniliauevie atuaian
@ o W v - =3
MUTBUMINTIAaUlneinasusostisTuUsEMAUSENIRSIA/Aaden (iBandalndanils)

0.5

1.1.1. 195ums$uses GMP-PIC/S 210 PIC/S participating authorities ¥30 cGMP

0.5

1.1.2. 195un155U589 WHO-GMP %58 %50 cGMP w3aiflsuwin Tumnaiiiensasu APl

0.1

1.1.3.105ums¥uses WHO-GMP 3o cGMP wi3awieuwin usiliiszymnadaiay / lifiienans
wanINssuses GMP (liarsas)

0

1.1.4. 195ums¥uses GMP-PIC/S W WHO-GMP %38 cGMP fiviunengrouuusznausynan

@ (%

i waghifiionansuaninsiuvesioany wie liivdngunansiununeny (luiersas)

1.1.5. 1lAsun155Us99 GMP-PIC/S %58 WHO-GMP (la/ita15047)

. . . L L% 1
1.2 Certificate of GMP Finished Product Tunsnsaeniliausvie atuaganusaunsnsivaeulag
o v < o - = .
linasusestisiulsemausenIngm (@endaladanils)

0.5

1.2.1. 195ums$usee GMP-PIC/S 911 PIC/S participating authorities %38 cGMP uaz/#3e
wildeSusowmansin (Certificate of pharmaceutical products) 310 PIC/S
participating authorities luvsnaenfiauene (nsilenindn) vieldsunissuses GMP-
PIC/S NETINNUAMENTINATO IS IALEN

0:5

1.2.2. 195Un135U589 WHO-GMP %38 cGMP 89 Ustinaginan lumnadiieadiosiu Finished
Product waw/v3e nilsdeiusam@ninm (Certificate of pharmaceutical products) Tu
MR EUee (nSdlaiidi)

0:1

1.2.3. la5un3iuses WHO-GMP usiliszyvmnndaiau (Iiwersa)

1.2.4. 195Um33uUT89 GMP-PIC/S 38 WHO-GMP w38 cGMP fiumengniauiuuszneusznin
10 wagldifiienatsuaninisiuvesienny (liarsam)

aa | oo ' v LY Q a (4 ope
1.3 DMD_SF&.C@J._LJEJ&JDS\ZH_MRG\_S 3®ammgrﬂqs.camwmdm®a2m23E.S (Certificate of
pharmaceutical products: CPP) #3auiisdesusesn1sinving (Certificate of free sales: CFS)
Tumnegfiiausvie

0.5

AMZATTINIAYUATIBazIBYALAALAN YaZIRWIE

H.ma.mw%/ Sw\%&mw:\ Use51uUnsIuUNIg th.‘mm&) .................. N33UNIT

Saaw

(uwwains @305 3and) (ney.adan Tusna)
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.. dansdn
, inausinsUszliunnnmkansusien oy AZLUL
1.3.1. CPP w30 CFS atuangn (museunsasavaev) nsedlenglillorsnssusesdaiutseme 0.5
Usznansim viseueindaluuszmelng
1.3.2. Lsifl CPP w38 CFS w3 il CPP / CFS #iviunony 0
2. | wnsgruingaudledrdny (Active Pharmaceutical Ingredient Specification) uas 3

WAsgURAATeiendn3azy (Finished Product Specification)
9150 enarsnIsIunsdey (AsuuusIs = 99 2.1 + 22)

2.1 e uingauiiendfey (Active Pharmaceutical Ingredient Specification) (sdangalnda 1.5
wida)
2.1.1. nsdlleizunssusedlussnen (Official Pharmacopoeia) (439978 ladanils)
1) 8§18 e adudige (Muenarsivunzadeuld) wezmssrdeiu desduflaly 1.5

nzioudfueua (fe.5 7 ae.oilR)
2) 81989 fe aduarge (muenansivunzfould) vieduudlylunzifousisuewds | 075
(8 8.5 Ny o8, Melu 2 VuadildleSunsoust® warduudluneuiulseninsian)

3) 9183 USP, BP, Ph.Eur, IP JP atulnsindusenme ssysaen wazudlalunadeu 1
ssuenBeusenuds o5 1 ov.ouliR)
4) 871983 USP, BP, Ph.Eur, IP, JP adulmintisenia szysaen uavBuudlalunadeou | 0.25
dsusud @ 0.5 78U o, melu 2 YuadlilFsunseudd wartuudluneutu

U3gnnsinn)

5) 9729849 USP, BP, Ph.Eur., IP,JP atuaian wseludndiusenia srUMsnen wazunlaly 0
vziousfueuda uids Iulaguudlyluny Sous$uen

6) 81983 USP., BP., Ph.Eur., IP, TP, JP (atumussnendt sumusenim) wazuflaly 1
nzifeus$ueuds [o.s 7 ov.ouilR)

7) 8183 USP. , BP., Ph.Eur,, IP , TP, JP (@tfuaussnenit sum.Usenia) uavbuudlely 0.15
naSoudifueuds @ o.5 18U ee. melu 2 DuddelilFsunsewsT® waztuudluron
JuUszNIATIAN)

AMZRTIUINSIMUAT BasBenuaAudN YL ANy

2
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nusinsUsifiugunnaadusiondoansiy AU
8) #2983 USP., BP., PhEur, IP, TP, JP (atfumussnendt sum Usenne) uazuilely 0
neioudsueuds wid llgduuslylunsidousSuen
9) eduhmenatusiniusznasisen (lifesun) 0

2.1.2. iasgusieInuOfficial Pharmacopoeia v8aUsemaTiduaindnves The International
Conference on Harmonisation (ICH) (iaw7zau 10 ICH 7] Official Pharmacopoeia
harmonization @e USP, BP, Ph.Eur., JP., Ph Int.) wIelamvuALaZINATHIY In-house
process fiaonndasiu ICH Guidelines Wa¥/%30 Pharmacopoeia General
Requirements (taandaladanila)

1) 81984 Official Pharmacopoeia vasUszinAaNEn ICH Lag/138 In-house process 15
@enARDIiu ICH Guidelines %38 Pharmacopoeia General Requirerments aduaan

naade wasuilulunsifowihivenSeuiosuds (.5 7 ou.a1ilR)

2) 87984 Official Pharmacopoeia wasUszmean@n ICH waz/v3e In-house process 7 1.25
#0RRaINY ICH Guidelines %30 Pharmacopoeia General Requirements avulua
nd1UsEmAfSET sun Usena ynvhde wezuilulunsifousfuswd @e.s 7
RERHE))

3) &84 Official Pharmacopoeia eUsgmAaudn ICH waz/"3e In-house process 7 0.75
#8nARDIAU ICH Guidelines %38 Pharmacopoeia General Requirements atugagn
visalmindszmessend sunusgne navhde wavBuudlvlungCoumueudn
(@ 0.5 Mt 0. mulu 2 Yuadslildsunsenwtd warBunilureuiulszningian)

4) 81984 Official Pharmacopoeia ¥eUsinAasn®n ICH waz/w3s In-house process i 1

@enARBy ICH Guidelines 38 Pharmacopoeia General Requirements atfusy

Usenad e sun.Usene navhie wasunlalunsideumsveudl .5 7 oe.
DULIR)
5) 9184 Official Pharmacopoeia T8sUszmeeunTn ICH wag/v3a In-house process 71 0.25

@9AARBINU ICH Guidelines #3® Pharmacopoeia General Requirements_auusnu

AIZATIINSAIMUATIEALLBEALAS AN VMTIAWTE

1.8 %Lm . .. @m ........ m .. ¢ —Usvsunssuns 2ae....1.1 O\‘)\ .... W ................ ASIUNTS
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e Duussuen

Fonsfn
inausin1sUszfiunnnkanfusiendaaiiny AZUUL
Usmassneil sun Usznia ynthde wavBuudlulunsfoumivend G o.s ity
oy, melu 2 Yuddelalldsumsensid wazBundladewiuusenmnmen)

6) 91989 Official Pharmacopoeia 983Useineaundin ICH way/%3e In-house process i 0
@onARTU ICH Guidelines %38 Pharmacopoeia General Requirements atuaan
visolnini Wsemmusyne_uglyl

7)  §1989 In-house process fidanndoeiu ICH Guidelines muUszAARIIEIUITIT 0

8) 81984 In-house process fidonA&BIU ICH Guidelines sninUsynaRsen (i 0
NIT0UN)

9) In house process lugonaas/laiifulunnu ICH suideline Wisluifinsauudly (la 0
NIT0UN)

22 nasgusdnsiasiondniagd (Finished Product Specification) (‘Gandaladanide) nsdliieg | 1.5
smInmsasu ARl URMFIE o enasSed I sveuAlY (WUY 6.5) Iwsey
finished product specification lngvaunlyneusulsenauseninginy/Aaaen uazlsiiu 2 T o
TWUsENINTIAI
2.2.1. n3allefumssusadlushsnen (Official Pharmacopoeia) (tFandaladanils)

1) 92483 den atuaiga was lesuntseydilunsideusiueuda 1.5

2) B fsen atiuaige wae agsrninduudlilunsSeus$uen @ o.5 ity oe. 0.75
molu 2 Yuadlaildsumsewsid uarBuudlunouTulsenmnsan)

3)  $wde fsen atudge uada laduudlelungSousmsuen 0

4) ©1984 USP, BP, Ph.Eur, IP,JP atiulunanussmeszyssen uag ldsuniseysilu 1.25
Nz UBuMS U

5) ©183 USP, BP, Ph.Eur, IP atulundiuszniasyysisnen wae ogszvrineduudlalu 0.15
nealousiiue @ o5 Mt ee. melu 2 Tuadlaildunseutd waztuudluieuty
Usgmnsian)

6) 881 USP, BP, Ph.Eur, IP atuluundussmmszyssnen uadh lulgdhuuslely 0

ANZNSTUNSAMUATIBAIBYALAYANEN YT IaN Y
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nasinsUsTliugunwaandusiendaansiny

ATLUU

91984 USP, BP, Ph.Eur., IP muszmesyysisen uae lasunisaudilunsdeu
ATV

1

91989 USP, BP, Ph.Eur., IP mutszmesyyssien uag egsemineduudlalunsdou
[ = N | v M Yo va L ' /

insuen (@ .5 iy ey, Melu 2 Tuadslilasunsow® wavBuudluneuiulsznin
31A1)

0.05

9)

91984 USP, BP, Ph.Eur,, IP sutszmaszyssien wadsluldudlolunzifousiuen

10)

©919839us15181 USP, BP, Ph.Eur, IP uslatfusiindn Uszmeszysisnen (laifansen)

2:2.2.

nsailalgsunisiuseslumiaen (Non-official Pharmacopoeia) 1nmsgusosny
Official Pharmacopoeia veslsemaiiduaindnves The International Conference
on Harmonisation (ICH) (iRwzUszinaaw13n ICH 7l Official Pharmacopoeia
harmonization fl9 USP, BP, Ph.Eur, JP, Ph Int.).) wiedafvuauazannsgiu in-
house process fiaonndaariu ICH Guidelines war/138 Pharmacopoeia General
Requirements (t8an%a latiouils)

91984 Official Pharmacopoeia vosUseineeann®n ICH waz/%38 In-house process 7
@ennaeariu ICH Guidelines %38 Pharmacopoeia General Requirements atuaian
ynavhde wazuAlylunsideushiuaGeuiesuds o5 # ov.oulR)

2)

9484 Official Pharmacopoeia ¥83UsgwAauNGn ICH wag/%38 In-house process 7
#0nA&9INU ICH Guidelines ¥39 Pharmacopoeia General Requirements avulua
ndUsEmAfend sundsma yavhde wezudlilunsousiueud @os 7
98.91317)

1.25

3)

9484 Official Pharmacopoeia vaeUssmeau3n ICH Wag/v3e In-house process #
@enARBdfiu ICH Guidelines 3o Pharmacopoeia General Requirements altudga
visalmindruszmamnenil sunUssma yovhde warBuudlelungideumiueud
(3 .5 My oy, melu 2 YusddlildFunmsoudd uaztuudledeuiuussmasan)

0.75

97484 Official Pharmacopoeia voeUsvimnaaun®n ICH uag/%3e In-house process 7
#8ARRDIiU ICH Guidelines w38 Pharmacopoeia General Requirements aifusg
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Foladounils)

Fomsdn
inausinmsusaiiuannnansusiendosiiny AT
Uszmeshsendl sunUsznia yavade wasudluluneifousmivenudi Ge.s 7 ow.
Q)

5) 972983 Official Pharmacopoeia 183UsgneAaunGin ICH wag/%3e In-house process il 0.25
aanAaBay ICH Guidelines #30 Pharmacopoeia General Requirements_atunnil
Uszmeshanen?l sumUsznia ynshde wavBundlelunsifousnfusuds @ e.5 iy
a8 melu 2 Yuadelalldsunsenysi@ uasdundlenouiuuszninsan)

6) 91484 Official Pharmacopoeia 104UsenAaL1Tn ICH waz/3e In-house process i 0
@ennRATU ICH Guidelines w38 Pharmacopoeia General Requirements atfuangn
wiolwaini visemaseme_uslylgs LT85T

7) 1984 In-house process fidaandasiiu ICH Guidelines mulsenagIsETUIite 0

8) 81984 In-house process fiaeandesiiu ICH Guidelines MniUsenasisen (i 0
N15047)

9) In house process ligannaas/luidulusu ICH guideline vi3alifinsiuudly (la 0
NT0U)

3 | amsgrunnwviesufiifinas ISO/IEC 17025 (iFandaladanils) 2
3.1. l5un155Uses ISO/IEC 17025 Tusren1sendiaue anmhenudusesiiundeie 1wy 2
nsuIngrmansmsunngd \Wudu uaviinsmeaeuasunniidionusmsendnesed sus.Usena
vseatuluini
3.2. 16i5Un155Us849 ISO/IEC 17025 Tus1en1seniiaue Y19sia9anaiseniignads (61576 1
avulminszmea sxyisier inheauSusesiundede 1wy nsdinenmansmsunnd
(Dusiu
3.3. lailésun1s¥uses ISO/IEC 17025 lustensendiiaue 0
3.4. Wusnhdhanseusemanlafunsiusesnasgu 2
4 | WIMIZIUNTITUIBY Good Storage Practice / Good Distribution Practice (GSP/GDP) (s§an 1
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Fan13dn
inausin1sUszifiunaunmnanfnsiendeansiy AU
4.1. 9i¥unns3uses GDP-PIC/S annvihsaususesiivndede wwu SGS, BSI 1
4.2. 19¥un15%u383 WHO-GSP+WHO-GDP annviineaususesiiunidede 1wy SGS, BSI 1
4.3. 1¢¥un135us89 WHO-GDP anvithesuiusesiivideile wu SGS, BSI 0.5
4.4. l95unn35uses WHO-GSP anvtheauiusesiiviiede wu SGS, BS| 0.5
4.5. lilasun135uses GSP wse GDP 0
wasgundndinet (azuwysan = @ondoladonids + 5.5 + 5.6 w3n 5.7) 15
5.1. fusfunuy 3
5.2 WHO List of Prequalified Medicinal Products 3
5.3 s1emseniilisnedo aglu Green book L1 - JaqUiu 3
5.4 Lidulusuiade 5.1, 5.2, 5.3, 5.4 0
5.5 nansI9 AT N Tidmne 3 Lot. (@nsnsavlinzinsuyndidemudseniignd) Tng 3
vieeUfRn1s 1SO/IEC 17025 lalinan (Fon 5.5.1 vide 5.5.2)

5.5.1 KaATITiAT RN isImine 3 Lot. Gimsasiviinnzsiasunnvhdemusiseniisndda) 3

TnevieaufjiRnas 1SO/IEC 17025 filailauan 2 uwistuly

5.5 2719 ATz T MG 3 Lot. @msnsiainssiasunndhdenusiseniisnss) 15

TneviesUfjiinns ISO/IEC 17025 ilallugnan 1 uvis

5.5.3.lidulunmviade 55.1, 5.5.2 0
5.6. iuenileglutyTsenmsendmiusnmlsaiiianududou mumidsmsmmmstedstgnmiinaint 1.5

uazMsUIMINAANIATY nsulyBnanedl nA(N19)0405.0/050764 asiufl 24 waaSneu 2560)

5.7. Liduludy@sensordmiuinulsafifinnududou mmidonusnsmtedstammsiadaintuns 0

muimagniasg naudydnansii nA(n19)0405.0/050764 asiuil 24 waasmeu 2560)

o & ' a wa - <
auauUAneystlsviddenisujuneu (Aenteladenil)

6.1. nsilenda /en/eduq (@endeladenil)

6.1.1. Wugwdussyfasinmindushiussyasudiu yng mieges (vial/ampoule/vaas/
10) amnszy¥esn Lot No $udiueny ynq wiheges (unit dose) Asudiu fimsszyaamgd

AMENTIUNSANUATIEALIBEALALALAN YATLANTY
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inaainsUszIliugun waEn usien Yo sy

ASLUU

msdaiulivueainfimhedes Snunleouiulelden way/v3edaan high alert drug (n3d)
\Juen high alert drug)

6.1.2. usdussafariauindysiussyasudau yag mhedes (vial/lampoule/viaasn/
M) ANTFYYoL Lot No Judueny yng wiheees (unit dose) Asuiau ualifinssey
_hhw\ n-

gampiinsdaiulivuamniimheges Lifiiuid@ouiulelde uaz/miedaann high alert
drug (sl 1Wuen high alert drug)

6.1.3. Wuillussydneinuindshiuszy asufau lawg wihelng (ndes)

6.1.4. Wuiussyingianuindasiuszy Lirsutiu

6.2. NSLUNNISNANTENINNGUELN carbapenem Waz cephalosporin (Hendeladenils)

6.2.1 flenasguinguanInsenNN1THANTENININGNET carbapenem Uag cephalosporin Lite
anN15UULUBUIENINNSHARYBINGUE)

NN O [ =

6.2.2 liifllonasguaneuanInsuennsnansewinanguen carbapenem uag cephalosporin
WeanN15UUUaUTENINNINARUBINGUEN

'
2N13A1

2D

naginsuszliuan waAnd e Yy

ASLLUU

. 52.&@23252& (Specific quality criteria)

80

1 | wagaignuniwniledadusasmanisiiasisi (Certificate of Analysis ; CoA)
(ASUYUTIN = U8 1.1 + 1.2 +1.3+1.4)

15

L1, muduiusvesraiigatnnnmuiidesusesnanisinsiziiendify (Certificate of
: : : : 4
Analysis of Active Pharmaceutical Ingredient) (tdanvaladawils)

1.5

1.1.1. COA Tngiiu §iviaves Supplier uag Manufacturer uasiuingaunnanguiioaiy

1.5

1.1.2. Sllawzwe Supplier wag/w3e Manufacturer vise lalaigumsnaniieniu

1.2. waigauunmvtidesusamansinsizisaendifiy (Certificate of Analysis of Active
. 3 = F Y o
Pharmaceutical Ingredient) (tdandalndawils)

meuamtzjmé%m\mm«rmmssmuaem\:@gzsd
1.a03e¥N B UsEsunssums TN Dl A0 S N3IUNTS
(ney.adan Tusna)
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nagin1sUszliuanwaand st Teaniiny AZUUL

1.a3%0 a,?ir%w\ ................. UsE5IUNTINANT

1.2.1.9591U Active Pharmaceutical Ingredient Specification NA%Ye M9V Supplier wag 6

Manufacturer uaziinsuananaluzuwuugaay duav Uas/vSouansnanisim el
unsiadauy impurity faunsoneumisiavlsidu Below Reporting Threshold (BRT)
138 Below Detection Limit basuania Reporting Threshold 3@ Level of detection
lulvimsevien) sndu Fide Physical test, Description, Appearance, Identification

1.2.2.030U Active Pharmaceutical Ingredient Specification ynvhdia ve1 Supplier W3a il
Manufacturer uaziimsuanswaluguwuusingy (uasvSouaninansainseiluynide
WU impurity FauIsanaunusay st Below Reporting Threshold (BRT) %39
Below Detection Limit uazuanin1 Reporting Threshold %52 Level of detection Tuly
IATIedEY)  saviu de Physical test, Description, Appearance, Identification

1.2.3. a33U Active Pharmaceutical Ingredient Specification yjashtie #iaves Supplier waz 3

Manufacturer Fgmjgm;msazmﬂtmd;dd “Conforms, Complies, Not detected, N/A, >,

<” gnviu vt Physical test, Description, Appearance, Identification

1.2.4. a33f1u Active Pharmaceutical Ingredient Specification y)nvhdia ¥84 Supplier #ia 2

L L e

Manufacturer rr&mjjrrms@zm?mdrrdd “Conforms, Complies, Not detected, N/A, >,

<” gnviu Wte Physical test, Description, Appearance, Identification

1.2.5. a33f1U Active Pharmaceutical Ingredient Specification y)nvhdia 484 Supplier #3a 0

L e

Manufacturer usi TuiidadAgyiu Assay, Related compounds usiu fnsuanaly
JUllUU “Conforms, Complies, N/A, >, <” (laia5as1)

1.3. anudiusvewaiigavnunwniideiusesmansinseisrduiagy (Certificate of 15
Analysis of Finished Product) Qm.ma%mws%msm&
1.3.1.COA finished product ¥ ingaugunisndaiiieaiu COA Active Pharmaceutical 1.5

Ingredient Specification

1.3.2.COA finished product liil4ingfivsuntsndsiieaiu COA Active Pharmaceutical 0
Ingredient Specification

AENTIINIAMUATIEazIBoALas AN vRITIANY
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1.4. zmsmazsegsstam@mdm@azmzju5.3%%%Gﬁi (Certificate of Analysis of m_:_mjmo_ 6
Product) (taandalatonils)

1.4.1. #1391 Finished Product Ingredient Specification ynvade uag mmgmrrmgazm_ﬁt
JULUURIGY (Uas/YSouandnan153As 1 luUNTITRIY impurity Ta78750MAUNY
Aauavlaiv Below Reporting Threshold (BRT) %59 Below Detection Limit Uazuana 6
A1 Reporting Threshold %38 Level of detection luludinsizvie) smdu Fide
Physical description

1.4.2. @391V Finished Product Ingredient Specification ynvade us fimsuanamwaluzuuuy
“Conforms, Complies, Not detected, N/A |, >, <” andu ¥ve Physical description

1.4.3. #1391 Finished Product Ingredient Specification nvadie we Tudeddmussg
&1 19U Assay, Dissolution, Related compounds 1lusiu finmsuansraluguuuy 0
“Conforms, Complies, N/A | >, <” (lsiwWa15847)

2 | waitgaupunmnsAnwialuasia (Stability data) (iFandaladanids 2.1. w3e 2.2. ) 15

2.1 nsdlendnduseiinunsivasdald (In-use stability) Wy sdn onfinauneuld eweessn | 12
\udu vie msvegeunstnudseiatineuas/mie In-use stability Tugiin Wugu
(AzUUUSIN = U8 2.1.1. + 2.1.2. #3990 2.1.1. + 2.1.3.)

2.1.1.n15ANW1 Long term stability amwaaemNsm\msm& 7

1) 235333 Long term stability fianmedaiu (Storage condition) 88ty 3 JUNS 7
wan il Wulumudermuelu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH) nadlfiansnsaiumsdinunldnng ASEAN Guideline #iaauuu Stability protocol
39 sm:ﬂ:mﬁ.w\%d@:mmﬂa Y. ,m___mzmzdngsmdm,&%ﬂ%scsﬁcaw%3 Tned
NaN15ANYI On- -going stability Uang g0 LaZUAAINANITATINIATE s&tmﬁme BALIY
%Mo physical description wariivhdemsvaaeuasudiay musseniiensds (1vu
USP, Ph.Eur, etc)

2) fims@nw Long term stability ianaedaifiu (Storage condition) aghatios 3 JUM3 1
ran_wdlailuluanuderimunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +

3euamr:d:égmwmmu_.o%smaaem:,%cuSs,a
1.aste WRW v@@,\ﬁemé:ﬂ%d 3 s N\%

.......................................... 2NV ittt s NI INNAT 3. 83D n33UN13
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wnawinsUsziugunrans e deasin AZLLY

5% RH) nsditanunsariumsfinwilaniu ASEAN Guideline #eaiwu Stability protocol
e wingruilssunseyi@an eu. NlinamsAnwnasuengeriidvualiuuaan Tned
WansAn®" On-going stability Yange uazuansransnsninseiduiiae oniy

v Y

e physical description wagilvhdenmsnaaeauasudau mussieniiansda

3) fimsfinu Long term stability fian1izdnifiu (Storage condition) aeetias 3 JUNT3 5
wan_Uuluaudearvualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finamsAnwnasuengeriirivualivuaain udlifinanisdnem On-going stability U
a1gn wazuanmansasIvlesgiiudaay snuiide physical description wawd

dansveaeuasudau musiseiisnsd

W
fins@nw Long term stability ianmedauiu (Storage condition) 8813tiay 3 JunIs 1
nanAdulunutorivuslu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) fikamsAnunliinsuengeriidmualivuaan udiinansane On-going stability U
g uazuanaansnsavilnnziiludiaay snvuide physical description wawd

FTONSNAADUATUNIU MNUFISTIETE1984

5) fin3finwn Long term stability fian1zdnifi (Storage condition) aghatios 3 JUN3 1
wan sWuluaudorivualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finan1sinenlsinsuangeniifmuslivuaain wazhifinan1sdnw On-going
stability Yanga wazuanmanisnsinlinnziduiaey snduide physical
description waziividon1smageuasudiau musiseiisneds

6) finsAnw Long term stability fianizdaiiu (Storage condition) lsiasu 3 Jun1su@n 0
uauluaudorimualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH)
mzm:._mmzf._&sémESﬂ__%sxsﬁgwmi WAliNaN15AN®YI On-going stability Y
a1ga wazianman1snsIvieTeiiludaay sniuide physical description wawd
Whdenmmaaauasudiou mussieniiensds

7) fimsfinw Long term stability ianizdaiiu (Storage condition) aenstios 3 JUMT 0.15
wao wilsitlulumudermvualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +

AMENTIINSAIMUATIWaIBeALaANEN YUZIaWIE
v B G u\%\
1.89%0 Use51UNIIUNTS 2.89%® NIIUNT 3. a9t

........................................... N3N
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5% RH) finansAnerasuangeniifvuelivuaan ualaifinansine on- -going
stability Usnga uazuaninan1snsavinseidudaiay sniurhde physical
description uazfiidenisnaaeuasudiau musseniensds eghedes 3 Juniswdn

8) fin1sfinwn Long term stability fian1agdauiu (Storage condition) aghaties 3 JUNS 0.5
wan uitlaiiulusudaimualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
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